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Sunshine Act Meetings Federal Register 
Vol. 59, No. 217 

Thursday, November 10, 1994

This section of the FEDERAL REGISTER 
contains notices of meetings published under 
the “Government in the Sunshine Act” (Pub. 
L 94-409) 5 U.S.C. 552b(e)(3).

FEDERAL ELECTION COMMISSION
DATE AND TIME: Tuesday, November 15, 
1994 at 10:00 a.m.
PLACE: 999 E Street, NW, Washington, 
DC.
STATUS: This meeting will be closed to 
the public.
ITEMS TO BE DISCUSSED:
Compliance matters pursuant to 2 U.S.C. 

§437g.
Audits conducted pursuant to 2 U.S.C.

§437g, § 438(b), and Tide 26.U.S.C. 
Matters concerning participation in civil 

actions or proceedings or arbitration 
Internal personnel rules and procedures or 

matters affecting a particular employee.
PERSON TO CONTACT FOR INFORMATION: 
Mr. Ron Harris, Press Officer, 
Telephone: (202) 219-4155.
Delores Hardy,
Administrative Assistant.
[FR Doc. 94-28076 Filed 11-8-94; 3.-07 pm] 
BILLING CODE 6715-01-M

COMMITTEE ON EMPLOYEE BENEFITS OF THE 
FEDERAL RESERVE SYSTEM
TIME AND DATE: 3:00 p.m., Tuesday, 
November 15,1994.
PLACE: Marriner S. Eccles Federal 
Reserve Board Building, C Street 
entrance between 20th and 2lst Streets, 
N.W., Washington, D.G. 20551.
STATUS: Open.
MATTERS TO BE CONSIDERED:

1. Review of the 1995 budget for the Office 
of Employee Benefits.

2. Proposed changes to actuarial 
assumptions and related delegation, to the 
Committee on Employee Benefits.

3. Any items carried forward from a 
previously announced meeting.

Note: This fneeting will be recorded for the 
benefit of those unable to attend. Cassettes 
will be available for listening in the Board’s

Freedom of Information Office, and copies 
may be ordered for $5 per cassette by calling 
(202) 452-3684 or by writing to:
Freedom of Information Office, Board of 

Governors of the Federal Reserve System, 
Washington, D.C. 20551

CONTACT PERSON FOR MORE INFORMATION: 
Mr. Joseph R. Coyne, Assistant to the 
Board; (202) 452-3204.

Dated: November 8,1994.
Jennifer J. Johnson,
Deputy Secretary of the Board.
{FR Doc. 94-27983 Filed 11-8-94; 10:56 am] 
BILUNG CODE 6210-01-P

COMMITTEE ON EMPLOYEE BENEFITS OF THE 
FEDERAL RESERVE SYSTEM
TIME AND DATE: Approximately 3:30 
p.m., Tuesday, November 15,1994, 
following a recess at the conclusion of 
the open meeting.
PLACE: Marriner S. Eccles Federal 
Reserve Board Building, C Street 
entrance between 20th and 21st Streets, 
N.W., Washington, D.C. 20551.
STATUS: Closed.
MATTERS TO BE CONSIDERED:

1. The Committee’s agenda will consist of 
matters relating to (a) the general 
administrative policies and procedures of the 
Retirement Plan, Thrift Plan, Long-Term 
Disability Income Plan, and Insurance Plan 
for Employees of the Federal Reserve System; 
(b) general supervision of the operations of 
the Plans; (c) the maintenance of proper 
accounts and accounting procedures in 
respect to the Plans; (d) the preparation and 
submission of an annual report on the 
operations of each of such Plans; and (e) the 
maintenance and staffing of the Office of the 
Federal Reserve Employee Benefits System; 
and (f) the arrangement for such legal, 
actuarial, accounting, administrative, and 
other services as the Committee deems 
necessary to carry out the provisions of the - 
Plans. Specific items include: (A) A proposed 
1995 Retiree Pension Supplement; (B) 
retirement benefits; and (C) proposed 
changes to the Thrift Plan Investment 
Options.

2. Any items carried forward from a 
previously announced meeting.

CONTACT PERSON FOR MORE INFORMATION: 
Mr. Joseph R. Coyne, Assistant to the 
Board; (202) 452-3204.

Dated: November 8,1994.
Jennifer J. Johnson,
Deputy Secretary of the Board.
[FR Doc. 94-27984 Filed ll-8-94f 10:56 am] 
BILLING CODE 6210-01-P

LEGAL SERVICES CORPORATION

Operations and Regulations Committee 
Meeting; Changes
“ FEDERAL REGISTER” CITATION OF 
PREVIOUS ANNOUNCEMENT: 59 FR 52861, 
October 19,1994.
PREVIOUSLY ANNOUNCED TIME AND DATE: A 
meeting of the Legal Services 
Corporation Board of Directors 
Operations and Regulations Committee 
will be held on October 27-28,1994.
The meetings began at 10:00 a.m., on 
October 27,1994, and at 9:00 a.m., on 
October 28,1994.
PREVIOUSLY ANNOUNCED LOCATION OF 
MEETING: The Marriott at Metro Center, 
775 12th Street, N.W., Salon “A”, 
Washington; D.C., (202) 737-2200. 
CHANGES IN THE MEETINGS:
MATTERS TO BE CONSIDERED: The 
Committee also considered proposed 
changes to 45 C.F.R. Part 1611.
CONTACT PERSON FOR INFORMATION: 
Patricia D. Batie, Executive Office, (202) 
336-8800.

Upon request, meeting notices will be 
made available in alternate formats to 
accommodate visual and hearing 
impairments.

Individuals who have a disability and 
need an accommodation to attend the 
meeting may notify Patricia Batie at 
(202)336-8800.

Date Issued: November 7,1994.
Patricia D. Batie,
Corporate Secretary.
[FR Doc. 94-27939 Filed 11-8-94; 9:30 am] 
BILLING CODE 7050-01-M
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Corrections Federal Register
Voi. 59, No. 217 

Thursday, November 10, 1994

This section of the FEDERAL REGISTER 
contains editorial corrections of previously 
published Presidential, Rule, Proposed Rule, 
and Notice documents. These corrections are 
prepared by thp Office of the Federal 
Register. Agency prepared corrections are 
issued as signed documents and appear in 
the appropriate document categories 
elsewhere in the issue.

DEPARTMENT OF COMMERCÉ

National institute of Standards and 
Technology

[Docket No. 940816-4216]

RIN 0693-AA70

Approval of Federal Information 
Processing Standards Publication 189, 
Portable Operating System Interface 
(POSIX); Part 2: Shell and Utilities

Correction
In the correction to notice document 

94-25049 appearing on page 55531 in 
the issue of Monday, November 7,1994, 
correction 2. is corrected to read as 
follows:

2. On the same page, in the third 
column, in the third and fourth lines, 
“c-1” should read “c|l”.
BILLING CODE 1505-01-D

ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 272

[FRL—5090—3]

Utah; Final Authorization of State 
Hazardous Waste Management 
Program

Correction
In rule document 94-25386 beginning 

on page 52084 in the issue of Friday, 
October 14,1994, make the following 
change:

On page 52085, in the first column, in 
the second paragraph, in the 11th line, 
the parenthetical phrase should not

have appeared. Insert in its place 
“November 13,1994.”
BILLING CODE 1505-01-D

SECURITIES AND EXCHANGE 
COMMISSION
[Release No. 34-34779; File No. SR-DTC- 
94-13]

Self-Regulatory Organizations; The 
Depository Trust Company; Notice of 
Filing and Order Granting Accelerated 
Approval on a Temporary Basis of 
Proposed Rule Change Implementing 
the Prime Broker Option in the 
Institutional Delivery System

Correction
In notice document 94-25002 

beginning on page 51465 in the issue of 
Tuesday, October 11,1994, make the 
following correction:

On page 51467, in the first column, 
the signature and title lines preceding 
the file line were omitted and should 
have appeared as follows:
Margaret H. McFarland,
Deputy Secretary.
BILLING CODE 1505-01-D

SECURITIES AND EXCHANGE 
COMMISSION
[Release No. 34-34780; File Nos. SR-MCC- 
93-07 and SR-MSTC-93-14]

Self-Regulatory Organizations;
Midwest Clearing Corporation and 
Midwest Securties Trust Company; 
Notice of Amendments and Order 
Approving on an Accelerated Basis 
Proposed Rule Changes Establishing a 
Risk Assessment Committee and 
Making Various Other Changes to 
MCC's and MSTC’s BY-Laws and Rules

Correction
In notice document 94-25040 

beginning on page 51462 in the issue of 
Tuesday, October 11,1994, make the 
following change:

On page 51462, following the subject 
heading, the date was omitted and 
should have appeared as follows:

“October 3,1994.”
BILLING CODE 1505-01-D

SECURITIES AND EXCHANGE 
COMMISSION

[Release No. 34-34875; File Nos. SR-MCC- 
94-13 and SCCP-94-06]

Self-Regulatory Organizations;
Midwest Clearing Corporation and 
Stock Clearing Corporation of 
Philadelphia; Notice of Filing and 
Order Granting Accelerated Approval 
of Proposed Rule Changes Expanding 
the Interfaces With the National 
Securities Clearing Corporation’s 
Fixed Income Transaction System

Correction

In notice document 94-26766 
beginning on page 54228 in the issue of 
Friday, October 28,1994 make the 
following correction:

On page 54229, in the second column, 
above the FR Doc. line, the signature 
was omitted and should read as set forth 
below.
Jonathan G. Katz,
Secretary.

BILLING CODE 1505-01-D

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39

[Docket No. 94-NM-78-AD; Amendment 39- 
9052; AD 94-22-03]

Airworthiness Directives; McDonnell 
Douglas Model DC-9-80 Series 
Airplanes and Model MD-88 Airplanes

Correction

In rule document 94-26366, beginning 
on page 54123, in the issue of Friday, 
October 28,1994, in the first column, 
the first line under DATES, the effective 
date should read “November 28,1994”.
BILLING CODE 1505-01-D
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Part II

Department of 
Health and Human 
Services
Health Care Financing Administration

42 CFR Part 401, et al.
Medicare and Medicaid Programs; Survey, 
Certification and Enforcement of Skilled 
Nursing Facilities and Nursing Facilities; 
Final Rule
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Health Care Financing Administration

42 CFR Parts 401, 431, 435, 440, 441, 
442,447,483,488,489, and 498

[HSQ-156-F]

RIN 0938-AD94

Medicare and Medicaid Programs; 
Survey, Certification and Enforcement 
of Skilled Nursing Facilities and 
Nursing Facilities

AGENCY: Health Care Financing 
Administration (HCFA), HHS.
ACTION: Final rule.

SUMMARY: This final rule implements 
certain provisions of the Omnibus 
Budget Reconciliation Act of 1987, as 
further amended by subsequent 1988, 
1989, and 1990 legislation. These 
provisions make significant changes in 
the process of surveying skilled nursing 
facilities under Medicare and nursing 
facilities under Medicaid and in the 
process for certifying that these facilities 
meet the Federal requirements for 
participation in the Medicare and 
Medicaid programs. They also set forth 
a number of alternative remedies which 
may be imposed on facilities that do not 
comply with the Federal participation 
requirements (instead of or in addition 
to termination), and specify remedies 
for State survey agencies that do not 
meet surveying requirements.
DATES: These regulations are effective 
July 1,1995.
ADDRESSES: Copies: To order copies of 
the Federal Register containing this 
document, send your request to: New 
Orders, Superintendent of Documents,
P.O. Box 371954, Pittsburgh, PA 15250- 
7954. Specify the date of the issue 
requested and enclose a check or money 
order payable to the Superintendent of 
Documents, or enclose your Visa or 
Master Card number and expiration 
date. Credit card orders can also be 
placed by calling the order desk at (202) 
512-1800 or by faxing to (202) 512- 
2250. The cost for each copy is $8.00.
As an alternative, you can view and 
photocopy the Federal Register 
document at most libraries designated 
as Federal Depository Libraries and at 
many other public and academic 
libraries throughout the country that 
receive the Federal Register.
FOR FURTHER INFORMATION CONTACT: 
Deborah Kaplan Schoenemann, (410) 
966-6771.

SUPPLEMENTARY INFORMATION:

I. Background
To participate in the Medicare or 

Medicaid programs, long-term care 
facilities must be certified as meeting 
Federal participation requirements. 
Long-term care facilities include skilled 
nursing facilities (SNFs) for Medicare 
and nursing facilities (NFs) for 
Medicaid. The Federal participation 
requirements for these facilities are 
specified in HCFA regulations at 42 CFR 
part 483, subparts A through C.

Section 1864(a) of the Social Security 
Act (the Act) authorizes the Secretary to 
enter into agreements with State survey 
agencies to determine whether SNFs 
meet the Federal participation 
requirements for Medicare. Section 
1902(a)(33)(B) of the Act provides for 
State survey agencies to perform the 
same survey tasks for facilities 
participating or seeking to participate in 
the Medicaid program. The results of 
Medicare and Medicaid related surveys 
are used by HCFA and the Medicaid 
State agency, respectively, as the basis 
for a decision to enter into, deny, or 
terminate a provider agreement with the 
facility.

To assess compliance with Federal 
participation requirements, surveyors 
conduct onsite inspections (surveys) of 
facilities. In the survey process 
surveyors directly observe the actual 
provision of care and services to 
residents and the effect or possible 
effects of that care to assess whether the 
care provided meets the assessed needs 
of individual residents.

SNFs that are approved for 
participation in the Medicare program 
also meet the participation requirements 
for the Medicaid program. However, the 
Medicaid State agency is not obligated 
to enter into a Medicaid provider 
agreement with a facility just because 
the Secretary has entered into a 
Medicare provider agreement with the 
facility. Additionally, if a State imposes 
Medicaid requirements that exceed 
those of Medicare, section 1863 of the 
Act provides that the higher 
requirements must be met by the 
Medicare SNFs in that State.

Before the 1987 legislation, the only 
adverse actions available to HCFA and 
the States against facilities that were 
determined to be out of compliance 
with Federal participation requirements 
included termination, nonrenewal, or 
automatic cancellation of provider 
agreements; denial of participation for 
prospective facilities; and denial of 
payment for new admissions in lieu of 
termination when the facilities had 
deficiencies that did not pose an 
immediate and serious threat to the

health and safety of residents. (The 
denial of payment action has been 
considered an “alternative” sanction 
because it is an alternative to 
termination.)

The Omnibus Budget Reconciliation 
Act of 1987 (OBRA ’87), Public Law 
100-203, enacted on December 22,
1987, amended the Act to incorporate 
specific provisions for nursing home 
reform. These provisions included 
specific revised requirements for the 
survey and certification process (section 
4202 for Medicare and section 4212 for 
Medicaid) and for the enforcement 
process (sections 4203 and 4213). 
Sections 4202 and 4212 of OBRA ’87 
added new sections 1819(g) and 1919(g) 
to the Act to revise and expand 
Medicare and Medicaid provisions, 
respectively, on State and Federal 
responsibilities for survey and. 
certification, types of and requirements 
for surveys, survey team composition 
and responsibilities, requirements for 
validation surveys, procedures for 
investigating complaints and monitoring 
compliance, disclosure of results of 
inspections and activities, and 
provisions for penalties imposed on the 
States for failure to comply with survey 
process requirements. Sections 4203 
and 4213 of OBRA ’87 added sections 
1819(h) and 1919(h) to the Act to 
specify the Medicare and Medicaid 
enforcement process, respectively, and 
specified remedies for noncompliance 
to be used in lieu of or in addition to 
termination of facilities’ participation in 
the programs. Section 411 of the 
Medicare Catastrophic Coverage Act of 
1988 (MCCA), Public Law 100-360, 
enacted on July 1,1988, also included 
a number of technical and correcting 
amendments affecting these OBRA ’87 
provisions. These changes will be 
discussed in detail later in this 
preamble.

On August 28,1992, we published a 
proposed rule in the Federal Register 
(57 FR 39278) setting forth our proposal 
for altering the requirements for 
surveying facilities and expanding the 
choice of alternative remedies for HCFA 
and the Medicaid State agency to apply 
in lieu of or in addition to termination 
of facilities that do not comply with 
participation requirements. In the 
proposed rule we said that our goal is 
to promote facility compliance by 
ensuring that all deficient providers are 
appropriately sanctioned. Termination 
is still possible any time a facility is 
identified as having deficiencies, and if 
a facility continues to have deficiencies 
after a specified period of time, the law 
requires that Federal payments for 
services in that facility cease at that 
time.
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In the proposed rule we indicated that 
we are implementing the Congress’ 
mandate, as indicated in OBRA ’87, to 
abandon our traditional hierarchical 
requirement system and develop a 
system capable of detecting and 
responding to noncompliance with any 
requirement. The system we proposed 
was built on the assumption that all 
requirements must be met and enforced 
and that requirements take on greater or 
lesser significance as a function of the 
circumstances and resident outcomes in 
a particular facility at the time of 
survey. The surveyors will determine 
the existence or nonexistence of 
immediate and serious threat to 
residents as well as the severity and 
scope of a deficiency to arrive at a 
conclusion as to the seriousness of that 
deficiency in that facility. The proposed 
regulations incorporated scope and 
severity surveyor guides for determining 
the remedy or remedies to apply. We 
also proposed that the selection of a 
particular remedy be based on the 
nature of the deficiencies and the 
remedy (or remedies) that either HCFA 
or the Medicaid State agency believes is 
most likely to achieve correction of the 
deficiencies. As we stated in the 
proposed rule, we believe that remedies 
applied in the manner described within 
the proposed regulations will deter 
violations as well as encourage 
immediate response and sustained 
compliance.

The new system also proposed 
changes in the enforcement authority for 
dually participating (Medicare and 
Medicaid) facilities. OBRA ’89 provided 
the basis for decisions as to whether the 
State’s or the Secretary’s determination 
of compliance or noncompliance or 
choice of remedies is binding in the case 
of a dually participating facility. 
Moreover, the statute at section 
1919(h)(8), provides that whether 
certification decisions and enforcement 
actions, as applied to Medicaid, are 
those of the Secretary or the State, the 
same certification decision and 
enforcement actions will also apply to 
Medicare in a dually participating 
facility. In addition, the statute specifies 
whether the Secretary’s or State’s 
certification decision and enforcement 
remedies will prevail in the case of 
Federal validation surveys. Our August 
28,1992 proposed rule reflected these 
changes.

II. Provisions of the Proposed Rule
In the proposed rule published on 

August 28,1992 in the Federal Register, 
we proposed to implement the 
provisions of OBRA ’87, as further 
amended by subsequent 1988,1989, and

1990 legislation. The specific proposals 
were as follows:

A . Routine Process o f Certification and 
Enforcement
1. State-Operated Facilities

We proposed at § 488.155 and 
§488.180 that in all State-operated 
facilities, the State survey agency 
conduct the survey, recommend to 
HCFA a certification of compliance or 
noncompliance and recommend 
appropriate enforcement action(s). After 
the survey agency forwards its survey 
findings and recommended certification 
and enforcement action(s) to HCFA, 
HCFA in turn would certify facility 
compliance or noncompliance and 
impose any enforcement action(s).
2. Non-State Operated Facilities

At §§488.155 and 488.180, we 
proposed the following:

• For non-State operated SNFs, to 
continue to use the process in effect 
before October 1,1990, whereby the 
State survey agency conducts the survey 
and certifies compliance or 
noncompliance with Federal 
requirements subject to HCFA approval. 
We also proposed that the survey 
agency recommend appropriate . 
remedies, and that, after the survey 
agency forwards its survey findings and 
recommended enforcement action(s) to 
HCFA for review, HCFA determines the 
compliance or noncompliance of the 
facility and imposes any enforcement 
action(s).

• For non-State operated NFs, to 
continue to use the process in effect 
before October 1,1990, whereby the 
survey agency conducts the survey, 
certifies compliance or noncompliance 
with Federal requirements, and 
recommends appropriate enforcement 
actions to HCFA and the Medicaid State 
agency. The certification of compliance 
or noncompliance by the State is final 
except in the case of a complaint or 
validation survey, or review of the 
State’s findings by HCFA in which the 
Secretary substitutes her judgment for 
that of the State. Except where the 
Secretary intervenes, the State makes all 
enforcement decisions and imposes 
remedies after consideration of the 
survey findings and recommended 
enforcement remedies. Regardless of 
which agency of the State exercises 
certification and enforcement authority, 
however, we look to the Medicaid State 
agency to assure compliance with 
Federal requirements.

• For dually participating facilities, 
the survey agency would conduct the 
survey, certify compliance or 
noncompliance with Federal

requirements, and recommend 
appropriate enforcement actions. The 
certification of compliance or 
noncompliance and recommended 
enforcement action(s) by the State 
would be sent to both HCFA and the 
Medicaid State agency for review. In a 
new subpart F (Remedies for Long-Term 
Care Facilities with Deficiencies), we 
proposed to add a new § 488.234, to set 
forth procedures for occasions when 
there are State and Federal 
disagreements involving findings when 
there is no immediate and serious threat 
to the residents. We view section 
1919(h)(8) of the Act as calling for the 
application of the decision for Medicaid 
NFs to Medicare SNFs when a facility 
is dually participating.
B. Validation Surveys and HCFA  
Oversight

Sections 1819(g)(3)(A) and 
1919(g)(3)(A) of the Act direct the 
Secretary to conduct onsite surveys of a 
representative sample of nursing homes 
within 2 months of the last day of 
survey when the Secretary is validating 
the State survey agency’s performance.
If the State determines that the facility 
is in compliance, but the Secretary finds 
that the facility is out of compliance, the 
Secretary’s determination as to the 
facility’s noncompliance is binding and 
supersedes that resulting from the State 
survey as specified at § 488.234(a)(2) of 
our NPRM and section 1919(h)(6)(B) of 
the Act. However, section 1919(h)(6)(A) 
specifies that when the State finds 
noncompliance and the Secretary makes 
no such finding, the State’s 
noncompliance decision and 
enforcement actions control. We 
incorporated this in § 488.234(a)(1) of 
our proposed rule. At paragraph (a)(3) of 
§ 488.234, we proposed that, when 
HCFA’s survey findings take 
precedence, HCFA could—

• Impose any of the alternative 
remedies we specify in our proposed 
§488.206 (Available remedies); or

• Permit payments to continue to the 
NF and dually participating facility if 
the applicable conditions at our 
proposed § 488.232 (Continuation of 
payments to a facility with deficiencies) 
are satisfied.
These provisions proposed to specify 
the means to determine compliance or 
noncompliance for the Medicaid NF 
which would then become the 
compliance/noncompliance decision for 
the Medicare SNF.

In our proposed § 488.234(b), we 
stated that, if both the Secretary and the 
State disagree over the decision to 
terminate a non-State operated NF or 
dually participating facility—
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• HCFA’s decision to terminate the 
participation of a facility takes 
precedence when—

+ Both HCFA and the State find that 
the facility has not met all requirements; 
and

+ HCFA, but not the State, finds that 
the facility’s  participation should be 
terminated. We proposed that HCFA 
would permit continuation of payment 
during the period prior to the effective 
date of termination not to exceed 6 
months from tlie last day of the survey.

• The State’s decision to terminate a 
facility’s participation and the timing of 
termination would take precedence 
when—

+ The State, but not HCFA, finds that 
a facility’s participation should be 
terminated; and

+ The State’s timing for the 
termination is for no later than 6 months 
after the last day of survey.

In paragraph (c) of the proposed 
.§ 488.234, we stated that when the State 
and HCFA disagree over timing of 
termination of a facility, the State’s 
timing takes precedence if it does not 
occur later than 6 months after the date 
of the finding to terminate. Paragraph
(d) stated that when there is overlap of 
State and HCFA remedies, the HCFA 
remedies apply, and paragraph (e) stated 
that, regardless of whose decision 
controlled in paragraphs (b), (c), or (d), 
the compliance and enforcement 
decision for the Medicaid agreement is 
binding on the Medicare agreement in 
the case of a dually participating 
facility.
C. Hearings and Appeals

At § 488.180(e)(1), we proposed that 
the State must impose remedies on any 
Medicaid provider—

• When the State identifies violations 
of Federal requirements after notifying 
the provider of the deficiencies and 
impending remedy; and

• Except for civil money penalties, 
during the pendency of any hearing that 
the provider may request.

At § 488.180(e)(2), we proposed that 
appeal procedures under 42 CFR part 
498 (Appeals Procedures for 
Determinations that Affect Participation 
in the Medicare Program) apply when 
the provider requests a hearing on 
HCFA’s denial of participation, 
termination of provider agreement, or 
the Secretary’s certification of 
noncompliance leading to an 
enforcement remedy, except State 
monitoring, against all State-operated 
facilities, as a result of a HCFA 
validation survey or HCFA’s review of 
the State’s survey findings and for non- 
State operated SNFs and dually 
participating facilities. The State must

impose the same remedy, which is also 
subject to these appeal procedures. At 
§ 488.180(e)(3) of our proposed rule, we 
proposed that the appeal procedures 
under 42 CFR part 431 (State 
Organization and General 
Administration) apply in cases when 
the provider requests a hearing on the 
State’s denial of participation, 
termination of provider agreement, or 
certification of noncompliance leading 
to an alternative remedy against a non- 
State operated Medicaid NF.
D. Prospective Providers

At § 488.180(f), we proposed that 
prospective providers applying to 
participate in the Medicare or Medicaid 
(or both) programs meet all participation 
requirements as a precondition of their 
participation. As we explained in the 
preamble of the proposed rule, we based 
this on various provisions of the Act 
and the legislative history and on the 
overall structure of the Act which 
differs significantly from the one 
previously in effect.
E. Substandard Care

In § 488.151 (Definitions), we 
proposed defining substandard care as 
care furnished in a facility that has one 
or more deficiencies in any area with a 
severity level of 3 or 4, regardless of 
scope; or a level 2 in severity with a 
level 3 or 4 in scope in quality of care 
requirements, as defined in § 483.25 
(Quality of care). We described the 
levels for severity and scope in detail 
under the section of the preamble 
entitled, “Enforcement Options.” That 
discussion is summarized in section f i l l  
of this background statement.
F. Surveys

Sections 1819(g) (2) and (3) and 
1919(g) (2) and (3) of the Act, as added 
by sections 4202 and 4212 of OBRA ’87, 
specify the requirements for types and 
periodicity of surveys that are to be 
conducted for each facility; including 
standard, special, partial extended, 
extended, and validation surveys. These 
provisions include specific contents and 
procedures, frequency, consistency, and 
team composition, and are intended to 
protect residents’ rights, health and 
safety and not unduly burden the 
facilities or the survey agencies. We 
proposed to set forth implementing 
regulations as follows:
Standard Surveys

At § 488.155, we proposed that, for 
each SNF and NF, the State survey 
agency must conduct standard surveys 
and stated what they must include.

At § 488.158, we proposed to require 
each SNF and NF to be subject to a

standard survey not later than 15 
months after the last day of the previous 
standard survey and that the statewide 
average intervals between standard 
surveys must not exceed 12 months. We 
also specified when and how the '  
average intervals would be computed.
Special Surveys

Sections 1819(g)(2)(A)(iii) and 
1919(g)(2)(A)(iii) of the Act, as added by 
OBRA ’87, specify that a standard 
survey or an abbreviated standard 
surveymay be conducted within 2 
months of any change of ownership, 
administration, management of a 
facility , or director of nursing to 
determine whether the change has 
resulted in any decline in the quality of 
care furnished by the facility. A survey 
conducted for the purpose of 
investigating a complaint against a 
facility is also considered a special 
survey. An abbreviated standard survey 
is a partial survey that focuses on a 
specific participation requirement or 
requirements. At paragraph (e) of 
§ 488.158, we proposed that the 
decision of whether to conduct a 
standard or an abbreviated standard 
survey under these circumstances be at 
a State survey agency’s or the 
Secretary’s discretion, based on the 
individuals and facilities involved and 
the State’s concern that the quality of 
care may have declined.
Extended and Partial Extended Surveys

In accordance with Sections 
1819(g)(2)(B) and 1919 (g)(2)(B) of the 
Act, we proposed to require that, during 
an extended survey, the survey team 
must review and identify the policies 
and procedures for those provisions of 
the regulations that produced the 
substandard quality of care and must 
determine whether a facility complies 
with all requirements of participation. 
The extended survey must also include 
an expansion of the size of the sample 
of residents’ assessments reviewed, a 
review of the staffing levels and staff 
inservice training, and, if  appropriate, 
an examination of contracts with 
consultants.

These provisions were incorporated 
in the proposed rule at § 488.160 
(Extended survey).
Validation Surveys

We proposed that the validation 
surveys must be conducted within 2 
months of the date of the State’s surveys 
and must be of sufficient number to 
allow inferences about the adequacy of 
the State’s surveys. In addition, the Act 
requires us to conduct validation 
surveys in at least 5 percent of the SNFs 
and NFs surveyed by each State during
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the year but in no case less than 5 
facilities in each State. The same 
protocol used for the standard or 
extended survey must be used for the 
validation survey. We proposed to 
incorporate these requirements in 
paragraph (a) of § 488.166 (Validation 
surveys).

In the proposed rule, we dealt with 
four other survey-related issues:

Composition of Survey Teams

At § 488.164, we proposed that—
—Surveys must be conducted by a 

multidisciplinary team of professionals, 
which must include a registered nurse.

—A surveyor is disqualified for 
surveying a particular facility if he or 
she currently serves or, within the 
previous 2 years has served as a member 
of the staff of, or as a consultant to that 
facility, or if a member of his or her 
immediate family has.any financial 
interest or any direct or indirect 
ownership interest in that facility.

Surveyors must receive 
comprehensive training, including the 
application and interpretation of 
regulations for SNFs and NFs, 
techniques and survey procedures for 
conducting standard and extended 
surveys; and techniques and survey 
procedures for auditing resident 
assessments and plans of care.

Consistency of Surveys

The proposed regulations at § 488.162 
specify that the State must conduct 
ongoing studies and analyses, and/or 
implement new programs to measure 
and improve consistency in survey 
results, such as validation of surveyor 
findings, and the application of 
enforcement remedies. The proposed 
regulations also specified that HCFA 
will perform the same tasks.

Unannounced Surveys

While sections 1819(g)(2)(A)(i) and 
1919(g)(2)(A)(i) of the Act specifically 
require unannounced standard surveys, 
we proposed that all surveys, whether 
abbreviated, extended, follow-up, 
validation or otherwise, be 
unannounced and incorporated this 
provision in the proposed regulations at 
§ 488.157. When a survey agency is 
found to have notified a SNF or NF 
through its scheduling or procedural 
policies, we are authorized to apply 
appropriate sanctions for inadequate 
survey performance specified at the 

1 proposed § 488.170 and described 
immediately below under the section 
entitled, “Inadequate Survey 
Performance.”

Inadequate Survey Performance
If we find, as a result of the validation 

surveys, that the State has failed to 
perform the standard and extended 
surveys properly or that the State’s 
performance is otherwise inadequate, 
we are authorized to apply an 
appropriate sanction for inadequate 
survey performance. Section 
1819(g)(3)(C) of the Act requires the 
Secretary to provide an appropriate 
remedy (which may include training) 
when the State has failed to perform 
surveys required under the Act or when 
the Secretary has decided survey 
performance is not otherwise adequate. 
At § 488.170, we proposed the following 
remedies to be applied as appropriate:

• For Medicaid facilities HCFA will—
+ Reduce FFP and if appropriate,
+ Provide for training of survey 

teams.
• For Medicare facilities HCFA will—
+ Specify the inadequacy to the

survey agency; *
+ Require a plan of correction;
+ Provide for training of survey 

teams;
+ Provide technical assistance on 

scheduling and procedural policies;
+ Provide HGFA-directed scheduling; 

or
+ Initiate action to terminate the 

agreement between the Secretary and 
the State under section 1864 of die Act, 
either in whole or in part.
G. Investigations o f A llegations o f 
R esident N eglect and A buse and  
M isappropriation jof R esident Property

In § 488.151, we proposed to define 
“abuse” as physical, psychological, or 
verbal interaction with a facility 
resident, including, but not limited to, 
ill treatment, physical violation, and/or 
other disregard of an individual which 
could cause or result in mild to severe, 
temporary or permanent mental or 
physical injury, harm, or, ultimately, 
death. “Neglect” would mean a failure, 
through inattentiveness, carelessness, or 
omission, of an individual, to provide 
timely, consistent and safe services, 
treatment, and care to a facility resident. 
“Misappropriation of resident property ” 
would mean the deliberate 
misplacement, exploitation, or 
wrongful, temporary, or permanent 
taking or use of a facility resident’s 
belongings or money, or both, without 
the resident’s consent.

Sections 1819(g)(1)(C) and 
1919(g)(1)(C) of the Act, as added by 
OBRA ’87 and amended by section 
411(a)(5)(C) of Public Law 100-360 
(MCCA), require the State, through the 
agency responsible for surveys and 
certification of nursing facilities, to

develop a process for the receipt and 
timely review and investigation of 
allegations of neglect and abuse and 
misappropriation of resident property 
by a nurse aide of a facility or by 
another individual used by the facility 
in providing services to residents. Thesp 
sections also provide, after notification 
of the allegations, for the State to 
provide the opportunity for a hearing to 
the individual against whom an 
allegation has been made; and if the 
allegations are confirmed, for the State 
to notify the individual, the nurse aide 
registry, and the appropriate licensure 
authorities if applicable. In §488.185 
(Action on complaints of neglect, abuse 
and misappropriation of property), we 
proposed regulations that would 
implement these provisions.
H. Investigation of Complaints of 
Violations of Federal Participation 
Requirements and Monitoring 
Compliance

In §488.182 (Investigation of 
complaints of violations: Investigations 
and monitoring), we proposed that the 
survey agency be required to conduct 
surveys as frequently as necessary to 
ascertain compliance with the Federal 
requirements of participation or to 
confirm the correction of deficiencies 
under the cited circumstances. The 
proposed regulations would also 
incorporate the provisions of sections 
1819(g)(4) and 1919(g)(4) of the Act that 
a State may maintain and use a 
specialized team to identify, survey, 
gather, and preserve evidence and to 
administer appropriate enforcement 
remedies against substandard facilities.
I. D isclosure o f Survey Inform ation

At §488.175 (Disclosure of survey 
information), we proposed regulations 
to implement sections 1819(g)(5) and 
1919(g)(5) of the Act, as added by OBRA 
’87. We proposed at § 488.175 to accept 
oral as well as written requests for 
information and to charge the public for 
the cost of retrieval, reproduction, and 
mailing information in accordance with 
regulations under the Freedom of 
Information/Privacy Act. The disclosing 
entity (HCFA, the survey agency, or the 
Medicaid State agency) would respond 
within 10 days with the requested 
information, if releasable and already 
available, or with an interim response 
explaining whether the information is 
releasable and when it will be available 
for release.

OBRA ’90 specified which 
information is releasable and when it is 
available for release. Sections 
1819(g)(5)(A) and 1919(g)(5)(A) of the 
Act provide that each State, and the 
Secretary, shall make available to the
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public information concerning all 
surveys and certifications of NFs and 
SNFs, including statements of 
deficiencies, within 14 calendar days 
after such information is made available 
to those facilities, and approved plans of 
correction. We proposed to implement 
this provision at § 488.175(d)(3).

Sections 1819(g)(5)(B) and 
1919(g)(5)(B) of the Act require State 
survey agencies to notify the State’s 
long-term care ombudsman of any 
adverse actions imposed against a 
facility. We proposed at 488.175(e) that 
the State survey agency be required to 
provide the State’s long-term care V 
ombudsman with the report of 
noncompliance of a facility, report of 
any adverse actions imposed, any 
written response by the SNF or NF, and 
the results of any appeals.

As a result of sections 4008(h)(2)(E) 
and 4801(e)(5)(D) of OBRA ’90, sections 
1819 (b)(4) (C)(ii)(IV) and 
1919(b)(4)(C)(ii)(IV) of the Act require 
the Secretary and the State, respectively, 
to provide notice to the State long-term 
care ombudsman and the State 
protection and advocacy system for the 
mentally ill and mentally retarded of 
SNF and NF waivers. Sections 
1819(b)(4)(C)(ii)(V) and 
1919(b)(4)(C)(ii)(V), as added by OBRA 
’90, require the facility receiving such 
nursing waivers to notify the residents 
of the facility (or, when appropriate, the 
guardians or legal representatives of 
such residents) and a resident’s 
immediate family of the waiver. We 
proposed, at section 488.175 (f) and (g), 
that facilities give this notice within 10 
days from the date the SNF or NF is 
granted the waiver.

Under sections 1819(g)(5)(C) and 
1919(g)(5)(C) of the Act, the State is 
required to notify each attending 
physician and the State board 
responsible for licensing nursing home 
administrators when a facility has 
provided substandard quality of care.
We proposed requiring each SNF or NF 
to provide either HCFA or the State, no 
later than 10 days after receiving a 
notice of substandard care, with a list of 
each Medicare and Medicaid resident in 
the facility and the name and address of 
his or her attending physician. We also 
proposed at § 488.175 requiring the 
State to notify the attending physicians 
and the State licensing board within 30 
days of the date the SNF or NF is 
notified of a finding of substandard care. 
We recognized that this and the 
notification requirement related to nurse 
waivers were the only provisions in our 
proposed regulation which set forth 
requirements for nursing homes. All 
other provisions in the proposed rule set 
forth requirements for the Secretary and

the State in the enforcement of nursing 
homes requirements. We included these 
facility requirements in the proposed 
rule because they directly or indirectly 
pertain to the enforcement process. The 
same sections of the Act also required 
the State survey agency to provide 
access to any information incidental to 
a facility’s participation in Medicare or 
Medicaid upon request by the State 
Medicaid fraud control unit established 
under 42 CFR part 1002, subpart C. We 
proposed incorporating this provision 
under paragraph (j) of § 488.175.

J. Enforcement Options
1. Overview

As stated earlier, before the passage of 
OBRA ’87, the only adverse actions 
available to HCFA and the States for 
imposition against long term care 
facilities that were out of compliance 
with Federal requirements were 
termination of participation, 
nonrenewal and automatic cancellation, 
and denial of participation for 
prospective providers. In addition, 
HCFA and the States had authority, in 
cases of long-term care facilities, to deny 
payment for new admissions to facilities 
rather than to terminate the provider 
agreements when deficiencies did not 
present an immediate and serious threat 
to the health and safety of residents of 
the facilities. The denial of payment 
provision was considered both an 
alternative to the more severe measures, 
as well as an intermediate step that 
HCFA or the State could take prior to 
and possibly in lieu of termination from 
the Medicare and Medicaid programs. 
The sanction afforded HCFA and the 
States the opportunity to defer the 
decision to terminate. Thus, the terms 
“alternative sanction” and 
“ intermediate sanction” came into use 
to designate denial of payment for new 
admissions to facilities for a period of 
up to 11 months after the month in 
which the sanction was imposed.
Former sections 1866(f) and 1902(i) of 
the Act were the authority for the 
alternative sanction under Medicare and 
Medicaid respectively. The Family 
Support Act of 1988, Public Law 100- 
345, repealed the Medicare provision 
and MCCA made the Medicaid 
provision applicable only to ICFs/MR.

OBRA ’87 included revised and 
expanded authority for enforcement of 
the Federal participation requirements 
for long-term care facilities. We 
proposed adding a new subpart, subpart 
F (Remedies for Long Term Care 
Facilities with Deficiencies) to part 488 
to implement these new provisions.

2. Determination of Deficiencies
Effective October 1,1990, providers of 

nursing services participating in the 
Medicare or Medicaid programs were 
subject to the requirements of 
participation that were published on 
February 2,1989 (54 FR 5316). These 
requirements focus more sharply on the 
resident care practices and outcomes, 
and facility practices with respect to 
resident rights.

In the proposed rule we explained 
that the collective exercise of surveyor 
judgments, which has always been the 
vehicle for the identification of 
deficiencies would remain unchanged. 
For this reason, we concluded that there 
was no more reason to have specific • 
regulations governing this process than 
there had been in the past. Thus, we 
proposed that, surveyors would gather 
information based upon direct 
observations, record review, and 
interviews with residents, staff, and 
family members. Based on their 
collection of information, they would 
collectively compile and analyze it, and 
match the data to the legal standards 
facilities are obliged to meet to 
determine if deficiencies exist. As is 
true now, these conclusions would be 
based upon single observations or 
groups of observations, either one of 
which may sustain a finding that a 
requirement has not been met. We 
proposed that once the survey team 
made its judgments about whether the 
facts supported a conclusion that 
deficiencies exist, it would be the team’s 
responsibility to assess the scope and 
severity of those deficiencies (in the 
manner described later in this preamble) 
in order to recommend one or more 
remedies to either HCFA or the 
Medicaid State agency for the 
enforcement of the requirements.
3. Remedies To Be Imposed as 
Alternative or Intermediate Sanctions

Consistent with sections 1819(h) and 
1919(h) of the Act as added by OBRA 
’87, we proposed to add a new 
§488.206, listing the available remedies. 
It stated that, in addition to termination 
of the provider agreement, the following 
remedies would be available:

• Temporary management;
• Denial of payment including—
+ Denial of payment for all new

admissions;
+ Denial of payment for all new 

admissions in certain diagnostic 
categories or requiring specialized care; 
and

+ Denial of all payment (to be 
imposed only by HCFA) to facilities, for 
Medicare and to States, for Medicaid.

• Directed plan of corrections;
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• State monitoring; and
• Civil money penalties.
Section 488.206 also proposed other 

remedies for non-State-operated 
Medicaid-only and dually participating 
facilities. They were:

• Closure of the facility and transfer 
of residents; and

• Additional or alternative State 
remedies.

Finally, we proposed at § 480.153 
that, if a State wishes to use additional 
or alternative remedies, it must specify 
those remedies in the State plan, and 
demonstrate to HCFA’s satisfaction that 
those remedies are as effective as those 
set forth in the Act

At § 488.208, we set forth proposed 
rules governing the choice of remedies. 
We said that the survey agency or HCFA 
would assess individual deficiencies or 
clusters of deficiencies first according to 
the presence or absence of immediate 
and serious threat to resident health and 
safety, die severity of the deficiency, 
and the scope of the deficiency. We 
proposed that, following the initial 
assessment, HCFA and die survey 
agency may consider the following 
secondary factors;

• The relationship of one deficiency 
or group (cluster) of deficiencies to 
other deficiencies; and

• The facility’s prior compliance 
history in general and specifically with 
reference to the cited deficiencies.

We said that the selection of a remedy 
would be based on the nature of the 
deficiencies or cluster of deficiencies. 
Proposed §§ 488.210 and 488.212 set 
forth the rules for imposition of 
particular remedies in specified 
circumstances. We said that, regardless 
of which remedy or remedies are 
imposed, each facility that is out of 
compliance with a program requirement 
would bé required to submit a plan of 
correction foi approval by HCFA or the 
survey agency, except in the case of 
deficiencies that HCFA or the State 
determines to be at a scope and severity 
level of 1.

The choice of remedy, by either HCFA 
or the State, including the manner in 
which HCFA or the State uses the scope 
and severity scales specified in 
§ 488.204 would not be subject to 
review as part of the appeals process set 
forth in part 431 or part 498.
4. Temporary Management as a Remedy

When alternative remedies are 
imposed instead of termination to faring 
a facility into compliance with program 
requirements in an immediate and 
serious threat situation, temporary 
management would always be imposed 
immediately to remove the threat to 
residents in accordance with sections

1819M2MA)fi), 1919(h)(1)(A), and 
1919(h)(3)(B)(i) of the Act. We proposed 
that temporary management also be 
available in addition to termination in 
an immediate and serious threat 
situation while there is an orderly 
termination or closure of the facility. In 
situations where deficiencies do not 
constitute an immediate and serious 
threat, HCFA or the State also may 
appoint a temporary manager to 
substitute as a manager or administrator. 
(Other remedies in addition to 
temporary management may also be 
imposed in the case of immediate and 
serious threat situations.)

The temporary manager would have 
the authority to hire, terminate and 
reassign staff, obligate facility funds, 
alter facility procedures as appropriate, 
or otherwise manage the facility as 
necessary to correct deficiencies 
identified in the facilityrs operation. The 
temporary manager would be required 
to be a licensed nursing home 
administrator within the State or have a 
reciprocal agreement with the State in 
which he or she is to serve, demonstrate 
prior competence as a nursing home 
administrator, and have had no 
disciplinary action taken against him or 
her by any licensing board of any State 
or by any professional society in the 
past 5 years. We proposed as well that 
neither the temporary manager nor his 
or her immediate family could have a 
financial or ownership interest in the 
facility. The temporary manager’s salary 
would be paid by the facility. We 
proposed that the salary for the 
temporary manager may not exceed an 
amount equivalent to the prevailing 
salary paid by providers in the 
geographic area for positions of this 
type, additional costs that would have 
reasonably been incurred by the 
provider if such person had been in an 
employment relationship, and any other 
costs incurred by such a person in 
furnishing services under such an 
arrangement (for example, travel 
allowance) or as otherwise set by the 
State.

We proposed that termination would 
be imposed if the facility does not agree 
to this remedy or refuses to relinquish 
authority to the temporary manager. In 
addition, if, despite the appointment of 
a temporary manager, the immediate 
and serious threat is not removed within 
23 days of the appointment of the 
temporary manager or if non-immediate 
and serious threat deficiencies are not 
corrected within 6  months from the last 
day of survey, the facility’s participation 
would be terminated.

We proposed incorporating the above 
provisions regarding temporary

management in §§ 488.2Q6, 488.210, and 
488.215.
5. Denial of Payment for New 
Admissions As a Remedy

We proposed that a new §, 488.217 be 
added to part 488 to set forth denial for 
payment for all new admissions as a 
sanction as follows:

• For all new admissions
—HCFA or the State may deny 

payment far new admissions. However, 
HCFA will and the State must deny 
payment for new admissions if—

+ Any deficiency remains 
uncorrected within 90 calendar days 
after the last day of survey identifying 
the deficiencies; or

+ The survey agency has cited a 
facility with substandard quality of care 
on the last 3 consecutive standard 
surveys.

—It the facility achieves compliance 
with the requirements, HCFA does or 
the State must resume payments to the 
facility prospectively from the date that 
it determined that compliance has been 
achieved.

• Denial of payment for new 
admissions in certain diagnostic 
categories or requiring specialized care.

—-HCFA or the Stale may deny 
payment for new admissions who have 
certain specified diagnoses or special 
care needs when HCFA or the State 
finds that—

+ The facility is not currently able to 
provide care for these individuals; or

+ Caring for these individuals will 
adversely affect care provided to other 
residents.

—If the facility achieves compliance 
with the requirements, HCFA does or 
the State must resume payment to the 
facility prospectively from the date that 
it determines that compliance has been 
achieved.
6. Directed Plan of Correction

Sections 1819(h)(2)(B) and 
1919(h)(2)(A) permit the Secretary and 
the State, respectively, to provide for 
other specified remedies. At § 488.224, 
we proposed adding a directed plan of 
correction as a remedy in which a 
facility could be required to take action 
within specified timeframes according 
to the plan of correction developed by 
HCFA, the survey agency, or the 
temporary manager^with HCFA or 
survey agency approval). 4

The directed plans of correction 
would set forth the expected correction 
actions which the facility must take to 
achieve compliance and the dates by 
which the actions must be taken.
7. Use of State Monitoring As a Remedy

In §§488.206 and 488.222, we 
proposed that, if State monitoring is
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used as a remedy, State monitors would 
be required to be onsite as frequently as 
necessary to oversee the correction of 
specific deficiencies cited. This remedy 
differs from traditional revisits by the 
survey agency in that State monitors àre 
onsite, as necessary, while corrections 
are being made, as opposed to a revisit 
which occurs after corrections are 
completed, and serve to confirm that the 
deficiency has been removed. We said 
that State monitoring must be used as a 
remedy when a survey agency has cited 
a facility with Substandard quality of 
care on the last three consecutive 
standard surveys.

We proposed that individuals serving 
as State monitors would be required to 
be employees or contractors of the State 
survey agency, and maintain 
professional qualifications needed to 
address the specific nature of the 
deficiencies. The State would be 
responsible for ensuring that the 
monitors are appropriate health care 
professionals. A State monitor could not 
function as a consultant to the facility 
nor could the State monitor be an 
employee of the facility. We concluded 
that a monitor serving as a consultant to 
a facility would potentially put the State 
in a situation of defending the monitor’s 
recommendations rather than making 
the facility responsible for correcting its 
deficiencies. Additionally, a monitor 
employed by a facility and working for 
the State would constitute a conflict of 
interest.
8. Civil Money Penalties

At § 488.230, we proposed allowing 
civil money penalties to be imposed for 
noncompliance regardless of whether or 
not the deficiencies constitute 
immediate and serious threat to resident 
health and safety. However, we 
proposed at § 488.230(b) that civil 
money penalties would not be imposed 
during the pendency of a hearing on the 
imposition of that remedy.

We proposed that, if HCFA wants to 
impose a civil money penalty, it must 
notify the provider in writing of the 
intent to impose a penalty. The notice 
would include reference to the statutory 
basis for the penalty, the amount of the 
penalty per day of noncompliance, any 
circumstances that were considered 
when determining the amount per day 
of the proposed penalty, and 
instructions for responding to the 
notice, including a spécifie statement of 
the facility’s right to a hearing and 
implications of waiving a hearing.

! If the State proposes to impose a civil 
money penalty, the State would notify 
the facility in accordance with State 
procedures, 

k

We proposed that a penalty amount 
would be permitted to be imposed 
within the following ranges:

• For deficiencies constituting an 
immediate and serious threat (that is, a 
severity level of 4, regardless of scope)— 
$3,050 to $10,000 per day;

• For deficiencies constituting 
nonimmediate and nonserious threat 
above a scope or severity level of 1—$50 
to $3,000 per day.

• For both levels, the amount of the 
civil money penalty would be set at $50 
increments within these ranges.

Removal of the immediate and serious 
threat, but not the" deficiencies, would 
justify the shift to the range of penalties 
that are imposed for nonimmediate and 
nonserious threat above a scope or 
severity level of 1. A penalty would be 
imposed at the immediate and serious 
level for the number of days the 
immediate and serious threat is present. 
We proposed that a provider may, in 
lieu of contesting the deficiency which 
led to the imposition of the civil money 
penalty, waive the right to a hearing 
within the specified timeframes and 
procedures in the regulations under 
§ 498.40 (Request for hearing) for 
Medicare and § 431.221 (Request for 
hearing) for Medicaid. If the facility 
were to waive the right to a hearing 
within 60 days from the date of notice, 
HCFA or the State would be required to 
reduce the civil money penalty by 35 
percent. If the facility were to waive the 
right to a hearing after the 60th day, 
HCFA’s or the State’s settlement would 
be discretionary. The reduction in the 
civil money penalty would reflect the 
savings to both the government and the 
provider of costs that would otherwise 
be incurred to formally adjudicate the 
dispute. The provider would be free to 
reject the option to waive the right to a 
hearing. We proposed that the daily fine 
amount of a facility could be increased 
if the facility alleges compliance, but on 
a revisit by HCFA or the State survey 
agency, the facility is still found to be 
honcompliant with the same 
requirements. The purpose of giving 
HCFA or the State discretion to increase 
the daily fine, we believe, would be to 
deter unfounded allegations of 
compliance. The amount of increase, if 
any, would be effective the day 
following the resurvey.

In determining the amount of the 
penalty, section 1128A(d) of the Act 
requires the Secretary to consider 
specific matters and also provides 
authority to take into account any other 
items relevant to the penalty 
determination. We proposed that the 
Secretary’s nondiscretionary and 
discretionary requirements be 
applicable to the State as well to make

the Medicare and Medicaid 
requirements equivalent for SNFs and 
NFs. We do not believe that the 
Congress intended to have two separate 
assessment methodologies in place 
between both enforcement authorities3 
when a civil money penalty from each 
could potentially be imposed on a single 
facility. Our proposal included two 
additional factors so that the 
noncompliance itself is considered 
when determining the penalty amount.

In determining the amount of the 
penalty, we proposed at § 488.230(g) 
that HCFA or the State must take into 
account the following factors:

• The facility’s degree of culpability;
• The facility’s history of prior 

offenses, including repeat deficiencies;
• The facility’s financial condition;
• The nature, scope, severity and 

duration of the noncompliance; and
• The category of requirement with 

which the facility is out of compliance.
The effective date for a civil money 

penalty would be the 10th day after the 
last day of the survey in the case of 
immediate and serious threat 
deficiencies; or the 20th day after the 
last day of survey in the case of non
immediate and non-serious threat 
deficiencies. These timeframes permit 
time to notify the facility of the intent 
to impose a civil money penalty 5 days 
after the last day of survey.

When HCFA’s or the State’s 
imposition of a civil money penalty is 
upheld on appeal or the facility waives 
its right to a hearing, we proposed that 
the civil money penalty would be for 
the number of days between the 
effective date of the penalty and the date 
of correction of deficiencies, or, if 
applicable, the effective date of 
termination. Penalties would be 
computed after compliance is verified or 
the facility has been sent notice of 
termination and the effective date. In 
the case of the facility achieving 
compliance, HCFA or the State would 
send a separate notice to the facility 
containing the amount of penalty per 
day, the number of days involved, the 
due date of the penalty, and the total 
amount due. In the case of a facility to 
be terminated, HCFA or the State would 
send this penalty information in the 
termination notice.

The daily accrual of civil money 
penalties would be imposed for no 
longer than 6 months for non-immediate 
and non-serious threat deficiencies after 
which HCFA would terminate a SNF 
provider agreement, or stop Federal 
funding to the State for a NF, and the 
State may terminate the provider 
agreement of the NF if deficiencies 
remain. In the case of immediate and 
serious threat deficiencies, the daily
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accrual of civil money penalties would 
continue until HCFA or the State 
terminates the provider agreement or 
the deficiencies are corrected. If the 
facility can supply documentation 
acceptable to HCFA or the State survey 
agency that compliance with 
participation requirements was attained 
on a date preceding th jt of the revisit, 
fines would only accrue until that date.

Payments for civil money penalties 
would be due 15 days after—

• Compliance is verified, if a hearing 
decision upholding the imposition of 
the penalty had been rendered before 
compliance had been verified, or the 60- 
day period for requesting a hearing has 
expired and the facility has not 
requested a hearing or has waived its 
right to a hearing;

• A hearing decision upholding the 
imposition of the penalty if compliance 
was achieved before the hearing 
decision; or

• The effective date of termination if 
compliance has not been achieved by 
that time.

Currently, § 431.153 (Evidentiary 
hearing) does not specify the number of 
days a facility has to request a hearing. 
We proposed amending § 431.153 to add 
a new paragraph (b) which specifies that 
a NF or ICF/MR must file a request for 
hearing within 60 days of receipt of the 
notice of denial, termination, 
nonrenewal, or imposition of a civil 
money penalty or other remedies.

Consistent with the way other civil 
money penalties are recovered, as 
provided in section 1128A(f) of the Act, 
we proposed that the amount of any 
penalty, when determined, may be 
deducted from any sum then or later 
owing by HCFA or the State to the 
facility against whom the penalty has 
been assessed. Interest would be 
assessed on the unpaid balance of the 
penalty beginning on the due date. We 
proposed that the rate of interest to be 
assessed on the unpaid balance would 
be negotiable and for that reason might 
vary on a case by case basis. Funds 
collected by HCFA or the State as a 
result of a civil money penalty would be 
returned to the Medicare Trust Fund or 
to the State, respectively. Civil money 
penalties collected from dually 
participating facilities would be 
returned to the Medicare Trust Fund 
and the State in proportion 
commensurate with the relative 
proportions of the number of Medicare 
and Medicaid beds actually in use at the 
facility at the time the facility receive» 
notice of the imposition of the civil 
money penalty., Under section 
1919(h}(2)(A)(ii) of the Act, funds 
collected by a Medicaid State agency 
must be put into a common fund to be

applied to the protection of the health 
or property of residents of any NF that 
the State or HCFA finds deficient, 
including payment for the cost of 
relocating residents to other facilities, 
maintenance of operation of a facility 
pending correction of deficiencies or 
closure, and reimbursement of residents 
for personal funds lost. Oversight of the 
collection and use of funds will be 
-addressed through HCFA’s State agency 
evaluation program now in place.

With respect to SNFs, State-operated 
facilities, or HCFA validation actions 
when HCFA’s enforcement choice 
prevails, HCFA would have the 
exclusive authority to settle any case at 
any time prior to a final administrative 
law judge hearing decision. With 
respect to non-State-operated NFs or 
dually participating facilities or HCFA 
validation surveys when only the State’s 
enforcement decision prevails, the State 
would have the authority to settle any 
case at any time prior to the hearing 
decision.
9. Closure of a Medicaid Facility and 
Transfer of Residents as a Remedy

Section 1919(h)(2)(A)(iv) of the Act 
allows the State to close a Medicaid 
facility and transfer its residents as ag 
available remedy in emergency 
situations. This provision appeared in 
our proposed § 488.226 (Closure of a 
Medicaid facility and transfer of 
residents). Notice and appeal rights 
would be in accordance with State 
procedures.
10. Other Alternative or Additional 
State Remedies Other Than 
Termination—Medicaid only

Section 1919(h)(2)(A) allows the State 
to develop alternative or additional 
State remedies (other than denial of 
payment for new admissions and State 
monitoring). At §488.228 (Alternative 
or additional State remedies), wé 
proposed that for Medicaid facilities, 
the State may establish and impose 
alternative remedies if the State 
demonstrates to HCFA’s satisfaction that 
the alternative remedies are as effective 
in deterring noncompliance and 
correcting deficiencies as the remedies 
of temporary management, civil money 
penalties, and emergency closure of the 
facility and transfer of residents. 
Regardless of which alternative 
remedies the State establishes, we 
proposed that they must include denial 
of payment for new admissions and 
State monitoring as remedies. We 
reached this conclusion because section 
1919(h)(2)(D) of the Act requires that 
denial of payment for new admissions 
and State monitoring be imposed when 
a NF was found to have provided

substandard quality of care on three 
consecutive standard surveys. We also 
required the State to include denial of 
payment for new admissions because 
section 1919(h)(2)(C) of the Act requires 
this remedy be imposed on a NF that 
has not complied with the participation 
requirements within 3 months after the 
last day of the survey which found the 
facility out of compliance with the 
requirements. We proposed requiring 
that these alternative or additional 
remedies be approved by HCFA and 
specified in the State plan.
11. Selecting an Enforcement Remedy

Once a State or HCFA determines that 
violations of nursing home requirements 
have occurred, there is an obligation to 
assess what the most effective remedy 
ought to be to assure the protection of 
the well being of the resident 
population. At § 488.208 (Choice of 
remedies), we proposed that the survey 
agency or HCFA assess individual 
deficiencies or clusters of deficiencies 
first according to the following initial 
factors:

• The presence or absence of 
immediate and serious threat to resident 
health and safety;

• The severity of the deficiency; and
• The scope of the deficiency.
We also proposed that, following the 

initial assessment, HCFA and survey 
agency could consider the following 
secondary factors;

• The relationship of one deficiency 
or group (cluster) of deficiencies to 
other deficiencies; and

• The facility’s prior compliance 
history in genera) and specifically with 
reference to the cited deficiencies.

We said that the selection of a remedy 
would be based on the nature of the 
deficiencies or cluster of deficiencies. In 
the proposed §§488.210 (Action when 
there is immediate and serious threat) 
and 488.212 (Action when there is no 
immediate and serious threat), we set 
forth rules for the imposition of 
particular remedies in specified 
circumstances. Regardless of which 
remedy or remedies are imposed, each 
facility that is out of compliance with a 
program requirement must submit a 
plan of correction for approval by HCFA 
or the survey agency, except in the case 
of deficiencies that HCFA or the State 
determines to be at a scope and severity 
level of 1.

We said that the choice of remedy, by 
either HCFA or the Stale, including the 
manner in which HCFA or the State 
uses the scope and severity scales 
specified in §488.204 (Determination of 
remedies) would not be subject to 
review as part of the appeals process.
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We set forth the proposed severity 
and scope scale in § 488.204 
(Determination of remedies). We said 
that, in order to determine the 
seriousness of deficiencies, the survey 
team would apply the following severity 
and scope scale guides:

• Severity scale.
The four levels of the severity scale 

are as follows:
—Level 1. Any deficiency with 

respect to requirements for long term 
care facilities that does not meet the 
criteria for severity levels 2, 3, or 4.

—Level 2. Either a negative outcome 
or resident rights violation has occurred, 
or, in the survey team’s judgment, the 
ability of the individual to achieve the 
highest practicable physical, mental, or 
psychosocial well-being has been 
compromised, or both.

—Level 3. Potential physical harm, 
which could cause serious harm, 
impairment or death. In the survey 
team’s judgment, there is a recognizable 
health or safety hazard, which if left 
unabated, is likely to cause serious 
harm, impairment or death.

—Level 4. Actual physical harm, 
which has caused serious impairment or 
death. Life threatening harm, severe 
impairment, or death has occurred.

• Scope scale.
The four levels of the scope scale are 

as follows:
—Level 1—Isolated. The survey team 

might conclude that a deficiency is 
isolated if its perception is such that, it 
believed die deficiency to exist only in 
a very limited number of cases.

—Level 2—Occasional. The survey 
team might conclude that a deficiency is 
occasional if, in its combined judgment, 
the deficiency is identified in a number 
of cases, but does not appear to reflect 
a pattern of facility behavior.

—Level 3—Pattern. The survey team 
might conclude that a pattern exists 
where, in its judgment, there are a 
sufficient number of repeated 
observations that it is likely that the 
deficiency might exist in cases not 
reviewed by the team.

—Level 4—Widespread. The survey 
team might conclude that a deficiency 
exists in sufficient number that, in its 
judgment, the deficiency represents a 
systemic or pervasive practice of the 
facility.
12. Application of Remedies

At § 488.210, we proposed that, if a 
determination has been made that a 
deficiency would present an immediate 
and serious threat to resident health or 
safety, HCFA or the State would take 
immediate action to appoint a 
temporary manager to remove the threat, 
impose other remedies as it determines

necessary to bring the facility into full 
compliance, and/or terminate the 
facility’s participation in the program 
within 23 calendar days of the last day 
of survey. If the facility does not accept 
temporary management, HCFA or the 
State would immediately terminate the 
provider agreement within 23 calendar 
days of the last day of survey. If the 
facility accepts temporary management 
but does not remove the immediate and 
serious threat within 23 calendar days 
of the appointment of the temporary 
manager, HCFA or the State would 
terminate the provider agreement on the 
23rd day from that appointment. The 5- 
calendar day period for providing notice 
to facilities of termination of a provider 
agreement as specified in § 489.53 
(Termination by HCFA) of the 
regulations would be included within 
this 23-day period.

At §488.212, we proposed that, if the 
facility is found, at the time of the 
survey, to have deficiencies that do not 
pose an immediate and serious threat to 
resident health and safety, HCFA or the 
State may allow the facility to continue 
to participate for up to 6 months from 
the date of the survey if—

• The State finds that it is more 
appropriate to impose alternative 
remedies than to terminate the facility;

• The State survey agency has 
submitted a plan of correction approved 
by HCFA; and

• The facility (in the case of a 
Medicare SNF or the State in the case 
of a Medicaid NF) agrees to repay to the 
Federal government payments received 
if corrective action is not taken in 
accordance with the approved plan of 
correction.

We said that, if a facility does not 
meet these eligibility criteria for 
continuation of payment, HCFA would 
and the State must terminate the 
facility’s provider agreement. If any 
deficiency at any severity or scope level 
remained uncorrected within 90 
calendar days after the last day of 
survey, HCFA would and the State must 
deny payment for new admissions.

We proposed that HCFA terminate 
provider agreements for SNFs and NFs, 
and stop FFP for NFs for which 
participation was continued, if cited 
deficiencies were not corrected within 6 
months of the last day of the survey.

In the proposed rule, we also set forth 
specific rules on how to apply both low 
severity and scope levels and all other 
severity and scope levels as follows:

• Low severity and scope levels
—If both the severity level and the

scope level are 1, a deficiency still 
exists, but no alternative remedies are 
imposed or plan of correction required 
as long as correction is achieved within

90 calendar days from the last day of 
survey.

—The survey agency would be 
required to give the facility a summary 
of the deficiencies.

—If the survey agency identifies a 
recurrence of these deficiencies at the 
next standard survey, HCFA or the State 
would be required to impose one or 
more remedies specified at § 488.206 
(Available remedies) due to the 
persistence of the deficiencies over 
time.

• All other severity and scope levels
—If the severity level is 1 and the 

scope is 2, 3, or 4, the State must (and 
HCFA does) require a plan of correction 
and may impose one or more remedies 
specified at § 488.206.

—If the severity level is 2 and the 
scope level is 1 or 2, the State must (and 
HCFA does) imposé one or more of the 
remedies specified at § 488.206 paired 
with a plan of correction.

—If tne severity level is 2 and the 
scope level is 3 or 4 in quality of care, 
the State must (and HCFA does) impose 
one or more of the remedies specified at 
§ 488.206 paired with a plan of 
correction. The State would be required 
to notify the attending physician of each 
resident to which such finding is made, 
as well as any State board responsible 
for the licensing of the facility 
administrator.
13. Procedures for the Imposition of 
Remedies Notice

HCFA or the State would give the 
facility notice of intent to impose a 
remedy. At § 488.202(f), we proposed 
that HCFA or the State give the facility 
notice of the remedy at least 2 days but 
not more than 4 days before the effective 
date of the remedy in immediate 
jeopardy situations, and at least 15 days 
before the effective date of the remedy 
when there is no immediate jeopardy. 
Therefore, in practice, in immediate 
jeopardy situations, the remedy could 
be imposed anytime after the minimum 
2 day notification period, but not later 
than the 10th day after the last day of 
survey. This (would allow up to 5 days 
for HCFA or the State to send the notice 
and an additional 2 to 4 days before the 
remedy is imposed.
14. Hearings: Medicare and Medicaid 
Consistency

We proposed revising §431.153 
(Evidentiary hearing) to provide that 
States must impose remedies, with the 
exception of civil money penalties, 
against providers of services at the time 
that they identify the existence of 
violations of Federal requirements, 
notwithstanding any other provision of 
State law. We intended that, under this
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provision, sanctions available under the 
program would become effective 
immediately after the identification of 
program violations and notification to 
the provider of the deficiencies and the 
impending sanction(s).

We also proposed to delete § 442.40 
(Availability of FFP during appeals). 
This section has enabled States to 
continue to receive FFP, under certain 
circumstances, for facilities whose 
provider agreement has been 
terminated, for up to 120 days after the 
effective date of the termination if a 
required administrative hearing 
decision has not been reached. In light 
of our objective to be more aggressive in 
the enforcement of nursing home 
requirements by requiring that States 
provide only post-action hearings, just 
as is done under Medicare, we see 
§ 442.40 as plainly inconsistent with 
this objective.
15. Continuation of Payment Pending 
Remedies

At § 488.232, we proposed that HCFA 
may continue payments to a facility 
with deficiencies if the following 
criteria are met:

• The State finds that it is more 
appropriate to impose alternative 
remedies than to terminate the facility;

• The State has submitted a plan of 
correction approved by HCFA; and

• The facility in the case of a 
Medicare SNF or the State in the case 
of a Medicaid NF agrees to repay the 
Federal government payments received 
if corrective action is not taken in 
accordance with the approved plan of 
correction.

We also proposed that HCFA or the 
State may terminate the SNF or NF 
agreement before the end of the 6-month 
correction period if these criteria are not 
met. We said that, if any of these criteria 
are not met or agreed to by either the 
State or the facility, the facility would 
receive no Medicare or Federal 
Medicaid payments, as applicable, from 
the date of the determination of 
noncompliance by either HCFA or the 
State.

If the criteria are met, HCFA or the 
State may continue payments to a 
facility with deficiencies that do not 
constitute an immediate and serious 
threat for up to 6 months from the last 
day of the survey. If the facility does not 
correct deficiencies by the end of the 
period specified, HCFA would—

• Terminate the provider agreement 
for Medicare SNFs; and

• Discontinue FFP to the State for 
Medicaid NFs. The State may terminate 
the provider agreement for NFs.

We proposed that the required 
termination notice would be sent 15

days before the end of the~6-month 
period, and that the notice period would 
run concurrently with the last 15 days 
of the 6-month period.

Medicare SNFs and dually 
participating facilities adversely affected 
by the requirement to repay to the 
government all payments received if 
corrective action is not taken could 
appeal the decision.
16. Resolution of Differences in 
Findings and Recommended Remedies 
Between State and HCFA for non-State 
operated Medicaid Facilities and Dually 
Participating Facilities.

Sections 1919(h) (6) and (7) of the Act 
set forth special rules for when the State 
and Secretary do not agree on findings 
of noncompliance, timing of termination 
or where remedies overlap. To 
implement these provisions, we * 
provided in § 488.234 that, if HCFA 
finds that a non State-operated NF or a 
dually participating facility has met all 
requirements, but the State survey 
agency finds that the facility has not met 
all requirements and the failure does not 
immediately jeopardize the health and 
safety of its residents, the State survey 
agency’s finding will control (proposed 
§ 488.234(a)(1)). In this instance the 
State’s certification of noncompliance 
would control. The dually participating 
facility would have its hearing rights 
met through the procedures set forth at 
42 CFR part 498. The non-State operated 
NF would have its hearing rights met 
through the procedures set forth at 42 
CFR part 431. If HCFA finds that a NF 
or a dually participating facility has not 
met all requirements and the failure 
does not immediately jeopardize the 
health or safety of its residents, but the 
State survey agency has not made such 
a finding, HFCA’s finding could control. 
In this case, HCFA would impose the 
remedies and would permit the State to 
continue payments to the facility during 
the correction period (proposed 
§ 488.234(a) (2) and (3)). These 
provisions specify the means to 
determine compliance or 
noncompliance for the Medicaid NF 
which will then, by virtue of section 
1919(h)(8) of the Act, become the 
compliance/noncompliance decision for 
the Medicare SNF.

If both HCFA and the State find that 
a facility has not met all requirements 
and neither find that the failure 
immediately jeopardizes the health or 
safety of its residents, the following 
procedures would apply:

• If both HCFA and tne State find that 
a facility’s participation should be 
terminated, the State’s timing of any 
termination (as specified in proposed 
§ 431.153(c)) would control so long as

the termination date does not occur later 
than 6 months after the date of the 
finding to terminate (§ 488.234(b)).

• If HCFA, but not the State finds that 
a facility’s participation should be 
terminated, HCFA’s decision to 
terminate would prevail and HCFA 
would permit continuation of payment 
dining the period prior to the effective 
date of termination, not to exceed 6 
months from the last day of survey
(§ 488.234(b)(1)).

• If the State, but not HCFA finds that 
a facility’s participation should be 
terminated, the State’s decision to 
terminate and the timing of the 
termination (as specified in proposed 
section 431.153(c)) would control
(§ 488.234(b)(2)).

• If HCFA or the State, but not both, 
would impose one or more remedies 
that are additional or alternative to 
termination, the additional or 
alternative remedies would also be 
applied (§ 488.234(d)(1)).

• If both HFCA and the State would 
impose one or more remedies that are 
additional or alternative to termination, 
only the additional or alternative 
remedies of HCFA would apply
(§ 488.234(d)(2)).
17. Termination of Provider Agreements 
and Discontinuation of FFP

At § 488.238, we said that termination 
of the provider agreement would end 
payment to the facility and any 
alternative remedy. We proposed that 
HCFA and the State may terminate a 
facility’s provider agreement if a 
facility—

• Fails to correct deficiencies within 
the specified time;

• Fails to submit a plan of correction 
within the time specified by HCFA; or

• Does not meet the eligibility criteria 
for continuation of payment.

We said that HCFA and the State 
would terminate a facility’s provider 
agreement if a facility with immediate 
and serious threat deficiencies refuses 
temporary management, if that remedy 
is offered by HCFA or the Medicaid 
agency. In addition, we proposed that, 
before terminating a provider 
agreement, HCFA does and the State 
must notify the facility and the public—

• At least 2 and not more than 4 
calendar days before termination for a 
facility with immediate and serious 
threat deficiencies; and

• At least 15 calendar-days before 
termination for a facility with non- 
immediate and serious threat 
deficiencies.

The current termination notification 
requirement at § 489.53(c)(1) requires 
HCFA to give notice to any provider at 
least 15 days before the actual effective
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date of a termination of a provider 
agreement, irrespective of whether the 
situation poses an immediate and 
serious threat, except in the case of 
Medicare SNFs. Section 489.53(c)(2) 
provides that SNFs with deficiencies 
that pose an immediate and serious 
threat are entitled to notice of the 
termination at least 2 days before the 
effective date of the termination of the 
provider agreement. Since the existing 
regulations do not discriminate between 
immediate and serious and 
nonimmediate and serious threat 
situations except in the case of Medicare 
SNFs, we proposed to amend 
§ 489.53(c)(2) to require at least 2 and 
not more than 4 calendar days notice to 
all providers of a termination action 
involving an immediate and serious 
threat.

If HCFA or the State terminates the 
provider agreement, we would require 
the survey agency to arrange for the 
orderly transfer of all Medicare and 
Medicaid residents to another SNF or 
NF. If there is a closure of a Medicaid 
NF or dually participating facility by the 
State, we proposed at § 488.240 that the 
State would be required to arrange for 
an orderly transfer of all residents.
18. Conflict Resolution

In the proposed rule, we sought 
public comment about the desirability 
and feasibility of establishing a conflict 
resolution system whereby facilities 
dissatisfied with a certification of 
noncompliance would be afforded a 
formal mechanism for disputing 
deficiencies prior to the administrative 
and judicial review processes. We also 
requested comments on the best way for 
such a system to be implemented.
K. Incentives fo r High Quality Care

Section 1919(h)(2)(F) of the Act, as 
added by section 4213 of OBRA ’87, 
provides that, in addition to the 
remedies discussed, a State may 
establish a program to reward, through 
public recognition, incentive payments, 
or both, nursing facilities that provide 
the highest quality care to residents who 
are entitled to Medicaid. A State would 
incorporate such an incentive program 
in its State plan. We proposed 
incorporating this provision in our 
proposed § 488.153(b).
L. Educational Program

Sections 1819(g)(1)(B) and 
1919(g)(1)(B) of the Act provide that 
each State must conduct periodic 
educational programs for the staff and 
residents (and their representatives) of 
nursing homes in order to present 
current regulations, procedures, and 
policies on the survey and certification

and enforcement processes. We 
proposed incorporating this provision in 
§§ 488.153(c) and 488.184.
Ai. Conforming Changes

In addition to changes already 
discussed in this preamble, we 
proposed making other conforming 
changes to regulations under part 431, 
442, and 489.

III. Summary of Major Provisions in 
Final Rule

In response to public comments, we 
made numerous technical changes and 
some major policy changes, which are 
explained in detail in the following 
section. In summary, the major changes 
include the following:

• We reconfigured the criteria used to 
determine enforcement remedies when 
facilities are out of compliance with 
Federal requirements, so that there is a 
clearer correlation between levels of 
noncompliance and types of remedies 
imposed. We have also grouped the 
remedies into three remedy categories 
ranging from least to most severe. In this 
final rule, we present an enforcement 
scheme in which States may use their 
own methods for interpreting terms that 
describe the relative frequency or 
seriousness of deficiencies, other than 
immediate jeopardy, as long as they are 
consistent with the guidance presented 
in the regulation.

• We provide that remedies may 
cease when substantial compliance is 
achieved, and define substantial 
compliance as “a measure of 
compliance with the participation 
requirements such that no deficiencies 
exist which pose actual harm or have 
the potential for more than minimal 
harm.” The only exceptions to this rule 
are those involving temporary 
management and State monitoring and 
denial of payment imposed for repeated 
noncompliance. In these cases, in 
addition to achieving substantial 
compliance, the facility must prove to 
HCFA’s or the State’s satisfaction that it 
will remain in substantial compliance.

• We also revise or add definitions for 
abuse, neglect, immediate jeopardy, 
substandard quality of care, standard 
survey, validation survey, extended 
survey, partial extended survey, 
abbreviated standard survey, deficiency, 
nursing facility, skilled nursing facility, 
substantial compliance, noncompliance 
and revisit

• We clarify the term “professionals" 
as it relates to the members of a survey 
team by setting forth examples and by 
stating that the State, subject to HCFA 
approval, determines what constitutes a 
“professional."

• We modify the qualifications for 
temporary managers and set a salary 
floor.

• We expand the financial, 
employment, and familial 
circumstances that disqualify a surveyor 
from surveying a particular facility.

• We limit the instances in which a 
reduction in FFP is taken for inadequate 
survey performance to situations when 
a State demonstrates a pattern of failure 
to identify deficiencies in Medicaid 
facilities.

• We redefine what constitutes 
inadequate survey performance.

• We amend the regulations text at 
§ 488.312 (§ 488.162 of the proposed 
rule), consistency of survey results, to 
require that State survey agencies study 
surveyor accuracy as well as 
consistency.

• We clarify that the survey agency 
will review complaint allegations and 
conduct a standard or abbreviated 
standard survey i f  the survey agency 
concludes that a deficiency in one or 
more requirements may have occurred 
and only a survey (fan confirm the 
existence of the deficiency or 
deficiencies.

• We limit HCFA’s and the State 
agency’s discretion to conduct an 
extended or partial extended survey to 
situations in which substandard quality 
of care has been identified. HCFA or the 
State will, however, continue to have 
complete discretion to examine any and 
all aspects of a facility’s performance in 
order to determine compliance with the 
requirements.

• We add directed in-service training 
as a new remedy.

• We expressly state that denial of all 
payment for all Medicare residents in a 
facility may be imposed by HCFA and 
that HCFA may deny payment to the 
State for all Medicaid residents in a 
facility.

• We clarify that one or more 
remedies may be imposed for one or 
more deficiencies.

• We eliminate as a remedy denial of 
payment for certain diagnostic 
categories.

• We add the following to clarify the 
civil money penalty provisions:

+ The amount of the civil money 
penalty can be adjusted to reflect 
changes from non-immediate jeopardy 
to immediate jeopardy and from 
immediate jeopardy to non-immediate 
jeopardy.

+ A civil money penalty is increased 
for repeated deficiencies within the 
same regulatory grouping of 
requirements in those cases where a 
civil money penalty was imposed as a 
remedy for the first occurrence of the 
deficiency;
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+ The interest rate for civil money 
penalties is in accordance with the rate 
fixed by the Secretary of the Treasury 
and us<§d by the Department for 
Medicare and determined by the State 
for Medicaid;

+ The HCFA notice of the imposition 
of the civil money penalty does not have 
to be sent by mail;

+ The HCFA notice of intent to 
impose the civil money penalty 
includes more information regarding the 
nature of the noncompliance, dates of 
accrual and dates of collection;

+ The State’s notice to non-State 
operated NFs when the State takes 
action must include at a minimum the 
information specified in the HCFA 
notice;

+ If the facility waives its right to a 
hearing in writing within 60 days from 
the date of the notice of intent to impose 
the civil money penalty, HCFA or the 
State reduces the civil money penalty by 
35 percent.

+ The civil money penalty may start 
to accrue as early as the date the facility 
was first found out of compliance, as 
determined by HCFA or the State. This 
may be the last day of the survey or, in 
certain situations, before that date.

• When the basis for imposing a civil 
money penalty exists, the administrative 
law judge or State hearing officer may 
not set a penalty of zero, reduce the 
penalty to zero, or review the exercise 
of discretion to impose the civil money 
penalty.

• In the case of civil money penalties, 
facilities may challenge the level of 
noncompliance found by HCFA or the 
State if a successful challenge on the 
issue would affect the range of civil 
money penalty amounts from which 
HCFA or the State could collect a civil 
money penalty.

• We add a provision to direct the 
State during a complaint investigation 
to follow the specific procedures found 
at § 488.335 (§ 488.185 of the proposed 
rule), action on complaints of resident 
neglect and abuse, and 
misappropriation of resident property, 
when there is reason to believe that an 
identifiable individual neglected or 
abused a resident or misappropriated a 
resident’s property.

• We add a requirement that the State 
must have written procedures for the 
timely review and investigation of 
allegations of resident neglect and abuse 
and misappropriation of resident 
property. In addition, we have required 
that the State should take appropriate 
precautions to protect a complainant’s 
anonymity and privacy, if possible.

• If arrangements have been made 
with other State components for 
investigation of complaints, we require

that the State have a means of 
communicating information among 
appropriate entities, and that the survey 
agency retain the responsibility for the 
investigation process.

• We require that findings of 
investigations be included in the nurse 
aide registry within 10 working days of 
the findings.

• We require that the survey agency 
determine if complaints violate any 
requirements of part 483, subpart B and 
take appropriate enforcement action as 
necessary if the allegation of neglect, 
abuse or misappropriation of property 
against an individual is a complaint 
against the facility.

• We require the notification of 
physicians of those residents identified 
as receiving substandard quality of care.

• We clarify that survey findings are 
reported with recommendations for 
corrective action to officials in the 
enforcing agency who determine what 
remedies to impose.

• With respect to the disclosure of 
survey information, we revise the 
provisions on fees, charges, and 
timeframes for release of information to 
provide that, with certain exceptions, 
HCFA or the State will disclose survey- 
related information and may charge the 
public in accordance with pre-existing 
Federal regulations and State 
procedures.

• We eliminate 120 days of FFP for a 
Medicaid NF and retain, for now, 120 
days of FFP for an ICF/MR while the 
facility waits for a post-termination 
hearing.

• We formalize the opportunity for 
informal dispute resolution currently in 
the State Operations Manual for 
providers to raise unresolved issues to 
the State agency or the respective HCFA 
regional office after the provider’s 
receipt of the official deficiency 
statement, and have prohibited 
challenges by providers from 
postponing or otherwise delaying the 
effective date of any enforcement action.

• We specify that a provider in 
substantial compliance at the end of 6 
months may continue to participate 
without repayment of Federal funds.

• We delete the section on validation 
surveys from the regulation text because 
the statutory provisions are self- 
implementing and regulatory 
interpretation is not needed to clarify 
them. The few elaborations on the 
requirements in sections 1819(g)(3) and 
1919(g)(3) of the Act are duplicated 
elsewhere in the regulation and there is 
little reason to repeat them.

• We renumber proposed §§ 488.150- 
488.185 and proposed §§488.200— 
488.240 as §§488.300-488.335 and 
§§488.400—488.456, respectively, to

take into account existing section 
numbers already included in part 488, 
subpart D.

• We incorporate the provision of 
proposed § 488.240, Transfer of 
residents, into § 488.426 in the final 
rule. We revise the title of § 488.426 to 
Closure and/or transfer of residents.

• We incorporate the provisions of 
proposed § 488.228 into § 488.406 of the 
final rule.

IV. Discussion of Public Comments
We received more than 27,900 timely 

letters in response to our August 28, 
1992 proposed rule. Most were from the 
owners and operators, administrators, 
staff, and attorneys of long term care 
facilities. Others were from professional 
organizations, chains of long term care 
facilities, employee unions, and vendors 
that supply facilities. We also heard 
from consumer advocates and 
ombudsmen, Federal, State, and local 
governments, consumer organizations, 
and residents of long term care facilities. 
Families of residents and their 
guardians and other legal 
representatives commented as well. A 
discussion of the comments follows. We 
do not discuss sections of the rule on 
which the public had no comment.

Normally, a final rule is not effective 
until 30 or 60 days after it is published 
in the Federal Register. Because 
implementation of the complex and far- 
reaching provisions of this final rule 
will require a major, nationwide 
training effort to train surveyors, their 
supervisors and related personnel, this 
rule is effective June 1,1995.
Effective Date

Comment: One commenter stated that 
HCFA must provide nursing homes with 
a reasonable education and retraining 
grace period of no less than one year 
before implementing the new survey 
standards so that facilities can adjust to 
the enormous changes. The States and 
HCFA should provide reasonable 
funding to ensure that training is 
completed before the new requirements 
take effect. There is a precedent for this 
in HCFfy’s recent recognition that State 
certification requirements for home 
health care aides should be 
accompanied by State funding to help 
facilitate retraining.

Response: HCFA routinely provides a 
long lag time for the effective date of 
particularly complicated regulations 
and has done so for this regulation as 
well. The new long term care 
requirements were published in the 
Federal Register on September 26,1991 
(56 FR 48826), and were effective April 
1,1992. This final enforcement rule 
should have no effect on the
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requirements for long-term care as 
stated in the September 1991 regulation 
and the facilities should have had ample 
time to become familiar with its 
requirements. Our primary concern is to 
provide oversight for the protection of 
residents in nursing homes who are 
dependent upon others for the care they 
receive. It would serve no purpose to 
allow facilities to have additional time 
to become familiar with requirements of 
which they are already aware. Our 
responsibility is to continue to move 
forward in enacting the enforcement 
provisions for long term care facilities.
Part 431 State Organization and 
General Administration

Comment: In response to our 
proposed revisions to part 431, most 
opposing comments concerned the 
effect on ICFs/MR of withdrawing FFP 
during appeals. Some commenters 
noted that OBRA ’87 specifically 
exempted ICFs/MR from its scope, and 
stated that it is not appropriate to 
change the ICF/MR rules in 
implementing a law that applies to other 
facilities. Some commenters stated that 
the discussion on ICFs/MR was lost 
within the SNF/NF regulations, and 
there was no discussion in the preamble 
concerning applicability to ICFs/MR. 
Some stated that HCFA provided no 
rationale for this change in the ICF/MR 
rules, and therefore a proposed rule 
should be published which allows for 
full notice and comment rulemaking. 
Some commented that if the proposal 
had been written in a more direct 
manner, more groups would have 
written to object.

Response: We agree that it would be 
preferable to include the provisions 
applicable to ICFs/MR at a later date in 
rulemaking focused on ICFs/MR. 
Therefore, we are adopting the 
commenters’ proposals that the 120 
days of FFP continue for ICFs/MR until 
this issue may be more fairly resolved 
in such a rulemaking. Therefore, at this 
time, we are leaving the existing appeals 
system in place for ICFs/MR. There 
were other comments concerning ICFs/ 
MR that are outside the purview of this 
regulation, and are therefore not 
addressed in this discussion.

For the reasons stated directly above, 
we are revising §§ 431.151,431.153, and 
431.154 to delete reference to SNFs and 
ICFs as follows:

• § 431.151 (“Scope and 
applicability.’’) is revised so that 
subpart B of part 431 specifies the 
appeal procedures the State must make 
available to an ICF/MR for which the 
State denies, terminates, or fails to 
renew certification or a provider 
agreement for the Medicaid program.

• §431.153 (“Evidentiary hearing.”) 
is revised to state that 
—An ICF/MR whose certification or 

provider agreement is denied, 
terminated, or not renewed must be 
given an opportunity for a full 
evidentiary hearing on the denial, 
termination or nonrenewal;

—If the facility requests a hearing, it 
must be completed either before the 
effective date of the denial, 
termination or nonrenewal or within 
120 days after that date; and 

—The hearing must, at a minimum, 
include the provisions of § 431.153(e). 
Comment: Several commenters 

responded to our specific request for 
comments on whether States, adversely 
affected by the repayment statutory 
provisions of section 1919(h)(3)(D), 
should have the right to appeal resulting 
disallowances to the Departmental 
Appeals Board (DAB) in addition to 
appealing a provider’s certification of 
noncompliance under part 498. The 
commenters said that States should 
have this right to appeal but believed 
that few States would find it necessary 
to exercise this right.

Response: We agree that States 
-probably would not often find it 
worthwhile to challenge a decision that 
had withstood the test of an appeal in 
accordance with part 498. However, 
because section 1116(d) of the Act 
provides Spates with a statutory right to 
reconsideration whenever HCFA takes a 
disallowance, and regulations at 45 CFR 
part 16 provide States with a hearing 
before the DAB when disallowances are 
made, we agree that appeal to the DAB 
should be an option for the States. At 
any such DAB hearing, the decision of 
the ALJ upholding HCFA’s adverse 
action against the provider would, of 
course, be part of the evidence.

Comment: A few commenters noted 
that State hearings will significantly 
increase, and stated that the regulatory 
impact statement fails to consider the 
amount of time surveyors and other 
staff, including attorneys, will need to 
prepare for and participate in hearings. 
They commented that overall costs for 
which HCFA must reimburse the states 
will be increased.

Response: We recognize that the 
revised regulations expand the initial 
determinations for which States are 
required to grant an appeal. However, 
we have no program experience upon 
which to base a prediction of appeal 
volume or costs. There is not even a 
precedent to follow from the Medicare 
program, inasmuch as the expanded 
initial determinations are also new in 
the Medicare regulations. We anticipate 
that, in many cases, providers will be

able to meet the necessary requirements 
before remedies are to be imposed, thus 
obviating the need for a hearing. 
Moreover, we are finding that the 
percentage of facilities with no 
deficiencies continues to increase, 
thereby causing us to predict fewer 
facilities facing some form of appealable 
enforcement action than has been the 
case previously. Because of these factors 
which may affect the increased number 
of initial determinations that are 
appealable, we can offer no valid 
prediction as to effect on volume or 
costs of appeals. However, we expect 
that the informal dispute resolution 
process will reduce die number (or 
scope) of adverse actions that lead to a 
hearing. Any increased net costs to 
States that are found to occur will be 
reflected in the budget process.

Because we are now providing for an 
informal dispute resolution, we are 
revising § 431.154 (“Informal 
reconsideration”) to delete references to 
SNFs and NFs and state that—

• If the State decides to provide an 
ICF/MR with an opportunity for an 
evidentiary hearing required by
§ 431.153(a) only after the effective date 
of a denial of participation or 
termination, the State must offer the 
ICF/MR an informal reconsideration, to 
be completed before the effective date of 
the adverse action; and

• The informal reconsideration must, 
at a minimum, include
—Written notice to the facility of the 

denial of participation or termination, 
and the findings upon which it was 
based;

—A reasonable opportunity for the 
facility to refute those findings in 
writing; and

—A written affirmation or reversal of 
the denial, termination, or non
renewal.

Section 442.40 Availability o f FFP 
During Appeals

We proposed deleting § 442.40, which 
presently provides for continuing FFP 
for up to 120 days after the effective 
date of termination of a Medicaid 
provider agreement if an appeal is 
pending. (See the discussion of 
comments on part 431 above.)

Comment: Several commenters 
wanted to retain the current provisions 
which allow for up to 120 days of FFP 
during a State’s appeal process. A few 
wanted Federal funding to continue 
until a final decision is issued after a 
hearing. A few stated that elimination of 
the current rule would provide no 
benefit to the overall process.

Response: As we stated in the 
proposed rule, it is our belief that the 
needs of individual residents are best
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served by the availability of prompt and 
effective remedial action that will 
motivate the fastest efforts by providers 
to comply with Federal program 
requirements. The Congress has already 
set the maximum time for a termination 
at 6 months. Because a State could be 
paid for perhaps as long as 4 months 
after the effective date of provider 
termination, the State would have no 
incentive to challenge NFs to promptly 
comply with all program requirements. 
This is because, in all likelihood, the 
State would continue funding the 
Medicaid facility while receiving 
Federal payments. If we eliminate 
Federal funding to the State on a more 
accelerated schedule, States are likely to 
stop funding the NF once we stop 
Federal payments to the State. Thus, a 
greater incentive will exist for NFs to 
promptly comply with program 
requirements. Moreover, because the 
120-day provision would significantly 
delay the imposition of certain 
remedies, it would not be consistent 
with section 1919(h)(2) of the Act, 
which calls for States to minimize the 
period of time between the 
identification of deficiencies and the 
imposition of remedies. In our opinion, 
the residents will benefit because the 
facilities in which they reside will come 
into substantial compliance faster. 
However, for the reasons previously 
explained, we have decided to continue 
FFP to ICFs/MR whose agreements have 
been terminated for up to 120 days after 
termination while we work on the 
publication of a separate rulemaking on 
ICF/MR policy.

Comment: A few commenters stated 
that if pre-hearings were provided, the 
120 day regulation would not be 
necessary for SNFs and NFs, but that if 
pre-hearings were not provided, the 120 
regulation should be retained in order to 
give a facility time to present its side of 
the story before suffering irreparable 
harm.

Response: As discussed elsewhere in 
this preamble, we are providing for 
dispute resolution beginning with the 
provider’s receipt of die official 
Statement of Deficiencies, in order to 
give facilities an opportunity to rebut 
survey findings early in the process. By 
adding this feature to the enforcement 
process, we are balancing the needs of 
facilities to avoid unnecessary disputes 
and protracted litigation, on one hand, 
with the interests of facility residents, 
which we believe to be paramount, in 
assuring the most rapid correction of 
deficiencies. In so doing, we believe that 
die continued application of the 120- 
day rule would upset this balance of 
interests that we believe the Congress 
intended us to have.

Comment: A few commenters 
predicted that the courts would be 
clogged with pretermination or 
presanction hearings if FFP were denied 
during the State appeal procedures.

Response: Post-termination hearings 
have been upheld by all the circuit 
courts that have analyzed the issue of 
whether post-termination hearings 

, satisfy the due process clause of the 
Constitution (see discussion titled, 
“Hearings: Medicare and Medicaid 
Consistency”). Moreover, we do not 
believe that the courts will be eager to 
entertain legal challenges from 
providers that have failed to exhaust 
their administrative remedies.

We note that the Federal courts are 
not clogged with pre-termination 
challenges when Medicare agreements 
are terminated and Federal funding 
ceases on the effective date of 
termination. Under both Medicare and 
Medicaid, 30 days of funding will be 
available, as it is now, to provide a 
period of time for orderly transfer of 
residents.

Comment: A few commenters 
believed that HCFA would be punishing 
those States that aggressively implement 
the Act, and some noted that States 
would have a financial incentive to 
“settle” during the survey process.

Response: Because the Medicaid 
program is a joint Federal-State 
program, we do not believe that States 
have an incentive to spend their own 
State money on nursing care provided 
in a facility that does not meet the 
statutory requirements.

Comment: Some wondered why 
HCFA’s finding of noncompliance takes 
precedence over a State survey agency’s 
finding of compliance, yet HCFA has no 
obligation to provide FFP during the 
appeal.

Response: HCFA’s finding of 
noncompliance takes precedence over a 
State’s finding of compliance because 
the Act mandates this result in sections 
1919(h)(6) and 1919(g)(3)(A). The 
Congress provided detailed procedures 
for resolving differences between a State 
and HCFA, but did not provide that FFP 
should continue merely because HCFA 
and a State disagree about a facility’s 
compliance status» If HCFA’s 
termination determination is overturned 
as a result of the appeal process, the 
State would receive FFP based on the 
reinstated provider agreement should 
the State have continued to make 
Medicaid payments to the facility.

Comment: Some  commenters 
apparently equated the availability of 
120 days FFP during the hearing process 
with providing a pre-termination 
hearing. These commenters noted that 
Medicare’s post-termination hearing

does not cause concern to most 
providers because Medicare pays for 
only a small portion of days, whereas, 
to require post-termination hearings for 
Medicaid will cause greater concern 
because more money is at stake.

Response: As we explain more fully 
elsewhere in this preamble, we believe 
it is important that, in light of the great 
similarity between facility requirements 
in Medicare and Medicaid and the fact 
that such a large percentage of facilities 
participate in both programs, appeal 
procedures ought to be the same for 
both programs. Additionally, because of 
the informal opportunities to resolve 
differences in the form of an informal 
dispute resolution mechanism, we 
believe that a facility’s concerns for due 
process are more than adequately 
protected when balanced with the 
interests of nursing home residents in 
the swift correction of deficiencies

Redesignation of Sections

A new Subpart D of part 488, 
consisting of §§ 488.201-488.211, 
became effective on August 31,1992, 
shortly after the proposed rule was 
published on August 28. This requires 
that we designate Subpart E, which was 
to consist of §§ 488.150-488.185, with 
subsequent numbers. To assist the 
reader, we are publishing the new table 
of contents for Subpart E, with 
designations of the proposed rule shown 
in parenthesis. In the following 
discussions, we refer to the sections as 
renumbered, with the proposal’s 
identification included only if 
distinction is necessary.
Sec.
488.300 Statutory basis. (§488.150)
488.301 Definitions. (§488.151)
488.303 State plan requirement. (§ 488.153) 
488.305 Standard surveys. (§488.155)
488.307 Unannounced surveys. (§488.157)
488.308 Survey frequency. (§488.158) 
488.310 Extended survey. (§ 488.160) 
488.312 Consistency of silrvey results.

(§488.162)
488.314 Survey teams. (§488.164)
488.318 Inadequate survey performance. 

(§488.168)
488.320 Sanctions for inadequate survey 

performance. (§488.170)
488.325 Disclosure of results of surveys and 

activities. (§488.175)
488.330 Certification of compliance and 

noncompliance. (§488.180)
488.331 Informal dispute resolution. (Not in 

proposal)
488.332 Investigation of complaints of 

violations and monitoring of compliance. 
(§488.182)

488.334 Educational programs. (§488.184)
488.335 Action on complaints of resident 

neglect and abuse, and misappropriation 
of resident property. (§488.185)
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Section 488.301 Definitions
Comment: Many commenters were 

concerned that the proposed definition 
of “abuse” is too broad and ambiguous. 
Unless the definition is amended, they 
believe it will generate inconsistency in 
the survey process and overburden the 
system with complaints of abuse. Other 
suggestions and recommendations are as 
follows:

• Willfulness and/or deliberate intent 
should be incorporated into the 
definition;

• Change “and/or otherwise disregard 
of an individual which could cause or 
result in mild to severe harm” and 
replace with “has caused or creates a 
high probability of causing serious 
harm”;

• Physical harm should be defined; 
include a definition of assault suggested 
by a particular State’s definition;

• The phrase “otherwise disregard of 
an individual” should be deleted as this 
statement more accurately describes 
neglect;

• Incorporate the definition of abuse 
as found in the Older Americans Act.

Response: We have considered the 
above comments and are revising the 
definition of abuse in § 488.301 to 
address some of the aforementioned 
concerns. However, we do not believe it 
appropriate to adopt any one State’s 
definition as there is no evidence to 
suggest that one definition is superior to 
another. We are adopting the major 
concepts of the definition in the Older 
Americans Act. Therefore, the modified 
definition of abuse now reads: Abuse 
means the willful infliction of injury , 
unreasonable confinement, 
intimidation, or punishment with 
resulting physical harm, pain or mental 
anguish.

Comment: Some commenters 
suggested that we require that the 
resident perceive the conduct as 
abusive.

Response: We do not accept this 
comment. Our obligation is to protect 
the health and safety of every resident, 
including those that are incapable of 
perception or are unable to express 
themselves. This presumes that 
instances of abuse of any resident, 
whether cognizant or not, cause 
physical harm, pain, or mental anguish.

Comment: Some commenters believed 
that the definitions of abuse and neglect 
should also apply to nurse aides in 
hospitals as well as in nursing facilities.

Response: This comment falls outside 
the purview of this regulation. This rule 
specifically pertains to the survey, 
certification and enforcement of 
requirements of participation for SNFs 
and NFs.

Comment: Some commenters thought 
that the proposed definition of abuse 
was inconsistent with that in § 483.13.

Response: Section 483.13(b) does not 
provide a definition of abuse. What it 
does provide is a list of the types of 
abuse from which residents have a right 
to be free. The definition, a statement as 
to the meaning of the term “abuse,” is 
offered at § 488.301.

Comment: Several commenters 
thought the proposed definition of 
“neglect” was too broad and ambiguous. 
They contend it is necessary to narrow 
the definition in order not to inundate 
the system with complaints. Some 
commenters requested that the terms 
“willful” and “intent” be inserted into 
the definition to limit the scope of 
actions that could be considered 
neglect.

Response: In order to promote 
consistency in the survey process, there 
needs to be a common definition of 
neglect for a variety of applications. We 
have, therefore, adopted the concept of 
the definition used in the Older 
Americans Act, as we explain below. 
That definition does not incorporate the 
terms “willful” or “intent.” While an 
act of neglect can be intentional, neglect 
can also occur unintentionally.
However, we are specifying at 
§ 488.335(e) that a State must not make 
a finding that an individual has 
neglected a resident if the individual 
demonstrates that such neglect was 
caused by factors beyond his or her 
control. If the inattentiveness is due to 
factors within that person’s coiitrol, 
intentional or unintentional, he or she 
can be considered to have neglected the 
resident(s). Therefore, while willfulness 
and intent may be considered when a 
State finds that an individual has 
neglected a resident, we believe the 
terms “willful” or “intent” should not 
be included in the definition because 
neglect can occur unintentionally.

Comment: Some commenters 
perceived that, in order for a finding of 
neglect to be made against an 
individual, the alleged neglect must be 
within the individual’s control or job 
responsibility. It was suggested that a 
provision be added to the proposed 
definition that includes the individual’s 
“breach of duty to provide * * * 
needed * * * services.” The 
commenters contend that the proposed 
definition places the blame upon the 
individual and excludes the extent of 
the culpability of the facility to provide 
the necessary services or goods.

Response: We agree that an employee 
should not be found to have neglected 
a resident if the neglect was caused by 
factors beyond the control of the 
employee. As this provision is already

addressed in § 488.335(e), we do not 
believe it needs to be restated in 
§488.301.

Comment: Other commenters 
suggested their own State definition of 
neglect should suffice in order not to 
confuse facilities with separate 
definitions.

Response: As noted earlier, there has 
been no evidence to suggest that any 
State definition is preferable to ours. In 
fact, we believe allowing each State 
definition to stand, as is, would increase 
confusion among the providers and 
promote inconsistency from State to 
State.

Comment: Many commenters wished 
to add the phrase: “Each resident 
should be free from * * prior to the 
proposed definition of neglect.

Response: We agree that each resident 
should be free from neglect as well as 
other forms of mistreatment. This 
prohibition of neglect is inherent in 
§ 483.13(c). We do not believe the 
phrase suggested by the commenters 
defines the term. Therefore, we did nnt 
include it in § 488.301.

Comment: Other commenters 
requested that we require (within the 
definition of neglect) that evidence be 
presented that physical, emotional or 
psychological harm or some other 
negative outcome had occurred.

Response: We do not accept this 
comment because neglect may be 
determined even if no apparent negative 
outcome has occurred. The potential for 
negative outcome must also be 
considered. For example, instances of 
neglect may include, but are not limited 
to, being left to sit or lie in urine or 
feces, isolating dependent residents by 
leaving them in their rooms or other 
isolated locations, or failing to answer 
call bells to provide needed assistance.

*  Comment: Many commenters believed 
that “timely” should be removed from 
the definition of neglect or else be 
defined, as it is overly broad. Other 
commenters wish to add the language 
incorporated within section 102(37) of 
the Older Americans Act.

Response: Although the term “timely” 
does not appear in the final definition, 
we believe timeliness is an integral 
component in determining neglect. A 
delay in providing needed services for 
a resident has the potential to cause 
physical harm and/or mental anguish. 
Such a delay (or lack of timeliness) can 
be considered neglect under the 
definition we are incorporating in the 
final regulation. We are adopting the 
concept from the Older Americans Act 
which provides that neglect means 
failure to provide goods and services 
necessary to avoid physical harm, 
mental anguish, or mental illness.
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Comment: Many commenters asked 
that HCFA include the following 
occupations in the proposed list of 
licensed health professionals:

• Clinical Nurse Specialist;
• ‘Medical Records Specialist;
• Dietitian;
• Social Work Assistant;
• Speech Pathologist or Audiologist;
• Recreational or Activities 

Specialist;
• Respiratory Therapist;
• Dentist or Dental Hygienist;
• Optometrist;
• Podiatrist;
• Pharmacist;
• Psychologist;
• Chiropractor;
• Nursing Home Administrator, and
• All other licensed health 

professionals.
Other commenters believed that 

licensed practical nurses (LPNs) should 
not be included on the list because, 
although licensed, LPNs are not 
professional nurses by education or by 
legal accountability and must work 
under the supervision of a registered 
nurse or a medical doctor. It was also 
suggested that the term be changed to 
“licensed health personnel. ’ ’

Response: We are deleting the 
definition o f “licensed heálth 
professional“ as it is not used in this 
part.

Comment: Several commenters 
recommended changing the proposed 
definition of “misappropriation of 
resident property” to apply to the 
resident’s “real or personal property,” 
as opposed to “belongings or money,” 
because they believe the current 
language is not broad enough to 
encompass every type of resident 
property. Other commenters 
recommended that the definition 
include “attempted” misappropriation 
or the “intent to deprive,”

Response: We do not discern any 
substantial difference between the terms 
“belongings or money” and “real or 
personal property.” We believè the 
terms “belongings or money” are 
sufficient to implement the statutory 
requirement in sections 1819(g)(1) and 
1919(g)(1) of the Act. Additionally, the 
concept of “intent to deprive” is 
inherent within the phrase “deliberate 
misplacegient” in the definition. 
Therefore, we áre not accepting these 
comments as we believe the suggested 
changes do not substantially enhance 
the proposed definition.

Comment: Some commenters 
proposed to limit the definition of 
misappropriation to that incurred by a 
nurse aide.

Response: We disagree. Limiting the 
definition of misappropriation to a

specific individual would exempt all 
others from the provisions of the Act 
which explicitly states in sections 
1819(g)(1)(C) and 1919(g)(1)(C):

* * * allegations of * * * 
misappropriation of resident property [is! by 
a nurse aide of a resident in a nursing facility 
or by another individual used by the facility , 
in providing services to such a resident.” 
(emphasis added)

Comment: Some commenters wanted 
our definition to set a minimum of $50 
on the amount of money or property 
which can be deliberately misplaced or 
wrongfully used without the resident’s 
consent in order to be considered 
misappropriation of resident property.

Response: We disagree because we 
believe that it is impossible to quantify 
the value of some personal items. 
Moreover, possessions, regardless of 
their apparent value to others, must be 
treated with respect, for what they are 
and for what they may represent to the 
resident. As no such limitations are 
dictated by the Act, we interpret 
misappropriation to apply to any 
belongings or money, regardless of their 
actual value.

Comment: Some commenters 
questioned whether the proposed 
definition of “nurse aide” includes 
dietary aide or private duty paid 
individuals. They recommended that 
the definition of nurse aide be amended 
to read “provides personal care and 
nursing related services under the 
supervision of licensed nurses.” 
Additionally, commenters wanted a list 
of distinct duties required of muse aides 
to be added to the final definition.

Response: We do not adopt these 
comments because the definition of a 
nurse aide is specified by sections 
1819(b)(5KF) and 1919(b)(6)(F) of the 
Act and by implementing regulations at 
§ 483.75(e).

Comment: Some commenters stated 
that the phrase “substandard quality of 
care” was specifically used in the Act 
and that HCFA should recognize and 
adopt the same language.

Response: We agree with the above 
comment To be consistent with the A ct 
we are using that terminology 
throughout this final rule, where 
appropriate.

Comment: Some commenters wanted 
HCFA to include “any violation of the 
requirements that leads to, or is likely 
to lead to a failure of the resident to 
achieve the highest practicable physical 
and mental well-being” in the definition 
of substandard quality of care.

Response: We are not accepting this 
suggestion. We believe that any 
infringement of any requirement could 
be construed to compromise some

ability of a resident to achieve his or her 
highest practicable well-being. The 
definition proposed by the commenter 
could encompass every deficiency 
under every regulatory requirement. 
Given the ramifications a determination 
of substandard quality of care has for a 
provider (loss of NATCEP, notification 
of licensing boards and physicians), we 
are limiting the definition of 
substandard quality of care to reflect the 
most egregious situations related to 
participation requirements under 
§§ 483.13 (“Resident behavior and 
facility practices”), 483.15 (“Quality of 
life”), and 483.25 (“Quality of care”). 
However, we are not minimizing 
deficiencies in other participation 
requirements. As discussed later under 
the response to public comments for 
§ 488.401, it is possible that a deficiency 
under any requirement can encompass 
any degree of seriousness. Deficiencies 
under the remaining requirements can 
be more appropriately addressed 
through specified remedies rather than 
through the loss of NATCEP which 
would be precipitated by a substandard 
quality of care determination.

Comment: Several commenters 
thought that the scope and severity grid 
should not be a determining factor in 
defining substandard quality of care.

Response: As we discuss later at 
§ 488.404, we are removing references to 
the scope and severity grid from the 
definition of substandard quality of 
care. We are retaining, however, 
concepts of seriousness and frequency 
which we believe are important to 
determining this type of deficient 
facility practices.

Comment: Other commenters wished 
to include compliance history in the 
final definition of substandard quality of 
care.

Response: We do not agree with this 
comment. Our first priority is to protect 
the health and safety of the residents. If 
violations are identified, the problem 
must be rectified, regardless of the 
facility’s compliance history.

Comment: Some commenters wanted 
us to explicitly state in the definition of 
substandard quality of care that 
deficiencies of immediate jeopardy are 
regarded as substandard quality of care.

Response: We are not adopting this 
comment. Given the ramifications a 
finding of substandard quality of care 
has for a provider, we are limiting the 
definition of substandard quality of care 
to those requirements mentioned 
previously. The only immediate 
jeopardy deficiencies considered 
substandard quality of care are those 
determined under the participation 
requirements of §§483.13 (“Resident 
behavior and facility practices”), 483.15
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(“Quality of life”), and 483.25 (“Quality 
of care”). Because we are removing 
references to the scope and severity 
scales from the definition of 
substandard quality of care we believe 
that it is necessary to amend the 
definition. We are now defining 
substandard quality of care as care 
furnished in a facility that has one or 
more deficiencies related to 
participation requirements under 
§§ 483.13 (“Resident behavior and 
facility practices”), 483.15 (“Quality of 
life”), or 483.25 (“Quality of care”) that 
constitutes immediate jeopardy, a 
pattern of widespread actual harm that 
is not immediate jeopardy, or 
widespread potential for more than 
minimal harm, but less than immediate 
jeopardy with no actual harm.

Comment: Some commenters wanted 
compliance and correction to be defined 
as “substantially meeting all applicable 
certification requirements.”

Response: While we do not agree with 
the suggested definition, we do agree * 
with the intent of the commenters that 
there should be some range of 
compliance within which prospective 
and current providers may participate. 
This concept is discussed further in 
§ 488.330 “Certification of compliance”. 
Accordingly, in § 488.301, we define 
“substantial compliance” to mean a 
level of compliance with requirements 
of participation such that any identified 
deficiencies pose no greater risk to 
patient health and safety than the 
potential for causing minimal harm.

As we discuss later in this preamble, 
a facility may avoid a remedy even if it 
has failed to comply perfectly with all 
statutory requirements. However, the 
facility still has the duty to provide the 
care to each resident which enhances 
the chances for positive outcomes and 
avoids negative ones. If a single resident 
experiences any  harm, no matter how 
minimal, the facility will not have 
satisfied its statutory obligations.

We acknowledge that there might be 
many definitions that we could have 
chosen, but in our view, the definition 
we have settled on best implements the 
Act and accommodates both facility and 
resident concerns.

Additionally, since we are 
incorporating the concept of substantial 
compliance, we believe it is necessary to 
provide a definition of noncompliance 
at §488.301. Noncompliance with the 
requirements of participation is any 
deficiency that causes a facility to not be 
in substantial compliance.

Section 488.303 State Plan 
Requirement

Comment: There were several 
comments concerning the requirement 
for and content of incentive programs.

• Some commenters suggested that 
the incentives to reward quality care be 
required and implemented on a national 
scale by HCFA as well as the States.

• A few Commenters suggested that 
the States develop incentive programs 
with consultation from residents, 
families and the ombudsman.

• One commenter presented an 
elaborate process including 
applications, group evaluations and 
resident participation for any award.

• One commenter said that the 
regulation should define the rewards for 
quality to support quality improvement.

Response: Section 1919(h)(2)(F) of the 
Act does not permit HCFA to require the 
States to establish a public recognition 
or incentive payment system for nursing 
facilities that provide high quality care. 
If the commenters mean that the same 
public recognition or incentive payment 
system be permitted for Medicare SNFs, 
the Act does not authorize such 
recognition. In addition, a HCFA 
program for nursing facilities would be 
duplicative.

Section 1919(h)(2)(F) of the Act gives 
States the flexibility to decide if an 
incentive program would be appropriate 
and how they will implement the 
program. If a State decides to implement 
an incentive program, the State should 
have the option to consult those 
individuals and organizations it thinks 
necessary. In'the same vein, it would be 
inadvisable to restrict the States’ 
programs to elaborate regulatory 
procedures because, in so doing, we 
may inadvertently discourage States 
from establishing such programs. 
Although we encourage States to 
develop effective incentive programs, 
we are not making any changes to 
§ 488.303 because we want to preserve 
the States’ flexibility in establishing 
such incentive programs.

Comment: A few commenters 
suggested that the Medicaid program 
should fund the incentive payments 
through civil money penalties.

Response: The Act provides that State 
expenses for the implementation and 
maintenance of an incentive program is 
an authorized Medicaid administrative 
expense: the Act does not permit the use 
of funds collected from civil money 
penalties for this purpose. Indeed, 
section 1919(h)(2)(A)(ii) of the Act 
provides that when the State uses the 
specified civil money penalty remedy, 
the State must apply funds collected 
through civil money penalties to the

protection of the health or property of 
nursing home residents. Therefore, we 
reject this comment.

Comment: Several commenters 
suggested that the regulation should go 
beyond the Act and specify certain 
topics and methods of training.

• Some wanted mandated 
educational programs for assessment 
and care planning, resident rights and 
quality of care issues as well as those in 
subparts E and F of part 488.

• Other commenters believe that the 
scope of the educational program 
should include a section on complaint 
investigation and resolution.

• A few commenters asked that States 
work with the ombudsman program to 
develop and present training.

• Another commenter believes that 
literature and/or video presentations 
would be more effective than State 
presentations.

Response: Sections 1819(g)(1)(B) and 
1919(g)(1)(B) of the Act require that 
States conduct educational programs for 
staff and residents of facilities regarding 
current regulations, procedures and 
policies of the long term care survey and 
certification process. We agree with the 
commenters that the proposed 
regulation unnecessarily restricts the 
scope of the mandated educational 
programs. We are revising it to permit 
the education programs to cover all 
aspects of the long term care survey 
process so that the States have the 
flexibility to structure the educational 
programs to the needs of the facilities. 
The methods to develop the programs 
(for example, consultation with the 
ombudsman program) and the methods 
of presentation are being left to the 
States.

Comment: A few commenters 
suggested that these requirements be 
met, in part, by giving facility staff and 
residents access to HCFA and State 
agency surveyor training sessions.

Response: We believe that this 
suggestion, if done at the participant’s 
expense, may have merit. Traditionally, 
we have not had the ability within 
available resources to accommodate all 
providers or other interested parties 
wanting to attend training; our available 
resources are devoted, for the most part, 
to providing timely training for 
surveyors. However, being able to offer 
surveyor training universally to 
providers and interested others at their 
own cost, and if space allows, may help 
improve understanding and cooperation 
between surveyors and the other parties. 
We are, therefore, seriously considering 
what changes in policy and legislation 
will be necessary to allow this.

Comment: One commenter suggested 
that a review of the State educational
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activities be made a part of HCFA’s 
State agency evaluation program which 
would assure its implementation.

Response: The HCFA State Agency 
Evaluation Program (SAEP) currently is 
undergoing substantial review and 
revision. We are unable, at this time, to 
assert that a review of State educational 
activities will become a part of the 
revised SAEP. Nonetheless, the HCFA 
regional offices will continue to have 
the responsibility to monitor and assess 
the States’ educational activities.

Comment: Several commenters 
suggested that the States be directed to 
include bans on all new admissions as 
a required remedy because a ban on 
only Medicaid admissions is 
discriminatory. A majority of those 
commenting suggested that a directed 
plan of correction also be included as a 
required remedy.

Response: We do not have statutory 
authority to allow the States the option 
of banning all new admissions. States 
are free, however, to enact their own 
laws regarding facility licensure that 
may extend enforcement options 
beyond the reach of the Act.

Section 1919(h)(2)(A)(i) of the Act 
expressly gives States the authority to 
impose payment denials with respect to 
new Medicaid admissions. While the 
Act also provides States with the 
opportunity*to design other remedies, 
subject to Federal approval, that are as 
effective as those enumerated in the 
Medicaid law, we believe that it would 
be inappropriate for us to evaluate a 
remedy that would be aimed at the 
admissions of persons over whom the 
Medicaid law provides no jurisdiction. 
We believe it would be more 
appropriate to leave to State law 
remedies that extend as far as the 
commenters suggest. In any event, while 
a denial of payment for new Medicaid 
admissions does not reach all potential 
admissions, it will provide an incentive 
to a facility to correct deficiencies 
rapidly, which would serve to benefit 
not only Medicaid residents but all 
those persons who are receiving care at 
the facility regardless of payment 
source. Also, States may provide public 
notice of the imposition of the denial of 
payment for new admissions remedy 
which would alert potential residents to 
the situation in the facility.

We are not accepting the suggestion 
that directed plans of correction be a 
required remedy. As discussed under 
“Factors to be considered in selecting 
remedies” later in this preamble, we 
have provided a revised enforcement 
scheme in this final rule that correlates 
the seriousness of noncompliance with 
the selection of remedies from within 
specified enforcement remedy

categories. While we do not intend to 
mandate the specific selection of the 
directed plan of correction remedy from 
among the available enforcement 
actions for any specific level of 
actionable noncompliance, in other 
words, when the facility is not in 
substantial compliance, we note that it 
is always an enforcement option and it 
may be the only remedy used for lower 
level deficiencies.

Comment: Some commenters 
requested that we require States to 
submit any alternative or additional 
remedies to a full State rulemaking 
process with an opportunity for 
comment. Other commenters believed 
that States should be allowed to 
implement additional or alternative 
remedies unless HCFA can demonstrate 
that the State remedies are not as 
effective as the HCFA remedies.

Response: The States must follow any 
internal State procedures which govern 
the development and submittal of a 
Medicaid State plan amendment. The 
Act does not require nor do we believe 
our regulations should require specific 
procedures that would limit State 
prerogatives for promulgating 
enforcement policies. Similarly, section 
1919(h)(2)(B)(ii) of the Act states that 
the State must demonstrate that any 
alternative remedies are as effective as 
the remedies specified in the Act.

Comment: Commenters suggested that 
the effective remedies established by the 
States be made applicable to dually 
participating facilities.

Response: We are accepting this 
comment with some clarification. Since 
States may establish their own sanctions 
through their respective State plan 
amendment, and since HCFA will be the 
entity imposing sanctions for dually 
participating facilities, it is highly likely 
that a State may choose to impose one 
of its own remedies on a Medicaid NF 
which HCFA would have no authority 
to impose against the Medicare provider 
agreement. It would not be rational for 
us to proceed with an enforcement 
scheme whereby a single facility, by 
virtue of participating in both Medicare 
and Medicaid, would be subject to a 
dual enforcement track. Also, and more 
importantly, since HCFA will be taking 
the lead on enforcement actions against 
dually participating facilities under part 
498, we have concluded that HCFA 
needs to have the authority to impose 
these alternative or additional remedies 
against Medicare facilities in the States 
that have established these remedies. 
While we acknowledge that this would 
not permit consistency nationally 
relative to remedies available for dually 
participating facilities, we conclude that 
it is a realistic and necessary response

to statutory intent that enforcement 
decisions made regarding the Medicaid 
agreement, which could include 
imposition of these “other” State 
remedies, will be applied by the 
Secretary to the Medicare agreement as 
well. Therefore, under the Secretary’s 
general rulemaking authority, this final 
rule provides that, if the State’s remedy 
is unique to the State plan and has been 
approved by HCFA, then that remedy, 
as imposed by the State under its 
Medicaid authority, can be imposed by 
HCFA against the Medicare provider 
agreement of a dually participating 
facility.

Comment: One commenter suggested 
that the regulations create penalties for 
States that fail to implement the State 
enforcement rules.

Response: The Act provides no 
specific penalty for State failure to 
implement the enforcement provisions 
of the Act, nor do we wish to add one. 
However, there are existing Medicaid 
rules regarding the submission of and 
adherence to State plan amendments. If 
a State does not comply with the 
Medicaid rules, the failure could lead to 
Medicaid administrative sanctions.
Section 488.305 Standard Surveys

Comment: A large number of 
commenters opposed the provision at 
proposed 488.155(b) and suggested we 
delete it. This section states that the 
State survey agency’s failure to follow 
HCFA survey procedures will not 
invalidate otherwise legitimate 
determinations that a facility’s 
deficiencies exist. Because the provision 
does not appear in the Act, a few 
commenters questioned whether the 
Congress sanctioned this policy, and 
certain commenters asked that facilities 
be allowed to appeal surveyor 
noncompliance with the survey 
protocol. Many commenters felt that 
this provision would encourage 
disregard of established survey 
guidelines, and for this reason one 
commenter believed this provision 
would cause the standard survey to 
violate the Fourth Amendment.

Response: We believe the provision 
accurately reflects the intent of the Act 
and are retaining it in § 488.305(b). To 
invalidate legitimate determinations of 
noncompliance and leave them 
unaddressed would be in opposition to 
the mandate of OBRA ’87 that all 
requirements be met and enforced, and 
would lead to inconsistent application 
of the law.

Sections 1819(g)(2)(C) and 
1919(g)(2)(C) of the Act reveal the intent 
of the Act very clearly. These sections 
state that standard surveys must be 
conducted based upon a protocol, but
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add that the failure of the Secretary to 
develop, test or validate such a protocol 
will not relieve any State or the 
Secretary of the responsibility to 
conduct surveys. Because the Congress 
intended for survey results to be binding 
even when surveys were conducted in 
the absence of a formal protocol, it is 
clear that the Congress views the 
substance of survey findings to be of 
greater importance than the process 
used to identify them. An appeal of a 
deficiency based on surveyor 
noncompliance with the established 
protocol would be inconsistent with this 
position, and as a result, we will not 
offer facilities an appeal on these 
grounds. In particular, we wish to avoid 
situations where otherwise well 
documented deficiencies are subject to 
challenge, and potentially invalidated, 
simply because a surveyor did not 
follow every last detail of the survey 
protocol. We believe this would be 
surrendering all substance to form and 
would clearly thwart Congressional 
will. Moreover, since the source of 
binding requirements on facilities is not 
in the survey protocol, but in the Act 
and regulations, the ultimate, and 
proper, test of facility noncompliance 
will not rest on whether the survey 
protocol was rigorously followed, but on 
whether a requirement of the Act or the 
regulations has been violated.

The foregoing does not imply that 
HCFA encourages or condones disregard 
of its established survey policy; on the 
contrary, HCFA trains surveyors in 
survey policies and procedures and is 
responsible for assessing State survey 
agency performance and applying 
sanctions when there has been a failure 
to use Federal standards and protocols. 
The guidance we provide to surveyors, 
and the expectation we have that they 
adhere to our directives, contradict the 
claim that surveyors are given unbridled 
discretion which would render the 
standard survey an unreasonable 
administrative search in violation of the 
Fourth Amendment. Once a facility 
seeks participation in the Medicare or 
Medicaid programs, it must accept the 
responsibility of demonstrating its 
compliance with Federal certification 
requirements which the Congress has 
directed must be done through the 
survey process. A facility cannot seek 
such participation, and accept program 
funds, and then argue that Federal or 
State efforts to monitor compliance with 
essential health or safety requirements 
constitute a violation of the Fourth 
Amendment as an unreasonable search 
and seizure. In any event, surveys that 
nursing homes experience in the 
Medicare and Medicaid programs are

reasonable. They advance the 
government's interest in protecting the 
health and safety of individual 
residents, and because of the various 
requirements for surveys in both the Act 
the Federal regulations, no facility can 
be said to be unaware of its obligations 
to permit onsite visits by State or 
Federal surveyors as a condition of its 
participation in these programs. 
Commercial enterprises, such as nursing 
homes, do not have the same 
expectation to be free of warrantless 
searches as individuals in their homes 
do. Indeed, the United States Supreme 
Court has ruled that warrantless 
searches of closely regulated businesses 
do not pose a violation of constitutional 
Fourth Amendment protections that 
commercial enterprises have.

We recognize that protocols and 
guidelines are necessary to promote 
consistent survey practice. However, 
whether or not a surveyor follows 
protocols must be subordinate in 
importance to whether or not a facility 
meets Federal participation 
requirements. Violations must be . 
recognized and remedied appropriately 
if resident interests are to be protected 
and integrity is to remain in the 
enforcement system.

Comment: One commenter questioned 
whether proposed § 488.155(a)(3) 
conflicts with subpart III of Appendix P 
of the State Operations Manual, 
Transmittal No. 250. Section 
488.155(a)(3) would require the State 
survey agency to include in the standard 
survey an audit of written plans of care 
and residents' assessments. Subpart III 
states that a review of the accuracy of 
resident assessments is to be performed 
as part of the extended survey which is 
triggered by the identification of a 
deficiency in quality of care during the 
standard survey.

Response: There is no conflict 
because a review of comprehensive 
assessments and care plans is not 
limited to the extended survey. It is also 
a major part of the Quality of Care 
Assessment performed during the 
standard survey (see Task 5 in 
Appendix P of State Operations Manual 
Transmittal No. 250). The review that 
occurs during the extended survey is 
slightly different, though, in that 
surveyors are directed to review more 
recent care plan and assessment 
information, and are given more 
flexibility in choosing sample size than 
in the standard survey.

Comment: One commenter suggested 
that we require surveyors to determine 
whether a facility attempted to 
accommodate both the exercise of a 
resident’s rights and the resident’s 
health when there appears to be a

conflict. The commenter believed that 
accommodation should include 
exploration of care alternatives through 
a thorough care planning process in 
which the resident may participate.

Response: Surveyors are presently 
instructed to make such determinations. 
At tag number F295 in the Interpretive 
Guidance to Surveyors, the surveyor is 
directed to determine whether the care 
plan reflects the facility’s efforts to find 
alternative means to address a problem 
if a resident has refused treatment. 
Additional guidance concerning this 
matter is found at tags FI 74 and FI 58. 
We believe such specific instructions 
are more appropriately located in the 
State Operations Manual than in the 
regulation itself, so we are not 
incorporating them into the regulation.

Comment: A few commenters 
suggested that we explicitly mention a 
review of the quantity and quality of 
nursing services staff in § 488.805(a)(2) 
where we outline a survey of the quality 
of care.

Response: Inherent in an evaluation of 
the indicators of care and services listed 
at § 488.305(a)(2) is an examination of 
the quality of the staff providing them. 
As part of the observational portion of 
the Quality of Care Assessment, 
surveyors are directed to make 
observations of staff/resident 
interactions which necessarily involve 
evaluating the quality of care and 
services provided by the staff, which is 
an indication of the quality of the staff 
itself. For this reason we do not 
explicitly mention this assessment in 
the regulation. We do specifically 
address a review of staffing in Appendix 
P of the State Operations Manual 
Transmittal No. 250.

Comment: One commenter 
recommended that we include, as part 
of the standard survey, private meetings 
between surveyors and family groups 
during evening and or weekend hours 
and another conference at the 
conclusion of the survey process to 
explain survey findings in lay person 
language.

Response: We recognize the value of 
family input in the survey process, and 
direct surveyors when interviewing to N 
provide the opportunity for all 
interested parties to give what they 
believe is pertinent information. We 
expect this to include accommodating 
family members who wish to speak with 
the survey team but are unable to be at 
the facility at the time of the survey. It 
is possible for family members to call 
surveyors at the facility and be either 
interviewed over the telephone or 
scheduled for a personal meeting as the 
survey schedule allows. The survey 
team is in a better position than HCFA
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to know how to best accommodate these 
groups within the time and personnel 
constraints of the standard survey, and 
for this reason it would be unduly 
restrictive of us to require evening and 
week-end meetings.

Neither will we require that there be 
an exit conference specifically for 
family groups; If survey teams conduct 
an exit conference for facility residents, 
family members are not prohibited from 
attending. If such a conference does not 
take place, family members still have 
many other opportunities to learn about 
the outcome of a survey. Survey results 
are available to family members 
whenever they visit a facility, because 
facilities are required to accessibly post 
the results of the most recent survey. 
These survey reports are thorough and 
detailed, and if a family member has 
any difficulty understanding the results, 
he or she may resolve it by contacting 
either the long-term care ombudsman or 
the State survey agency.

Comment: One commenter proposed 
that we allow the survey team to expand 
the standard survey when it identifies 
substandard quality of care instead of 
requiring it to conduct an extended or 
partial extended survey to investigate 
the extent of the facility’s problems.

Response: We must reject this 
proposal. We are bound by sections 
1819(g)(2)(B) and 1919(g)(2)(B) of the 
Act which require a facility to be subject 
to an extended survey when it is found 
to have provided substandard quality of 
care during the standard survey.

Comment: One commenter proposed 
that we specify that the audit of written 
plans of care outlined at proposed 
§ 488^1555(a)(3) must include an 
investigation of whether the written 
plans were implemented and 
subsequently reevaluated and revised, 
as necessary.

Response: In Appendix P of State % 
Operations Manual Transmittal No. 250, 
surveyors are directed, when 
conducting an audit of written plans of 
care, to determine whether care plans 
were consistently implemented, 
evaluated, and revised as necessary. We 
believe such detailed instruction is 
more appropriate in the manual than in 
the regulation itself, and so we are not 
including it in the regulation.
Section 488.307 Unannounced 
Surveys

Comment: Many commenters agreed 
that all surveys should be unannounced. 
Some commenters stated that survey 
schedules should be more unpredictable 
and one suggested that there should be 
even more unannounced inspections. 
Several commenters emphasized that 
many nursing homes are aware that they

are about to be surveyed. One 
commenter stated that randomness of 
surveys has not yet been achieved and 
that HCFA should require States to 
demonstrate through survey scheduling 
that chronically substandard facilities 
have been targeted. Another commenter 
stated that annual licensure cycles, such 
as billings and certificates, may 
compromise unannounced surveys. 
Several commenters suggested that we 
require that the States provide a 
randomization plan or scheduling 
methods which would ensure that the 
timing of inspections is not predictable.

Response: We realize that 
commenters, in many cases, feel it is 
preferable to have unannounced surveys 
for the welfare of residents in nursing 
homes. However, after careful 
consideration, we have concluded that 
requiring all surveys to be unannounced 
is not mandated by the Act. Moreover, 
doing so would, in some cases, 
undermine the efficiency of the survey 
process in which, for example, the only 
thing necessary to verify compliance is 
a request for documentation or an 
interview with a particular part time 
employee who may, otherwise, not be at 
the facility if a survey is not announced. 
We are; therefore, revising § 488.307(a) 
to require that only standard surveys be 
unannounced.

We agree that survey schedules 
should be more unpredictable and have 
made this more possible at § 488.308(a) 
by allowing the flexibility of conducting 
standard surveys no later than 15 
months after the previous survey. We 
disagree with the recommendation that 
there should be more unannounced 
inspections than presently required by 
HCFA. The States are responsible for 
determining which facilities need to be 
surveyed and when the surveys should 
be scheduled, subject to the 
requirements of § 488.307. The States 
already have the obligation to conduct 
extended surveys and complaint 
surveys as the need arises. Moreover, 
because of time and money constraints 
and the difficulty of scheduling the 
surveys already required, it would be 
unfair to place an additional burden on 
the States for conducting more surveys 
than required by law.

We agree that complete randomness 
of surveys has not been achieved but we 
believe that complete randomness 
should not be our goal. Sections 
1819(g)(2)(A)(iii) and 1919(g)(2)(A)(iii) 
of the Act provide for a flexible survey 
cycle. While the law does not specify 
the criteria to be used to determine 
intervals between consecutive surveys, 
States will undoubtedly use past 
performance as a primary criterion. If 
past performance is considered in

determining how frequently to survey 
specific facilities, the survey cycle can 
not be completely random.

Our intention is to strive to have 
surveys conducted on as random a basis 
as possible consistent with effective 
enforcement. We are aware that annual 
licensure cycles may compromise 
unannounced surveys. However, we 
believe that, over time, State licensure 
cycles will not be a factor in survey 
predictability since licensure and 
certification surveys are generally 
conducted concurrently. In the event 
that States do not move to a more 
flexible licensing schedule, this will not 
create a problem because licensing 
schedules will not substitute for 
certification requirements. We believe 
that it is unnecessary to require States 
to provide a randomization plan for the 
timing of surveys because we are 
already stating at § 488.307(b) that we 
will review States’ procedures on at 
least an annual basis. In addition, the 
law does not require States to 
demonstrate that substandard facilities 
have been targeted, but in examining the 
States’ scheduling practices annually, 
we will look for logical scheduling 
criteria and past performance will 
undoubtedly be one of the reasonable 
criteria States can use.

Comment: Several commenters stated 
that it is unfair for surveyors to come 
into a facility without any advance 
notice. Another commenter stated that 
unannounced surveys are not more 
beneficial than announced ones. This 
commenter stated that the Joint 
Commission on Accreditation of 
Healthcare Organizations (JCAHO) 
announces its surveys and that this 
practice is less stressful and avoids 
placing an unnecessary mystique on the 
process since it is known that a survey 
must occur 90 days before the license 
expires. (We assume the commenter is 
referring to the expiration of 
accreditation.) This commenter feels 
that the same objective is achieved. 
Another commenter stated that facilities 
should always be given a warning that 
a survey will occur and ample time to 
correct whatever is wrong.

Response: We cannot accept the 
comments advocating announced 
standard surveys. To do so would be 
inconsistent with sections 1819(g)(2)(A) 
and 1919(g)(2)(A) of the Act. Moreover, 
warning facilities in all cases of an 
upcoming survey can undermine the 
accuracy of survey findings which 
sometimes is predicated on the element 
of surprise.

Comment: Two commenters proposed 
that paragraph (a) of § 488.307 be 
revised as follows:



5 6136  Federal Register / Vol. 59, No. 217 /  Thursday, November 10, 1994 / Rules and Regulations

“(a) Basic rule. All surveys must be 
unannounced and their timing should 
be unpredictable. State survey agencies 
must adopt survey schedules that 
maximize the element of surprise. 
Scheduling procedures and practices 
must not have the effect of giving 
facilities notice of inspections. For 
example, inspections should not occur 
around the same time each year nor be 
conducted in a predictable sequential 
cycle.”

Response: We agree that the timing of 
surveys should be made as 
unpredictable to long term care facilities 
as possible. However, at this point, jt 
does not seem practical or even possible 
to mandate, or enforce the total 
unpredictability of surveys by States or 
to require that all surveys be 
unannounced, as explained in the 
response to prior comments in this 
section. We will be looking into the 
possibility of incorporating some 
guidance on ways in which to maximize 
unpredictability into manual 
instructions. _j"

Comment: Two comm enters suggested 
that § 488.307(b) be changed to provide 
that HCFA shall identify successful 
scheduling methods, distribute them, 
then monitor State agency performance, 
taking corrective action when necessary. 
One commenter thought that the way 
the provision was written, an agency 
gets constructive suggestions about 
scheduling surveys only after the 
surveys have been done and at the time 
of a review of its procedures. Two other 
commenters suggested it would be 
helpful if HGFA could put in the 
Regional Office Manual the successful 
methods it has identified that assure 
that surveys are unannounced.

Response: We disagree with these 
comments suggesting that HCFA specify 
in regulations that it will provide 
successful scheduling methods because 
we believe the States are better able than 
we are to identify successful scheduling 
methods which may differ horn one 
locality or region to another. Each State 
uses the methods that work best for it 
to schedule surveys within the required 
timeframes. We believe that the controls 
in place at § 488.307, which provide 
that all standard surveys must be 
unannounced, and that we will review 
each State’s scheduling procedures on 
an annual basis, are sufficient

Comment: One commenter asked 
what the term “any individual” means 
in reference to penalizing someone who 
notifies a facility that a survey is 
scheduled. Another commenter 
suggested that individuals other than an 
employee of the Federal and State 
government should be held harmless 
from fine if he or she notifies a facility

that it is scheduled to be surveyed. This 
commenter further suggests that any 
individúa! who is fined for notifying a* 
facility, should have the right to contest 
the fine in a formal hearing.

Response: The Act, in sections 
1819(g)(2MAHi) and 1919(g)(2){A)(i), is 
dear that “any individual” _who notifies 
a nursing home of the time and date of. 
a standard survey is subject to a civil 
money penalty. We, therefore, disagree 
that only employees of the Federal and 
State governments should be held 
responsible for notifying a facility that 
it is scheduled to be surveyed; any 
individual who knowingly advises a 
facility that a standard survey is 
scheduled will be held accountable, 
according to the Act. Any individual 
who is fined for notifying a facility is 
entitled to the appeals mechanisms 
specified at section 1128A of the Act. 
The administrative appeals policy for 
civil money penalties imposed against 
an individual announcing a standard 
survey is not established by HCFA but 
rather by the Office of Inspector General 
(OIG) and is already in place.

Comment: Two commenters suggested 
that ombudsmen should be informed in 
advance of a survey in order to be able 
to participate fully, provided 
ombudsmen are subject to the penalties 
mandated by law and to loss of 
employment if they cause the time of 
the survey to be known. One of these 
commenters suggested that advance 
notice of the survey should be given to 
the local ombudsman by means of a 
letter from the survey agency stamped 
“CONFIDENTIAL.” This commenter 
feels ombudsmen should be informed in 
advance because they me currently 
notified on the first or second day of 
three or four day surveys and may have 
already scheduled appointments which 
cannot be changed in order to 
accommodate the survey schedule. This 
commenter feels that advance notice 
would guarantee better surveys by 
strengthening ombudsman/consumer 
input

Response: We disagree. Each 
additional individual or organization 
that has knowledge of a scheduled 
survey decreases the likelihood that the 
survey will remain unannounced. The 
ombudsman is contacted soon after the 
survey team has entered the facility and 
can participate meaningfully even if  not 
present for the initial tour of the facility 
or other early phases of the survey.

Comment: Two commenters stated 
that a $2,000 fine is not a severe enough 
penalty for willfully disclosing in 
advance the timing of a musing home ' 
inspection or taking advantage of 
foreknowledge of an inspection.
Another suggested that this type of

violation should also be referred to the 
Department of Justice for prosecution 
for obstruction of justice.

Response: The $2,000 fine is the 
maximum allowable under sections 
1819(g)(2)(A)(i) and 1919(g)(2)(A)(i) of 
the Act. The exact amount of the civil 
money penalty is determined by the 
OIG. In response to the suggestion that 
this violation be referred to the 
Department of justice, OIG decides 
which cases are appropriate for such 
referral.

Comment: This commenter stated that 
§ 488.307(c) is weakened by the use of 
the word “standard” and that civil 
money penalties should be applied as a 
penalty for the announcement of any 
type of survey including validation, 
complaint, or other surveys.

Response: Sections 1819(g)(2)(A) and 
1919(g)(2)(A) of the Act are applicable 
to.standard surveys only, so that the 
civil money penalties specified at 
sections 1819(g)(2)(A)(i) and 
1919(g)(2)(A)(i) are imposed for 
announcing standard surveys. We do 
not have the statutory authority to 
require that civil money penalties be 
imposed for announcing anything other 
than standard surveys.
Section 488.308 Survey Frequency

The nursing home reform provisions 
of OBRA ’87 reconfigured the way in 
which HCFA and the States would track 
nursing home compliance with Federal 
requirements and approach enforcement 
remedies. The survey and certification 
provisions, set forth at sections 1819(g) 
and 1919(g) of the Act, require 
implementation of a flexible survey 
cycle for Medicare skilled nursing 
facilities and Medicaid nursing facilities 
so that standard surveys are conducted 
at intervals not later than 15 months 
after the date of the previous standard 
survey with a statewide average interval 
that does not exceed 12 months.

The legislative history of OBRA ’87 
and the National Academy of Science’s 
Institute of Medicine (IoM) study (1986) 
are plain in their stated reasons for this 
change from the rigid, time limited 
system of having surveys for all 
facilities follow a 12 month cycle. First, 
a flexible survey cycle provides less 
predictability to the scheduling of 
surveys, thus reducing the opportunities 
for certain providers, by anticipating the 
survey, to achieve only temporary 
compliance for the short term period 
around the time of survey. Second, 
flexible survey cycles allow survey 
agencies to better allocate their limited 
resources by increasing the frequency of 
surveys for problem facilities while 
allowing other facilities with a better 
record of compliance to be less
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rigorously monitored. Additionally, 
because time limited agreements have 
automatic cancellation clauses, a 
significant paperwork and 
recordkeeping burden results from the 
frequent need to conduct resurveys as a 
means of avoiding provider agreement 
expirations. Third, the enforcement 
provisions of nursing home reform, set 
forth at sections 1819(h) and 1919(h) of 
the Act, are designed to work in the 
context of provider agreements that do 
not have a fixed ending date.

Specifically, sections 1819(h)(2)(C) 
and 1919(h)(3)(D) of the Act speak to the 
ability of the Secretary to continue 
payments for up to 6 months after the 
identification of deficiencies if certain 
criteria, described in those sections, are 
met. Sections 1819(h)(2)(D) and 
1919(h)(2)(C) of the Act require the 
Secretary and States to impose denials 
of payment for new admissions should 
deficient facilities fail to achieve 
compliance within 3 months after they 
have been determined not to comply 
with Federal requirements. In both 
cases, these remedies make sense only 
where a facility’s provider agreement 
has no set expiration date.

We reach this conclusion because 
under a time limited agreement survey 
system in which surveys are typically 
conducted shortly before the expiration 
of provider agreements, facilities would 
have only the shortest period of time to 
correct deficiencies if they are to be 
entitled to renewed agreements. The 
statutory remedies described above, 
however, contemplate periods of time 
that far exceed what would be available 
under a time limited agreement system 
for providers to achieve compliance.

For HCFA and the States to attempt to 
fit this survey system into the 
procedures described in sections 
1819(h) and 1919(h) of the Act would 
require the wholesale revamping of 
surveys so that they occur no later than 
mid-way through the term of the 12 
month provider agreement. Such a 
radical departure from more than 20 
years of practice would require the kind 
of massive reallocation of survey 
resources that is not possible under a 
time limited agreement survey system 
and would likely cause many facilities 
to go unsurveyed by the time their time 
limited agreements are scheduled to 
expire. Of equal significance, we do not 
believe that the Congress would approve 
of a survey system in which the 
decisions about renewal of a provider 
agreement are made as far as 6 months 
prior to the expiration of that agreement, 
since determinations of compliance 
made so far in advance may not be 
reflective of the degree of facility

compliance at the time the agreement is 
set to expire.

Continued implementation of time 
limited agreement requirements for 
skilled nursing facilities and nursing 
facilities frustrated many aspects of 
musing home reform and, in a practical 
way, rendered them inoperable. For 
these reasons, a HCFA Ruling was 
signed on August 26,1992 eliminating 
time limited agreements for skilled 
nursing facilities and nursing facilities 
participating in the Medicare and 
Medicaid programs and these 
regulations further adopt this position.

Section 488.308 implements sections 
1819(g)(2)(A)(iii) and 1919(g){2)(A)(iii) 
of the Act, which require that each 
skilled nursing facility and nursing 
facility be subject to a standard survey 
not later than 15 months after the last 
day of the previous standard survey and 
that the statewide average interval 
between standard surveys not exceed 12 
months. The regulation specifies when 
and how the average interval is 
computed, specific conditions that may 
prompt a standard or an abbreviated 
standard survey and HCFA’s corrective 
action to ensure that State survey 
agencies meet the 12'month average 
interval requirement. These final rules 
also codify the substance of the HGFA 
ruling described above by eliminating 
from the regulations the requirements 
for time limited agreements for SNFs 
and NFs.

Comment: One commenter requested 
clarification of the 15 month interval by 
asking if determination would be “to the 
day” or “during the 15th month.”

Response: We intend to calculate the 
15-month interval by counting days.
The survey agency calculates the 
number of days between the last day of 
the current standard survey and the last 
day of the facility’s previous standard 
survey.

Comment: Several commenters 
recommended that survey frequency be 
related to the compliance/ 
noncompliance history of the facility. A 
few commenters suggested that States be 
required to conduct more frequent 
inspections of nursing homes with poor 
care histories. One commenter 
recommended that States take facility 
compliance history into account when 
establishing survey cycles and conduct 
more frequent surveys of nursing homes 
with a history of substandard quality of 
care.

Response: We are retaining this 
provision of the regulation as written 
because we believe that the Act, as 
previously cited, provides a framework 
within which the State survey agency 
can establish a flexible survey cycle that 
effectively ensures that quality health

care is furnished in a safe environment. 
Without restricting this flexibility, we 
expect that State survey agencies will 
consider a facility’s compliance history 
when scheduling standard surveys and 
revisits. The survey agency may conduct 
surveys as frequently as necessary to 
determine compliance with 
participation requirements, to confirm 
that previously cited deficiencies have 
been corrected, to investigate 
complaints and to ensure that certain 
changes do not cause a decline in the 
quality of care furnished to the resident.

Comment: Several commenters 
recommended that an additional 
provision be incorporated which would 
allow State survey agencies to conduct 
tailored or abbreviated surveys in those 
facilities which were deficiency-free in 
the previous standard survey. Some 
additional commenters recommended 
that facilities with a record of 
deficiency-free surveys be inspected less 
frequently than every 12 months. One 
commenter specifically suggested that 
surveys not be conducted yearly if  there 
is in place good surveillance and 
monitoring from the State, and that, 
perhaps, over time a survey would be 
conducted every third year as hospitals 
are surveyed by the Joint Commission 
on the Accreditation of Healthcare 
Organizations. One commenter 
recommended a demonstration project 
that would test the possibility of an 
extended survey cycle for excellent 
facilities.

Response: We cannot accept the 
comment to conduct abbreviated or 
tailored surveys of facilities that were 
free of deficiencies in the previous 
standard survey, because the Act does 
not include abbreviated standard 
surveys in the computation of the 15 
month interval between standard 
surveys of a facility or in the 
computation of the 12 month statewide 
average for all facilities in a particular 
State. Abbreviated standard surveys are 
premised on complaints received, or a 
change of ownership, management or 
director of nursing, or other indicators 
of specific concern and, therefore, could 
be focused on certain specific 
requirements, whereas, a standard 
survey is a periodic inspection to gather 
information about the quality of service 
furnished in a facility to determine 
compliance with the certification 
requirements for participation. To use 
an abbreviated standard survey instead 
of a standard survey in the computation 
of the 15 month survey interval or the 
12 month statewide average would not 
meet the intent of the Act, nor would it 
be an accurate assessment of the State’s 
ability to ensure that each facility
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furnishes quality health care in a safe 
environment.

Sections 1819(g)(2) and 1919(g)(2) of 
the Act require that each facility must 
have a standard survey no less 
frequently than every 15 months. With 
this constraint, we can accept the 
comment to conduct a standard survey 
of facilities with good compliance 
histories less frequently than every 12 
months but not less frequently than 
every 15 months. Once we have had the 
benefit of experience under the new 
survey process, we will consider 
whether it might be appropriate to 
approve a demonstration project that 
would explore whether other survey 
frequencies would be more effective.

Comment: A commenter stated that a 
State could survey small facilities or 
facilities near the survey office most 
often to meet the 12 month average 
interval requirement.

Response: Existing procedures call for 
HCFA regional office review of State 
survey agency workload planning. This 
review will continue and can identify 
and respond to inadequate survey 
practices. We do not believe a regulatory 
requirement is necessary to ensure the 
use of meaningful criteria for 
determining survey intervals.

Comment: One commenter was 
confused about how HCFA can 
determine which facility survey did not 
meet the 12 month average interval 
requirement.

Response: The regulation specifies 
that it is the statewide«average interval 
between standard surveys that must not 
exceed 12 months, rather than the 
interval between consecutive surveys of 
specific facilities.

Comment: Several commenters 
suggested alternative language for 
proposed § 488.158(b)(2). These writers 
recommended that the sentence which 
reads, “If the provider is a Medicaid 
facility, HCFA reduces FFP in 
accordance with § 488.170“ be replaced 
with “HCFA will reduce FFP in 
accordance with § 488.170 and may 
apply corrective action which includes 
the following: * * * ” or “HCFA 
reduces FFP to the State in accordance 
with § 488.170.” Another commenter 
recommended that HCFA’s corrective 
action be limited to technical assistance 
and inservice training during the first 
year and only include FFP reduction if 
there is a gross violation.

Response: While we appreciate the 
merits of these suggestions, the FFP 
reduction formula now specified at 
§488.320 has certain limitations as it 
cannot logically be used to sanction a 
State for failure to achieve a 12 month 
statewide average interval requirement 
for standard surveys. This is because a

survey agency’s performance in 
calculating the 12 month statewide 
average interval is unrelated to the 
terms of the FFP reduction formula. The 
formula is comprised of two terms: the 
total number of residents in nursing 
facilities surveyed by HCFA during a 
quarter and the total number of 
residents in nursing facilities found, in 
accordance with HCFA surveys, to be 
noncompliant. Thus, the statutory 
formula does not lend itself to 
remedying problems States might be 
experiencing in conducting timely 
surveys. However, section 1919(g)(3) of 
the Act states that we may respond to 
inadequate State survey performance in 
Medicaid facilities by providing for the 
training of the State’s survey teams. We 
are revising §§ 488.308 and 488.320 in 
this final rule accordingly.

Comment: A commenter asked that 
we explain which date is used for 
computation of the 12 month statewide 
average interval when an extended 
survey follows a standard survey.

Response: The last day of the standard 
survey, not the last day of the extended 
survey , is the date used in the 
computation of the statewide average 
interval. Sections 1819(g)(2)(A)(iii)(I) 
and 1919(g)(2)(A)(iii)(I) of the Act 
specify the statewide average interval 
between standard surveys shall not 
exceed 12 months.

Comment: In examining the criteria 
which trigger special surveys, one 
commenter agreed that survey agencies 
may need to conduct a survey when 
changes occur as specified in the 
regulation. A few other commenters 
disagreed and indicated that an 
abbreviated or standard survey within 
60 days of a change in ownership, 
management, nursing home 
administrator and/or director of nursing 
was stressful, wasteful of taxpayer 
dollars or unnecessary. One commenter 
specifically stated that the change of a 
director of nursing as a survey trigger 
was inappropriate and should be 
removed.

Response: We are retaining this 
provision as written. Sections 
1819 (g) (2) (A) (iii) (II) and 
1919(g)(2)(A)(iii)(II) of the Act use the 
word “may,” thus permitting the State 
survey agency discretion in deciding to 
conduct a standard survey or an 
abbreviated standard survey within 60 
days of any of the above stated changes 
to determine whether these changes 
have caused a decline in the quality of 
care furnished by the facility.

Comment: A few other commenters 
recommended that the regulation 
specify that other surveys (§ 488.308(c)) 
must be conducted as frequently as 
necessary to determine compliance with

participation requirements and to 
confirm the correction of previously 
cited deficiencies.

Response: We are retaining this 
provision in which the decision to 
conduct other surveys under the 
circumstances specified at § 488.308(c) 
be at the State survey agency ’s 
discretion. We expect the survey agency 
to base its decision on the individuals 
and facilities involved and the State’s 
concern that the quality of care may 
have declined, and to conduct a survey 
in those cases where one is necessary to 
confirm compliance with participation 
requirements. The correction of 
noncompliance will be monitored and 
verified by some type of follow up 
activity which may or may not be a 
survey. Section 488.332 states that the 
State survey agency conducts on-site 
monitoring as needed when: a facility is 
riot in substantial compliance with the 
requirements and is in the process of 
correcting deficiencies; verification of 
continued Substantial compliance is 
needed after deficiencies have been 
corrected; or, the survey agency has 
reason to questiori the substantial 
compliance of the facility with the 
requirements of participation. (Please 
refer to the discussion at § 488.332, 
Investigation of complaints of violations 
and monitoring of compliance.)

Comment: Tne proposed regulation 
indicates that the survey agency may 
conduct a standard or an abbreviated 
standard survey to determine whether 
certain changes have caused a decline in 
the quality of care furnished by a 
facility. The commenter recommended 
that the phrase “decline in the quality 
of care furnished by” be modified to 
allow special surveys for the purpose of 
determining whether the facility is out 
of compliance with any conditions of 
participation.

Response:Since the language of 
concern to the commenter simply 
reiterates the Act, at sections 
1819 (g) (2) (A) (iii) (II) and 
1919(g)(2)(A)(iii)(II), we are not free to 
modify the language as suggested. 
However, we believe the Act gives 
States ample authority to conduct 
surveys any time they suspect that 
conditions at a facility may be 
declining.

Comment: A commenter proposed 
amending the regulation to expressly 
permit the survey agency to screen 
complaints to decide if they merit an 
on-site investigation. Another 
commenter wrote that this rule goes 
beyond the Act and requires a standard 
or abbreviated survey in every instance, 
including those which may be an 
isolated complaint or abuse. One 
commenter proposed revising
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§ 488.308(e)(2) to read, “The survey 
agency must conduct a standard or an 
abbreviated standard survey to 
investigate complaints of violations of 
the requirements by SNFs and NFs that 
the agency has reviewed and 
determined to provide a reasonable 
basis for investigation.”

Response: We are clarifying the 
wording of this provision to say the 
survey agency must review all 
complaint allegations and conduct a 
standard or an abbreviated standard 
survey to investigate complaints of 
deficiencies in requirements by SNFs 
and NFs if after reviewing the 
allegation, the survey agency concludes 
that a violation of one or more of the 
requirements may have occurred and 
only a survey can confirm that a 
deficiency or deficiencies exist. A 
survey will not be conducted if the 
complaint raises issues that are outside 
the purview of Federal participation 
requirements. ;
Section 488.310 Extended Surveys

Comment: Several commenters 
advocated that HCFA mandate extended 
surveys and/or more frequent surveys 
(every 6 months) whenever a facility has 
a nurse staffing waiver. Commenters 
reasoned that requiring extended 
surveys would protect residents through 
the process of reviewing a facility’s 
staffing, as required in sections 
1819(g)(2)(B)(iii) and 1919(g)(2)(B)(iii) of 
the Act. One commenter raised the 
presumption that in the case of nurse 
staffing waivers, quality of care 
problems exist and need to be closely 
examined. Further, the commenters 
fundamentally questioned the legality of 
granting nurse staffing waivers because 
they believe it contradicts the statutory 
definition of a SNF and NF.

Response: While we agree that 
facilities with nurse staffing waivers 
should be carefully examined to ensure 
sufficient staffing, we do not believe 
that conducting an extended survey is 
the only means available to do so. The 
standard survey, as described in the 
Appendix P of the State Operations 
Manual Transmittal No. 250, permits 
surveyors to expand the standard survey 
“as needed” for any reason without 
requiring an extended survey. Subpart I 
of the State Operations Manual, 
Appendix P, Section A states, “If in 
conducting the information gathering 
tasks of the standard survey you identify 
a possible noncompliant situation 
related to any requirement, investigate 
the situation to determine whether the 
facility is in full compliance with the 
requirements.” Therefore, surveyors 
could review facility staffing records 
during the standard survey to assure

sufficient staffing. We wish to reserve 
the use of extended surveys to those 
circumstances in which we have Found 
substandard quality of care.

We are not accepting the commenters’ 
suggestion that we require more 
frequent surveys for facilities with nurse 
staffing waivers. To do so would 
undermine the State survey agency’s 
ability to choose survey intervals. We 
believe that the Congress intended State 
survey agencies to have the flexibility to 
choose the survey intervals. The law 
specifies that the interval between 2 
successive standard surveys must not 
exceed 15 months and that the State 
survey agency must maintain no greater 
than a 12 month Statewide average for 
standard surveys.

We do not addtress the comments 
regarding the legality of nurse staffing 
waivers. The requirements for nurse 
staffing waivers are outside of the 
purview of this rule and were included 
in a final rule published in the Federal 
Register on September 26,1991 (56 FR 
48826).

Comment: Several commenters 
questioned the use of the survey agency 
and HCFA discretion to conduct an 
extended survey at any time for any 
reason. Some commented disagreed 
that the Act gives HCFA or the survey 
agency the discretion to conduct an 
extended survey at any time. These 
commenters urged HCFA to clarify that 
the purpose of an extended survey is to 
identify policies and procedures that 
caused the facility to furnish 
substandard quality of care.

Response; We disagree with 
commenters who believe that the Act 
does not give HCFA or the survey 
agency the discretionto conduct an 
extended survey at any time. Sections 
1819(g)(2)(B)(i) and 1919(g)(2)(B)(i) of 
the Act specifically state, “Any other 
facility may, at the Secretary’s or State’s 
discretion, be subject to such an 
extended survey (or a partial extended 
survey).” However, we recognize that 
when facilities are subject to an 
extended survey or partial extended 
survey, they are disadvantaged because 
they automatically lose approval of their 
nurse aide training and competency 
evaluation programs (NATCEP) for two 
years. There may be other instances 
when a facility would lose their 
NATCEP, for example, when a facility 
has a nurse staffing waiver or has had 
a denial of payment for new admissions 
remedy, or temporary manager remedy 
imposed. Therefore, as a matter of 
policy, we do not expect to exercise our 
discretionary authority to conduct an 
extended or partial extended survey 
unless we have found substandard 
quality of care on a standard survey or

abbreviated standard survey and we will 
advise the State survey agencies in 
manual instructions to adopt the same 
policy.

We have built into our survey process 
the ability of the survey team to expand 
a standard survey at any time. The 
expanded standard survey can be 
tailored to the unique situation in a 
particular facility and need not include 
all of the tasks listed at § 488.310(b). It 
allows more thorough investigation of 
specific areas in order to confirm 
noncompliance when the initial scope 
of the standard survey is not adequate 
to substantiate a particular deficiency. 
But it does not penalize a facility with 
loss of approval of a NATCEP.

We are not including proposed 
§ 488.160(c)(2) which would spell out 
the State survey agency’s and 
Secretary’s discretion to conduct 
extended surveys, as it is unnecessary 
given the explicit language of sections 
1819{g)(2)(B)(i) and 1919(g)(2)(B)(i) of 
the Act.

Comment: We received numerous 
comments urging us to amend the 
purpose of an extended survey as stated 
in § 488.310(a). One commenter 
suggested the following revision:

The purpose of an extended survey is to 
determine the extent of the problems and 
their effect on residents, when surveyors 
determine or suspect that jeopardy exists, in 
order to document the problems fully and 
determine the appropriate combination of 
remedies. Extended surveys must be 
conducted whenever a facility has been 
granted a waiver of nurse staffing 
requirements.

Response: We are not accepting this 
proposed change because it is 
inconsistent with the Act. Sections 
1819(g)(2)(B)(i) and 1919(g)(2)(B)(i) of 
the Act specify that an extended survey 
must be conducted when the Secretary 
or State survey agency finds 
substandard quality of care.
Substandard quality of care does not 
necessarily pose immediate jeopardy to 
residents. Therefore, the commenter’s 
proposal is more restrictive than the 
Act. As we discussed previously, we are 
not requiring that the Secretary or the 
State survey agency conduct an 
extended survey when a facility has a 
nurse staffing waiver.

We believe that adding “to determine 
the extent of problems and their effect 
on residents” to the stated purpose of an 
extended survey is not necessary 
because it is inherent in identifying 
policies and procedures that caused 
substandard quality of care. For 
example, if there are poor policies and 
procedures (rather than isolated 
practices that don’t ponform to 
appropriate policies and procedures),
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the extent of the problem in the facility 
could be potentially pervasive.

Comment: Other commenters 
suggested that random discretionary 
extended surveys are a good idea. 
However, they do not believe that 
penalties should be applied to facilities 
as a result of SUch random surveys when 
the facility was not cited for 
substandard quality of care.

Response: Sections 
1819(f)(2)(B)(iii)(I)(6) and 
1919(f)(2)(B)(iii)(I)(b) of the Act require 
that the approval of NATCEP be 
withheld or withdrawn for 2 years when 
the State or HCFA conducts an extended 
survey. The law makes no exceptions 
for extended surveys conducted at the 
discretion of the Secretary or the State. 
However, we believe that we can 
achieve the indepth random survey 
favored by commenters through the 
standard survey. As we discussed 
above, the State survey agency or HCFA 
may expand a standard survey at any 
time without the threat of a loss of 
NATCEP.

Comment: Several commenters 
disagreed with or suggested alternatives 
for the items included in an extended 
survey, as specified in proposed 
§ 488.160(b). Some commenters asked 
that we add “and review sampled 
residents in more depth” after 
paragraph (b)(1). The majority of 
commenters asked that we delete 
paragraph (b)(5) which requires that an 
extended survey include “an 
investigation of any participation 
requirement at the discretion of the 
survey agency.” These commenters 
believe that the proposed language 
exceeds the concept of the statutory 
language. In part the commenters stated:

It returns to the old methodology of 
checking everything in contrast to the intent • 
of the IoM study and resident-centered 
outcomes. It would also waste fiscal 
resources that could be better utilized 
elsewhere in the survey system.

Response: We are not accepting the 
proposed amendment to § 488.310(b)(1) 
which would add the requirement that 
the survey agency review sampled 
residents in more depth. The purpose of 
an extended survey is to look at the 
policies and procedures that produced 
substandard quality of care. The Act 
only requires an expansion of the size 
of the sample of resident assessments 
and not the depth of the reviews of the 
residents themselves. A more indepth 
look at residents will not facilitate an 
investigation of policies and procedures 
and should, therefore, be accomplished 
through a standard survey if the survey 
agency so desires. We also disagree with 
commenters that § 488.319(b) should

not include “an investigation of any 
participation requirement at the 
discretion of the survey agency.”
Section 488.310(b) says “all” and 
paragraph (b)(5) says “any participation 
requirement at the discretion of the 
survey agency.” This does not mean, as 
the commented suggests, that every 
requirement would be surveyed, rather, 
only those that the survey agency 
chooses.

Comment: One commenter asked that 
we indicate whether the 2 weeks 
specified in § 488.310(c) is 2 work or 
calendar weeks (that is, 10 work days or 
14 calendar days). Another commenter 
asked that we define “partial extended 
survey.” One commenter wondered 
whether the survey agency would notify 
facilities that they were going to receive 
an extended survey.

Response: We are revising 
§ 488.310(c) to state that the 2 weeks are 
computed in calendar days. We are 
defining the term “partial extended 
survey” in § 488.301 (“Definitions”).
The survey agency will not notify a 
facility when an extended survey will 
be conducted. The survey team will let 
the facility know at the exit conference 
when it finds substandard quality of 
care. Based on the finding of 
substandard quality of care, the facility 
will then know that an extended survey 
will be conducted any time within the 
next 14 calendar days. In most cases, we 
expect that the survey team will 
conduct the extended survey 
immediately following the standard 
survey especially when it would be 
more cost effective for the State to 
complete both the standard and 
extended survey while on site rather 
than scheduling another visit.
Section 488.312 Consistency of Survey 
Results

We specifically asked in the preamble 
of the proposed regulation for comments 
or suggestions for enhancing surveyor 
consistency.

Comment: Several commenters 
support efforts by HCFA to assure 
consistency of survey results and the 
application of remedies. However, it 
was stressed that consistency should not 
receive greater emphasis than accuracy 
and efficiency. Increased accuracy of the 
citation of deficiencies will lead to 
greater consistency within the survey 
process.

Response: In the preamble of the 
proposed rule, we stressed that 
surveyors should be trained to “exercise 
consistency and accuracy.” We agree 
that accuracy is as important as 
consistency and we are including the 
term in the text of the final regulation. 
Additionally, we believe that the

recommendations of the studies and 
analyses .required by the regulation 
should be implemented to enhance 
consistency and be monitored by each 
HCFA regional office. These changes are 
reflected in the filial text at § 488.312.

Comment: Some commenters 
suggested the use of consumers, 
ombudsmen, other resident advocates, 
and providers to evaluate the quality of 
the survey process.

Response: This rule requires each 
State survey agency to implement 
programs to enhance consistency. Each 
State survey agency is encouraged to 
gather pertinent data and consider 
varied sources in its data collection. 
While we agree with this suggestion, we 
do not want to limit, in regulations, 
what data each State may consider.

Comment: Commenters also suggested 
that deference be given to the data 
compiled on survey consistency by 
“entities and their associations.” These 
commenters believe that these data are 
valuable and often compiled in a 
manner which permits “valid and 
reliable statistical conclusions about the 
degree of inconsistency among surveyor 
results.” Additionally, these 
commenters wanted the final regulation 
to require survey agencies to consult 
with the regulated entities as part of the 
effort to reduce inconsistency among 
survey teams.

Response: We assume that the 
commenters mean “long-term care 
facilities” when they refer to “entities 
and their associations.” Sections 
1819(g)(2)(D) and 1919(g)(2)(D) of the 
Act require that the State (and the 
Secretary under section 1819) 
implement programs to improve 
consistency in the interpretation and 
application of survey results among 
surveyors. The intent of the Act is to 
assign the authority to administer these 
programs to the States, not to facilities. 
In fact, the compilation of data to allow 
statistical conclusions about surveyor 
consistency may be a part of the 
programs that the law requires the 
States and the Secretary to establish. As 
far As mandating fhat the State survey 
agency must consult with facilities in 
the effort to ensure consistency , we 
believe it is unnecessary to require this 
in regulation as it is already inherent 
within the survey process.

Comment: Other commenters wanted 
the required studies and programs 
outlined within the final regulation or 
the State Operations Manual. A few 
commenters wanted a written quality 
assurance program approved by HCFA 
which would outline specific data to be 
included in the required studies and 
programs.
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Response: The only requirements that 
we are specifying in regulations are that 
the State survey agencies must consider 
surveyor accuracy as well as 
consistency. We believe that it is 
preferable for individual State survey 
agencies to develop their own programs.

Comment: Some commenters believed 
increased surveyor training and testing 
would enhance surveyor consistency.

Response: As previously stated in the 
preamble to the proposed rule, HCFA 
has implemented an exhaustive 
surveyor training and testing program 
that will ensure that surveyors are 
adequately trained and competent at 
performing surveys. This requirement is 
in § 488.314.

Comment: Some commenters 
advocate the review of every statement 
of deficiencies by survey agency 
supervisory personnel for compliance 
with the requirements before the 
statement is sent to the prpvider.

Response: As stated in the preamble 
of the proposed rule, surveyors will, 
based upon their collective information, 
match the data to the legal standards the 
facilities are obligated to meet in order 
to determine if deficiencies exist. Most 
State survey agencies already employ 
some type of supervisory review for all 
statements of deficiencies prior to 
provider notification. However, we will 
not require a 100 percent supervisory 
review in all State survey agencies.

Comment: A few commenters 
suggested that a procedure for 
maintaining and monitoring records of 
individual surveyor’s proficiency 
should be initiated and these records 
should be considered in the preparation 
of deficiency reports for facilities.

Response: We are not making changes 
suggested by this commenter because 
there is no statutory basis for using the 
records of individual surveyor’s 
proficiency in the preparation of 
deficiency reports. Compliance is 
something achieved or not achieved by 
the facility; therefore, individual 
surveyor proficiency records do not 
obviate the obligation of each facility to 
abide by Federal regulations. All 
decisions regarding the preparation of 
deficiency reports are made as a team, 
rather than by individual members. In 
fact, we require team decision making 
and provide comprehensive training on 
the regulations and documentation 
techniques in order to enhance 
consistency.

Comment: One commenter claimed 
the section of the proposed regulation 
regarding consistency violates the 
Congressional mandate to establish hew 
programs to improve consistency by 
stating “* * * the collective exercise of 
surveyor judgements, which has always

been the vehicle for the identification of 
deficiencies, will remain unchanged.” 
(57 FR 39290)

Response: We do not agree with this 
comment. The above passage refers to 
the method by which the survey team 
collects the data for the identification of 
deficiencies. Following the above 
passage, as stated in the preamble of the 
proposed rule, this “collective exercise” 
is described as how “* * * surveyors 
will gather information based upon 
direct observations, record review, and 
interviews with residents, staff, and 
family members” (emphasis added). (57 
FR 39290) Through training, surveyors 
are instructed on this method of 
information gathering which assists 
them in identifying situations that are 
indicative of a facility’s compliance 
with the regulations. Additionally, the 
Congressional mandate refers to die 
“ establishment of new programs, 
studies and analyses” (emphasis added), 
not to the method in which the 
information is gathered.

Comment: A few commenters stressed 
the importance of consistency being 
sought in the application of enforcement 
remedies as well as the survey 
procedures.

Response: We agree with the 
commenters. The final regulation 
requires that State survey agencies 
conduct programs designed to enhance 
consistency in the application of 
enforcement remedies as well as in 
survey results.

Comment: A few commenters 
questioned the inclusion of the 
application of remedies as part of the 
evaluation of survey consistency. They 
assume it is not the surveyors who 
would be responsible for the selection 
and implementation of remedies.

Response: We recognize that the 
surveyors are not ultimately responsible 
for the selection and implementation of 
remedies. As stated in the preamble of 
the proposed rule, it is the surveyor’s 
responsibility to “* * * recommend 
one or more remedies to either HCFA or 
the SMA [State Medicaid agency] for the 
enforcement of the requirements.” 
(emphasis added) However, we disagree 
with the comment questioning the 
inclusion of the application of remedies 
as part of the evaluation of survey 
consistency. As it was the intention of 
the Congress to “* * * measure and 
reduce inconsistencies in the 
application of survey results * * 
(emphasis added) we interpret sections 
1819(g)(2)(D) and 1919(g)(2)(D) of the 
Act to include both inconsistencies in 
survey findings as well as 
inconsistencies in the application of 
enforcement remedies. In order for each 
State survey agency to measure accuracy

and consistency in the application of 
survey results among surveyors, it must 
first ensure that these results are 
consistent across surveyors, and then 
determine that the enforcement actions 
precipitated by the survey results are 
consistently applied.

Comment: One commenter suggested 
that facilities be requested to fill out a 
questionnaire after their survey to give 
feedback on the quality, competence 
and attitude of their survey teams.

Response: We believe that it is 
unnecessary to require a questionnaire 
because feedback is inherent in the 
survey process. There are numerous 
times throughout the survey process for 
the provider to comment upon the 
performance of the survey team. 
Providers have the opportunity to 
question survey findings during the 
survey, at the exit conference, while 
awaiting receipt of the official 
deficiency statement, upon receipt of 
the same, and through dialogue with the 
State survey agency and HCFA regional 
officials.
Section 488.314 Survey Teams

Comment: Virtually everyone who 
commented on this proposed section 
emphasized the importance of ensuring 
that surveyors have the appropriate 
professional credentials for the job and 
that they receive adequate training. For 
the most part, the only differences were 
over exactly what constitutes 
“appropriate” professional credentials 
and “adequate” training. Opinion ran 
the gamut from maintenance/safety 
experts to physicians with experience in 
geriatric medicine or long term care. 
Some suggested that trainees work 
under the supervision of an experienced 
surveyor.

Numerous commenters offered 
suggestions regarding team composition. 
Two examples included—

• A nurse, licensed administrator, 
pharmacist, nutritionist, and social 
services/activities therapist; and

• A nurse, a maintenance/safety 
expert, and a social worker.

One commenter suggested that one 
team member must be “a physician 
trained in geriatric and psycho
pharmacology,” and said that, “To the 
extent the new survey process 
incorporates new guidelines for 
chemical and physical restraints, a 
physician (MD/DO) team member must 
be included.” Some said that nurse 
surveyors should have, as a minimum 
qualification, a B.S.N. One commenter 
said that the nurse on the team should 
have spent 2 or 3 years as a director of 
nursing at a long term care facility.
Other disciplines that commenters said 
should be represented in the ranks oi
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surveyors include speech-language 
pathologists, sanitarians, gerontologists, 
and dietitians. A number of commenters 
suggested a specific requirement that all 
surveyors must have at least 1 year of 
experience with geriatric populations in
a. health care or related setting or 
experience in long term care. Some said 
that this experience should be “hands 
on” experience, and a few commenters 
suggested that we set forth the size of 
the team in regulations, with the size 
being proportional to the number of 
beds in the facility or increasing in 
certain instances such as a historical 
pattern of serious deficiencies or 
complaints.

Many commenters asked for 
clarification of the meaning of 
“multidisciplinary” and 
“professionals,” and one suggested we 
use the word “interdisciplinary” instead 
of “multidisciplinary.”

Finally, one commenter said that 
surveyors should be sent to the same 
facilities year after year so that they 
become more familiar with the facility 
and its staff. This would, the commenter 
suggested, enable the team to do a better 
job. Another commenter said that 
surveyors should be rotated among 
facilities to maintain their objectivity. ,

Response: We are deleting the 
modifier, "health,” and clarifying the 
term, “professionals,” in § 488.314(a)(1) 
by setting forth examples. Examples of 
professionals include physicians, 
physician assistants, nurse practitioners, 
physical, speech, or occupational 
therapists, physical or occupational 
therapy assistants, registered 
professional nurses, dieticians, licensed 
practical nurses, sanitarians, engineers, 
and social workers, but are not 
completely inclusive; the State, subject 
to HCFA’s approval, determines what 
constitutes a “professional.” We are 
deleting the word “health” because it 
may be appropriate in some cases to 
include other types of professionals on 
a survey team. For example, if the 
facility has or may have structural 
problems or other physical plant 
facilities, an engineer may be needed.

We have chosen to continue to use the 
term “multidisciplinary,” rather than 
change it to “interdisciplinary.” 
Dictionary definitions of the prefixes 
“multi-” and “inter-” are very broad, 
with the former generally meaning 
“more than one,” and the latter 
generally meaning “between or among.” 
Therefore, we believe that 
“multidisciplinary” is the more 
appropriate choice. Furthermore, 
“multidisciplinary” is the term used in 
the A ct

Different States have different 
licensure requirements and different

staffing patterns. Also, it is difficult to 
recruit qualified professionals in certain 
areas of the country. Therefore, other 
than requiring that there at least be a 
registered nurse on the team, we do not 
believe dictating to the States in Federal 
regulations the precise composition of 
survey teams is necessary at this time. 
(The registered nurse member of the 
team is necessary because SNFs and 
NFs are primarily engaged in providing 
skilled nursing care and/or related 
services.) The most important 
considerations are that the surveys be 
conducted by professionals and that the 
survey guidelines be followed. All 
surveyors must pass HCFA’s “Surveyor 
Minimum Qualifications Test” (SMQT), 
which is in itself, a test of several 
disciplines directly related to the survey 
of health care facilities.

Cogent cases can be made both for 
and against surveyor rotation, as is 
evidenced by the comments themselves. 
For this reason, we are considering this 
an administrative matter and leaving it 
to the discretion of the States.

Comment: One commenter thought 
that § 488.314(a)(2)(i) should be 
expanded to include surveyors who 
serve, or within the previous 2 years, 
have served as a member of the staff or 
as a consultant to the chain of which the 
facility is a part (if applicable). Another 
commenter said that we should also 
disqualify surveyors who work or who 
have worked in the previous 2 years as 
agency staff. The commenter said that, 
in many States, nurses who work for 
agencies and are sent to nursing homes 
for discrete periods of time are not 
always considered to be “staff.”

Other suggestions were to revise 
§ 488.314(a)(2)(ii) to disqualify 
surveyors who—

• Own a part of any nursing home in 
the State;

• Own a part of any nursing home in 
the United States;

• Have a financial interest or any 
direct or indirect ownership interest in 
the facility to be surveyed, or in any 
related facility, company, or chain; or

• Have an immediate family member 
who is a resident or an employee of the 
facility.

Finally, one commenter wants to 
prohibit any surveyor from accepting a 
job with a facility for 1 year after the 
individual has last surveyed it.

Response: In response to comments, 
to preclude conflicts of interest and to 
ensure survey objectivity, we are 
expanding §488.314(a)(2) to disqualify 
anyone from surveying a facility if he or 
she works, or, within the previous 2 
years, has worked as an employee, as 
employment agency staff at the facility, 
or as an officer, consultant of agent for

the facility to be surveyed. The surveyor 
is also disqualified if a member of his 
or her immediate family has, or, within 
the previous 2 years has had, such a 
relationship with the facility or if a 
member of his or her immediate family 
is, or within the previous 2 years has 
been, a resident of the facility,

In'§ 488.314(a)(2), we continue to 
disqualify surveyors who have a 
financial interest or any ownership 
interest in the facility but have deleted 
the modifying phrase “direct or 
indirect” to preclude 
misunderstandings. One commenter, for 
example, interpreted the restriction 
against “indirect” financial interest to 
mean that a surveyor would be 
disqualified if he or she held shares in 
a broad-based mutual fund which 
included ownership in health cafe 
facilities. (This was not our intent.) The 
issue of what constitutes disqualifying 
financial interest must be discussed in 
considerable detail, and our manuals 
provide the most appropriate vehicle for 
this discussion. However, we have 
broken out the parallel restriction on 
surveyors whose family members have 
direct or indirect ownership interest and 
placed it in a new § 488.314(a)(2)(iii).
We are also emending the 
§ 488.314(a)(2)(i) disqualifying 
requirement to family members in 
paragraph (a)(2) (iii). Finally, in a new 
paragraph (a)(2)(iv), we disqualify any 
surveyor who has an immediate family 
member who is a resident of the facility.

We believe that these safeguards are 
sufficient to ensure objectivity and that 
nothing beyond these is warranted. 
Finally, in our view, prohibiting any 
surveyor from accepting a job with a 
facility for 1 year after he or she has last 
surveyed it is unnecessary and would be 
difficult to enforce. Whether or not the 
ex-surveyor has surveyed that particular 
facility before would be of less benefit 
to the facility than the in-depth 
knowledge of Federal requirements that 
the individual could share with the 
facility. We believe that such knowledge 
can help the facility achieve and 
maintain compliance which ultimately 
serves the residents. The protection of 
the residents’ health, safety, dignity, and 
general interests is our primary goal.

Comment: Commenters were 
generally critical of surveyor training 
and skills, and most offered specific 
suggestions on how training could be 
enhanced. Some examples follow:

• There should be provider and/or 
ombudsmen input for surveyor training 
and/or testing;

• “Activity professionals” or 
“individuals with significant clinical 
and investigative skills” should teach at
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least part of the surveyor training 
course;

• Training should include------
—Interviewing and investigatory skills; 
—Quality of care standards;
—Communication skills, particularly for 

communicating with residents who 
may have communication barriers;

—How to identify outcomes;
—How to identify iatrogenic declines; 
—How to identify care conditions that 

could lead to decline or failure to 
improve if not properly addressed;

—Standards of care for the professional 
disciplines involved;

—More training on long term care 
issues;

—Rules of evidence;
—-120 hours or more field work 

experience in a long term care facility; 
—Pharmacology;
—Gerontology;
—Therapeutic recreation;
—Training to produce or to update - 

clinical competency in each 
surveyor’s area of expertise;

—Residents' rights;
—Resident assessment and care 

planning;
—Mental health care and services;
—Rehabilitation;
—Correct application of the applicable 

statutes and regulations; and 
—Proper documentation;

• Some of the training should be done 
in the field;

• There should be annual in-service 
training for surveyors;

• Training should be held not only 
for surveyors, but for other State 
personnel with related duties;
. • There should be a continuing 
education requirement for surveyors;

• Surveyor training must stress that 
only the established Federal survey 
methodology may be used in 
determining facility compliance;

• The techniques taught in surveyor 
training courses should be published for 
public comment;

• Providers, at their own expense, 
should be permitted to take surveyor 
training courses;

• The number of training slots must 
be increased so new survey agency 
employees do not have to wait so long 
to receive HCFA surveyor training;

• Training should be made available 
locally or through interactive video;

• A passing score on a pre-test should 
not exempt a surveyor from the final 
test; all should be required to take and 
pass the final test;

• All Federal and State surveyors 
should be trained by qualified, national 
HCFA staff;

• Survey agencies should have built 
in mechanisms for quality assurance 
and supervision;

• The survey agency’s leadership 
should include health professionals and 
attorneys;

• There should be a formal complaint 
mechanism that providers may use 
without fear of reprisal to challenge the 
actions and activities of “rogue” 
surveyors;

• No one should be a member of a 
survey team unless he or she has 
successfully completed a training and 
testing program, not only on how to 
conduct a standard survey, but on how 
to conduct an extended survey as well. 
Proof of successful completion of this 
training must be made available to the 
facility prior to the initiation of a 
survey ; and

• Before a citation is given, the 
surveyor must be able to demonstrate a 
negative outcome.

One commenter said that the HCFA 
policy that surveyors are not to be 
consultants is a great disservice; 
surveyors should adopt a role like the 
JGAHO surveyors. Another said that 
HCFA should convene a national group 
of experts, including State and Federal 
surveyors with extensive experience, 
nursing facility providers, and 
consumers, to identify the knowledge 
and skills needed by survey teams.

Some said that surveyors should pass 
not only the initial examination, but be 
tested annually. The passing scores for 
the tests should be 85 percent or more, 
commenters said, and the results of the 
testing and remediation must be made 
available to the public.

One commenter said that, when 
surveyors are cross-trained, their 
expertise in the new area is not good 
enough to survey facilities’ 
performances in that area. For this 
reason, the commenter suggested that 
§ 488.314 be revised “* * *• to preclude 
the use of surveyors without 
demonstrated professional training and 
experience in the substantive area being 
surveyed. By professional training and 
experience,” die commenter said, “we 
do not mean on-the-job or inter-agency 
in-service training. Rather, we mean 
graduates of accredited or approved 
educational institutions.”

One commenter said that there should 
be no “grandfathering” of surveyors. 
Another asked the following three 
questions:

• What validity and reliability studies 
were conducted to ensure the test 
measures the ability of surveyors to 
perform their functions in a consistent 
manner?

• Has the test been validated to allow 
States to meet their affirmative action 
plans?

• Are the results of the tests in line 
with the State’s requirements for merit

systems and collective bargain 
contracts?

Response: The listing of suggested 
topics for surveyor training was 
extensive. Some of the items (for 
example, correct application of the 
applicable statutes and regulations, 
quality of care standards, and proper 
documentation) are already covered in . 
surveyor training. We believe others are 
inappropriate to require as part of 
survey training; they should be 
provided as part of each team member’s 
initial and continuing training within 
the context of training for his or her area 
of professional expertise.

We would encourage, but do not 
require, States to allow surveyors in 
training to act as observers on actual 
surveys in the field, and are taking all 
possible measures to meet the demand 
for surveyor training. For example, we 
are planning to use satellite 
transmissions for training courses. We 
have already begun to move ahead with 
one of the other suggestions, interactive 
video training. As for provider and/or 
ombudsman input for surveyor training 
and testing, we have convened a 
national workgroup which includes 
provider organization and consumer 
advocacy group representatives to assess 
the surveyor training program and make 
recommendations for changes. Finally, 
we will listen to all reasonable 
suggestions from providers and 
ombudsmen, but do not agree that the 
regulations need to be revised to require 
this input.

The qualifications for surveyors, other 
survey agency personnel, and HCFA 
trainers, we believe, are already high. In 
our operating experience, we have seen 
no reason to believe otherwise. Even if 
we required that each team include a 
physician, as some commenters 
recommended, we are not certain that 
some providers would be any more 
pleased with the survey results than 
they are now. We remain unconvinced 
that one must be a physician or an 
acknowledged expert in a clinical 
specialty in order to perform a valid 
survey. We believe that the heart of the 
survey process consists of clear 
guidelines and a detailed review of the 
results.

The suggestions that survey training 
materials be published for public 
comment are addressed under the 
“Determination of a Deficiency ” section 
of this preamble.

The suggestion that providers be 
permitted to attend survey training 
courses at their own expense has merit. 
Traditionally, we have had no 
provisions for accommodating all 
providers interested in attending: our 
resources are taxed enough by simply
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trying to provide timely training for 
surveyors. However, being able to offer 
surveyor training universally to 
providers at their own cost may help 
improve understanding and cooperation 
between surveyors and providers. We 
are therefore seriously considering the 
changes in law necessary to allow this.

We do not accept the suggestion that 
surveyors present providers with proof 
of the successful completion of surveyor 
training. The fact that a surveyor is sent 
by the State or HCFA is, in itself, 
evidence that the bearer meets the 
requirements to be a surveyor.

A number of the commenters did not 
make any suggestions with respect to 
the proposed rale. Instead, their 
comments were in the context of 
denigrating surveyors with whom they 
had had unpleasant experiences, 
declaring that running a facility is 
costly, frustrating, and unappreciated, 
or protesting the whole survey process 
in general. Because no specific 
suggestions were made concerning the 
proposed rale, we are unable to respond 
to these kinds of broad complaints.

Comment: Two commenters suggested 
revising the end of the sentence at 
proposed § 488.164(c) as follows: * * * 
completed the required training and 
competency testing program.” Another 
said that, at the onset of each survey, 
facilities should be told which 
surveyors are serving as observers, and 
regulations shoiild stipulate that these 
individuals should be excluded from 
active participation in the survey 
process.

Some other commenters said that 
surveyors-in-training should be allowed 
to participate in the survey process as 
long as they are appropriately 
supervised. They said that, historically, 
these individuals have been used to 
“* * * collect information to be used 
by qualified surveyors during the 
deficiency decision making process.” 
Further, two commenters said, not 
allowing surveyors-in-training to 
observe would mean that new surveyors 
would face significant periods of 
nonproductive time while waiting for 
courses to be offered.

Response: We agree that surveyors 
must not only complete the required 
training, but the competency testing 
program as well. However, paragraph (c) 
already requires that a surveyor 
successfully complete “ * * * a training 
and testing program.” We do not agree 
that the survey team should, at the 
outset of a survey, identify which of its 
members (if any) have not yet 
completed the required training and 
competency testing program. We also 
disagree that surveyors who have not 
yet completed the training and testing

program should “be excluded from 
active participation.” We do not want to 
prohibit the “historic” role of observers 
mentioned by two of the commenters, 
that is, to “* * * collect information to 
be used by qualified surveyors during 
the deficiency decision making 
process,” or forbid individuals from 
making valuable contributions to the 
survey process if they are in a position 
to do so. We are, therefore, amending 
this section (§ 488.164(d) in the 
proposed rale) redesignated .as 
§ 488.314(c)(3) in the final rale, to 
provide that the survey agency may 
permit an individual who has not 
completed a training program to 
participate in a survey as a trainee if 
accompanied onsite by a surveyor who 
has successfully completed the required 
training and testing program.
Proposed §488.166 Validation Surveys

We have reconsidered the necessity of 
including this section in the text of the 
regulation, and have concluded that it 
would be pointless and redundant to 
retain it. We believe that the statutory 
provisions upon which this section is 
based are self-implementing, and that 
regulatory interpretation is not needed 
to clarify them. In addition^ the few 
elaborations on the requirements in 
sections 1819(g)(3) and 1919(g)(3) of the 
Act, which are found at § 488.316 are 
duplicated elsewhere in the regulations, 
and we believe there is little reason to 
repeat them. Appeals applicable to 
certifications of noncompliance based 
on validation surveys will be conducted 
according to § 488.330, Certification of 
compliance or noncompliance.

In the absence of a regulatory section 
devoted to validation surveys, we are 
adding a definition of a validation 
survey to §488.301, Definitions, to serve 
as a reference because the term is used 
elsewhere in the regulations.

Our decision to not finalize proposed 
§ 488.166 does not make the public 
comments we received on this section 
any less valuable for they are still 
pertinent commentary on validation 
survey policy and we are responding to 
them, accordingly.

Comment: Several commenters 
insisted that HCFA validation surveys 
should be conducted concurrently with 
the State survey. Other commenters 
encouraged HCFA to use the Onsite 
Performance Assessment and Training 
Survey (OSPATS) as the validation 
survey method. Still other commenters 
said the HCFA validation survey should 
be as soon as possible after the State 
survey, but no more than 2 weeks, 3 
weeks or 30 days after the State survey. 
Most commenters noted that survey 
findings may vary slightly from day to

day and that it was essential that both 
survey teams were viewing the same set 
of facts. In addition, concurrent surveys 
cause less disruption to facilities and 
residents and’enable HCFA to provide 
immediate feedback to State surveyors. 
One commenter recommended that 
HCFA validation surveys not be 
concurrent; another said the unexpected 
nature of the validation survey was 
important in that the facility will return 
to its “normal daily routine” after the 
State survey; and one commenter said 
the HCFA validation surveys were a 
waste of time.

Response: We agree with the 
commenters as to the advantages of a 
validation survey concurrent with the 
State standard recertification survey. To 
that end, HCFA has developed the 
OSPATS. The OSPATS long term care 
survey process has Federal surveyors 
assessing the facility while evaluating 
State survey agency performance. This 
process, which is fairly pew for long 
term care surveys, is believed by some 
providers to be less disruptive to 
facilities and residents. It does ensure 
that both Federal and State surveyors 
observe the same conditions in the 
facility. It is our intent to expand the 
use of the OSPATS process for 
validation surveys. We also agree that 
when the validation survey is not 
concurrent with the State survey, it 
should occur as soon as possible after 
the State survey. Sections 1819(g)(3)(A) 
and 1919(g)(3)(A) of the Act permit a 2 
month period; in practice HCFA 
attempts to schedule the surveys closer 
to the State survey. However, often there 
are scheduling and/or travel difficulties, 
which make minimum intervals 
between the two surveys difficult to 
achieve. We want to retain the 
flexibility to use whatever survey 
process best achieves the goals of the 
Act. The commenters who said that the 
validation surveys should not be 
concurrent or were a waste of time 
presented no reasons or alternative 
proposals. We can say only that 
validation sürveÿs, concurrent or not, 
are mandated by sections 1819(g)(3) and 
1919(g)(3) of the Act.

Comment: Several commenters 
proposed that HCFA establish 
procedures that would enable resident 
advocates, families and the interested 
public to request validation (complaint) 
surveys for specific facilities. These . 
procedures should include public notice 
including a regulatory requirement that 
a poster notice be displayed in facilities. 
HCFA would be required to respond to 
such requests and investigate 
complaints against facilities and 
allegations of poor performance of State 
agencies.
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Response; Disclosure of survey- 
related information is in accordance 
with § 488.325, and it is also discussed 
in detail under the section of this 
preamble entitled, “Disclosure of 
Survey Information.“

We understand the concerns 
expressed by the commenters who 
would like HCFA to perform complaint 
investigations and validation surveys at 
the request of advocates and other 
individuals. The Act and current 
regulations ensure that the State survey 
agencies will respond to allegations of 
poor care or abuse and will investigate 
these allegations according to State law 
and HCFA requirements. Most 
complaints directed to HCFA are 
referred to the State agencies for 
investigation. HCFA is not staffed 
sufficiently to respond directly to 
complaints and/or requests for 
validation surveys. The small HCFA 
survey staff is occupied fully in the 
assessment of State agency performance 
of its survey and certification 
responsibilities under section 1864 of 
the Act. Because of these constraints , we 
are unable to accept the commenters’ 
suggestions.

Comment: Certain commenters asked 
that we give a facility that is dissatisfied 
with the State survey the ability to 
request a validation survey and receive 
it within a reasonable time period.

Response: A s mentioned above, we do 
not have the resources to conduct 
validation surveys upon every request.
If a provider believes that the State 
survey was done in am inappropriate 
manner, it may file a complaint with the 
HCFA regional office at whose 
discretion a validation survey may be, 
but need not be, performed.

Comment: One commenter was 
concerned that when selecting facilities 
for validation surveys, HCFA will not 
draw a random sample but will select 
inferior facilities in order to cut its 
Medicaid obligations to the States.

Response: This fear is groundless. It is 
not the quality of the facility that 
determines whether the State will be 
sanctioned for inadequate State survey 
agency performance, but rather the 
quality of the State’s assessment of the 
facility which is relevant. Facility 
noncompliance does not reflect poorly 
upon the State unless the State has 
failed to identify it.

Comment: One commenter believed 
that the identities of facilities on which 
validation surveys are to be performed 
should not be disclosed to the State 
survey agency.

Response: There is no justification for 
such a policy. Currently, HCFA notifies 
States of an impending validation 
survey either 3 days before a

nonconcurrent Federal validation 
survey or 3 weeks before a Federal/State 
OSPATS survey. In the case of the 
nonconcurrent Federal validation 
survey, this allows the State to arrange 
to have a surveyor present to observe 
the Federal survey and take advantage 
of the instructional opportunities that it 
presents.

Comment: Several commenters with 
recent experience with validation 
surveys noted that the State and Federal 
surveys were very different; the Federal 
surveys stressed concepts (for example, 
use of restraints) not emphasized by the 
State.

Response: The primary emphasis of 
the Federal validation survey is on 
assessing State survey performance. 
Therefore, the Federal review may stress 
certain areas of compliance in which an 
evaluation of State performance is 
particularly important. In addition, the 
long term care survey protocol has only 
been in effect since October 1990, with 
appropriate instruction enhancements 
for the final long term care regulations 
which were effective April 1,1992. It is 
not unusual that some variation in 
emphasis will occur in a new survey 
process. HCFA is committed to a survey 
process that produces accurate and 
consistent findings. To that end, we 
have organized numerous educational 
sessions for Federal and State surveyors, 
held regional training conferences in the 
HCFA regions and produced the 
“Principles of Documentation” which is 
an attempt to standardize the writing of 
deficiency citations. Despite all of these 
continuing efforts, some variation will 
remain as long as human beings perform 
surveys and statutory requirements 
involve the making of professional 
judgments. As far as the use of restraints 
is involved, the decrease of restraints 
has been a HCFA priority since the 
inception of the new survey protocol.

Comment: One commenter suggested 
that HCFA perform validation surveys 
of all facilities that have a waiver of the 
RN director of. nursing or other licensed 
nursing requirements for a year or more. 
Others suggested that HCFA list the 
criteria it uses to select facilities for 
validation surveys and that the 
validation sample should reflect the 
State’s diversity in location, size mid 
ownership of facilities.

Response: The selection of facilities 
for validation surveys depends upon 
which facilities the State has surveyed 
recently or intends to survey 
imminently. Within those constraints, 
the typical sampling process for 
selecting facilities far a validation 
survey ensures that a wide variety of 
facilities are selected. Because of this 
and the heavy demands placed upon

HCFA survey staff, we do not accept 
these suggestions that add survey 
responsibilities not mandated by the 
A ct Moreover, we do not see the 
necessity of targeting facilities with 
waivers for validation surveys because 
an annual review of the appropriateness 
of each waiver will be conducted 
whether the facility to which it was 
granted is subject to a validation survey 
or not.

Comment: Several commenters 
suggested that HCFA validation surveys 
be required to use the “methods, 
procedures, and forms prescribed fox 
use by the survey agency.”

Response: The language used in the 
proposed rule (that HCFA oonduct 
validation surveys “using the HCFA 
protocol prescribed for use by the 
survey agency’’) was derived from 
sections 1819(g)(3)(A) and 1319(g)(3)(A) 
of the Act, which require that the 
Secretary conduct validation surveys 
using “the same survey protocols as the 
State is required to use * * V  We do 
not believe that there is any meaningful 
difference between the phraseology 
suggested by the commenter and that 
used in the proposed rule.

Comment: A few commenters said 
that when HCFA conducts a focused 
review at its discretion, it should not 
exceed the authority contained in the 
Act.

Response: HCFA’s authority to 
conduct a survey at its discretion is 
pervasive in the Act.

Comment: One commenter suggested 
that all validation surveys should be 
conducted by special teams dispatched 
from and responsible to the HCFA 
headquarters office.

Response: The HCFA survey staff is 
located in the ten HCFA regional offices. 
Although theraare staff persons in the 
HCFA headquarters qualified to conduct 
surveys, surveying is not their primary 
function.

Comment: One commenter stressed 
that the HCFA surveyors should meet 
with the State surveyors if  the Federal 
survey findings disagree with the State 
findings. Another commenter said that 
the Federal validation survey team 
should not review the State survey 
findings until after the Federal survey.

Response: It is HCFA practice to meet 
with the State survey agency whenever 
possible if  there is a significant 
difference of findings between a State 
survey and the Federal validation 
survey. Often this is not possible 
because of time and travel constraints.
In these cases, we notify the State 
survey agency of the findings and begin 
discussions regarding the appropriate 
enforcement remedy to apply. We agree 
with the commenter that a face to face
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meeting is the best practice. Current 
instructions to Federal and State 
surveyors are to review all pertinent 
documents regarding the performance of 
the facility before starting the survey. In 
practice, this review seldom covers the 
most recent State survey, because it is 
not available, as these survey reports are 
not sent routinely to the HCFA regional 
offices. We appreciate the apparent 
concerns of the commenter; however, it 
will be difficult to prevent Federal 
surveyors from seeing the most recent 
State report at some time during the 
Federal survey because, in accordance 
with § 483.10(g)(1), survey results must 
be made available in the facility. Despite 
the concerns of the commenter, we 
believe that the accuracy of the Federal 
survey is not compromised by the 
knowledge of what the State findings 
were. In any case, the increased use of 
the OSPATS process should reduce the 
concerns of both commenters.

Comment: One commenter said that 
the statutory provision that requires no 
fewer than five validation surveys in 
each State is discriminatory to small^ 
{states.

Response: We understand the 
commenter’s concerns. However, 
sections 1819(g)(3)(B) and 1919(g)(3)(B) 
of the Act are explicit that HCFA must 
conduct surveys in no fewer than five 
facilities in each State. , «

Comment: A few commenters said 
that validation surveys should be 
focused on State survey performance, 
not facility compliance. Unless the 
HCFA survey discovers a serious threat 
to residents, the findings should be 
directed toward the State. For egregious 
failures of State survey performance, 
HCFA should consider contracting with 
another professional survey entity.

Response: The primary purpose of the 
validation survey is to assess State 
survey performance. In the process, we 
do determine facility compliance and 
must take action consistent with this 
information. Therefore, the validation 
survey can result in actions against non
comp liant facilities and against the 
State. Section 488.320 provides the 
sanctions authorized by the Act to be 
imposed against the States.

Comment: One commenter said that 
validation surveys should focus on the 
validity of State deficiencies cited as 
well as the failure to cite deficiencies.
If the focus is on only the State’s failure 
to cite deficiencies, it may lead State 
surveyors to cite more deficiencies as a 
means of preventing Federal sanctions.

Response: We agree with this 
comment. The HCFA focus is now and 
will continue to be on the accuracy of 
the State survey. Part of that focus is to 
alert the State survey agency to

situations where State surveyors are 
failing to cite valid deficiencies. We are 
aware of the possibility that some State 
surveyors might cite more deficiencies 
in order to avoid sanctions against the 
State. We have no concrete evidence 
that any actually have done so. In any 
case, our education efforts, including 
training on the “Principles of 
Documentation,” are directed to the 
writing of accurate, well documented 
deficiencies. Well documented 
deficiencies are more likely to prompt 
corrective action and avoid unnecessary 
contentiousness between providers and 
survey agencies than poorly 
documented deficiencies.

Comment: One commenter said that 
HCFA should provide for two separate 
hearings because the deficiency 
determinations and the remedies 
selected are based on two sets of facts. 
Other commenters said it would be 
better to have one hearing; either State 
or Federal. One commenter suggested 
that the closer the validation survey was 
to the State survey, the easier it would 
be to hold one hearing.

Response: The Act is constructed so 
that a facility subject to a validation 
survey is entitled to only one hearing, 
either State or Federal. The provisions 
at section 1919(h)(7) of the Act furnish 
the means for resolving disagreements 
between HCFA and the State over 
whose enforcement action will control, 
which in turn, determines whether the 
facility is entitled to a hearing under 
part 431 or part 498. Moreover, HCFA 
excludes from the validation sample any 
facility against which adverse action has 
been initiated by the State survey 
agency. Therefore, if HCFA imposes 
remedies against a provider on the basis 
of noncompliance identified during a 
validation survey, HCFA’s remedies are 
the only ones imposed, and the provider 
can contest the determination of 
noncompliance leading to the 
enforcement remedy in one Federal 
hearing.
Section 488.318 Inadequate Survey 
Performance

Comment: Some commenters asked 
how HCFA would determine 
“ inadequate survey performance” by a 
State agency .

Response: We monitor State agency 
survey performance primarily by 
reviewing State survey team findings 
and by conducting validation surveys. 
Sections 1819(g)(3) and 1919(g)(3) of the 
Act, as added by sections 4202 and 4212 
of OBRA ’87, require the Secretary to 
conduct validation surveys of at least 5 
percent of the SNFs and NFs in each 
State that have been surveyed by the 
State survey agency (but in no case less

than 5 facilities). Prior to the effective 
date of OBRA ’87, HCFA, acting for the 
Secretary, monitored State performance 
by conducting Federal monitoring 
surveys. OBRA ’87 formalizes this 
process. The validation surveys must be 
conducted within 2 months of the date 
of the State’s surveys and must be of 
sufficient number to allow inferences 
about the adequacy of the State’s 
surveys.

Comment: Several commenters said 
HCFA should sanction individual 
surveyors when they make erroneous 
findings against facilities, whether the 
errors are intentional or unintentional.

Response: Section 1864(a) of the Act 
authorizes the Secretary to enter into 
agreements with State survey agencies 
to determine whether SNFs meet the 
Federal participation requirements for 
Medicare. Section 1902(a)(33)(B) of the 
Act provides for State survey agencies to 
perform the same survey tasks for 
facilities participating or seeking to 
participate in the Medicaid program. 
HCFA assesses the performance of each 
State’s survey and certification program 
annually, and § 488.320 sets forth the 
sanctions that HCFA may impose upon 
the States for inadequate survey 
performance. With respect to sanctions 
against individuals, we note that, with 
the exception of the relatively small 
number of HCFA staff who perform 
validation surveys, surveyors are State 
agency personnel, appointed and paid 
by the State agency, and supervised by 
State managers. For these reasons,
HCFA considers that any corrective or 
disciplinary action is a State matter. 
Whenever HCFA validation surveys 
uncover errors on the part of any 
individual State agency surveyor, the 
State is informed so it can take whatever 
action is necessary.

As a final measure, formal 
mechanisms are in place which provide 
an opportunity for facilities to appeal 
certifications of noncompliance that 
lead to enforcement remedies, except 
State monitoring.

Comment: A tew commenters said 
States may begin to cite more 
deficiencies than usual in order to avoid 
sanctions by HCFA based on failure to 
meet the requirement at § 488.168(c) of 
the proposed rule, which provided that 
HCFA would consider it inadequate 
performance when a: State agency fails 
to identify an immediate or 
nonimmediate jeopardy situation, 
substandard care, or other deficiencies, ,

Response: HCFA monitors the 
accuracy of a State survey agency’s 
findings by performing validation 
surveys and reviews. Accuracy means 
not only that the State team has 
appropriately cited all the deficiencies
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that existed, but also that it has not cited 
a deficiency when no violation of a 
requirement has occurred. HCFA 
conducts random surveys concurrently 
with the State surveys as well as 
independent surveys within 2 months of 
the States’ surveys, and also conducts 
indepth reviews of selected State survey 
documentation. If HCFA discovers that 
a State is systematically citing 
unfounded deficiencies, HCFA will 
consider there to be inadequate survey 
performance and may apply any of the 
sanctions provided for at § 488.320(b)(2) 
of the proposed rule, Sanctions for 
Inadequate Survey Performance, in the 
case of Medicare facilities. In the case of 
Medicaid facilities, HCFA cannot 
reduce FFP as specified at 
§ 488.170(b)(l){i) of the proposed rule 
because we have concluded that section 
1919(g)(3)(C) of the Act does not 
accommodate such action under this 
scenario. The two terms of the FFP 
reduction formula at section 
1919(g)(3)(C) of the Art are: the total 
number of residents in nursing facilities 
surveyed by HCFA during a quarter; 
and, the total number of residents in 
nursing facilities found pursuant to 
HCFA surveys to be noncompliant The 
number of residents in nursing facilities 
which HCFA found to be compliant but 
which the State determined were 
noncompliant does not figure into the 
calculation; therefore, no FFP reduction 
can be taken when the form of the State 
survey inadequacy is the citation of 
unfounded deficiencies, or indeed when 
the inadequacy is anything other than 
the State’s failure to identify 
deficiencies. However, the Act does 
allow the Secretary to impose another 
sanction for the citation of unfounded 
deficiencies in Medicaid facilities. 
Section 1919(g)(3) of the Act states that 
the Secretary may also respond to 
inadequate State survey performance in 
Medicaid facilities by providing for the 
training of the State’s survey teams. We 
are amending § 488.320 of the regulation 
to indicate this and to clarify that the 
citation of unfounded deficiencies will 
be considered inadequate survey 
performance* An additional safeguard 
against the citation of unfounded 
deficiencies will be afforded to Facilities 
by their opportunity to engage in 
informal dispute resolution, as 
described in §488.331.

Comment: Some eommenters said that 
§ 488.318 precluded facilities from 
informally challenging or expressing 
disagreement with survey findings.

Response: All States currently offer 
some opportunity for providers to refute 
survey foldings. In one State, the 
process is required by State law. It is 
State policy in the rest. Although these

policies vary among States, they all 
apply to State surveys of Medicare and 
Medicaid providers, In addition,
HCFA’s State Operations Manual 
requires that States allow facilities to 
interact with the survey team during the 
survey , to discuss findings at an exit 
conference, to raise unresolved issues to 
the State survey agency or the HCFA 
regional office, or both, and to record 
their disagreement on the HCFA-2567.
If none of these courses ©f action satisfy 
the provider, there are appeal 
mechanisms available.

However, whenever possible, we want 
to provide every opportunity to settle 
disagreements at the earliest stage, 
before much time and money are spent 
by the provider, the State agency, and 
HCFA. Therefore, we are requiring, at 
§ 488.331, that States offer an 
opportunity for informal dispute 
resolution beginning with the provider’s 
receipt of the official statement of 
deficiencies. Although inadequate 
survey performance will not invalidate 
adequately documented deficiencies, 
neither the State’s inadequate 
performance nor a resulting HCFA 
sanction imposed on the State will 
prevent the facility from formally or 
informally challenging or expressing 
disagreement with survey findings..

Comment: One State was concerned 
that any disagreement between the 
Federal and State agencies will equate 
to inadequate survey performance on 
the part of the State.

Response: We will not automatically 
consider any disparity between 
validation and State survey findings as - 
inadequate survey performance. For 
example, when Federal surveyors find a 
facility in compliance with a 
requirement that the State cited as a 
deficiency, Federal surveyors are 
directed to go through a decision 
making process to determine if the 
disparity is due to facility correction or 
a flaw of the State survey. When Federal 
surveyors find deficiencies that were 
not previously cited by the State, we 
will consider whether the discrepancies 
can be explained by changed facility 
conditions or by other case specific 
factors before concluding that State 
survey performance has been 
inadequate.

Continent: One commenter suggested 
we reverse the order of the provisions of 
this section, making the reference to the 
failure to identify poor resident care of 
greater importance.

Response: We do not imply that the 
way in which paragraphs (a), (b), and (c) 
are ordered is of any relevance. All are 
of equal importance.

Comment: One suggestion was that 
determinations of inadequate survey

performance be based on a State 
agency’s overall performance rather 
than on isolated instances. Commenters 
believed that a pattern of 
noncompliance and noncorrection 
should be established before HCFA 
concludes that there is inadequate 
survey performance, and that HCFA 
should only consider State survey 
performance to be inadequate when the 
State ’‘substantially” fails to perform as 
required. Others requested that we 
consider there to be inadequate survey 
performance only when the State fails to 
identify serious deficiencies.

Response: Sections 1819(g)(3)(C) and 
1919(g)(3)(C) of the Art specify actions 
the Secretary may and must take if the 
State has failed to perform surveys as 
required by the Act or i f  a State’s survey 
and certification performance is 
otherwise inadequate. Although the Act 
requires us to  apply sanctions for 
inadequate survey performance, it gives 
us leeway when it comes to determining 
what inadequate survey performance 
actually is. The Act does not specify the 
criteria by which the Secretary is to 
make determinations of inadequate 
State performance, and does not obligate 
us to sanction the State for every survey 
shortcoming. It would be inappropriate 
and unduly harsh to automatically 
consider any failure by a State to cite a 
deficiency or to follow proper procedure 
to be inadequate survey performance. 
Rather, we believe it would be 
preferable to reserve sanctions fox States 
that demonstrate a pattern of failure to 
identify deficiencies, orto follow proper 
procedure, or whose isolated oversights 
are particularly egregious: Changing 
facility conditions may account far 
many of the discrepancies between 
Federal and State survey findings, and 
because not every discrepancy or 
omission indicates systemic inadequate 
survey performance, not every one 
should cause a State to automatically 
lose FFP or be subject to other 
sanctions. '

We reflect this policy in §488.329. 
Guidelines for making determinations of 
inadequate survey performance will be 
forthcoming in future manual 
instructions.

Comment: Some commenters said that 
any findings or remedies resulting from 
inadequate survey performance should 
be rescinded.

Response: As we stated in 
§ 488.168(c) of the proposed rule (which 
has been redesignated as § 488.318(b) in 
this final rule), "Inadequate survey 
performance does not relieve a SNF or 
NF of its obligations to meet all 
requirements for program participation, 
nor does it invalidate adequately 
documented deficiencies.” (emphasis
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added) In other words, a flawed survey 
can still validly document one or many 
deficiencies; the facility is still liable for 
sanctions where deficiencies, in fact, 
exist.
Section 488.320 Sanctions for 
Inadequate Survey Performance

Comment: Some commenters asked if 
the State Agency Evaluation Program 
(SAEP) was going to be used to evaluate 
State survey agency performance under 
this section. Certain commenters believe 
that it should be.

Response: The SAEP is currently 
undergoing comprehensive evaluation. 
We do not know if the program, in its 
future form, will be designed to identify 
performance problems of individual 
States for enforcement purposes, or 
whether the purpose of the program will 
be more geared toward global evaluation 
of the State agency survey and 
certification process as a whole. HCFA 
will, however, obtain information on the 
adequacy of State agency survey activity 
through validation surveys and 
otherwise through its general oversight 
authority.

Comment: Certain commenters 
recommended that we limit 
determinations of inadequate survey 
performance to the OSPATS. It was 
their view that it is unfair to reduce FFP 
based on a comparison of survey 
findings, as conditions in nursing 
homes change daily.

Response: As stated previously, we 
acknowledge that there are great 
advantages to conducting a validation 
survey concurrently with the State’s 
standard recertification survey, and it is 
our intent to expand the use of the 
OSPATS process for validation surveys. 
However, we reiterate that it is 
necessary to continue to use 
nonconcurrent validation surveys, 
despite the preference of the States and 
HCFA for OSPATS, because Federal 
surveyors must have at least one year of 
experience surveying before they are 
eligible to conduct an OSPATS.

Comment: Some comments suggested 
the rules should state whether or not 
appeals under this section should stay 
the reduction of FFP action.

Response: Section 1919(g)(3)(C) of the 
Act requires that appeals of sanctions 
under this rule are to be made according 
to section 1116 of the Act. According to 
section 1903(d)(5) of the Act, if an 
appeal of a disallowance is made, the 
State has the option of retaining the 
funds disallowed pending a final 
administrative decision. If the final 
decision upholds the disallowance and 
the State elected to retain the funds 
during the appeal process, the proper 
amount of the disallowance, plus

interest computed in accordance with 
§ 488.442 will be offset in a subsequent 
grant award.

Comment: Some commenters 
complained that FFP reduction is an 
excessive measure, and suggested that 
FFP not be reduced as a sanction, or be 
reduced only after other methods of 
addressing inadequate State agency 
performance have been tried and failed. 
Other commenters asked that the same 
sanctions be imposed against the State 
for inadequate survey performance 
regardless of whether the inadequately 
surveyed facilities participate in 
Medicare or Medicaid. An additional 
commenter recommended that we levy 
financial penalties against the survey 
agency instead of reducing FFP to the 
State.

Response: While we appreciate the 
merits of these suggestions, section 
1919(g)(3)(C) of the Act does not give us 
such flexibility. Rather, it requires that, 
when HCFA finds, on the basis of 
validation surveys that the State has 
inadequately surveyed Medicaid 
nursing facilities, HCFA may provide 
for training of State survey teams, but 
shall provide for a reduction of FFP 
according to a prescribed formula.

However, the FFP reduction formula 
specified at section 1919(g)(3)(C) of the 
Act and at § 488.170(c) of the proposed 
rule has certain limitations: it cannot be 
used to sanction a State when it has 
cited unfounded deficiencies or when 
its survey findings are appropriate but 
its survey scheduling, team composition 
or other practices are unacceptable. 
However, these survey defects are no 
less serious than a failure to identify 
deficiencies, and it is unlikely that the 
Congress intended for us to disregard 
them. HCFA does have the authority to 
provide for the training of survey teams 
in these instances. We are revising 
§ 488.320(b)(2) to provide that when the 
State’s survey performance in Medicaid 
facilities is inadequate but the 
inadequacy is not accommodated by the 
FFP reduction formula, HCFA will 
provide for the training of State survey 
teams. In addition, HCFA has the 
authority to consider the Medicaid 
provider agreement to be invalid for 
failure to follow proper survey 
procedures, and may invoke die FFP 
disallowance provision at § 442.30, 
Agreement as evidence of certification.

We are unable to make the sanctions 
for inadequate survey performance 
parallel across facility type as 
commenters suggested. As discussed 
above, the Act does not permit us to 
eliminate FFP reduction as a sanction 
for inadequate survey performance in 
Medicaid facilities, and neither does it 
allow us to expand the application of

this sanction to inadequate survey 
performance in Medicare facilities. The 
conspicuous absence of Federal 
payment reduction in section 
1819(g)(3)(C) of the Act, which lists 
sanctions for inadequate survey 
performance in Medicare facilities, as 
opposed to the inclusion of FFP 
reduction in section 1919(g)(3)(C), 
which specifies sanctions for inadequate 
performance in Medicaid facilities, is a 
clear indication that the Congress 
intended to restrict Federal payment 
reduction for inadequate survey 
performance in Medicaid facilities 
alone. Likewise, section 1819(g)(3)(C) 
gives us the flexibility to devise our own 
sanctions for inadequate survey 
performance in Medicare facilities, but 
no comparable authority exists in 
section 1919(g)(3)(C). Therefore, we 
must assume that the Congress did not 
intend for us to impose sanctions other 
than the two specified in the statute for 
inadequate survey performance in 
Medicaid facilities.

Comment: One commenter asked that 
we convene a technical advisory group 
composed of State agency and HCFA 
regional office personnel to explore the 
possibility of a legislative amendment to 
the Act’s FFP reduction requirement.

Response: We do not see the necessity 
of requesting a legislative amendment, 
but will not discourage the States if they 
choose to pursue one.

Comment: A question was asked 
regarding whether the reduction of FFP 
would be by audit exception or through 
a reduction in the amounts of future 
budget approvals.

Response: Procedures for such actions 
will be written following existing 
procedures found in section 3165, 
“Non-audit Medicaid Disallowances”, 
of the Regional Office Manual. As noted 
above, such procedures will be in 
accordance with section 1116 of the Act.
Section 488.325 Disclosure of Results 
o f Surveys and Activities

Comment: A  few commenters 
suggested that § 488.325(a)(1) be 
expanded to require that the scope and 
severity levels of all deficiencies, 
including those deficiencies with a 
scope and severity level of 1, be 
recorded on and, therefore disclosable 
as part, of, the official deficiency 
statement, in an effort to promote 
facility competition and quality. Some 
of these commenters argue that we must 
disclose notice of all deficiencies, 
regardless of scope and severity level, if 
we are to provide the public with a 
complete and accurate report of a 
facility’s current compliance status. 
Some propose that another requirement
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be added under § 488.325(a) to read:
“(9) The summary of 1-1 deficiencies.”

Response: As discussed later in this 
preamble, we are revising the scheme 
that appeared in the proposed rule by 
eliminating scope and severity scales, as 
such, and by substituting instead a 
scheme in which HCFA and the State 
will assess deficiencies by application 
of several factors that will gear 
enforcement remedies to the seriousness 
of noncompliance at facilities. However, 
we are accepting the second comment 
with some modification. With the 
exception of isolated deficiencies that 
HCFA or the State determines constitute 
no actual harm with a potential for only 
minimal harm, all deficiencies will be 
recorded on the HCFA-2567. Those 
isolated deficiencies will not be 
recorded on the official deficiency 
statement, but will be recorded oifa 
separate document as discussed in the 
preamble of the proposed rule.
However, all of a facility’s deficiencies, 
including those deficiencies that HCFA 
or the State determines constitute no 
actual harm with potential for minimal 
harm, will be disclosable. We are 
revising § 488.325(a)(2) to require the 
release of the summary of isolated 
deficiencies that HCFA or the State 
determines constitute no actual harm 
with potential for minimal harm 
deficiencies.

Comment: One commenter asked how 
this information will be disclosed to the 
public and also wanted to know if 
facilities have any responsibility relative 
to disclosure. The same commenter 
wasn’t sine what we meant by “direct 
or indirect interest in a SNF or NF” as 
used at § 488.325(a) (7) and (8).

Response: Existing procedural 
requirements at §§ 401.133-136 and 
431.115 as well as sections 3300-3320 
in the State Operations Manual remain 
in effect relative to public disclosure of 
Medicare and Medicaid survey 
documents, respectively. While 
§ 431.115 provides only minimum 
disclosure requirements for States, it 
directs that States have a procedure for 
disclosing the specified survey 
information.

Sections 1819(g)(5) and 1919(g)(5) of 
the Act provide the statutory bases for 
§ 488.325 regarding disclosure of 
inspection and other information on 
SNFs and NFs by the States and HCFA. 
The only requirement we are imposing 
on nursing home providers in this 
regard is that, not later than 10 working 
days after receiving a notice of 
substandard quality, of care, a SNF or a 
NF must provide the State with a list of 
each resident in the facility and the 
name and address of his or her 
attending physician. Failure of the

facility to disclose the information 
timely will result in termination or 
alternative remedies being imposed.

Due to an administrative oversight, 
the word “ownership” was omitted 
from the proposed regulation text at 
proposed §488.175(a) (7) and (8), 
clarifying “direct or indirect interest.” 
We are revising both cites, which have 
been redesignated as § 488.325(a) (8) 
and (9), respectively, to specify 
“ownership” interest. We are also cross- 
referring these cites to § 420.201, which 
defines “direct” and “indirect” 
ownership interest.

Comment: Several commenters 
suggested that results of complaint 
surveys be disclosable under this 
subpart.

Response: The regulation 
implementing sections 1819(g)(5) and 
1919(g)(5) of the Act provides that 
information must be made available by 
the State or HCFA, for all surveys and 
certifications. Therefore, information 
from any survey, including a complaint 
survey, is disclosable under this 
subpart.

Comment: We received four distinct 
comments on § 488.325(b), which 
concerns charges associated with 
making information available. First, 
some commenters believe that, while 
charges should be permitted, they 
should not be required, nor should they, 
when imposed, exceed the amount 
facilities charge residents for copies of 
records. They proposed that the 
requirement to follow 42 CFR 401.140 
regarding fees and charges be reduced to 
a suggestion by changing the word 
“will” to “may.” Second, other 
commenters contended that § 401.140 is 
outdated, too restrictive, and in conflict 
with some States’ Freedom of , 
Information laws. Since many States 
have adopted their own fee schedule, 
they suggested that this provision be 
revised to permit States to use their own 
fee schedule. Third, one commenter 
questioned HCFA’s authority to require 
States to impose any charges. Lastly, 
some commenters proposed that the * 
regulation allow for waiver of fees or 
reduced fees so that survey information 
is truly accessible to all.

Response: We are not accepting the 
suggestion that fees imposed by HCFA 
or the States relative to disclosure 
parallel those charged by facilities to 
residents because we have no basis to 
develop a provider-specific disclosure 
policy relative to fees. However, since 
§ 431.115(d) requires only that the 
Medicaid agency “have a procedure for 
disclosing pertinent findings obtained 
from surveys made by the State survey 
agency,” and since we understand that 
most, if not all, States have their own

fee schedules, we are amending this 
subsection to allow, but not require, 
States to use their respective fee 
schedules for documents which they 
maintain and which they have been 
asked to disclose. In response to the 
comments that fees be permissible but 
not required, as well as the request for 
a fee exception clause, we refer the 
commenters to § 401.140(c), which 
provides for waiver or reduction of fees 
for Medicare. That section discusses 
when a waiver of fees and charges 
would be appropriate and permissible; 
States are free to use any such waiver 
provisions within their respective 
disclosure procedures in the same way 
that they are free to use or not use a fee 
schedule at all.

Comment: Numerous commenters 
were strongly opposed to allowing oral 
requests for information. Some say that 
this is clearly inconsistent with past 
practice which has generally been that 
requests be in writing. This claim is 
further substantiated by the Freedom of 
Information Act which provides that all 
agencies generally stipulate that 
requests for information be in writing. 
Some commenters say that only written 
requests can substantiate specific 
charges and fees, while others, 
specifically States, use the written 
requests as a record of the distribution 
of information which is used for 
workload and expenditure reporting, as 
well as for other administrative 
purposes.

Response: Since publishing the 
proposed rule, we have concluded that 
it is not necessary to create a facility- 
specific requirement relative to the 
method by which requests for survey 
information should be made, and we are 
revising § 488.325(c) to provide that 
such requests are to be made in 
accordance with the Department of 
Health and Human Services’ regulations 
relative to disclosure at 45 CFR Part 5, 
in other words, generally in  writing.

Comment: Many commenters 
suggested that paragraph (d)(3) be 
expanded to include providers’ 
responses in order to be consistent with 
§ 488.325(a)(1) as well as to ensure full 
disclosure of all affected parties.

Response: With the exception of those 
isolated deficiencies that HCFA or the 
State determines constitute no actual 
harm with potential for minimal harm, 
which are recorded on a separate form 
and which can be refuted by providers 
during the dispute resolution process, 
any provider response to the deficiency 
statement itself would be noted on the 
plan of correction (both of which are 
explicitly releasable under the Freedom 
of Information Act), we are making 
explicit in § 488.325(d) that provider
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responses to the deficiency statements 
are disclosable.

Comment: Some commenters believed 
that States and facilities should be 
required to provide information 
immediately, especially when State law 
or policy provides immediate access. 
Commenters also wanted to know 
whose disclosure provisions apply 
(HCFA’s or the State’s) when there is a 
difference about what is releasable and 
when. A few commenters asked us to 
specify whether the 10 days referred to 
in paragraphs, (d) (1) and (2) are 
calendar or working days.

Response: As we nave stated above, 
we have no basis to require facilities to 
disclose any information other than that 
which is statutorily mandated. OBRA 
’90 provided that each State and the 
Secretary (HCFA), must make available 
to the public information concerning all 
surveys and certifications of NFs and 
SNFs, including statements of 
deficiencies, and approved plans of 
correction, within 14 calendar days after 
such information is made available to 
those facilities. For procedures relative 
to release of information not included in 
the OBRA ’90 provision, HCFA or the 
State should defer to § 401.136 or State 
procedures, respectively. Also, we note 
that § 488.325(d) implements sections 
4008(h)(2)(M) and 4801(e)(14) of OBRA 
’90, which require release of 
information, by HCFA and the States, 
respectively, not by providers.

Since paragraphs (d) (1) and (2) of the 
proposed rule offered no additional 
guidance to HCFA or the States beyond 
what is currently at § 401.136 or in State 
procedures, respectively, we are 
deleting them. However, we are 
clarifying the 10-day timeframe at 
§ 401.136 as “working” days.

The question of whose regulations 
prevail when disclosure requirements 
differ between HCFA and the State 
should not arise since the State and 
Federal disclosure systems operate 
separately from one another. It is 
possible that the same document could 
be releasable under a State’s disclosure 
laws yet not be releasable under Federal 
law, or vice versa. It is also possible that 
a disclosable document may be released 
by HCFA and the State subject to 
different disclosure timeframes. In other 
words, documents maintained by 
Federal agencies are subject to Federal 
regulations; those maintained by the 
State aite subject to the State’s 
regulations.

Comment: A few commenters 
requested clarification regarding the 14 
calendar days referenced in paragraphs
(d)(3). They weren’t sure whether there 
was a single release of information that 
would occur 14 calendar days after

some event, or whether more than one 
release of information, each after 14 
calendar days, was contemplated. 
Another commenter wanted to know if 
the statement of deficiencies and plan of 
correction are a single document,
. Response: While the statement of 
deficiencies and the plan of correction 
are recorded on die same form 
(Statement of Deficiencies and Plan of 
Correction, Form HCFA-2567), the 
completion and disclosure of each is 
separate, not concurrent. The deficiency 
statement, as well as the separate sheet 
transmitting survey findings of isolated 
deficiencies which constitute no actual 
harm with potential for minimal harm, 
are notices that the certifying agency 
gives to a provider transmitting its 
official survey findings. We have 
concluded that, since the separate 
listing of a facility’s isolated 
deficiencies which constitute no actual 
harm with a potential for minimal harm 
supplements the official deficiency 
statement, the listing must be disclosed 
along with the official statement of 
deficiencies if we are to provide the 
public with an accurate and complete 
report of that facility’s compliance 
status. This information is disclosable 
within 14 calendar days after it is made 
available to the provider. Upon receipt 
of the statement of deficiencies, the 
provider responds, on the same form, 
with its plan and timetable for 
correction of cited deficiencies, as well 
aS any disagreement with the survey 
findings. Sections 1819(h)(2)(C) and 
1919(h)(3)(D) of the Act require that a 
plan and timetable for corrective action 
be approved by HCFA if alternative 
remedies are the only remedies being 
sought, and if the facility is to continue 
to participate with deficiencies that do 
not constitute immediate jeopardy in 
either or both the Medicare and 
Medicaid programs. Information about 
the plan of correction must be released 
to the public, upon request, within 14 
calendar days after the provider is 
notified of the approval status of its 
plan. Therefore, each part, that is, the 
deficiency statement and the plan of 
correction, is releasable within 14 
calendar days after the provider’s 
notification of that part.

Comment: A few commenters believe 
that States should not charge the State 
ombudsman for the notifications 
specified in this subsection.

Response: Since the information in 
this subsection is being disclosed by the 
State, any fees and charges, or waivers 
thereof, would be subject to the specific 
State’s disclosure law.

Comment: Several commenters 
requested that proposed § 488.175(e)(4) 
(redesignated in this final rule as

§ 488.325(f)(4)), be expanded to include 
requests for appeals as well as results of 
appeals. A few other commenters 
suggested that the paragraph be revised 
to include facility cost reports, 
confidential survey records, for 
example, surveyor notes, etc.

Response: We are accepting the first 
suggestion and are revising redesignated 
paragraph (f)(4), to provide that the 
State must provide the State’s long term 
care ombudsman with requests for 
appeals and results of appeals. We are 
not accepting the second suggestion.
The fact that the Congress explicitly 
provided that a facility’s Medicare and 
Medicaid cost reports are disclosable to 
the public in accordance with 
applicable disclosure laws, and not 
routinely disseminated to any specific 
party, demonstrates its intention that 
release"tlf these reports should be based 
on the requestor’s right to know the 
information. The State’s long-term care 
ombudsman, as well as any other 
member of the public, may request these 
cost reports, surveyors’ notes, and any 
other survey-related documents not 
included in this subsection through the 
appropriate disclosure mechanism, for 
example, the Freedom of Information 
Act, where they will be evaluated 
accordingly.

Comment: Many commenters, mostly 
State agencies, were opposed to 
routinely providing ombudsmen with 
the information required by this 
subsection. They contend that this 
results in a costly and overwhelming 
task especially in the larger States; for 
example, California has 1300 nursing 
homes and 42 ombudsman field offices. 
They propose that a more reasonable 
approach to notification would be that 
in cases where a specified degree of 
noncompliance exists, for example, 
substandard care, notification would be 
automatic; in all other cases, 
notification would be upon request. 
Another comment was that HCFA 
should develop a report using data from 
current reporting systems to provide the 
needed information.

Response: We cannot accept these 
suggestions. Sections 1819(g)(5)(B) and 
1919(g)(5)(B) of the Act, as amended by 
sections 4008(h)(2)(N) and 4801(e)(15) 
of OBRA ’90, specifically provide, 
without exception, that “States” will 
notify “the State long-term care 
ombudsman” of a State finding of 
noncompliance with “any” 
participation requirement as well as of 
“any” adverse action imposed against a 
facility in that State. Regarding the 
number of ombudsmen offices within a 
State to which notifications must be 
made, we note that, since the statutory 
requirement to notify “the State long-
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term care ombudsman” is singular, the 
State’s central long-term care 
ombudsman office within each State’s 
organizational structure is the intended 
contact point for satisfying such 
notification requirements. While we see 
the function of disseminating the 
information further among the district 
and other ombudsmen offices to be the 
responsibility of the State’s central long
term care ombudsman office, each State 
has the flexibility to design its own 
system.

Comment: A few commenters wanted 
HCFA or the State to notify the 
ombudsman of a nurse staffing waiver 
within 7 days of its approval. Several 
commenters proposed that notice of 
nurse staffing waivers be provided to 
prospective residents, their physicians, 
families or legal representatives, the 
State licensure board for nursing and 
the State and local medical societies. 
They based their proposal on the 
public’s need to know, not only from a 
consumer’s perspective, but as 
taxpayers who directly subsidize the 
affected facilities.

One commenter wanted to know who 
validates that nurse staffing waiver 
information is actually provided to 
those required to receive it.

A couple of commenters asked that 
the notice to residents about nurse 
staffing waivers be in the form of a sign 
and be posted in a prominent place in 
the facility to ensure that notice is 
received.

Response: Since publishing the 
proposed rule, we found that disclosure 
of nurse staffing waivers is addressed in 
regulations at 42 CFR 483.30. Also, 
since sections 1819(g)(5)(C) and 
1919(g)(5)(C) of the Act are clear as to 
the individuals and organizations that 
would have the greatest need for 
specified survey-related information, we 
believe that all interests have been 
adequately represented and that such 
information is easily accessible to any 
other interested parties either through 
their respective professional affiliations, 
or through the public disclosure 
mechanism. Therefore, we are 
eliminating notifications specific to 
nurse staffing waivers from this final 
rule.

Comment: Some commenters urge 
that ombudsmen, protection and 
advocacy systems for the mentally ill 
and mentally retarded, residents or legal 
representatives and immediate family 
members, and the public should be 
given an opportunity to comment on a 
proposed nurse staffing waiver before it 
is granted.

Response: This comment is outside of 
the purview of this regulation.

Comment: One commenter suggested 
that we delete the last sentence of 
§ 488.175(h) (redesignated in this final 
rule as § 488.325(g)) relating to 
enforcement consequences to a facility 
that fails to satisfy the disclosure 
requirèment timely because it is not 
necessary.

Response: We are not accepting this 
comment. We believe we must retain 
this provision since this final rule 
provides HCFA’s and the State’s 
enforcement strategy when facilities do 
not substantially meet the nursing home 
participation requirements which are 
codified at 42 CFR Part 483, Subpart B. 
The requirement that facilities provide 
information to the State relative to 
specified residents so that the State can 
meet its statutory obligation to notify 
attending physicians and licensing 
boards is in addition to the other 
participation requirements at Part 483, 
Subpart B, and we believe that 
consequences for facility 
noncompliance with this requirement 
are noteworthy.

Comment: Many commenters were 
opposed to our proposal implementing 
sections 1819(g)(5)(C)(i) and 
1919(g)(5)(C)(i) of the Act regarding 
notice to physicians when the State 
finds that a nursing home has provided 
substandard quality of care. All of these 
commenters objected to the requirement 
that the attending physician of each 
Medicare and Medicaid resident receive 
notification of the substandard quality 
of care. Some believed that physicians 
of all residents in the facility should be 
notified when such care is found 
because they contend that all residents 
are vulnerable to such care and a 
program relationship should not need to 
exist before notifications occur. An 
equal number of commenters argued 
that this subsection exceeds the 
statutory requirement that provides for 
notification of “* * * the attending 
physician of each resident with respect 
to which such finding is made * *
These commenters suggested that the 
purpose of the statutory requirement 
was to ensure that the physician of a 
resident who has allegedly received 
substandard quality of care is apprised 
of the situation in order to ensure 
appropriate medical interventions, if 
needed.

Response: We are adopting a modified 
version of the above suggestions and are 
requiring that the physician of each 
resident in the facility who was found 
to have suffered substandard quality of 
care, regardless of payment source, be 
notified of findings of substandard 
quality of care. Findings of substandard 
quality of care are indicative of the 
facility’s inability or unwillingness to

meet specific participation requirements 
relative to the entire resident 
population. While we have the statutory 
responsibility to ensure the safety and 
well-being of program beneficiaries and 
recipients in nursing homes that 
participate in one or both programs, 
noncompliance frequently affects 
residents in a facility, other than just 
Medicare and Medicaid residents. 
Moreover, the Act plainly applies to all 
residents receiving substandard quality 
of care regardless of payment source. 
Therefore, findings of substandard 
quality of care must be communicated 
to the physician of each resident who 
was the subject of such care.

Comment: A few commenters 
suggested that notification to the State 
board responsible for the licensing of 
the faciftty administrator be limited to 
those situations where the administrator 
is found culpable for the violations 
identified. They describe situations in 
which a reputable administrator is 
recruited to a problem facility in an 
effort to turn the facility around. Shortly 
thereafter, a survey is performed which 
identifies substandard quality of care, 
and as a result, the newly hired 
administrator is reported to the 
licensing board. They point out that this 
situation provides a disincentive for 
quality administrators to assume control 
of problem facilities due to the risk to 
their reputation. A few commenters 
wondered why licensing boards need to 
be notified, while others believed that 
notification should be expanded to 
include State licensure boards for 
nursing and medicine as well as the 
State and local medical societies.

Response: We are not accepting these 
suggestions. First, the requirements to 
notify the licensing board, as well as 
physicians of Medicare and Medicaid 
residents, when substandard quality of 
care is identified, are statutory and do 
not provide for exceptions. Second, a 
facility administrator, regardless of 
recency of appointment, is ultimately 
accountable for the care and services 
provided in his or her facility at the 
time of the survey. We would expect 
that this consideration as well as others 
would be evaluated by a prospective 
facility administrator.

Regarding the comment that 
notification should be expanded, 
sections 1819(g)(5)(C) and 1919(g)(5)(C) 
of the Act are clear as to the individuals 
and organizations that would have the 
greatest need for the specified survey- 
related information. We believe that all 
interests have been adequately 
represented and that such information is 
easily accessible to any other interested 
parties either through their respective 
professional affiliations, or through the
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public disclosure mechanism.
Therefore, we see no need to expand the 
list of parties the State must notify about 
substandard quality of care.

Comment: Several commenters asked 
whether the State notification 
requirements at sections 1819(g)(5)(C) 
and 1919(g)(5)(C) of the Act apply to 
surveys performed by HCFA.

Response: States will provide the 
notification regardless of who 
performed the survey that identified the 
substandard quality of care. For all 
State-operated facilities, as well as non- 
State-operated facilities which are 
subject to a Federal survey, HCFA will 
notify the State of the finding of 
substandard quality of care so that the 
State can fulfill the notification 
requirements. Tins requirement is based 
on the rationale that the State “finds” 
noncompliance when it is notified of it 
by HCFA. This approach permits use of 
existing State systems and centralizes 
notification efforts.

Comment: Some commenters 
complained that in cases where the 
facility fails to provide the list of 
residents and their physicians required 
in proposed §488.175(h) (redesignated 
in this rule as paragraph § 488.325(g)), 
the State will be unable to comply with 
the State notification requirements in 
proposed paragraph (i) (redesignated in 
this rule as paragraph (h)). If the facility 
provides the list late, the State will miss 
its 30-day deadline. These commenters 
believe that this paragraph should be 
rewritten to require the State to issue 
notice within 30 calendar days of 
receipt of the resident/physician 
information from the facility.

Response: We are accepting this 
suggestion with some modification and 
are revising redesignated paragraph (h) 
to read, “Not later than 20 calendar days 
after a SNF or NF complies with 
paragraph (g), the State must provide 
written notice of the noncompliance 
to—”. This revision imposes the 
notification requirement on the State 
once the State has received the 
necessary information from the facility. 
Also, § 488.325(g) provides that 
facilities that fail to provide the 
information to the State timely will have 
termination or alternative remedies 
imposed.

Comment: A few commenters 
questioned whether there would be a 
revisit prior to the notification to 
physicians and licensing boards, and, if 
so, and corrections had been made, 
whether notifications must still occur.

Response: The Act does not require 
revisits, appeals or any other pre
notification activity prior to notification 
to physicians and licensing boards. If 
the facility does manage to correct the

deficiencies designated as substandard 
quality of care and have the correction 
substantiated by State or Federal 
surveyors before the notification, that 
notification should indicate that 
corrections have been made. However, 
the Act is clear that physicians and 
licensing boards are to be notified when 
the facility has provided substandard 
quality of care. Therefore, substandard 
quality of care provided before 
corrective action was taken, still must 
be reported.

Comment: A few commenters wanted 
to know how physicians will know 
when a facility, previously found to 
have provided substandard quality of 
care, has achieved compliance. Other 
commenters questioned whether 
physician and licensing board 
notifications are Subject to an appeal by 
the facility, and if so, whether the 
results of the appeal will be 
communicated to the physicians and 
licensing board. These commenters also 
asked what becomes of this information.

Response: There is no statutory basis 
for notifying physicians more than once 
about a facility’s compliance status. 
However, there is nothing to preclude 
facilities, physicians, or licensing 
boards from following up on this matter 
absent a statutory or regulatory 
requirement. Physicians are free to 
initiate inquiries into this matter, just as 
facilities are free to contact physicians 
and licensing boards about corrective 
action having occurred after the initial 
notification by the State.

While the notification in and of itself 
is not appealable, providers may appeal, 
in accordance with parts 431 or 498, as 
applicable, a finding of noncompliance 
that caused a remedy or remedies to be 
imposed. However, there is no statutory 
basis to require that results of provider 
appeals be communicated to the 
physicians and licensing board 
previously notified of the substandard 
quality of care. Again, the providers are 
free to notify physicians and licensing 
boards about the outcomes of these 
appeals and physicians and licensing 
boards are free to inquire about such 
matters.

All information related to the survey 
and certification of Medicare and 
Medicaid providers is retained in 
accordance with Federal and State 
provider survey and certification 
records retention requirements.
Section 488.330 Certification o f 
Compliance or Noncompliance

Comment: A small number of 
commenters suggested that HCFA 
delegate to the State all enforcement 
responsibilities for the SNF portion of 
dually participating facilities.

Commenters believe that States have 
better resources to perform the 
enforcement functions and this solution 
would eliminate duplicative efforts and 
be more cost effective. One commenter 
further suggested that the State handle 
all enforcement responsibilities for all 
SNFs.

Response: We cannot accept this 
suggestion. Section 1819(h)(2) of the Act 
requires the Secretary to take certain 
enforcement actions when the Secretary 
finds either through his or her own 
survey, or through the State’s survey, 
that a SNF no longer meets the 
requirements set forth in section 
1819(b), (c) or (d) of the Act. Thus, we 
do not have the authority to delegate the 
enforcement authority for SNFs to the 
State.

Comment: A few commenters 
believed that HCFA, not the State, 
should perform the on-site surveys of 
State-operated nursing homes.

Response: To the extent possible, we 
have attempted to use the survey and 
certification process in effect before 
October 1,1990, whereby the survey 
agency would conduct the survey and 
certify compliance or noncompliance 
with Federal requirements, subject to 
HCFA approval as necessary for SNFs. 
The OBRA ’87 legislation made a 
distinction between State operated and 
non-State operated facilities. 
Specifically, OBRA ’87 provided that 
the Secretary would be responsible for 
certifying State-operated facilities. To be 
as consistent as possible with our 
present survey process, we proposed 
that the State survey agency would 
conduct all surveys (with the exception 
of validation surveys). We believe that 
requiring survey agencies to survey all 
facilities will make surveys for all 
nursing homes in a State more 
consistent since the same entity will 
conduct all surveys. However, HCFA 
would maintain the certification 
responsibility, thus assuring oversight 
as envisioned by the Act

Comment: Some commenters were 
concerned that, although the Secretary’s 
determination of a facility’s 
noncompliance takes precedence over a 
State’s finding of compliance, the 
regulation is unclear about which 
agency’s remedies control when both 
HCFA and the State determine that the 
facility is not in compliance.

Response: When both the Secretary 
and the State survey agency agree that 
a facility is not in compliance, the rules 
at proposed § 488.232 (redesignated as 

r § 488.452(b),(c),(d) and (e)) are applied 
to determine whether the Secretary’s or 
the State’s timing and choice of 
remedies control.
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Com m ent A few commenters were 
unclear about whether the validation 
survey and the certification survey 
would be counted as separate surveys 
for sanction purposes because the denial 
of payment sanction must be imposed 
when the State or Secretary finds 
substandard quality of care through 
three consecutive standard surveys.

Response: Hie Secretary’s finding of 
noncompliance during a validation 
survey would not be counted toward 
three consecutive findings of 
substandard quality of care. Sections 
1819(h)(2)(E) and 1919(h)(2)(D) of the 
Act refer to facilities being found to 
have provided substandard care under 
three consecutive standard surveys 
conducted under sections 1819(g)(2) r 
and 1919(g)(2) of the Act, respectively. 
Sections 1819(g)(2) and 1919(g)(2) of the 
Act describe the State’s standard survey 
of a facility.
Prospective Providers

In the proposed rule, we asked for 
public comments regarding our 
requirement that prospective providers 
be in full compliance with the 
requirements of sections 1819 (b), (c) 
and (d) and 1919 (b), (e) and (d) of the 
Act in order to participate in the 
Medicare and Medicaid programs, 
respectively.

Comment: Many commenters believe 
that HCFA’s proposal ignores the 
concept of substantial compliance 
because the proposed regulations define 
any failure to comply with the 
regulations as a deficiency. The 
commenters suggest that the regulation 
be rewritten to state that facilities will 
be judged on substantial compliance. A 
few commenters asked if a deficiency 
with a scope of 1 and a severity of 1 
would constitute noncompliance that is 
sufficient to exclude a prospective 
provider from program participation.

Response: Alter carefully considering 
the matter, we are accepting the 
commenters’ suggestion to incorporate 
the concept of substantial compliance in 
the regulation as the standard that 
prospective providers and existing 
providers must meet in order to begin or 
continue to participate in the Medicare 
and Medicaid programs. We arrived at 
this conclusion for several reasons.

Based on public comments and 
further consideration on our part, we 
believe that the notion of perfect 
compliance, as discussed in the 
proposed rule, is an impractical and, 
perhaps, unrealistic standard for 
providers or prospective providers to 
meet. This is because in lieu of 
approximately 15 statutory 
requirements with which facilities had 
to comply before OBRA ’87, the Act

now sets forth more than 100 
requirements that facilities have to meet 
in order to participate in the Medicare 
or Medicaid programs. In fact, in 1992 
only 7.3 percent of all nursing homes 
surveyed were deficiency-free. Under a 
regulatory system defined by condition 
and standard level requirements, such 
as the system in place for many years, 
we found that almost all facilities that 
were experiencing only minor problems 
did retain program eligibility since the 
system allowed for some 
noncompliance at the standard level. 
That is no longer the case. By vastly 
increasing the number of statutory 
requirements that facilities have to meet 
in order to meet the statutory definition 
of a SNF or NF, and by directing the 
Department to do away with its former 
hierarchy of requirements, the Congress 
made it far more difficult for facilities to 
meet prerequisites for program 
participation. As discussed above, 
however, we do not believe that the 
Congress intended to write into law a 
set of requirements that would eliminate 
almost all providers from the Medicare 
and Medicaid programs. Accordingly, 
we have drawn upon the principle 
enunciated by the Institute of Medicine 
in its study of nursing home regulation 
that helped spawn nursing home 
reform.

A benchmark of the IoM study was its 
conclusion that thé focus of nursing 
home regulation should be on resident 
outcomes and not procedural 
requirements that do not always 
accurately measure whether quality care 
is being rendered. Sections 1819 and 
1919 of the Act, and the implementing 
regulations at 42 CFR Part 483, as well 
as our survey process, reflect this focus.

We believe that the Act sets forth 
many examples of requirements which, 
if violated by a facility, would not 
necessarily expose a resident to the 
potential for anything more than 
minimal harm, much less actual harm. 
For example, § 1919(b)(3)(C) requires 
that a facility conduct a resident 
assessment for each individual no later 
than 14 days after admission. If a facility 
were to conduct almost all of its 
assessments in compliance with this 
requirement, but failed in the case of 
only one resident who was assessed on 
the 15th day after admission, a very 
harrow reading of the statute would 
compel a conclusion that the facility 
was out of compliance and thereby 
failed to meet the statutory definition of 
a nursing facility under § 1919(a) of the 
Act. This kind of approach to nursing 
home regulation, as we alluded to 
above, would be unduly harsh and 
impractical where the facility’s failure 
did not expose the resident to any harm.

Indeed, it may be the case that the 
facility prepared an exemplary 
assessment for the one resident for 
whom it acted untimely. The same type 
of analysis could be made for violations 
of the requirement at § 1919(c)(2)(B) 
regarding the requirement to be given at 
least 30 days in advance notice of a 
resident’s transfer. Where in a given 
case, a facility gives 29 days advance 
notice, the question might better be, was 
there a potential for minimal harm as a 
result of this infraction rather than 
conclude that the Act was violated and 
expose the facility to one or more 
remedies, even where the resident 
experienced no more than the potential 
for minimal harm.

Accordingly , we are defining 
“substantial compliance” at § 488.301 as 
a level of compliance with requirements 
of participation such that any identified 
deficiencies pose no greater risk to 
patient health and safety than the 
potential for causing minimal harm. 
Thus, while a facility may avoid a 
remedy even if  it fails to comply 
perfectly with all statutory 
requirements, it still has a duty to each 
resident to provide care that enhances 
the chances of positive outcomes and 
avoids negative outcomes. If a single 
resident experiences any harm, a facility 
will not have satisfied its statutory 
obligations. Given the statute’s focus on 
each resident’s right to receive quality 
care, and the facility’s mirrored 
obligation to provide it, we believe that 
we could not adopt a less rigorous 
standard of compliance.

We acknowledge that there might be 
many definitions that we could have 
chosen from, but in our view the 
definition we have settled upon strikes 
the appropriate balance that best 
implements the statute, the IoM study, 
and accommodates both facility and 
resident concerns.

Second, as commenters suggested, we 
considered the fact that section 
1866(b)(2) of the Act allows the 
Secretary to enter into provider 
agreements with facilities that 
“substantially” meet applicable 
requirements. Although there is no 
analogous provision in the Medicaid 
law for nursing facilities, we are 
exercising our general rulemaking 
authority in section 1102 of the Act, to 
extend the “substantiality” concept to 
Medicaid providers. We believe that 
since Congress stressed that it intended 
to adopt the IoM recommendation that 
the same requirements apply to both 
Medicare and Medicaid facilities, it is 
logical to recognize substantial 
compliance as an acceptable standard to 
meet for participation in both programs.
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As we discuss in more detail later in 
this preamble, the scope and severity 
gradations that appeared in the 
proposed rule will only serve as one 
example of how States can determine 
remedies. Furthermore, we are removing 
the numerical designations from the 
scope and severity measure. In response - 
to the commenter who asked if a 
deficiency at a scope of 1 and a severity 
of 1 would constitute noncompliance 
sufficient enough to exclude a 
prospective provider from program 
participation, the answer is no. While 
we are not mandating the use of 
numerical ranges, if States use such 
ranges, and if a 1/1 designation denotes 
a deficiency which is of limited scope 
and which has caused no harm and is 
unlikely to cause more than minimal 
harm, a facility with such a deficiency 
would not be precluded from 
participating in the Medicare or 
Medicaid program.

Comment: Several commenters raised 
concerns with the provision that 
facilities must meet all requirements 
because they wonder how many follow
up surveys will be necessary to 
ascertain that a facility is in full 
compliance.

Response: As we discussed earlier, we 
reconsidered our position spelled out in 
the proposed rule that prospective 
providers had to cpmply perfectly with 
all requirements to participate in the 
Medicare and Medicaid programs. 
Instead, we are requiring that providers 
and prospective providers be in 
substantial compliance with all 
requirements in order to participate in 
both programs. If a State survey agency 
is requested to conduct more than one 
initial survey of a prospective provider 
because it was not in substantial 
compliance, the State survey agency 
will have the flexibility to conduct 
follow-up surveys up to three weeks 
after the facility alleges correction of the 
noncompliance that disqualified it from 
Medicare and/or Medicaid 
participation. This is consistent with 
section 2008 of the State Operations 
Manual which established 3 weeks as 
the timeframe in which the State should 
conduct an initial survey of a 
prospective provider after its 
notification of full operation. The 3- 
week interval is necessary to allow the 
State survey agency adequate time to 
schedule a revisit, and gives the 
prospective provider who has corrected 
noncompliance the opportunity to 
demonstrate that it is capable of 
continued substantial compliance.

Comment: Some commenters 
suggested adding a phrase at the end of 
the sentence in § 488.330(b)(2)(ii) to 
require that when a provider has

achieved compliance, the State can only 
remove the remedy if the State has 
reason to believe that compliance will 
be maintained.

Response: We accept this suggestion, 
but only with regard to the denial of 
payment and State monitor sanctions 
imposed for repeated substandard 
quality of care, as specified at sections 
1819(h)(2)(E) and 1919(h)(2)(D) of the 
Act, and for the imposition of temporary 
management as specified at sections 
1819(h)(2)(B)(iii), 1919(h)(2)(A) (iii),' and 
1919(h)(3)(C)(iii) of the Act. Sections 
1819(h)(2)(E) and 1919(h)(2)(D) of the 
Act provide that, if the State or 
Secretary finds substandard quality of 
care on three consecutive standard 
surveys, the State or the Secretary must 
impose a denial of payment remedy and 
monitor the facility until the facility has 
demonstrated to the satisfaction of the 
Secretary or State that it is in 
compliance with the requirements of 
sections 1819 (b), (c), and (d) and 1919
(b), (c), and (d), and that it will remain 
in compliance with such requirements. 
Likewise sections 1819(h)(2)(B)(iii), 
1919(h)(2)(B)(iii) and 1919(h)(3)(C)(iii) 
of the Act specify that temporary 
management must not be lifted until the 
Secretary or State'has determined that 
the facility has the management 
capacity to ensure continued 
compliance with all the requirements of 
sections 1819 (b), (c), and (d) and 1919 
(b), (c), and (d) of the Act. We are, as 
explained earlier in this preamble, 
imposing a substantial compliance 
standard for the purpose of imposing 
and lifting sanctions. Therefore, for the 
above mentioned remedies, we are 
requiring that the remedies be lifted 
when the facility achieves substantial 
compliance and the facility has 
demonstrated to the Secretary or the 
State that substantial compliance can be 
maintained. There is no statutory 
authority for the continuation of any 
other remedies past the date that a 
facility achieves substantial compliance. 
We are making changes to 
§ 488.330(b)(2)(ii) accordingly and 
corresponding changes to proposed 
§ 488.236 (redesignated as § 488.454).

Comment: A few commenters 
recommended amending the proposed 
text to provide that a facility that is 
certified meets all Federal requirements, 
except that a facility may be considered 
to meet the requirements if it has 
requested and been granted a waiver by 
either HCFA or the State survey agency. 
Commenters further requested that we 
clarify in the regulation that once a 
waiver is granted, the existing situation 
which required the waiver is not 
considered a deficiency for the purpose 
of remedies or repeat deficiencies.

Response: We do not believe the 
regulation needs to be changed. Waiving 
requirements renders those 
requirements not applicable to a 
particular facility for the duration of thè 
waiver. If requirements are not 
applicable to a particular facility, that 
facility cannot be out of compliance 
with those requirements. Therefore, 
when a facility has been granted a 
waiver of certain requirements, there 
would be no remedies imposed nor 
would those waived requirements be 
considered when looking at a pattern of 
repeated noncompliance.

Comment: Some State commenters 
believed that the proposed rule was 
unclear about when die certification of 
compliance or noncompliance would be 
issued. For example, in the case of a 
plan of correction, would HCFA or the 
State certify compliance after an 
acceptable plan of correction was 
received or would noncompliance be 
certified, and after successfiil 
completion of the plan of correction, a 
subsequent certification of compliance 
be issued.

Response: The certification of 
compliance or noncompliance is issued 
by the State survey agency 
approximately 20 to 25 days after the 
last day of the survey. A finding of 
substantial compliance is considered 
within the range of compliance and 
would receive a certification of 
compliance. A certification of 
compliance would be issued after a 
certification of noncompliance if, as in 
the example the commenter offers, a 
facility submits a plan of correction and 
achieves substantial compliance. The 
exact mechanism by which the facility 
will be notified of the subsequent 
certification of compliancè will be 
specified in manual instructions.

Comment: One commenter suggested 
that HCFA not terminate a Medicaid 
provider agreement based on a 
validation survey unless there is 
immediate jeopardy to resident health 
and safety.

Response: We continue to believe that 
there is ample authority in the Act for 
the Secretary to terminate Medicaid 
provider agreements in situations that 
do not pose immediate jeopardy. First, 
section 1919(h)(3)(B) of the Act provides 
that “[n]othing in this subparagraph 
shall be construed as restricting the 
remedies available to the Secretary to 
remedy a facility’s déficiencies.” 
Second, section 1919(h)(3)(C) of the Act 
provides that the Secretary may provide 
for other specified remedies. We view 
these provisions as statutory authority 
and Congressional intent that the 
Secretary design enforcement remedies 
that will assist in effectively assuring
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prompt and lasting compliance by 
nursing facilities that serve the 
Medicaid population. Third,, the Act 
already expressly provides for 
terminations by the Secretary in non- 
immediate jeopardy cases. Specifically, 
sections 1919(h)(6) and 1919(h)(7) of the 
Act, by their own terms, apply to 
fin dings of noncomp fiance by the 
Secretary when there is no immediate 
jeopardy to resident health and safety. 
Each of these provisions speaks to 
actions of the Secretary to terminate the 
provider agreement ofsuch facilities. 
Accordingly, we are not accepting the 
commenter’s suggestion.

Com ment A few commenters 
recommended that we revise 
§ 488.330(d)(1) to remove “nature of 
noncompliance” and replace it with 
“basis for the determination. ’ ’ The 
commenters suggested that the word 
“nature” was not specific enough and 
does not furnish the provider with the 
necessary information to formulate an 
appropriate plan of correction or 
response to deny the allegation. Some 
commenters further suggested that the 
facility should be provided with full 
information that supports each citation 
and the survey agency’s decisions 
including the underlying reason, basis 
or rationale for the findings of 
noncompliance with a regulatory 
requirement.

Response: We are not accepting this 
suggestion because we believe that the 
Statement of Deficiencies and Plan of 
Correction Form (HCFA-2567) provide 
facilities with the specific information 
necessary to formulate an acceptable 
plan of correction. To include such 
detailed information regarding 
deficiencies in the notice of 
noncompliance would be duplicative 
and administratively burdensome. We 
also are not accepting the suggestion to 
replace “nature of noncompliance” with 
“basis for the determination” because 
we believe there is virtually no 
substantive difference.

Comment: A few commenters 
suggested that the notice of a 
certification of noncompliance should 
include all of the specified items in 
§ 488.330(d) and not only some of them.

Response: We agree with the 
commenters and axe amending 
§ 488.330(d) to require that all of the 
information included in proposed 
paragraph (d) must be included in the 
notice;

Comment: Many commenters 
supported our proposal to impose 
remedies prior to the hearing, and noted 
that from the perspective of the 
residents and their families this 
proposal is a strength of the proposed 
rules. These commenters approved of

applying remedies once the violations 
are found. Consumer groups 
emphasized that imposing remedies 
prior to appeals is essential to carrying 
out the statutory requirement to 
“minimize the time between 
identification of violations and the final 
imposition of remedies”. They also 
commented that the IoM report 
expressed a similar view, stating that 
HCFA “should develop regulations that 
would allow states to implement 
sanctions prior to hearings and 
appeals,” Many commenters stressed 
that delays in enforcement could harm 
the residents, and that remedies should 
not be delayed pending a hearing. One 
consumer group noted that immediately 
imposing a  restriction on admissions 
while a hearing is pending is 
particularly effective.

Many commenters also indicated that 
facilities should initiate a plan of • 
correction immediately.

Response: We agree with the above 
comments, and are adopting procedures 
that allow for the swift imposition of 
remedies prior to a hearing. We believe 
that the intent of the Act was that 
remedies be imposed as soon as possible 
in order to protect the residents.

Comment: Several commenters were 
concerned that providing hearings only 
after imposition of remedies denied 
providers their rights to due process. 
Many commenters recognized that in 
cases of immediate jeopardy to resident 
health or safety, pre-hearings were not 
necessary, but in Cases in which there 
is no immediate jeopardy, they favored 
a hearing prior to imposition of any 
sanctions. Some commenters wanted 
HCFA to require the States to give an 
informal hearing prior to imposition of 
alternative remedies if the deficiencies 
do not pose immediate jeopardy to 
resident health or safety,

A few commenters recognized that the 
majority of courts that have addressed 
the issue have found that providers are 
not constitutionally entitled to pre- 
hearing relief, but that a minority of 
courts have found that hardships are 
imposed on providers and residents 
when no pre-termination process is 
afforded. These minority-view courts 
have found facilities entided to a pre- 
termination hearing on due process 
grounds when no pre-termination 
procedures are available."

A few commenters challenged 
HCFA’s reliance on the court cases 
which have upheld post-termination 
hearings on the grounds that these cases 
inVolved deficiencies analogous to 
immediate jeopardy situations. These 
commenters concede that in immediate 
jeopardy situations, the residents’ 
interests are compelling enough to

permit post-termination relief to 
providers, but not otherwise.

Several providers noted that residents 
could suffer transfer trauma, the 
facility’s business could be destroyed, 
and facility employees could lose their 
jobs, none of which could be restored if 
the facility were ultimately successful 
on appeal. A few commenters noted that 
a prior hearing is often the only 
safeguard against a mistake or incorrect 
judgment of a less experienced 
surveyor.

A few people commented.that when 
penalties become incrementally more 
severe for repeated non-compliance, and 
imposition of penalties takes into 
account a facility’s compliance history, 
the need for hearings becomes more 
critical.

A few commenters urged that 
facilities be given an opportunity to 
correct deficiencies before any remedy 
is imposed.

Response: We believe that post
sanction hearings are entirely 
compatible with due process. Courts 
that have addressed this issue have 
concluded that, because the facility has 
numerous opportunities to prevent 
mistakes from occurring and to present 
its side of the story both during the 
survey process, at the exit interview, 
and by submitting written statements 
and a plan of correction, due process is 
satisfied by the availability of post
sanction hearings. See, for example Case 
v. Weinberger, 523 F.2nd 602 (2nd Cir. 
1975), Caton Ridge Nursing Home v. 
Califano, 596 F.2d 608 (4th Cir. 1979), 
Green v. Cashman, 605 F.2d 945 (6th 
Cir. 1979), Northlake Community 
Hospital v. United States, 654 F.2d 1234 
(7th Cir. 1981), Geriatrics, Inc. v. Harris, 
640 F.2d 262 (10th Cir. 1981), cert, 
denied 454 U.S. 832,102 S.Ct. 1295. 
Although the Supreme Court has not 
directly decided the issue of due 
process requirements when a provider is 
terminated, the Court has decided in 
O ’Bannon v. Town Court, 447 U.S. 773, 
100 S.Ct. 2467 (1980), that residents are 
not entitled to a pre-termination 
hearing. The Court reached this result 
notwithstanding the fact that residents 
were the intended beneficiaries of the 
provider agreement through their 
entitlement to high quality care. 
Moreover, consistent with the balancing 
of interests formula first enunciated by 
the Supreme Court in Mathews v. 
Eldridge, 434 U.S. 319(1976), we have 
concluded, first and foremost, that the 
private interest that facilities have in 
their continued participation in the 
Medicare and Medicaid programs must 
give way to the Government’s interest in 
protecting the health and safety of the 
resident population. Additionally, in
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light of the opportunities available to 
providers to question the accuracy of 
survey findings at various points during 
the survey process including during the 
survey, exit conference, and through 
informal meetings with State or Federal 
officials, we believe that the chances for 
an erroneous deprivation are quite small 
when compared to the enormous delay 
in the correction of noncompliance that 
could occur were hearings to be 
routinely held prior to the institution of 
remedies. The use of an informal 
dispute resolution process, to be 
discussed later in this preamble, should 
serve to reduce even further the chances 
of an erroneous deprivation.

Apart from the support of case law, 
the nursing home reform statutory 
provisions clearly reflect the desire 
expressed in the enactment’s legislative 
history that remedies be applied swiftly 
once deficiencies are identified. 
Specifically, sections 1919(h)(2)(A) and
(h)(3)(C) of die Act require that when 
States and the Secretary develop criteria 
detailing the manner in which remedies 
are to be imposed that they be designed 
so as to minimize the time between the 
identification of violations and final 
imposition of the remedies.
Additionally, section 1919(h)(8) of the 
Act specifies that States may impose a 
denial of payments for new admissions, 
temporary management, and facility 
closures during the pendency of any 
hearing. We believe it would be 
incompatible with these 
pronouncements were we to devise an 
appeal scheme that would provide for 
hearings before the imposition of 
remedies. Moreover, we conclude that 
this is the case regardless of whether the 
facility’s deficiencies pose immediate 
jeopardy to resident health or safety 
since the Act makes no distinction on 
this basis and because the delay in 
imposing remedies once noncompliance 
has been identified could be 
considerable.

Comment: One commenter stated that 
residents should have the right to 
remain in their nursing homes until 
after the alleged deficiencies are 
substantiated.

Response: The Supreme Court has 
addressed the issue of the right of 
residents to a pre-termination hearing 
when the nursing home in which they 
reside loses its Medicaid agreement 
[O ’Bannon v. Town Court, 447 U.S. 773, 
100 S. Ct. 2467 (1980)). The Court noted 
that although termination may be 
harmful to some residents, residents are 
moved to a complying nursing facility 
for their own benefit, so that they can 
obtain the care to which they are 
entitled as Medicaid residents. The 
Court noted that Medicaid residents

who are forced to move may have 
difficulty locating other homes they 
consider suitable or may suffer both 
emotional and physical harms as a 
result of the disruption associated with 
their move, arid might have a claim for 
damages against the nursing home, yet 
they would not have any claim against 
the government for deprivation of an 
interest in life, liberty or property (Id.
447 U.S. at 788,100 S.Ct. at 2476).

As discussed more fully below, 
residents do have opportunities for 
giving information to the surveyors 
during the survey process.

Comment: One commenter believed 
that providing pre-hearings for 
monetary penalties, without providing 
any hearing, formal or informal, prior to 
imposition of harsher sanctions is 
irrational.

Response: Pre-sanction hearings are 
available when monetary penalties are 
assessed because the provisions of 
section 1128A of the Act apply. These 
procedures require pre-sanction 
hearings when civil monetary penalties 
are assessed. As discussed above, the 
statute clearly provides for the 
immediate imposition of remedies 
where civil money penalties are not 
involved.

Comment: One commenter argued in 
favor of a written appeals process prior 
to revocation of the facility’s license.

Response: Termination of a provider 
agreement is not termination of a license 
to do business; therefore, we do not 
accept the implication that pre- 
termination hearings should be 
available on the grounds that a license 
is being revoked, especially when the 
statute, legislative history and case law 
so clearly point in the other direction.

Comment: A few commenters stated 
their belief that HCFA is inappropriately 
extending its rulemaking authority to 
supersede State laws which provide pre
sanction hearings. Some commenters 
noted that current Medicaid regulations 
at § 431.153(b) allow States the option of 
providing pre-hearings.

A few commenters stated that there 
was no statutory basis for HCFA’s 
proposal to eliminate pre-sanction 
hearings in the Medicaid program, and 
no indication that the Congress 
intended to eliminate this State practice. 
These commenters noted that there is a 
material difference between the 
Medicare and Medicaid programs in the 
impact of not having a pre-hearing 
available because nursing homes 
usually have many more Medicaid 
residents than Medicare residents. They 
stated that loss of Medicaid 
reimbursement has a greater financial 
impact than the loss of Medicare 
reimbursement.

A few people commented that the 
statutory requirement to minimize the 
length of time between identification of 
deficiencies and imposition of remedies 
is not a mandate to eliminate the time 
between the two events.

A few people commented that the 
proposed regulation was making 
terminations so easy to accomplish, by 
providing only for post-termination 
hearings, that the Congressional intent 
to provide alternatives to termination 
was being undermined.

One commenter noted that the 
legislative history of Public Law 96-499, 
indicated that the Congress wanted 
providers to have an opportunity to 
present their cases at an informal 
hearing prior to imposition of a 
sanction, citing H.R. 1169 at 56, 
reprinted in 1980 U.S. Code, Cong. &- 
Admin News, 5526, 5569.

Response: QBRA ’87, as discussed 
more fully above, OBRA ’87 specifically 
provides that the Secretary must 
"minimize the time between the 
identification of violations and final 
imposition of the remedies” (see 
sections 1819(h)(2)(B) and 1919(h)(2)(A) 
of the Act). In addition, OBRA ’87 
provides that, "It is the duty and 
responsibility of the Secretary to assure 
that requirements which govern the 
provision of care [* * * in both 
Medicare and Medicaid facilities * * *] 
and the enforcement o f such 
requirements, are adequate to protect 
the health, safety, welfare, and rights of 
residents and to promote the effective 
and efficient use of public moneys.” 
(Sections 1819(f) and 1919(f) of the Act, 
emphasis added).

As we stated in the proposed rule, we 
believe that there are compelling 
reasons to provide for an appeals 
mechanism under Medicaid that is 
triggered only after an adverse action 
has gone into effect. As discussed above, 
we believe this scheme most accurately 
reflects legislative intent. Additionally, 
we believe the Act gives us general 
rulemaking authority to achieve this 
objective and that, in particular, we 
have authority to regulate the timing of 
State Medicaid hearings that may be 
provided in accordance with section 
1919(h)(7) of the Act. We also see no 
reason why the rules governing the 
Medicaid program in this area should be 
any different than those govemiiig the 
Medicare program when the substantive 
requirements affecting providers are 
exactly the same and the enforcement 
options are virtually identical.

For Medicaid, the only hearing a 
provider will receive is that which is 
provided for in this final rule, as 
determined by § 488.330(e)(4). When 
States hear certification and licensure
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appeals under the same process, that 
process can be used for Medicaid 
purposes as long as it does not go 
beyond the scope of the hearing 
procedures in part 431. Part 431 only 
provides for appeals of deficiencies that 
lead to an enforcement remedy; 
therefore, appeals of deficiencies that 
did not lead to an enforcement remedy 
will not be recognized for Medicaid 
purposes.

As stated above, we believe that 
residents are the primary beneficiaries 
of the Medicare and Medicaid program, 
and their interests are paramount. The 
Second Circuit Court of Appeals stated 
as follows in Case v. Weinberger, 523
F.2d 602,607 (2nd Cir. 1975):

This anticipated damage to Mrs. Case, 
which is certainly serious, does not compare 
favorably with the government’s interest in 
the safety of her patients. A nursing facility’s 
“need” for patients has nothing to do with 
the statutory benefits structure. The facility’s 
need is incidental. That a particular nursing 
facility cannot survive without Medicaid 
participation was certainly not Congress’ 
foremost consideration in its creation of the 
Medicaid program. This is not to derogate 
Mrs. Case’s property interest in her 
expectation of continued participation. We 
must, however, place that right in proper 
perspective with regard to the health and 
safety expectations of the patients, which 
expectations the Secretary has a valid interest 
in protecting. The benefits to a nursing home 
from its participation in Medicaid 
reimbursement result from nothing more 
than a statutory business relationship.
The above comments on the 
relationship of providers to the 
Medicare and Medicaid programs were 
cited with approval by the Tenth Circuit 
Court of Appeals in Geriatrics v. Harris, 
640 F.2d 262, 265 cert denied, U.S. 
Supreme Court (1981).

Comment: Several commenters 
offered alternatives to the proposed 
post-sanction hearings. Some accepted 
HCFA’s goal of applying remedies 
immediately, but proposed that States 
should be allowed the flexibility to use 
pre-sanction hearings in limited 
circumstances.

Some wanted the option to use pre
sanction hearings in cases where 
deficiencies are minor and States have 
a high caseload of appeals (presumably 
making it difficult to obtain a speedy 
post-remedy hearing); some wanted pre
sanction hearings in all cases unless the 
facility was substantially out of 
compliance or the deficiency was 
deemed life threatening.

Some stated that although the 
residents’ interests prevail when the 
deficiencies impair their safety, the 
facility’s interests should prevail when 
the deficiencies are less serious, thereby 
justifying pre-sanction hearings. For

example, some commenters agreed that 
substandard care needed to be 
addressed expeditiously, prior to any 
hearing, but other deficiencies could be 
addressed after an expedited appeals 
process.

Some proposed a balancing test under 
which the procedures would vary 
according to the interests at stake. The 
residents’ interests would specifically 
be balanced against the nursing home’s 
interests on a case by case basis. A post
sanction hearing would be held in cases 
of immediate jeopardy, and pre-sanction 
hearings would be held when the threat 
to residents was less extreme.

Some wanted States to have the 
option of providing pre-sanction 
hearings in all cases. Some wanted to 
retain the present State option in the 
Medicaid program to provide either pre
termination hearings or post
termination hearings which must be 
completed within 120 days of the 
effective date of the termination. A few 
commented that requiring completion of 
the hearing within 120 days would 
alleviate HCFA’s concern that pre
sanction hearings would delay 
imposition of remedies.

One commenter proposed that an 
existing State procedure be adopted, 
whereby the State schedules an appeal 
within 30 days of receiving a request for 
a hearing; an impartial decision maker 
makes a recommendation within 30 
days of the hearing, and the Secretary 
makes a final decision within 10 days. 
Another proposed a 10 day filing period 
for requesting an appeal; a hearing held 
within 30 days of request; and a 
decision within 30 days of the hearing.

A few commenters proposed 
minimizing the time between 
identification of remedies and 
imposition of remedies by instituting 
deadlines in an expedited hearing 
process. These commenters proposed 
imposing time periods for filing of 
documents by all parties, and 
mandatory deadlines for decisions by 
hearing officers.

Some commenters proposed allowing 
States to follow their own 
Administrative Procedure Act 
provisions.

Some submitted State license laws for 
our consideration. For example, under 
one State’s license law, deficiencies are 
classified based on whether there is a 
substantial probability of death or 
serious mental or physical harm (Class 
A), a direct threat to health, safety or 
welfare of a resident (Class B), or no 
direct threat to health, safety or welfare 
of a resident (Class C). Class A 
violations require immediate abatement, 
subject to a Court injunction for failure 
to abate; Class B or C violations require

a plan of correction within 10 days 
(extendable to 30). Timeframes are 
included, providing generally for 
requesting hearings within 10 days after 
notice, and providing hearings within 
30 days of request.

Response: We are not accepting 
suggestions that would require pre- 
sanction hearings because we continue 
to belieye that residents are best served 
if remedies are imposed promptly. The 
residents are the beneficiaries of the 
Medicare and Medicaid programs, and 
their best interests are the motivating 
force behind OBRA ’87 and these 
regulations. We are not mandating post
remedy hearings. We are merely not 
requiring a hearing to be completed 
before imposing any sanction but civil 
money penalties. Depending on the size 
of the case load and processing times, a 
State could complete a hearing prior to 
the imposition of a remedy, but to be 
consistent with these regulations any 
hearing would need to be conducted 
and concluded very shortly after 
noncompliance was identified.

, However, we acknowledge that the 
ability to provide a pre-sanction hearing 
would be difficult for most States.

We are not accepting the various 
proposals on timing events within the 
hearing process itself. With respect to 
Medicare, some of these time periods 
are established by the Act, as is true, for 
example, for the 60 day period in which 
to appeal. With respect to both Medicare 
and Medicaid, hearings are held by 
independent hearing officers who are in 
a far better position than HCFA to 
determine how quickly various hearings 
can be held.

We do not believe that State license 
law is analogous to Medicare and 
Medicaid provider agreements. As we 
stated above, providers have entered 
into agreements with Medicare and 
Medicaid in which they have agreed to 
comply with Federal requirements, 
including the requirements applicable 
to remedies for noncompliance.

Comment: Several commenters 
proposed an explicit review period 
during which the State survey agency’s 
central office would give providers an 
opportunity to question, clarify and 
develop the issues.

Response: We are adopting this 
proposal with some modification to 
require dispute resolution by an official 
in the survey agency and/or HCFA 
regional office. See discussion under the 
heading, Dispute resolution. We believe 
that making an informal dispute 
resolution process available alleviates 
many of the concerns expressed above, 
and gives a provider an opportunity to 
present its side of the story to the survey



56 1 5 8  Federal Register / Vol. 59, No. 217 / Thursday, November 10, 1994 / Rules and Regulations

agency and/or regional office officials 
prior to imposition of remedies.

Comment: Several commenters 
wanted a right to appeal all deficiencies, 
even if no remedy was imposed.

Response: We are not accepting this 
suggestion because if  no remedy is 
imposed, the provider has suffered no 
injury calling for an appeal. We agree 
that deficiencies that constitute 
noncompliance and that result in a 
remedy imposed are appealable (except 
for minor remedies such as State 
monitoring).

Com ment Several commenters 
approved our plan to provide a single 
hearing for dually participating SNF/ 
NFs. One cormnenter wanted two 
hearings, if the same deficiency was 
cited by two survey agencies, unless the 
provider requested a single hearing.

Response: We are adopting a single 
hearing, as proposed, in accordance 
with procedures in 42 CFR part 498, 
because we believe that it would be 
extremely burdensome and costly for 
the government to participate in two 
hearings. Witnesses would need to 
testify twice, in different locations. 
Attorneys would be required to prepare 
for two separate proceedings, and 
respond to two different sets of 
procedural rules. Further, because the 
two hearings would be based on the 
same set of facts, a second hearing is not 
necessary. Before OBRA ’87, the 
practice was to provide one hearing for 
dually participating facilities, in 
accordant» with procedures at 42 CFR 
part 498, and this proved to be 
satisfactory.

Comment: One commenter stated that 
the ombudsman should participate in 
the hearing because sections 
712(a)(3)(E), and 712(a)(5)(B)(iv) of the 
Older Americans Act Amendments of 
1992 authorize ombudsmen to represent 
the interests of the residents before 
governmental agencies.

Response: We are not adopting this 
suggestion because residents are not a  
party to the Medicare or Medicaid 
agreements between providers and 
HCFA or the State agency. Moreover, 
the entire process of surveys, 
determining compliance or 
noncompliance, and citing deficiencies 
is a process designed to protect the 
interests of the residents. The 
ombudsman can, of course, advise the 
survey agency of any concerns relevant 
to a particular facility.

Comment: A few commenters 
suggested that States should be 
necessary parties in any hearing, stating 
that when HCFA decertifies facilities 
the results of the survey could be used 
as evidence that the State survey agency 
was negligent in surveying the facility.

Response: This comment apparently 
refers to decertification of a facility after 
a HCFA validation survey. We are not 
adopting this proposal, because in any 
hearing the parties to the bearing are the 
complainant (the provider, in this case) 
and the party who made the decision 
about which the complaint is made 
(HCFA in fee case of a  validation 
survey).

Comment: A  few  commenters 
recommended that residents be 
permitted to be parties in any hearings, 
to ensure feat terminations are used 
only as a last resort. A few also wanted 
residents to be able to initiate challenges 
through the appeal process when either 
HCFA or the State failed to apply 
remedies when appropriate. A few 
wanted residents to be notified of 
enforcement actions at fee same time a 
nursing home is notified.

Response: We are not adopting these 
suggestions, because we believe that the 
needs of the residents to be heard are 
addressed in other ways. As a threshold 
matter, the Supreme Court has already 
concluded in fee previously cited 
O ’Bannon decision feat residents do not 
have a right to a pre-termination hearing 
when fee facility in which they reside 
faces a provider agreement termination. 
Whether residents might testify to a 
facility ’s compliance or noncompliance, 
arguments on both sides of the issue are 
already being made by either fee 
government or fee provider. Certainly, a 
provider has every incentive to state its 
case feat it was in compliance wife 
certification requirements and feat it 
ought not be the subject of an adverse 
action.

On fee other hand, if residents were 
interested in contributing to fee case 
against a facility , whatever evidence 
they might have could be shared wife 
surveyors before, during, or after the 
completion of a survey. Residents have 
always had, and will continue to have, 
opportunities to discuss facility 
conditions wife surveyors either 
individually or in group meetings, and 
always have fee right to comment on the 
care they are receiving. Except when 
there is immediate jeopardy to resident 
health or safety, the States and fee 
Secretary have very broad discretion 
under fee Act to select among 
enumerated remedies. Just as we believe 
it is not for facilities to choose what 
remedies they should be subject to, we 
do not believe feat facility residents 
should make feat choice either.

Comment: Many commenters favored 
an informal procedure to challenge the 
survey agency’s findings prior to making 
the Statement of Deficiencies (HCFA— 
256.7) final.

Response: As discussed in the section 
entitled, Dispute Resofotion, we are 
accepting tins proposal and are 
providing for such a process in 
§ 488.331. We believe feat such a 
process will alleviate many o f the 
concerns expressed on providing only 
post-sanction formal hearings.

Comment: A  few commenters noted 
that the existing appeals regulations at 
42 CFR part 498 should be amended to 
reflect the additional issues which can 
now be appealed in addition to 
termination.

Response: We agree and are amending 
§ 498.3 to make it dear that 
noncompliance leading to an 
enforcement remedy (other than State 
monitoring) is appealable. These 
changes are identified in section V. of 
this preamble, Additional Conforming 
Changes.

Comment: Several commenters 
proposed feat we clarify when sanctions 
are to be imposed. Some feared feat 
sanctions would be imposed by the 
survey team onsite as soon as a 
deficiency is cited. Some wanted 
clarification feat fee State survey agency 
would be given a reasonable period of 
time in which to review surveyor 
findings in order to decide upon a 
sanction. '

Response: It is not our intent that fee 
survey team impose remedies.
Moreover, the appropriate agency for 
imposing remedies does not do so prior 
to fee time fee facility receives written 
notice of fee noncompliance and 
written notice of fee remedyfies) to be 
imposed. The survey agency will have 
time to review the findings and make a 
decision as to compliance or 
noncompliance, and recommend a 
remedy or remedies to fee appropriate 
State entity or to HCFA, depending cm 
whose decision controls as specified at 
sections 1919(h)(6) and (7) of fee Act.

Comment: A  lew commenters wanted 
clarification of the timing and meaning 
of a certification of nonoompliance 
specified in proposed § 488.180(d), fee 
notice of hearing given specified in 
proposed § 431.153(e), and fee notice of 
imposition of remedies specified in 
proposed § 488.202(f).

Response: Under section 1864 of the 
Act, fee State survey agency certifies to 
HCFA, in a document called a 
“Certification and Transmittal,” the 
status of a facility’s  compliance wife fee 
statutory and regulatory requirements.
In certain situations, HCFA itself makes 
fee decision on whether a facility 
complies, as is the case for State 
facilities and in fee case of validation 
surveys. This certification of 
compliance or nonoompliance is a 
decision made by one of the
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governmental agencies (HCFA or the 
State) prior to notification of the 
provider.

If a certification of noncompliance is 
made, the provider is notified in 
accordance with § 488.330(c). It is 
usually notified in a separate notice of 
remedies to be imposed, in accordance 
with § 488.402(f). (There may not be two 
separate notices in the case of 
immediate jeopardy.) Except for the 
imposition of civil money penalties, 
providers are given notice before the 
effective date of all remedies. In the case 
of civil money penalties, providers are 
given a pre-sanction hearing before civil 
money penalties can be collected. The 
notice given to the provider includes a 
notice of the remaining noncompliance, 
(even if there was a prior notice of 
deficiencies constituting noncompliance 
found on the survey) and notice of an 
opportunity to request a hearing, in 
accordance with § 431.153(d) and 
§ 498.20(a).

If a hearing is requested, the hearing 
must include the components specified 
in § 431.153(e). Note that the 
requirement in § 431.153(e) that the 
facility receive notice and a copy of the 
statement of deficiencies is 
accomplished prior to the hearing, in 
accordance with § 431.153(d).

We do not believe that The regulations 
need to be re-written to achieve the 
above intended result. Providers will be 
given notice Of any deficiencies if HCFÀ 
or the State survey agency determines, 
that is, certifies noncompliance. They 
will also be given notice of any 
remedies that are imposed, and notice of 
their right to request a hearing.

Comment: A few commenters 
requested that the notice given to the 
provider include not only the 
deficiencies found and the remedies 
selected but also the severity/scope 
rating for each deficiency. These 
commenters wanted an opportunity to 
appeal the severity/scope ratings.

Response: We are not accèptirig this 
comment. As we discuss later in this 
preamble, with the exception of certain 
civil money penalties, providers will 
not have the opportunity to appeal the 
scope and severity of deficiencies.

Comment: Many States commenting 
on this section believe that the HCFA 
finding of noncompliance should not 
supersede a State survey agency 
certification of compliance when both 
are available. States assert that State 
surveyors are more familiar with the 
operation of specific facilities in the 
State and that HCFA’s surveyors may 
impose remedies because of their lack of 
familiarity with .a particular facility.

Response: Section 1919(g)(3)(A) of the 
Act mandates that the Secretary’s

determination as to the facility’s 
noncompliance is binding and 
supersedes that of the State survey. 
Moreover, HCFA surveyors do not 
impose remedies. Rather, the managerial 
staff in the HCFA regional offices decide 
on the most appropriate remedy to be 
imposed. Therefore, we are not 
accepting this suggestion.
Section 488.332 Investigation o f 
Complaints o f Violations and 
Monitoring o f Compliance

Comment: A  few commenters said 
that the certification and validation 
surveys constitute unreasonable 
administrative searches which violate 
the Fourth Amendment. They stated 
that routine inspections require a 
warrant unless the survey is initiated in 
accordance with neutral criteria and the 
surveyor’s discretion is limited by an 
administrative plan defining thé scope 
and procedure of the inspection, citing 
Barlow's Inc., 436 U.S. at 323 and 
Donovan v. Dewey, 452 U.S. 594 (1981).

A few commented that warrantless 
complaint investigations also violate the 
Fourth Amendment because the 
proposed rule provides no assurance 
that investigations are justified and 
because the proposed rule contains no 
limits on time, place, scope and manner 
of any complaint investigation.

Response: Providers have consented 
to certification and validation surveys 
and to complaint investigations by 
choosing to participate as providers in 
the Medicare or Medicaid programs, or 
both. As indicated previously, the 
Supreme Court has long upheld 
warrantless searches of closely regulated 
businesses, and the nursing home 
industry is no exception. Moreover, 
section 1128(b)(12) of the Act provides 
for the exclusion from the Medicare and 
Medicaid programs of an individual or 
an entity who déniés access to the 
Secretary or the State agency for the 
purpose of a survey to determine a 
provider’s compliance with Federal 
requirements.

Comment: Some commenters 
suggested that we require coordination 
o f complaint investigations with the 
State or local ombudsman program.

Response: The Act does not require 
the State to coordinate complaint 
investigations with ombudsman 
programs. However, under the Act, each 
State is required to notify the State long
term care ombudsman of its findings of 
noncompliance as specified on the 
HCFA—2567, with any of the 
requirements pertaining to provision of 
services, resident rights, or 
administration and other matters. The 
State also provides the long term care 
ombudsman with any report of adverse

action (specified at § 488.406 of this 
rule) imposed on a facility. We are 
including the requirement for disclosing 
such information to long term care 
ombudsman at § 488.325.

Comment: Some commenters believed 
that §488.332 should include 
procedures, including timing, 
evaluation of severity, and protocols, to 
be used in the investigation of 

. complaints of violations of participation 
requirements. These commenters 
offered a variety of specific procedures 
to be included in this regulatory section. 
Also, commenters suggested that the 
State investigate all complaints 
received, while other commenters 
suggested giving States flexibility to 
determine whether there is a reasonable 
basis for an investigation.

Response: A s explained fully in the 
preamble to the proposed rule, sections 
1819(g)(4)(A) and 1919(g)(4)(A) of the 
Act require each State to maintain 
procedures to investigate complaints of 
violations of Federal participation 
requirements. Additionally, the State 
Operations Manual has prescribed 
procedures State agencies must follow if 
complaints involve Medicare and/or 
Medicaid facilities. We believe these 
procedures, which are subject to 
ongoing revisions, provide basic 
minimum instructions, with sufficient 
flexibility, for State agencies to follow 
when investigating complaints.

We do not believe that it would be 
reasonable or economically feasible to 
require States, especially those with 
remotély located facilities, to survey all 
facilities for which complaints are 
received. The experience of State survey 
agencies has shown that many 
complaints are either groundless or are 
not potential violations of requirements 
for certification. This position, however, 
does not relieve the States from their 
responsibilities to properly evaluate and 
investigate all complaints that may 
affect a facility’s certification.

To ensure these responsibilities are 
properly carried out, §§488.318 and 
488.320 of these rules and sections 
1819(g)(3)(C) and 1919(g)(3)(C) of the 
Act require that the Secretary provide 
appropriate remedies when a State fails 
to perform survey and certification 
responsibilities required under the Act.
In addition, HCFA evaluates the 
Medicare/Medicaid survey and 
certification performance of State survey 
agencies with the State Agency 
Evaluation Program (SAEP). The SAEP 
identifies, among other factors, State 
actions with regard to the investigation 
of complaints. In Federal fiscal year 
1992, the SAEP assessment of the State 
agency’s timely processing of general 
certification related complaints
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indicated that on a national average 
between 90 and 99 percent of all general 
certification related complaints 
reviewed in the sample were processed 
in a timely manner. The evaluation 
included determining if  allegations 
which may involve immediate jeopardy 
were investigated within two working 
days of receipt and also determining if 
non-immediate jeopardy complaints 
were processed in accordance with 
existing State agency procedures for 
prioritizing and investigating general 
certification related complaints. The 
SAEP data for fiscal year 1992 also 
confirmed that in the sample of 
complaints reviewed, which included 
general certification related complaints, 
complaints against accredited hospitals 
and violations of section 1867 of the Act 
(Examination and Treatment for 
Emergency Medical Conditions and 
Women in Labor), between 90 and 100 
percent of complaints were collected, 
logged, referred and acknowledged in 
accordance with the guidelines 
provided in the State Operations 
Manual and specific policy memoranda. 
Any inappropriate State actions are 
discussed with State survey agency 
management and reconciled 
accordingly.

Comment- Some commenters 
suggested that the regulations state that 
complaints may be accepted from 
anonymous sources or provide for the 
anonymity of complainants if requested.

Response: We recognize there are 
instances when it is necessaryto protect 
the identity of a complainant to avoid 
possible reprisal. In keeping with this, 
States are instructed in the State 
Operations Manual to take appropriate 
precautions to protect a complainant’s 
anonymity and privacy, if possible. 
While we do not believe we can 
guarantee anonymity should an adverse 
action result from the investigation, we 
would expect that ultimately the issue 
before a trier of fact would be the 
substantial compliance or 
noncompliance with certification 
requirements, not the identity of the 
individual who brought the allegation to 
the survey agency 's attention. We are 
revising § 488.332 to provide that, if 
possible, the State survey agency takes 
appropriate precautions to protect a 
complainant’s anonymity and privacy.

Comment: Many commenters asked 
for an explanation of the term 
“monitoring” used in this section. There 
seemed to be a pervasive thought that 
the term as used in this section was 
analogous to the remedy of “State 
monitoring” found in §488.406.

Response: We believe the term 
“monitoring,” as found in section 
1819(g)(4) and 1919(g)(4) of the Act, is

intended to encompass the entire survey 
process, which is to ascertain whether a 
facility is in substantial compliance 
with the requirements for participation 
in the Medicare or Medicaid programs, 
or both. The use of this term in this 
section of the rules should not be 
construed as to alter the protocols for 
long term care surveys which are found 
in the State Operations Manual.

Section 488.332[b) gives States 
flexibility to visit facilities at their 
discretion in order to determine 
whether or not they are in compliance 
with program requirements. It should 
not, as some commenters felt, be an 
option whether or not to follow up on 
deficiencies cited on previous visits. 
(Note the following comment and 
response regarding follow up visits.)

Finally, we me changing me title of 
this section so that ̂ monitoring” is 
distinct and separate from complaint 
investigation.

Comment: Commenters asked 
whether or not follow up visits for 
determining correction of all cited 
deficiencies must be conducted.

Response: The proposed rules do not 
change our position regarding the 
scheduling and conduct o f follow up 
visits. This position is described in h e  
State Operations Manual. Correction of 
noncompliance must be verified by 
some type of follow up activity; albeit, 
not necessarily by an on-site visit. The 
timing o f follow up visits must be 
determined by factors such as the effect 
of the noncompliance on the care of the 
facility ’s residents and the date of 
correction specified in the provider’s 
plan of correction.

Com ment Same commenters 
suggested that investigations of 
complaints regarding violations of 
participation requirements be solely the 
responsibility of the State survey - 
agency. Other commenters maintained 
that necessary referrals are not being 
made to other State agencies.

Response: The Act provides that a 
State may maintain and utilize a 
specialized team for the purpose of 
identifying, surveying, gathering and 
preserving evidence and does not 
specify that such team be part of the 
survey agency. However, if a State uses 
a specialized team that is not part of the 
survey agency, the State survey agency 
is not absolved of its responsibility to 
properly document complaints and their 
findings and take required certification 
action with respect to a facility’s 
Medicaid or Medicare participation, or 
both.

In keeping with this responsibility, 
we are strengthening §488.332 by 
requiring that, if arrangements have 
been made with other State components

for investigation of complaints, the State 
must have a means of communicating 
information among appropriate entities, 
and the State survey agency retains 
responsibility for the investigation 
process.

Also, we are adding a paragraph to 
§ 488.335 requiring that State survey 
agencies consider complaints of neglect, 
abuse or misappropriation of resident 
property by an individual used by a 
facility to provide services to residents 
as a potential reflection on a facility’s 
compliance with Medicaid and/or 
Medicare participation requirements.

Comment: Some commenters 
expressed concern about the use of an 
attorney on a specialized investigation 
team.

Response: The Act, at sections 
1819(g)(4) and 1919(g)(4), refers to an 
“attorney” as well as other professions 
(auditor, appropriate health care 
professionals) to describe examples of 
various disciplines that may be used to 
make up specialized teams to 
investigate violations of requirements try 
nursing facilities or skilled nursing 
facilities and, in a broader sense, to 
monitor all facilities for compliance 
with the requirements of sections 
1819{b), (c), and (d) and 1919(b), (c), 
and (d) of the Act.

We did not intend that attorneys be a 
routine part of such teams; however, the 
language of the Act and proposed rules 
gives States a broad choice of 
occupations from which to choose for 
the survey and certification process.

Comment: Several commenters 
requested that a facility have prior 
notice of a complaint investigation to 
notify its attorney in those instances 
when an attorney is part of the 
specialized complaint investigation 
team.

Response: Notifying a facility in 
advance of a complaint survey so that 
its attorney might be present is, in fact, 
announcing the survey. To do so is 
inconsistent with HCFA policy, which 
intends that as many surveys as possible 
be unannounced.

Comment: A few commenters 
identified specific areas of concern in 
the complaint investigation process. 
These concerns stemmed from the 
general comment that the complaint 
investigation team may not have proper 
training.

Response: We appreciate the concern 
of these commenters who recognize that 
the investigation and resolution of 
complaints is a critical certification 
activity requiring properly trained 
investigators, and we will consider 
these concerns as we strive to 
continually improve our training 
courses. However, we believe that the
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expertise of a special investigation team 
and the overall State survey agency 
responsibility for complaint 
investigations provides a coordinated 
effort that assures that the complaint 
investigation process is executed by 
property trained individuals. Sections 
1819(g)(4) and 1919(g)(4) o f the Act 
provide that the State may maintain and 
utilize a specialized team which may 
include an auditor, an attorney, and 
appropriate health care professionals to 
identify, survey, gather and preserve 
evidence, and carry out appropriate 
enforcement action against substandard 
facilities. The discipline, specific 
training, and education of such a 
specialized team provides the narrow 
focus that is often essential to conduct 
a comprehensive complaint 
investigation. The State survey agency 
has the overall survey and certification 
responsibility and expertise ¡that assures 
that surveyors can ascertain when 
Medicare and Medicaid facilities meet 
participation requirements.

Comment: A few commenters 
recommended that a process .for appeal 
by the complainant be implemented.

Response: While we cannot deny that 
there may be instances in which a 
complainant is dissatisfied with the 
findings of a complaint investigation, 
we cannot accept the recommendation 
to include an appeal process for the 
complainant in the regulation as the 
complainant is not a party to the 
provider agreement.

Comment: A comm enter asked what 
type of action could be invoked when a 
complaint was reoeived after the 
violation occurred and was resolved by 
the time the surveyors arrived.

Response: Although we may have 
discretion with the selection of 
remedies to address noncompliance 
with requirements that are corrected by 
the time of a survey, it islfkety that we 
would give serious consideration to 
imposing a civil money penalty in such 
cases. Sections 1819(h)(1) and 1919(h)
(1) and (3) of the Act expressly 
authorize the impositions of these 
sanctions even if, at the time of the 
survey., the facility is in compliance.

Comment: A  few commenters 
recommended that the provision which 
includes ndraimsfermg remedies to 
nonaampliaut facilities found during a 
complaint investigation be revised to 
say that ¡the State will cany out 
appropriate enforcement remedies 
against chronically substandard 
facilities.

Response: We do not agree. While the 
facility’s compliance history is a factor 
in general and specifically with 
reference to the cited deficiencies in 
determining the appropriate remedy or

remedies, we will not limit the remedies 
to only those facilities which have 
chronically provided substandard care. 
To do so, would be to allow many 
deficiencies that constitute 
noncompliance to go unsanctimed.
This undermines the purpose of 
remedies that are intended to motivate 
prompt compliance with participation 
requirements.
Section 488.334 Educational Programs

Comment: The consensus of those 
who commented on §488.334, with the 
exception of the following two 
commenters, was that there is a definite 
need for educational programs for 
facilities, residents, and their 
representatives. The two commenters 
stated that it was unrealistic to .expect 
the States to conduct periodic 
educational programs for the staff and 
residents of facilities either because of 
the cost, because they felt the 
requirement was already met when 
surveyors interviewed residents, or 
because the appearance of objectivity 
would be jeopardized.

Response: The regulatory provision 
requiring the States to conduct periodic 
educational programs stems from a  
statutory requirement at sections 
1819(g)(1) and 1919(g)(1) of the Act. The 
concept that the requirement is met 
when surveyors interview residents is 
not acceptable for two reasons: First, 
surveyors dp not interview every 
resident. Secondly, the responsibility of 
a surveyor is to survey nursing homes 
and not to have attention deflected to 
educate staff and residents as to 
regulations, procedures, and policies, in 
fact, even if surveyors were to attempt 
an educational task, time and money 
constraints would prevent them from 
being able to provide comp fete 
information to staff and residents. As to 
the appearance of objectivity being 
jeopardized, this is not an issue since 
the Act requires that States assume this 
responsibility. However, irrespective of 
the Act, there is no reason why a State’s 
educational program, explaining the 
Federal requirements, should jeopardize 
the State's objectivity in  exercising its 
survey function. We believe that well- 
informed staff and residents contribute 
to nursing homes’ being able to achieve 
and maintain compliance. If the 
implementation of training programs is 
followed by a pattern o f increased 
facility compliance, one can just as 
easily conclude that providers and their 
clients are becoming mote 
knowledgeable about the requirements 
to which they are subject, than that 
surveyors are losing their objectivity.

Comment: Several commenters 
recommended that State educational

pregrams for consumers be expanded. 
Several commenters suggested that we 
require State survey agencies to involve 
ombudsmen in the development of 
educational programs and in the 
planning and implementation of 
additional training of residents. Another 
commenter suggested that we require 
State agencies to give NFs access to 
training programs for State surveyors. 
Several commenters sujggested that we 
conduct joint continuing education 
programs for providers and surveyors. A 
few commenters recommended that we 
make HCFA’s inservdee train in g  
programs available to facilities. Another 
commenter recommended adding to this 
regulation that the State make available 
to staff and residents documents related 
to current regulations, procedures, and 
policies.

Response: Sections 1819(g)(1)(B) and 
1919(g)(1)(B) of the Act require that 
States conduct educational programs for 
facility staff and residents (and their 
representatives) regarding current 
regulations, procedures and pedicles of 
the long-tram care survey process. We 
include ombudsmen as representatives 
of residents. Such information will be 
provided during educational programs 
as they relate to the content o f the 
program. Such regulations, policies, and 
procedures are also releasable under the 
Freedom of Information Act, and can be 
requested outside of the scope of ti^e 
educational program. There is no 
statutory requirement to include 
ombudsmen in the development, 
planning, and implementation of 
educational programs and we feel that 
each State should develop its own 
program regarding these activities. A 
State may or may not choose to include 
ombudsmen in the development -of its 
program. In any case, we are 
interpreting the Act to include 
ombudsmen in educational programs as 
representatives of residents. The 
suggestion has been made that providers 
be permitted to attend survey training 
courses. Traditionally, we have had no 
provisions for accommodating all 
providers interested in attending: our 
resources are taxed enough by simply 
trying to provide timely training for 
surveyors. However, being able to offer 
surveyor training universally to 
providers at their own cost may help 
improve ¡understanding and cooperation 
between surveyors and providers. We 
are therefore seriously considering 
changing our policy to-alow tins.

Comment: Two commenters 
representing consumer groups, 
suggested that §§488.803 and 488.334 
be expanded to require State agencies to 
provide education to residents and their
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representatives in a variety of additional 
areas such as

• How to participate in assessment 
and care planning.

• Residents’ rights.
• Rights to rehabilitation and other 

services.
One of these commenters also 

recommended that States work with 
residents and family councils to:

• Solicit recommendations prior to 
any changes in the requirements.

• Evaluate the effectiveness of the 
survey process.

• Receive consultation prior to and 
during imposition of remedies to 
determine their effectiveness.

• Receive consultation prior to 
determiiiing whether to grant a waiver 
of nurse staffing.

Another commenter suggested that 
residents’ understanding is critical and 
their education should be expanded to 
include:

• How the survey process works and 
how to participate.

• How the investigation process 
works and how to participate.

• How the care planning process 
works and how to participate.

Response: These suggestions have 
considerable merit and are within both 
the spirit and intent of the Act. We agree 
with the commenters that the proposed 
regulation unnecessarily restricted the 
scope of the mandated educational 
programs. The regulation is being 
revised to permit the education 
programs to cover all aspects of the 
long-term care survey process. We 
believe the States should have the 
flexibility to structure the educational 
programs to the needs of the facilities. 
The methods of developing the 
programs (for example, consultation 
with the ombudsmen program) and the 
methods of presentation are best left to 
the States. The comment that States 
should work with residents and family 
councils to solicit their 
recommendations prior to any changes 
in requirements goes beyond the 
educational process. In some respects, 
this comment incorporates residents 
and families as participants in the 
survey and enforcement processes. 
Whenever there is public rulemaking, 
any member of the public is a 
participant in the process and can 
comment and make recommendations 
on such matters. In addition, when 
surveyors speak with residents during 
the survey, residents are free to bring up 
comments about the survey process if 
they wish. Regarding the comment that 
residents’ understanding of the survey, 
investigation, and the care planning 
processes should be expanded, we 
repeat that the regulation is being

amended to permit the educational 
programs to cover all aspects of the 
long-term care process.

Comment: One commenter 
recommended that HCFA share central 
office and regional office satellite 
training to provide training 
simultaneously with nursing facility 
staff and consumers.

Response: It is beyond the scope of 
this regulation to institute such detailed 
procedures as providing satellite 
training to consumers or specifying any 
other training medium. It is beyond our 
technological capabilities to provide 
training via satellite to every SNF and 
NF in the country. The costs of 
installing the necessary equipment in 
each facility would far exceed our 
budgetary resources.

Comment: One commenter stated that, 
although this section providing 
education to residents and staff of 
facilities is an excellent idea, it lacks 
specificity and oversight. Because of 
budgetary crises, this is but another 
educational program at State expense 
and will receive low priority. HCFA 
must ensure that the State will conduct 
educational programs at particular time 
intervals or face sanctioning by HCFA.

Response: Although there is no 
statutory provision requiring HCFA to 
oversee States to determine if they have 
failed to conduct educational programs 
as required by the Act, we recognize 
that we have some responsibility to do 
so. It is within the purview of the States 
to decide how and when to conduct 
their educational programs. We believe 
it is wiser to leave these decisions to the 
individual States since they must design 
the educational programs the Act 
specifies. However, we are looking into 
the feasibility of monitoring the States 
in some way to assure that they are in 
compliance with this statutory 
requirement. We plan to find an 
acceptable approach to evaluating State 
efforts in providing educational 
programs to facilities and their staffs, 
and residents and their representatives.

Comment: A commenter stated that 
further definition of the nature and 
frequency of educational programs is 
needed and, for consistency, HCFA 
should establish the nature and content 
of such programs. There could be 
extensive new resource requirements if 
the program is not considered adequate. 
Another commenter recommends that 
we define “periodic” and detail the 
process for State compliance.

Response: As previously mentioned, 
the nature and content could cover any 
of the requirements of sections 1819 and 
1919 of the Act. When manual 
instructions are developed, they will

provide guidelines on topics such as 
frequency of educational programs.

Comment: One commenter questioned 
whether on-site presentations were 
preferable to written communication.

Response: This is a detailed and 
specific matter. The methods of training 
will be determined by the States, but 
HCFA will publish guidelines in 
manuals to assist States in structuring 
their programs.

Comment: This commenter also 
recommends replacing the word 
“conduct” with “provide” to allow for 
the use of subcontractors, and for the 
distribution of written and/or auto
visual materials toward this end.

Response: We believe to make such a 
change could be interpreted as changing 
the intent of the Act, which uses the 
word “conduct.” The Act gives the 
responsibility for developing 
educational programs specifically to the 
States.

Comment: Two commenters stated 
that funds must be made, available to the 
States for educational purposes.

Response: HCFA does make funding 
available to the States for the required 
periodic education program through its 
budget process.
Section 488.335 Action on Complaints 
of Resident Neglect and Abuse, and 
Misappropriation o f Resident Property

Upon further analysis, we revised the 
title of this section to be more explicit.

Comment: Some commenters 
suggested regulatory language requiring 
coordination of investigations of 
complaints of neglect, abuse, or 
misappropriation of property with the 
State or local ombudsman program.

Response: The Act does not require 
the State to coordinate complaint 
investigations with the State long term 
care ombudsman. However, under the 
Act, each State is required to notify the 
State long term care ombudsman of its 
findings of noncompliance with any of 
the requirements pertaining to provision 
of services, resident rights, or 
administration and other matters. The 
State also provides the State long term 
care ombudsman with any report of 
adverse action (specified at § 488.406 of 
this rule) imposed on a facility. We have 
included the requirement for disclosing 
such information to the long term care 
ombudsman at § 488.325.

Comment: Some commenters felt 
procedures for investigating complaints 
of neglect, abuse, or misappropriation of 
property should be included in the final 
rule.

Response: As stated in the proposed 
rule, we believe such an approach is 
inconsistent with our view that States 
should have the flexibility to rely on
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State entities other than the State survey 
agency to investigate and adjudicate 
these matters. States will likely use an 
array of different licensing or 
investigative bodies to meet their 
obligations in this area.

Comment; Several commenters 
suggested that investigations of 
allegations o f neglect, abuse, or 
misappropriation of prqperty he 
integrated into the comprehensive 
survey, certification and enforcement 
process. Further, there were suggestions 
that investigations of these complaints 
be conducted solely by the State survey 
agency,

Response:The Act requires that States 
must provide, through the agency 
responsible for surveys and certification 
of nursing facilities, for a process for the 
receipt and timely review and 
investigation of allegations of resident * 
neglect or abuse, or misappropriation of 
resident property.

As pointed out in the preamble to the 
j  proposed rule, while the State is free to 

delegate to other State agencies the 
adjudicatory ‘functions described in 
sections 1819fgXl){C) and 1919(g)(l)(CJ 
of the Act, we fully expect State survey 
agencies to retain ultimate 
responsibility for compliance with these 
statutory requirements. If a State uses an 
agency which is not part of the State 
survey agency, the State survey agency 
cannot be absolved of its responsibility 
to properly document complaints and 
take required -certification action with 
respect to a facility's participation in 
either the Medicaid or Medicare 
programs.

In keeping with this resp onsibility , 
we are strengthening the .rules under 
§ 4 8 8 .3 3 5 (a ) by across referencing 
§ 4 6 8 .3 3 2 , which specifies that the State 
survey agency retains responsibility far 
the investigation process and requiring 
the State survey agency to have a means 
of communicating information among 
appropriate entities if other State 
agencies are involved in the 
investigation of these complaints.

In response to the above comments 
we are adding a new requirement that 
State survey agencies consider all 
complaints of resident neglect or abuse, 
or misappropriation of resident .property 
as a potential reflection cm a facility’s 
compliance with Medicaid and/or 
Medicare participation requirements.
This new requirement is at -§ 488.335(h). 
(The provisions in § 488.185 fg) and '(h) 
of the proposed rule are revised and 
combined in ;§488.335(g) and me 
discussed later in this preamble.)

Comment: Some commenters 
suggested that .the words, “by an 
individual used by the facility” he 

j added to paragraph (a) of this section as

it requires the State to review all 
allegations of neglect, abuse, or 
misappropriation of resident property. 
Commenters pointed out that the 
suggested text is  found in the Act and 
the preamble to the proposed rule.

Response: We are revising and 
expanding § 488.335(a), and in doing so, 
incorporating the comment. This 
paragraph now specifies that the State 
reviews all allegations o f resident abuse 
and neglect and misappropriation of 
resident property. The State also follows 
the procedures of § 488.332. We are 
adding that, i f  there is reason to helieve, 
either through oral or written evidence, 
that an individual used by the facility to 
provide services to residents could have 
abused or neglected a resident or 
misappropriated a resident’s property, 
the State must investigate the allegation. 
We also new specify in  this section that 
the State must have written procedures 
for the timely review and investigation 
of these allegations.

Comment: Several commenters 
mentioned that the proposed rules do 
not specify a timeframe for initiation of 
an investigation nor a time limit on the 
length of an investigation of neglect, 
abuse, or misappropriation of resident 
property.

. Response: Our intent in writing this 
rule was to not he too prescriptive of 
State investigation processes. However, 
manual instructions to State survey 
agencies specify a timeframe for 
situations of immediate jeopardy in 
which they should initiate complaint 
investigations.

We chose not to regulate the time in 
which a State must complete its 
investigation of these types o f 
complaints. We thought a specific time 
limit could, in some -instances, 
compromise the outcome of the 
investigation.

Comment: Some commenters 
suggested that the rules specify a 
timeframe in which the State must 
notify an individual when there is 
reason to believe that the abuse, neglect, 
or misappropriation of resident property 
did occur. Also, some suggested that we 
notify the administrator or owner of the 
facility employing such person, or both.

Also, some curomenters suggested 
that we include in the notice to the 
accused person the consequences of the 
hearing determination or waiving the 
right to a hearing.

Response: We do not accept the 
comment to send a notice to the 
individual implicated in an allegation of 
resident neglect or abuse or 
misappropriation of resident property 
before the State has conducted an 
investigation. To do so could possibly 
jeopardize the outcome of the ~

investigation and in some cases would 
be premature as the investigation might 
find the .allegation unsupported. 
However, we are revising the final rule 
at § 488.335(c) ¡to require that a  State 
must notify the individual implicated in 
the allegation and the current 
administrator of the facility in which 
the incident occurred, .in writing within 
10 working days o f its preliminary 
determination, which is based on oral or 
written evidence and -its investigation, 
that resident neglect or abuse, or 
misappropriation of resident property 
occurred. This timeframe was selected 
to provide timely notice to,the 
individual involved and yet, give States 
sufficient time .to provide such notice. 
We are .also re vising the final rule to 
reflect that this notice to the individual 
includes the consequences of a hearing 
find ing and o f waiving .the right .to a 
hearing. We are adding that the notice 
includes a statement to inform the 
accused indi vidual o f  the right to be 
represented by an attorney at the 
individual’s  own expense.

Comment: We -received several 
comments suggesting that we establish, 
by regulation,a more extensive*1 due 
process” appeal mechanism for facility 
employees accused of neglect, abuse, or 
misappropriation of a resident ’s 
property.

Response: We recognize the 
importance of the need for a fair and 
impartial hearing whenever an 
individual used fey the facility is  
accused of resident neglect or abuse, or 
misappropriation of a resident’s 
property. However, we recognize that all 
States have administrative procedure 
acts which allow for resolution of . 
disputed cases of this nature. Thus, we 
chose to allow the need for these 
appeals to be addressed by State law.

Comment: Some commenters felt the 
provision to allow 120 days for States to 
conduct hearings o f staff accused of 
neglect, abuse., or misappropriation o f a 
resident’s property was excessive and 
suggested cither dates, while other 
commenters feh the 120 day period did 
not allow sufficient time for a State’s 
administrative process to complete the 
hearing.

Response: While we agree that a  
person accused of resident neglect , 
abuse, or misappropriation of a 
resident’s property is  entitled to swift 
determination o f the accusation, we 
believe States must be given reasonable 
time in which to .schedule and conduct 
the hearing process under their 
administrati ve procedure acts. Our 
experience with other related State 
hearings indicates that 120 days is a 
reasonable timeframe for scheduling 
and comptetingthese appeals.
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Comment: Several commenters 
suggested we modify the rules so they 
specify who should be notified when a 
person accused of neglect, abuse, or 
misappropriation of a resident’s 
property waives the right to a hearing or 
when a State hearing finds that such an 
individual did, in fact, act as accused.
In addition, some commenters suggested 
we specify timeframes for such 
reporting.

Response: In response to these 
comments, we are rewriting § 488.335(f) 
and combining paragraphs (g) and (h) 
into (g) to clarify the reporting process 
and to include timeframes for reporting. 
We are specifying that the State survey 
agency, which may not delegate this 
responsibility, must report in writing 
the finding that an individual neglected 
or abused a resident or misappropriated 
a resident’s property within 10 working 
days of the finding to: the individual; 
the current administrator of the facility 
in which the incident occurred; the 
administrator of the facility currently, 
employing the individual, if different; 
the licensing authority for individuals 
other than nurse aides; and the nurse 
aide registry. For nurse aides, these 
findings must not only be reported to 
the nurse aide registry but must be 
included in the nurse aide registry 
within 10 working days of the finding 
in accordance With §483.156(c)(iv)(D).

Comment: We received comments 
suggesting that if an allegation was 
found to be untrue, that accusation be 
expunged from the nurse aide registry.

Response: An allegation of resident 
abuse or neglect or misappropriation of 
resident property that is not 
substantiated would not be entered on 
the nurse aide registry. Only a finding 
of resident abuse or neglect or 
misappropriation of resident property 
would be entered on the nurse aide 
registry; Section 483.156(c)(l)(iv) 
specifies the particular information that 
the registry must contain with regard to 
any finding by the State survey agency 
of abuse, neglect or misappropriation of 
property. This information includes 
documentation of the State’s 
investigation (including the nature of 
the allegation and the evidence that led 
the State to conclude that the allegation 
was valid), the date of the hearing and 
its outcome (if a hearing was requested), 
and a statement by the individual 
disputing the allegation (if the 
individual chooses to make one). The 
rule also provides that this information 
must be included in the registry within 

, 10 working days of the finding and must 
remain in the registry permanently 
unless the finding was made in error, 
the individual was found not guilty in

a court of law, or the State is notified 
of the individual’s death.

Comment: We received several 
comments regarding the nurse aide 
registry. Commenters offered 
suggestions for the contents of the 
registry, its availability to the public and 
action taken as a result of substantiation 
of abuse, neglect or misappropriation of 
property.

One commenter suggested that the 
report of findings provision include 
notifying the appropriate law 
enforcement authorities in those cases 
where a crime has been committed.

Another commenter suggested that 
HCFA offer guidance to facilities 
concerning the treatment of employees 
who are awaiting the resolution of a 
complaint.

Response: These specific comments 
fall outside the purview of this 
regulation on the survey, certification 
and enforcement of skilled nursing 
facilities and nursing facilities.
However, a discussion of these and 
other related issues can be found in a 
final rule titled Medicare and Medicaid; 
Requirements for Long Term Care 
Facilities and Nurse Aide Training and 
Competency Evaluation Programs, 
published September 26,1991 in the 
Federal Register at 56 FR 48880.

Comment: Several commenters 
suggested that every investigation seek 
to identify facility practices which led 
to the neglect, abuse or 
misappropriation of resident property.

Response: We believe that every 
investigation does seek to identify 
facility practices which led to the 
resident neglect or abuse, or 
misappropriation of resident property 
and this is evidenced by the guidance 
currently provided to the States in 
manual instructions. These guidelines 
include the general procedures for 
conducting complaint investigations 
and stipulate that, if significant 
problems are identified during an initial 
assessment or other observations, the 
scope of the review is expanded as 
necessary. The procedures also specify 
that when the team is investigating 
allegations of substandard care, they are 
to evaluate not only the care of the 
individuals involved in the allegation, 
but also to evaluate the facility’s 
patterns of related care. Also, 
noncompliance identified during the 
survey is recorded on the Statement of 
Deficiencies and Plan of Correction 
(HCFA-2567) and a plan of correction is 
requested. When the facility is not in 
substantial compliance as a result of the 
deficiencies identified, enforcement 
actions could include the imposition of 
alternative remedies or termination of a 
facility’s provider agreement.

Comment: A few commenters 
suggested that in those cases where 
neglect was found and determined to be 
caused by factors beyond the control of 
the individual, the State agency must 
impose sanctions upon the facility or 
document why such sanctions are 
inappropriate.

Response: We do not accept this 
suggestion to add a regulatory 
requirement that obligates HCFA or the 
State to impose sanctions where 
resident neglect was found and 
determined to be caused by factors 
beyond the control of the individual. 
Regardless of the cause of the 
noncompliance, a facility is not relieved 
of its responsibility to correct its 
deficiencies. This responsibility assures 
that residents consistently receive 
quality health care in a safe 
environment and it exists whether or 
not a remedy is imposed. However, 
there are instances in which a remedy 
will be imposed due to the egregious 
nature of the deficiency and to 
encourage prompt compliance. 
Conversely-, there are situations in 
which a remedy might not be necessary 
because the facility corrected the 
practice which led to the abusé. For 
example, firing an employee who 
neglects a resident or residents could 
immediately correct that deficiency.

We do not accept the suggestion to 
incorporate into the. regulation a 
provision that would require 
documentation for those cases in which 
a remedy is not imposed. We are not 
required by the Act to document why 
sanctions are not imposed and to 
require this through regulations would 
impose a significant workload burden 
because, as stated above, there are many 
cases in which deficiencies are 
corrected and remedies are not imposed.
Redesignation o f Subpart F

As noted earlier, a new Subpart D of 
part 488, consisting of §§488.201— 
488.211, became effective on August 31, 
1992, shortly after this proposed rule 
was published on August 28. 
Consequently, we must designate 
Subpart F, which was to consist of 
§§ 488.200-488.240, with subsequent 
numbers. To assist the reader, we are 
publishing the new table of contents for 
Subpart F, with designations of the 
proposed rule shown in parenthesis. In 
the following discussions, we refer to 
the sections as renumbered, with the 
proposal’s identification included only 
if distinction is necessary.
Sec.
488.400 Statutory basis. (§ 488.200)
488.401 Definitions. (§ 488.201)
488.402 General provisions. (§488.202)
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488.404 Factors to be considered in selecting 
remedies. (§488.204)

488.406 Available remedies. (§488.206) 
488.408 Selection of remedies. (§ 488.208) 
488.410 Action when there is immediate 

jeopardy. (§ 488.210)
488.412 Action when there is no immediate 

jeopardy. (§488.212)
488.414 Action when there is repeated 

substandard quality of care. (§ 488.214)
488.415 Temporary management. (§488.215)
488.417 Denial of payment for all new 

admissions. (§ 488.217)
488.418 Secretarial authority to deny ail 

payments.
488.422 State monitoring. (§488.222)
488.424 Directed plan of correction. 

(§488.224)
488.425 Directed inservice training
488.426 Closure of a facility or transfer of 

residents, or both. (§§ 488.226 and 
488.240)

488.430 Civil money penalties: Basis for 
imposing penalty. (§ 488.230)

488.432 Civil money penalties: When 
penalty is collected.

488.434 Civil money penalties: Notice of 
penalty.

488.436 Civil money penalties: Waiver of 
hearing, reduction of penalty amount. 

488.438 Civil money penalties: Amount of 
penalty.

488.440 Civil money penalties: Effective date 
and duration of penalty.

488.442 Civil money penalties: Due date for 
payment of penalty.

488.444 Civil money penalties: Settlement 
of penalties.

488.450 Continuation of payments to a 
facility with deficiencies. (§ 488.232) 

488.452 State and Federal disagreements 
involving findings not in agreement in 
situations where there is no immediate 
jeopardy. (§488.234)

488.454 Duration of remedies. (§488.236) 
488.456 Termination of provider agreement. 

(§488.238)

Section 488.401 Definitions

It was brought to our attention that 
the term “immediate family” also 
appears in subpart E as well as subpart 
F. Therefore, in the final regulation we , 
are moving the definition of “immediate 
family” to subpart E, § 488.301, but we 
are stating the comments and responses 
below.

Comment: A few commenters believe 
that the definition of “immediate 
family” should be expanded to include 
niece, nephew, and domestic partner.

Response: We have not accepted this 
suggestion. Section 1004, part 1, of the 
Provider Reimbursement Manual 
defines “immediate family” for 
Medicare purposes. The commenters 
offered no compelling argument as to 
why any individual should be added to 
the definition of immediate family. In 
fact, we are amending our definition to 
be consistent with the definition found 
in the Provider Reimbursement Manual

by deleting “spouse of grandparent or 
grandchild.”

Comment: Some commenters pointed 
out that the definition of “immediate 
jeopardy” should be located in subpart 
E instead of subpart F because the term 
is first introduced in subpart E.

Comment: We agree with the 
commenters. In the final rule, we have 
relocated the definition of “immediate 
jeopardy” from proposed §488.201 in 
subpart F to § 488.301 in subpart E. 
However, since commenters concerned 
with responses regarding the definition 
of immediate jeopardy will first look in 
this section, we have retained the 
comments and responses below.

Comment: We received numerous 
comments about HCFA’s or the State 
survey agency’s ability to assign 
resident rights and/or physical 
environment violations at higher 
severity levels. These commenters 
believe that any deficiency could be 
egregious enough to be considered 
“moderate harm” or “immediate 
jeopardy.”

Response: We agree with these 
commenters and are allowing violations 
of any participation requirement, 
including resident rights and physical 
environment, to be assessed at any 
degree of seriousness. r

Comment: Many commenters wanted 
clarification regarding cases in which 
termination actions for immediate 
jeopardy would be applicable. '

Response: Sections 1819(h)(2)(A)(i), 
1819(h)(4), 1919(h)(1)(A), 
1919(h){3)(B)(i), and 1919(h)(5) of the 
Act specifically state that termination of 
participation for a facility is possible 
with any determination of 
noncompliance where the State or the 
Secretary finds this noncompliance 
immediately jeopardizes the health or 
safety of the residents. For example, 
immediate jeopardy to resident health 
or safety may exist, but is not limited to, 
the presence of one of more of the 
following:

• Insect or rodent infestation 
indicative of food contamination or the 
possible spread of contagion;

• Failure to control infections as 
evidenced by the presence of facility- 
acquired infections;

• Patient abuse or poor resident care, 
including;

+ Instances of malnutrition or 
dehydration that are unrelated to the 
resident’s condition and are a result of 
patient care;

+ Neglect by the staff with the result 
that residents are often left lying in 
urine, feces and other waste;

• Drug or pharmaceutical hazards 
that directly affect resident health and 
safety, such as:

+ Excessive drug errors or 
mishandling of drugs;

+ Failure to provide medications as 
prescribed;

+ Failure to monitor drugs as 
evidenced by lack of ordered laboratory 
work, failure to take vital signs as 
indicated by drug regimen, and lack of 
other nursing monitoring practices;

+ Gross mishandling of drugs such as 
leaving drug trays unattended and 
available to residents and visitors.

+ Administration of drugs by 
unqualified staff; or

+ Administration of experimental 
drugs without the informed consent of 
the resident (or responsible party). This 
list is not to be interpreted as all- 
inclusive, but rather as examples of 
what may be construed as immediate 
jeopardy situations warranting 
termination.

Comment: Other commenters were 
unclear about how the phrase “at any 
time” constitutes “immediate threat.”

Response: We agree that it is unclear 
and are removing the phrase in 
§488.401.

Comment: Some commenters believe 
the definition in § 442,2 conflicts with 
the proposed definition of immediate 
jeopardy.

Response: We agree that these 
definitions are in conflict. However, the 
definition in § 442.2 will no longer 
apply to nursing facilities and is being 
revised to reflect this change. We are 
maintaining two separate definitions of 
immediate jeopardy because of the 
different regulations applicable to ICFs/ 
MR and SNFs or NFs.

Comment: Some commenters 
suggested striking references to the 
scope and severity scale and inserting 
the phrase “creates imminent danger.” 
Other commenters recommended that 
immediate jeopardy should represent 
the most severe or life threatening 
violation.

Response: We agree with the 
commenters and we have removed 
references to the scope and severity 
scale from the definition of immediate 
jeopardy. We are redefining immediate 
jeopardy to encompass all situations 
that pose actual or potential life 
threatening harm, death, serious injury 
or impairment. Therefore, a life 
threatening situation or imminent 
danger will inevitably be considered 
immediate jeopardy.

Comment: Many commenters were 
concerned that the definition of 
immediate jeopardy pertains to only 
physical harm and not emotional harm.

Response: We agree with the 
commenters that significant emotional 
as well as physical harm may be 
considered immediate jeopardy. Every
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determination of the seriousness of a 
deficiency includes the consideration of 
whether a resident has failed to achieve 
his or her highest practicable physical, 
mental, or psychosocial function.

Comment: Many commenters 
expressed the need for us to clarify the 
definition of “new admission” to 
indicate whether or not residents 
transferred to the hospital, with the 
intention of returning, are considered 
new admissions. They are concerned 
that if denial of payment for new 
admissions is imposed, those 
transferred residents will not be covered 
if they return to the facility.

Response: New admission is 
described within § 442.2 as well as 
§ 488.401. We believe these descriptions 
are sufficient and further clarification is 
not necessary.

Comment: Some commenters 
suggested that the definition of “plan of 
correction” be amended to require the 
facility to identify the systemic 
underlying problem, make restitution to 
the affected resident or residents, 
contain measurable outcomes for all 
quality of care deficiencies, and require 
the facility to take further measures to 
ensure future compliance.

Response: The purpose of a plan of 
correction is to identify and address the 
underlying problem or problems for the 
facility. Individual residents have other 
legal means at their disposal to seek 
restitution. It is impracticable to 
develop model thresholds for each and 
every plan of correction as each 
situation is different and is evaluated 
accordingly. Plans of correction are 
geared toward prospective compliance 
to ensure the underlying causes of cited 
deficiencies do not recur. As it is 
virtually impossible to afford retroactive 
restitution to residents who have been 
injured or have been deprived of their 
rights, we have not accepted these 
suggestions.

Comment: Many commenters wanted 
to have a definition of “highest 
practicable well-being.”

Response: The phrase “highest 
practicable well-being” was established 
in sections 1819(b)(2) and 1919(b)(2) of 
the Act. We believe the conspicuous 
absence of a definition demonstrates 
that the Congress recognized the 
impossibility of establishing a single 
definition of this phrase, as every 
resident, and his or her particular needs 
and abilities, must be evaluated 
individually.

Comment: Some commenters wanted 
a definition of “repeat deficiency.”

Response: The Act, in section 
1819(h)(2)(B) and 1919(h)(3)(C), 
specifies that incrementally more severe 
fines must be imposed for repeated or

uncorrected deficiencies. Repeated 
deficiencies are described in § 488.438 
as deficiencies in the same regulatory 
grouping of requirements found at the 
last survey, subsequently corrected, and 
found again at the next survey.

Comment: A few commenters wanted 
a definition of “distinct part.”

Response: “Distinct part” is defined 
in sections 2110 and 2762 of the State 
Operations Manual. As it is beyond the 
scope of this regulation, we do not 
believe it is necessary to place this 
definition in these regulations.

Comment: Some commenters wanted 
various other terms defined or clarified.

Response: We define terms in 
regulations only if the use of those 
terms, within the regulation, has a 
different application than that which is 
accepted in common English usage.
Section 488.402 General Provisions.

Comment: We received a number of 
comments from the health care industry, 
from consumer organizations, and from 
professional groups regarding the 
purpose of the regulations as set forth in 
proposed § 488.202. The consensus of 
those who commented on paragraph (a) 
was that protecting residents from 
“actual or potential harmful outcomes 
resulting from deficiencies” is but one 
of many purposes of the regulations. 
Other purposes commenters suggested 
we include were to—

• Deter noncompliance;
» Punish noncompliance through the 

use of appropriate sanctions;
• Ensure correction of deficiencies for 

residents whose care is deficient;
• Encourage sustained compliance; 

and
• Protect patient rights.
Two commenters suggested we 

change paragraph (a) of proposed 
§ 488.202 to read, “The purpose of 
remedies is to encourage prompt, rapid 
compliance with program requirements 
at the minimum level that will achieve 
correction so as to protect residents 
from actual or potential outcomes 
resulting from deficiencies.” They said 
that, “The Congress made it clear that a 
purpose of enforcement remedies is to 
render the time period between 
identification of deficiencies and 
correction (emphasis in original) as 
short as possible. This interft precludes 
punitive measures and promotes the 
least disruption to facility operation/ 
Based on Congressional intent, general 
consensus now exists that the 
enforcement process should be 
corrective, not punitive, and that 
enforcement remedies should be set at 
the minimum level required to achieve 
the desired correction. Successively

stricter measures would be used as 
needed for failure to correct.”

Finally, one commenter said that 
“prompt, rapid,” is redundant.

Response: A number of these 
comments suggest to us that there is 
some confusion between the purpose of 
these remedies and the expected 
outcomes of the regulations. Therefore, 
in order to be absolutely unequivocal, 
we are revising § 488.402(a) to read, 
“ The purpose of remedies is to ensure 
prompt compliance withqnogram 
requirements.”

Comment: Two commenters suggested 
that the last sentence of proposed 
§ 488.202(b)(1) be revised to read, 
“Survey findings are reported to the 
State and HCFA which will make 
recommendations for corrective action.” 
Their rationale was that the 
determination of remedies to fit a 
particular deficiency or deficiencies 
should be made by an objective party in 
the survey agency or HCFA who did not 
survey the facility.

Another said that the same sentence 
should be revised to state, “Survey 
findings are reported to the State or 
HCFA, as appropriate, with 
recommendations for corrective action.” 
Still another said that we should clarify 
the fact that the survey findings are 
reported with recommendations for 
remedies, and one commenter said that 
our proposed paragraph (b)(1) appears 
to exclude the possibility of imposing 
remedies based on HCFA’s paper review 
of State survey agency findings.

Two commenters suggested a new 
paragraph (b)(1) to read substantially as 
follows:

(b) Requirement for State^enforcement 
plan.

(1) The State and HCFA shall develop 
a plan for imposing intermediate 
remedies. The plan shall—

(i) Vary remedies with the scope and 
severity so that more substantial 
remedies are imposed for more serious 
deficiencies;

(ii) Assure that the State and HCFA 
minimize the time between 
identification of violations and final 
imposition of remedies;

(iii) Assure that remedies serve goals 
of requiring immediate correction of 
deficiencies, protecting residents, 
correcting deficiencies for specific 
residents who are harmed, punishing 
violations and deterring violations;

(iv) Include rules and policies about 
when and how various sanctions are 
imposed and when remedies are 
imposed singly or in combination; and

(v) Develop procedures to solicit the 
active participation of residents in the 
enforcement process, including 
permitting residents to participate in
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any formal proceedings the State offers 
to providers to contest imposition of an 
intermediate remedy.

The two commenters who made this 
suggestion also said that enforcement 
under the reform law is not a collection 
of free-standing remedies that States and 
the Secretary apply on an ad hoc basis; 
enforcement under the law requires 
enforcement agencies to have a 
systematic way of making decisions to 
apply sanctions. They cite the Institute 
of Medicine (IoM) report, issued in 
March 1996, that says that guidelines on 
when to initiate sanctions are necessary 
for effective State enforcement. The 
commenters also cite the October 9,
1992 final settlement of Valdiviav. 
California Department o f Health 
Services which reads in part:

The enforcement system shall:
A. Define the purposes of the system 

and of the remedies;
B. Set forth guidelines for 

appropriately assessing monetary 
penalties and other intermediate 
remedies (in lieu of or in addition to 
terinination) allowed under Federal 
requirements;

C. Identify guidelines for approving 
and monitoring plans of correction;

D. Define the role of the complaint 
investigation process in the 
comprehensive enforcement system;

E. Encourage and promote use of 
intermediate sanctions, as appropriate, 
rather than termination, to achieve the 
purposes of the comprehensive 
enforcement system;

F. Identify mechanisms to better 
inform the public as to actions taken by 
the State against facilities that are not in 
compliance with Federal Requirements 
of Participation;

G. Identify the factors to be 
considered in determining which 
remedies may or must be imposed, 
assuring that more substantial remedies 
are imposed for more serious 
deficiencies.

Finally, two of these commenters 
suggested that HCFA specify that one of 
the bases for the imposition of remedies 
be interfering with die work of a survey 
team, monitor, and/or temporary 
manager.

Response: We agree that it would be 
more accurate to say that survey 
findings are reported with 
recommendations for remedies, and we 
are making that change in this final rule. 
We do not, however, believe that either 
the IoM study or OBRA ’87 calls for an 
inflexible cookbook approach to 
enforcement. As noted in the comment, 
the IoM study speaks of establishing 
“guidelines,” and we believe that this 
term connotes that there be a range of 
options available to the Secretary and

the States (including the option not to 
impose any remedies). In sections 4203 
and 4213 of OBRA ’87, the intent to 
provide a flexible range of options is 
clearer still. Those sections amended 
sections 1819(h) and 1919(h) of the Act 
at several places to reflect this intent. 
For example, the Act now provides;

• * * the Secretary may impose 
any of the remedies described in 
subparagraph (B).” (1819(h)(2)(A)(ii));

• ‘‘Nothing in this subparagraph shall 
be construed as restricting the remedies 
available to the Secretary * * * ” 
(1819(h)(2)(A));

• “The Secretary may take the 
following actions* * * ” (1819(h)(2)(B)); 
and

• “The Secretary may impose a civil 
money penalty in an amount not to 
exceed $10,000 * * * .” 
,(1819(h)(2)(B)(ii)).

Further evidence of the need to retain 
flexibility in the-choice of remedies is 
found in the House of Representatives 
Committee on the Budget report (H.R. 
Rep. No. 3 9 1 ,100th Cong., 1st Sess. 472 
(1987)) that accompanied OBRA ’87. It 
states that, “the Committee amendment 
would specify a broad range of 
sanctions for use by both the Secretary 
and the States.” The committee report 
goes on to say that, “ The Committee 
emphasizes that the remedies specified 
under the amendment are not exclusive, 
and should not be construed to limit the 
use of other remedies that may be 
available to either the States or the 
Secretary under State or Federal law.” It 
is clear that flexibility was the statutory 
intent. Therefore, in order to ensure this 
intended flexibility, we have set forth 
minimum remedies for deficiencies 
according to their seriousness and 
offered several additional optional ones.

We agree, for the most part, with the 
thrust of the final settlement in 
Valdivia, and are making revisions to 
the relationship between deficiencies 
and remedies which reflect aspects of 
the final settlement of that case. 
However, these revised policies are not 
appropriate for paragraph (b), which is 
intended only to succinctly set forth the 
basis for the imposition of remedies, 
and not the outline for the entire 
enforcement process. Rather, we have 
specified the linkage between 
deficiencies and remedies imposed at 
§ 488.408, Selection of remedies.

We do not believe that proposed 
§ 488.202(b)(1) excludes the possibility 
of imposing remedies based on “HCFA’s 
paper review of survey agency 
findings.” Since HCFA’s “paper review” 
is itself based on survey findings, it is 
clear that remedies may be imposed as 
a result.

Finally, in response to the 
commenters who suggested that HCFA 
specify that one of the bases for the 
imposition of remedies be interfering 
with the work of a survey team, 
monitor, and/or temporary manager, 
there is authority at section 1128(b)(12) 
of the Act to exclude a facility based on 
its failure to grant access to the 
Secretary or to the State survey agency, 
and we believe this includes not only a 
survey team, but a monitor. Our 
regulations at § 488.415 set forth what 
happens if a facility does not relinquish 
control to a temporary manager.

Based on the above discussion, we are 
revising § 488.402(b)(1) to state that in 
every instance of noncompliance, one or 
more remedies are imposed based on 
deficiencies found during surveys 
conducted by HCFA or by the survey 
agency. We are deleting paragraph (b)(2) 
because we believe that manual 
issuances are the most appropriate 
places for procedural information of this 
sort.

Comment: Two commenters suggested 
that we set forth at § 488.402(b)(2) the 
principle that termination of provider 
agreements is a measure taken only as 
a last resort when the imposition of 
intermediate remedies has failed to 
correct the deficiencies. One commenter 
recommends that paragraph (b)(2) be 
amended to state that the survey 
agencies should be allowed to impose 
one or more remedies for each 
deficiency or cluster of deficiencies,

Finally, one commenter said that 
OBRA ’87 stated that when deficiencies 
constitute an immediate and serious 
threat to residents’ health and safety, 
neither HCFA nor the States have any 
discretion with regard to remedies. 
Rather, the commenter said that, in such 
cases, HCFA or the States must impose 
either temporary management or a 
provider agreement termination.

Response: We agree that termination 
of provider agreements is a serious 
measure, but not that it is a “last resort” 
in the strictest sense. While we believe 
that the Congress wrote into the law the 
wide array of alternative remedies to 
encourage their use, the Act does not 
require that in every case the States or 
the Secretary may not choose provider 
agreement termination until alternative 
remedies have been used. We believe 
that the Act’s alternative remedies offer 
Statés and the Secretary a valuable 
opportunity to redress a wide variety of 
facility shortcomings through means 
that will promote quick correction 
without having to exclude the facility 
from program participation, and it is our 
expectation not only that serious 
consideration will be given for such 
opportunities when there is facility non-
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compliance, but that they will be used 
far more frequently than they have in 
the past. It would be an entirely 
erroneous impression of the Act, 
however, to conclude that it deprives 
States and the Secretary from exercising 
discretion to choose any remedy, 
including termination, whenever they 
determine it appropriate to do so. The 
comment suggesting that the proposed 
paragraph (b)(2) be amended to state 
that the survey agencies should be 
allowed to impose one or more remedies 
for each deficiency or cluster of 
deficiencies is inappropriate; the 
number of remedies that may be 
imposed is covered in the proposed 
§ 488.202(c). We will discuss this 
comment in connection with others on 
that paragraph.

It is true that, when no immediate 
jeopardy exists, the Congress stated that 
the State or the Secretary may impose 
termination or may impose one or more 
intermediate sanctions against the 
provider, or may impose both, and that 
this is in contrast to the specific 
measures that must be imposed when 
immediate jeopardy exists. However, it 
does not follow that the State, rather 
than the Federal government, should 
have the ability and the obligation to 
specify when and how each remedy is 
to be applied. The Committee report 
that accompanied OBRA ’87 clearly 
states:

* * * it is the responsibility of the 
Secretary to take the enforcement measures 
necessary to assure compliance by Medicaid 
facilities with the requirements of 
participation as well as to assure that State 
enforcement activities are adequate to protect 
the health and safety of residents. To enable 
the Secretary to discharge this responsibility, 
the committee amendment would greatly 
expand the remedies available to the 
Secretary under current law.

* * * (I]f both the State and the Secretary 
decide that remedies other than termination 
are appropriate, the Secretary’s selection of 
alternative remedies, and not those of the 
State apply. (H.R. Rep. No. 391 ,100th Cong., 
1st Sess. 475-7 (1987)).

Moreover, section 1919(h)(2)(B) of the 
Act specifies that the Secretary shall 
provide, through regulations, guidance 
to States in establishing remedies.

However, when there is disagreement 
between HCFA and the State regarding 
enforcement action, the disagreement is 
resolved in accordance with the policy 
set forth in § 488.452(d). For example, 
paragraph (d) says that when HCFA or 
the State, but not both, establishes one 
or more remedies, in addition to or as 
an alternative to termination, the 
additional or alternative remedies will 
also apply when—

• Both HCFA and the State find that 
a NF has not met all the participation 
requirements; and

• Both HCFA and the State find that 
no immediate jeopardy exists.

In this way, the sanctions) proposed 
by the State can take effect

Based on die above discussion and 
the need to make conforming changes 
with other provisions of the regulation, 
we are revising § 488.402(b)(2) to 
indicate that the State or HCFA may 
apply one or more of the remedies 
specified in § 488.406 instead of 
terminating the provider agreement or 
in addition to termination procedures, 
to continue until the effective date of 
the termination or until substantial 
compliance is achieved, and, in some 
cases, until the State or HCFA is assured 
that substantial compliance can be 
maintained.

Comment: As stated above, one State 
said that § 488.402(b)(2) should be 
amended to state that the survey 
agencies should be allowed to impose 
one or more remedies for each 
deficiency or cluster of deficiencies. The 
State’s rationale is that the proposed 
paragraph (c) would restrict both HCFA 
and the States in their efforts to 
encourage prompt corrective action, and 
to protect residents’ health and safety. 
Another commenter said the application 
of a separate remedy for each deficiency 
seems unduly harsh. A remedy or set of 
remedies should be imposed relating to 
the entire universe on deficiencies cited. 
Still another said that one incident 
should trigger the citing of no more than 
one remedy.

Two commenters said that there is no 
statutory basis for paragraph (c). Other 
commenters asked for clarification, 
suggesting that we use examples, limits, 
and further guidelines to ensure 
consistency. Of particular concern to 
many was the fear that, absent these 
guidelines and limits, providers might 
incur multiple sanctions for single 
deficiencies or for multiple deficiencies 
arising from a single act or incident. 
Some suggested that HCFA and the 
State be directed to consider whether a 
facility’s, deficiencies are “clustered” or 
“bundled” (we used the term 
‘‘interrelated” in the proposed rule) or 
scattered throughout the facility in 
deciding which remedy(ies) to impose 
in particular situations.

A number of commenters wanted us 
to specifically set forth in regulations 
exactly which sanctions should be 
imposed for each type of possible 
deficiency or group of deficiencies.

One State expressed concern about 
the potentially large number of separate 
follow-up visits required to verify

corrections of the deficiencies under 
each remedy. “For example,” it said—

If separate civil monetary penalties are 
imposed for several deficiencies, or groups of 
deficiencies, it would be expected that 
deficiencies would be corrected on different 
dates and that the facility would insist on 
immediate followup on each deficiency or 
group of deficiencies in order to immediately 
end the daily monetary penalty.
Additionally, a follow-up would be required 
at 90 days after the survey to determine if 
denial of payments would be required under 
[the proposed) 488.212(a)(3), and another 
followup would be required at six months to 
determine if termination is required under 
[the proposed] 488.212(a)(4).

Finally, one commenter wanted us to 
insert the words, “Subject to the 
provisions of this subpart,” at the 
beginning of the paragraph, and another 
wanted us to define interrelated 
deficiencies as deficiencies caused b y  ot 
resulting from the same action or 
occurrence.

Response: Sections 4203 and 4213 of 
OBRA ’87 and subsequent related 
legislation were enacted partially 
because of the Congress’ recognition 
that the Secretary and the States needed 
more flexibility in enforcing regulations 
pertaining to Medicare SNFs and 
Medicaid NFs, and, therefore, more 
choices of enforcement actions. The 
selection of a particular remedy is based 
on the nature of noncompliance and the 
remedy (or remedies) that either HCFA 
or the Medicaid agency believes is most 
likely to achieve correction of the 
deficiencies. We believe that this 
approach best fulfills the Congressional 
mandate to “promote compliance with 
the requirements of participation and 
assure high quality care for nursing 
facility residents” (H.R. Rep. No. 391, 
100th Cong., 1st Sess. 472 (1987)). In 
some instances, the most effective 
remedy may be two or more remedies. 
Furthermore, section 1919(h)(1) (A) and 
(B) of the Act clearly states that this is 
the case. The first reads in part, “* * * 
the State * * * may provide * * * for 
one or more of the other remedies,” and 
the second, “* * * the State may 
provide for one or more of the 
remedies.” Consequently, we are 
revising § 488.402(c) to clearly state that 
more than one remedy may be 
considered appropriate for 
noncompliance for each deficiency. 
However, it may also be appropriate for 
one remedy to be imposed for multiple 
deficiencies that constitute 
noncompliance, and the revised 
regulation reflects this policy as well. In 
any case, the choice of one or multiple 
remedies for each deficiency 
constituting noncompliance is part of 
the decision making process. The actual
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imposition of a remedy or remedies is 
imposed on a facility for noncompliance 
as a whole, with participation 
requirements. We are deleting the 
limitation in the proposed paragraph (c) 
that, for a single remedy for all 
deficiencies to be imposed, the 
deficiencies must be interrelated and 
subject to correction by the same 
remedy. This change offers more 
flexibility to the State survey agencies 
and to HCFA, and is in keeping with the 
statute.

Further, setting forth specific 
sanctions to be applied for each 
deficiency constituting noncompliance 
or a group of deficiencies constituting 
noncompliance would defeat the whole 
purpose of providing maximum 
flexibility to both the Secretary and to 
the States. We are adopting certain 
minimum sanctions that will be 
imposed according to how serious the 
noncompliance is, but beyond that, 
there is enough flexibility to tailor the 
remedy or remedies to the specific case 
at hand.

The statutory authority for 
§ 488.402(c) is found at sections 1819(h) 
and 1919(h) of the Act. We have 
discussed this statutory authority in 
both the proposed rule and elsewhere in 
the preamble of this final rule.

The matter of a potentially large 
number of follow-up visits is a 
possibility. If it materializes, State 
survey agencies and possibly HCFA's 
regional offices may require additional 
resources. We will be closely 
monitoring implementation of these 
regulations to determine the resources 
needed for this task. However, not every 
deficiency will require or even merit a 
separate revisit for certification of 
substantial compliance. As stated above, 
sometimes several deficiencies will lead 
to the imposition of only one remedy. 
Moreover, even if different remedies can 
be traced to different deficiencies, the 
survey agency is under no obligation to 
make multiple revisits. The 
noncompliance which led to the 
imposition of remedies is due entirely to 
facility performance. The survey agency 
is not responsible for the 
noncompliance and is under no 
obligation to spend valuable resources 
on multiple revisits. Furthermore, 
remedies are imposed for 
noncompliance in a facility, rather than 
for deficiency “a” or “b” or “c,” etc.
The survey agency is generally obligated 
to revisit only when the facility makes 
a credible allegation of compliance with 
all requirements and, in some cases, no 
revisit is required even then.

Finally, we are not adding the phrase, 
“Subject to the provisions of this 
subpart,’’ at the beginning of paragraph

(c) because we believe it to be 
unnecessary. Since we are revising this 
final rule to allow HCFA or the State to 
impose one or more remedies for all 
deficiencies constituting noncompliance 
whether they are interrelated or not, 
there is no need to define “interrelated 
deficiencies.”

For the reasons given directly above, 
we are revising § 488.402(c) to provide 
that HCFA or the State may apply one 
or more remedies for each deficiency 
constituting noncompliance, or single or 
multiple remedies for all deficiencies 
constituting noncompliance.

Comment: A number of commenters 
said that they opposed our proposed 
exemption of deficiencies with scope . 
and severity levels of 1 from the 
requirement for a plan of correction.
The consensus of these commenters was 
that all deficiencies should require a 
plan of correction. As one commenter 
remarked:

While we understand that it is 
inappropriate to punish or sanction a facility 
for an isolated, minor deficiency, the 
government should ask facilities to correct 
such problems and there should be a public 
record of the facility’s plan to do so. Since 
the regulations and the reform law require 
compliance with all requirements, there 
cannot be any exclusions from completing 
plans of correction. Plans of correction are a 
management tool for both the facility and the 
regulators, not a penalty or punishment

Two commenters said the exception 
should be retained, but only if HCFA 
applies a “substantiality factor” to the 
determination of what constitutes a 
deficiency. By “substantiality” they 
meant that nothing would be cited as a 
deficiency unless it is not an isolated or 
occasional occurrence or unless it has a 
significant impact on resident rights or 
quality of life. If this were the case, they 
said, then all deficiencies should 
require a plan of correction.

One commenter asked, “Why cite a 
deficiency at scope and severity level 
1 ? ”

Regarding the issue of approval of the 
plans of correction, one commenter 
suggested that HCFA approve all plans 
of correction. Another suggested we add 
the following specific language:

HCFA will or the survey agency must 
approve the plan of correction if it is 
reasonably calculated to result in substantial 
correction of the deficiency within a 
reasonable time. Neither HCFA nor the 

-survey agency may disapprove a plan of 
correction because the facility denies the 
existence of the deficiency, if the plan 
otherwise meets the criteria specified by this 
paragraph. The facility may submit an 
amended plan of correction at any time, and 
HCFA will or the survey agency must 
approve the amended plan if it meets the 
criteria specified in this paragraph. A

facility’s submission of a plan of correction 
does not constitute an admission that the 
deficiency exists.

Finally, one commenter said that 
there is a need for clearer plans of 
correction, and another said that the 
plans need to be more specific and focus 
on care issues.

Response: We agree that all 
deficiencies should require either a plan 
of correction or an agreement to correct, 
and are revising this final regulation at 
§ 488.408 (“Selection of remedies.”), 
accordingly. One commenter expressed 
the rationale for this succinctly: “* * * 
the government should ask facilities to 
correct [deficiencies] and there should 
be a public record of the facilities’ plan 
to do so.”

We do not accept the suggestion that 
the regulations specify that HCFA will 
or the survey agency must approve the 
plan of correction if it is reasonably 
calculated to result in substantial 
correction of the deficiency within a 
reasonable time. We have discussed the 
meaning of substantial compliance 
elsewhere in this preamble. As for the 
terms “reasonably calculated” and 
“reasonable time,” it has been our 
experience that putting general language 
such as this in regulations is not useful. 
Plans of correction are considered on a 
case-by-case basis by both the States and 
by HCFA because circumstances vary 
greatly from facility to facility. To state 
in the regulations that HCFA and the 
States have a moral and legal 
responsibility to be reasonable in their 
dealings with providers would be to 
belabor the obvious; there is no need for 
such a pronouncement.

One of the commenters who proposed 
that plans of correction be required for 
all deficiencies made the observation 
that some plans of correction do nothing 
more than complain about the law, the 
surveyor, or the circumstances, without 
ever describing how the violation will 
be corrected. We agree and would only 
add that it is highly probable that 
facilities submitting these plans 
considered them to be “reasonable,” 
and extremely improbable that these 
plans would be acceptable to HCFA or 
the State.

Finally, we agree that plans of 
correction must be clear arid specific* 
but believe that there, is'no need to state 
this in regulations.

Comment: Two commenters suggested 
that, in addition to cross-referring to 
§ 488.234 of the proposed rule 
(redesignated as §488.452, “State and 
Federal disagreements involving 
findings not in agreement in situations 
where there is no immediate and serious 
threat”), we should refer the reader to 
proposed § 488.212(a) (“Action when
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there is no immediate and serious 
threat”), and to § 488.232 of the 
proposed rule (redesignated as 
§488.450, "Continuation of payments to 
a facility with deficiencies”).

Response: We believe this to be 
unnecessary. We try, to the greatest 
extent possible, to avoid redundancy in 
regulations. When trying to determine 
what to do when there is State and 
Federal disagreement, it is most likely 
that the reader will consult § 488.452;

Comment: Another commenter 
suggested that the text of our proposed 
§ 488.202(e) be revised to state, ‘‘If the 
State and HCFA disagree on the 
decision to impose remedies when 
HCFA has performed a validation 
survey, the disagreement is resolved in 
accordance with (proposed] § 488.234.” 

Response: Not allowing HCFA to 
impose remedies unless and until it has 
performed its own validation survey 
would, in most cases, significantly 
lengthen the amount of time between 
the facility’s being cited for a deficiency 
and the time when a remedy would be 
imposed. This would not fulfill the 
intent of the Act, which states that 
criteria as to when and how each of the 
remedies is to be applied “shall be 
designed so as to minimize the time 
between the identification of violations 
and final imposition of the remedies 
* * * ” (sections 1819(h)(2)(B) and 
1919(h)(2)(B) of the Act). In any event, 
the Act does not limit the Secretary’s 
ability to make findings exclusively 
through the use of validation surveys. 
The Act says only that the Secretary 
may impose sanctions if he or she 

“ finds” noncompliance. There may be 
occasions, for example, when the 
Secretary may choose to impose 
sanctions based on a State agency 
survey. We have therefore concluded 
that the Act did not intend that the 
Secretary exercise his or her oversight 
authority only through Federal onsite 
validation surveys. Nonetheless, in 
some cases it will only be possible to 
draw conclusions about facility 
compliance through onsite surveys. 
Moreover, sections 1819(g)(3)(B) and 
1919(g)(3)(B) of the Act require the 
Secretary to conduct validation surveys 
for at least 5 percent of the State survey 
agency’s standard surveys, as long as the 
5 percent equals at least 5 facilities. 
Therefore, many times the Secretary’s 
enforcement decisions will arise as a 
result of Federal validation surveys. 
However, this will not always be the
case. - - « -;V 1 ; 1 11H

For the reasons listed immediately 
above, we are making no revisions to 
proposed § 488.202(e).

Comment: Some members of the 
health care community said that the

proposed 2r-4 and 15-day periods are 
inadequate to allow facilities a fair 
opportunity for correcting deficiencies.
In addition, commenters suggested that 
HCFA—

• Specify whether the days are 
calendar days or business days;

• Specify that the time frames for 
correction will not begin until the 
facility receives the notice, rather than 
when notice is sent;

• Specify that the notice must be sent 
by certified mail, return receipt ;  
requested or by personal delivery, and 
that the State must give the facility 
notice in the same manner; and

• Provide an expedited hearing 
process to safeguard the facility’s ability 
to continue its business and protect its 
residents from wrongful government 
action. This measure must be taken, the 
commenter said, due to the short notice 
we proposed to give in the case of 
immediate and serious threat.

Other commenters said that the time 
frames we proposed are too long. One of 
these commenters expressed serious 
concern, noting that the Act Clearly 
requires that immediate action be taken 
to remove the jeopardy in immediate 
and serious-threat situations. This 
commenter urged that no notice be 
given before the imposition of a 
sanction in these cases, and suggested 
that, in nonimmediate and serious 
threat situations, 5 days notice should 
be given. Another said that, in many 
cases, it is obvious that the remedy 
should be imposed immediately. This 
consumer organization asked why a 
State survey agency should ever have to 
delay initiating monitoring visits to a 
facility or why a facility with 
widespread quality of care problems 
should be allowed to admit new 
residents for 15 days after such 
problems are discovered. Other 
commenters cited the possible 
continuance of “roller coaster 
compliance” unless we shorten the time 
frames. “Roller coaster compliance” 
refers to the facility practice of coming 
into compliance only long enough to 
stave off an impending remedy, then 
reverting to noncompliant activities or 
practices until the next time the 
deficiencies are cited, when the cycle 
begins all over again.

Other commenters said that our 
proposed time frames do not adequately 
protect residents, referring to monitors 
as an example. One said that in a case 
of jeopardy, the State might feel it 
necessary to have a monitor in the 
facility as the survey team is leaving. 
Waiting two days without outside 
scrutiny may be too long under some 
circumstances.

Two commenters said that, in the case 
of civil money penalties, notice before ; 
an effective date is meaningless, since 
the fine may be imposed for a past 
violation that has already been 
corrected.

One commenter said that the “not 
more than four days” notice in 
§ 488.402(f) conflicts with § 488.410, 
and another that paragraph (f) conflicts 
with § 488.330(e)(l)(i) and (ii). Another 
said that the clause, “* * * the remedy 
could be imposed anytime after the 
minimum 2 day notification period, but 
not later than the 10th day after the last 
day of survey ,” is confusing.

Finally, one commenter suggested 
that residents and their representatives 
be notified of enforcement actions and 
their implications at the same time the 
nursing home is notified. Two other 
commenters said that States should be 
required to compile, at least monthly, a 
list of facilities against which they have 
taken adverse action and imposed 
sanctions. They suggested that this 
listing be sent to newspapers, to the 
State long-term care ombudsman, to the 
State protection and advocacy agency, 
to acute care hospitals, and to public 
and private agencies that regularly make 
referrals of individuals to nursing 
facilities. They also suggested that 
States be required to develop poster 
notices for each intermediate remedy, 
and require facilities to post the notice 
in a prominent place.

Response: We are revising § 488.402(f) 
to specify that the time frames given are 
calendar days, and that they begin when 
the facility receives the( notice, but in no 
event will the effective date of the 
enforcement action be later than 20 days 
after the notice is sent. We are not 
accepting the suggestion that the notices 
be sent via certified mail, with return 
receipt requested. This would preclude 
a valid notice sent via other means, such 
as telefax, telegram, commercial 
overnight delivery services, or other 
means that may be faster. This becomes 
an especially important consideration in 
the case of immediate jeopardy 
deficiencies.

The commenter who asks for an 
expedited hearing process due to the 
short notice alleging immediate 
jeopardy seems to be suggesting that thé 
hearing take place before the effective 
date of a sanction to safeguard the 
facility’s ability to continue its business 
and protect its residents from wrongful 
government action. In the case of 
immediate jeopardy, this would mean a 
hearing would have to be held as early 
as the first 48 hours after the survey. It 
is entirely possible that, when a survey 
uncovers such jeopardy, the State or 
HCFA may immediately set an effective
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date at the minimum required time after 
notice, that is, 2 days. It is virtually 
impossible to set up a hearing this 
quickly, and expanding the time 
between the notice and the effective 
date of a remedy to make it possible to 
hold a hearing before the effective date 
would not be in the best interests of the 
residents. The whole point of a short 
time frame is to safeguard the lives and 
the safety of residents by taking 
immediate action. As discussed at 
proposed § 488.180 (now designated as 
§ 488.330), Certification of compliance 
or noncompliance, it is not necessary to 
hold a hearing before the effective date 
of termination to adequately protect a 
facility’s right to due process.

As noted above, we received 
comments saying our time frames were 
too short, and others saying that they 
were too long. While we are mindful of 
the Act’s requirement that the Secretary 
take immediate action in the case of 
immediate jeopardy (sections 1819(h)(4) 
and 1919(h)(4) of the Act), and to 
minimize the time between the 
identification of violations and final 
imposition of the other remedies 
(sections 1819(h)(2)(B) and 
1919(h)(2)(B) of the Act), we have 
chosen not to shorten them, except for 
the same day (if necessary) installation 
of a State monitor in the case of an 
immediate jeopardy. We believe that, for 
other available remedies when there is 
an immediate jeopardy deficiency, the 
facility should be allowed at least 2 days 
before imposition of sanctions. This is 
because we believe that even in cases of 
immediate jeopardy, providers are 
entitled to some notice before the 
imposition of sanctions. We believe 
that, in the case of non-immediate 
jeopardy, we should not allow any less 
than 15 days for similar reasons.

We chose not to set the minimum 
amount of notice required any higher 
than 2 days in the case of immediate 
jeopardy because the longer immediate 
jeopardy persists, the greater the 
likelihood that actual harm or even 
death may result or continue. We have, 
for the reasons cited in the paragraph 
immediately preceding determined that 
a facility be given no less than 2 days 
before imposition of sanctions. Besides, 
it has been our experience that, as a 
practical matter, it takes longer than 2 
days to complete termination 
proceedings once they are begun. It is 
our belief that we have struck a fair 
balance between giving facilities fair 
notice and a reasonable chance to 
correct deficiencies and fulfilling our 
responsibility to safeguard the health or 
safety of residents.

We have chosen 15 days in the case 
of nonimmediate jeopardy by carefully

weighing the same considerations. It is 
important to understand that we are 
bound by Federal law to minimize the 
time between the identification of 
violations and final imposition of 
remedies. While sections 1819 and 1919 
of the Act do not require giving specific 
notice before the imposition of 
remedies, constitutional principles of 
due process generally do require such a 
notice of agency adverse action. On the 
other hand, neither the Act nor the 
Constitution require that providers have 
the opportunity to correct deficiencies 
before sanctions are imposed. In other 
words, there is a need for prior notice# 
but not an entitlement on the providers’ 
part to an opportunity to correct 
deficiencies. This policy, we believe, 
satisfies due process concerns of 
providers. As we have said, the only 
exception is the immediate imposition 
of a State monitor when there is an 
immediate jeopardy situation, because, 
above all else, it is our responsibility to 
protect the lives of residents. The 
facility will not be required to pay the 
salary of the State monitor; nor will the 
State monitor have managerial authority 
to obligate facility funds. (That authority 
is reserved for the temporary manager 
who could be installed a couple of days 
later.) The State monitor can be 
appointed immediately, while other 
sanctions are pending during notice 
periods to protect residents. With 
respect to civil money penalties, we do 
not believe that any notice is required 
before HCFA or a State advises a facility 
that noncompliance has occurred and 
that a penalty is to be imposed. As the 
statute clearly suggests, civil money 
penalties may be imposed for past 
periods of noncompliance even if  a 
facility is currently in compliance.
Notice is required, however, before a . 
civil money penalty can be collected, 
and the regulations call for exactly this 
procedure. Like any other commercial 
enterprise, nursing homes must 
structure their debits and credits around 
their cash flow. We believe that 
notifying a facility that it must pay a 
civil money penalty instantly is unfair, 
unrealistic, and not in accordance with 
the basic principles of due process.

In this final rule, we are removing the 
provision requiring a maximum of 4 
days notice before the imposition of a 
sanction in § 488.402(f). We may impose 
a remedy for immediate jeopardy, as 
§ 488.410 allows, as long as we give the 
facility at least 2 days’ notice before the 
imposition of the remedy and no more 
than 23 days from the last day of the 
survey to remove the jeopardy or be 
terminated. In actual practice, the 
facility is notified that there is an

immediate jeopardy deficiency as soon 
as the survey has been completed. It is 
only the official notice of the imposition 
of a remedy that may not be sent until 
later, as long as it is received by the 
facility at least two days before the 
effective date of the remedy.

As a result of our review of these 
comments, we are not making final 
proposed § 488.180(e)(i)(i), Certification 
of compliance or noncompliance, 
because it appears to conflict with 
§ 488.402(f).

As proposed, we are providing in 
§ 488.325(f), that the State must provide 
the State’s long-term care ombudsman 
with any report of adverse actions 
specified at § 488.406 imposed on a 
facility. We believe that this provision 
will keep residents informed about each 
enforcement action. Whatever 
additional publicity States may wish to 
give notices of adverse action is their 
decision.

We are also revising paragraph (f) to 
note the exceptions in notification 
requirements for civil money penalties 
and restructured it to clarify them.
Section 488.404 Factors To Be 
Considered in Selecting Remedies

We received comments on proposed 
§ 488.204, as well as on our solicitation 
of comments in the preamble to the 
proposed rule, about the scdpe and 
severity measures; specifically, we 
asked for comments on how scope and 
severity values were described and how 
they were to be assigned. We will 
address all of the comments we received 
on scope and severity in this section of 
the preamble.

Comment: The majority of 
commenters did not comment on the 
scope scale. Several commenters 
expressed support for using scope and 
severity scales to determine the 
enforcement response to facility 
noncompliance. Other commenters 
opposed using these scales. Of those 
opposed, some believed that the scales, 
absent any measurable criteria, 
introduce another opportunity for 
surveyor inconsistencies to occur.

Others thought the scope and severity 
level definitions were too broad and 
vague to be applied consistently by 
surveyors, allowing too much 
government discretion in the selection 
of remedies, while one commenter 
believed that the determination of 
remedies should be left to the judgment 
of the survey agency.

A few commenters argued that the 
scales were impractical because they 
were either too complex or prescriptive 
and left no room for surveyor judgment.

Several commenters argued that the 
Use of scope and severity scales conflict
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with Congressional intent to eliminate a 
hierarchy of participation requirements. 
They contend that by ranking the 
seriousness, that is, importance, of a 
facility’s deficiencies, the scope and 
severity scales foster the belief that 
some requirements are more important 
than others.

One commenter questioned why the 
scope and severity scales were’being put 
into regulation. This commenter 
believed that codifying the criteria used 
for determining remedies is 
inappropriate and will invite additional 
legal challenges by musing home 
providers dissatisfied with severity and 
scope level determinations.

One commenter was concerned that 
the scope and severity scales failed to 
provide enough regulatory guidance on 
the exact criteria that will be used in 
making remedy determinations to 
ensure that the enforcement response is 
appropriate to the nature of the 
noncompliance.

We received a variety of proposals for 
reconfiguring the scope and severity 
scales from provider organizations, State 
governments and consumer advocate 
organizations.

One consumer advocate organization 
proposed a scope and severity scale 
with three tiers of severity (immediate 
jeopardy, substandard quality of care, 
and other violations), while-retaining 
the definition of scope as we proposed.

This proposal called for a plan of 
correction for all level 1 deficiencies 
(other violations) regardless of scope 
and a mandatory civil money penalty 
for scopes of 3 and 4. Additionally, thq 
proposal specified that the State or 
HCFA must impose a directed plan of 
correction if the violation is repeated. 
All other remedies could be imposed at 
the option of the State or HCFA.

The second tier (substandard quality 
of care) would require a civil money 
penalty, public notice, a plan of 
correction and, at the State’s option, any 
other remedy. If repeated, the State or 
HCFA would require a State monitor 
and a directed plan of correction. There 
were additional mandatory remedies 
imposed at higher scope levels.

The third tier (immediate jeopardy) 
would require the statutorily mandated 
temporary management and physician 
and nursing home administrator 
licensing board notice, as well as a 
denial of payment for new admissions 
and a plan of correction.

Another organization also proposed 
three severity levels (Actual harm, 
impairment or death; potential harm, 
impairment and death; and negative 
outcome). The scope levels were also 
pared down to three levels (isolated, 
occasional and widespread/pattem).

Substandard quality of care would be 
defined as a severity of 2 with a scope 
of 3 in quality of care and all of severity 
level 3. For non-immediate jeopardy, 
this proposal would require termination 
in 180 days from the last date of survey 
unless compliance is achieved during 
the correction period. For immediate 
jeopardy, termination would take effect 
in 23 days if no temporary manager is 
appointed or accepted. This proposal 
would not require any mandatory fines 
but rather, would leave the choice of 
remedy to the State or HCFA. Other 
statutorily driven remedies have also 
beep included in the proposed plan.

One State organization proposed a 
matrix which had five severity levels 
(harm or death; negative outcome non
staff action; negative outcome staff 
action; negative outcome likely; and no 
negative outcome). As in some other, 
proposals, the scope levels remained as 
we had provided in the proposed rule. 
Under this plan, no remedies would be 
imposed for severity level of 1 and 
scope of 1 or severity level of 1 and 
scope of 2 or severity level of 2 and 
scope of 1. A plan of correction would 
be required for a severity and scope of 
1 -3 ,1 -4  and 2-2, respectively. A civil 
money penalty would be imposed for a 
severity and scope of 2-3 and 2—4. No 
fine would be imposed for a scope of 1, 
even if a deficiency is at the severity of 
3 or 4. Denial of payment for new 
admissions would only be imposed for 
severity levels of 4 and 5 (except 
severity 4 and scope of 1). This plan 
also would exempt facilities from any 
remedies in certain situations where 
new requirements had not been 
disseminated to nursing homes.

Another State organization proposed a 
scope and severity scale using the four 
scope levels defined in our proposed 
rule, but defining the severity levels 
differently. The four severity levels 
would be defined as level 4—life 
threatening harm or death; 3—actual 
harm; 2—potential harm; and 1—no 
harm or likelihood of harm. Severity 
and scope of 1 would have no remedies 
imposed. Severity level of 1 and scope 
of 2 and severity of 2 and scope of 1 or 
2 would have no remedy imposed the 
first time the deficiency was cited, but 
the State or HCFA would impose a 
directed plan of correction if the same 
deficiency(ies) was found at the next 
survey. This plan also requires the State 
or HCFA to choose between a denial of 
payment for new admissions or a civil 
monpy penalty for severity levels of 3 
and 4.

Another State disagreed with our use 
of the term immediate jeopardy relative 
to the scales because it believes that the 
term, as described for the scales, carries

no connotation of immediacy and is not 
equivalent to the language “likely to 
cause at any time” we had proposed in 
the definition of the term in § 488.201 
of the proposed rule. Also, the State 
questioned our definition of 
substandard quality of care in 
relationship to severity and scope. It 
believed that substandard quality of care 
should not apply to one or two residents 
but should reflect deficient patterns of 
care, policies or procedures present in 
or used by the facility. The State 
recommended that HCFA provide that a 
finding of substandard quality of care 
may be made (but is not required) for 
scope levels of 1 and 2 and severity 
levels of 3 and 4.

Several commenters suggested that 
severity levels 3 and 4 should be 
redefined. Specifically, these 
commenters found virtually no 
difference in the application of remedies 
in the two levels. Other commenters 
believed that a potential for life 
threatening harm should not be an 
immediate jeopardy finding subject to 
harsher remedies.

Many commenters disagreed that 
facilities be furnished with a separate 
summary of all level 1—1 deficiencies 
rather than receiving notice of them on 
the official deficiency statement. They 
believed that it would be confusing to 
have a facility’s deficiencies recorded, 
in parts, between two separate 
documents, as well as harder to track 
repeat deficiencies at the next standard 
survey.

Many commenters made specific 
recommendations of required remedies 
for various levels of severity and scope. 
Some suggested that HCFA or the State 
only impose a plan of correction at the 
lower scope and severity levels, while 
other commenters wanted HCFA to 
mandate civil money penalties and 
other remedies.

Many consumer advocates expressed 
concern that the proposed scope and 
severity scales did not represent the 
intent of the Congress to make resident 
rights and physical environment 
requirements equivalent to quality of 
care requirements. They contend that 
the way the scales are currently written, 
resident rights and physical 
environment deficiencies would never 
rise above severity level 2.

A few commenters believe that the 
scope and severity scales should be 
predicated on a statistical analysis of 
probability and suggest that this could 
be done by health care professionals 
who could factor into the scales the 
predisposition of a given individual to 
a particular incident. Many commenters 
asked that the ambiguous terms used 
within the level descriptions be defined,
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for example, how many cases constitute 
“in a number of cases.” One commenter 
suggested that a numerical or percentage 
determination be made to clarify the 
terms, for example, 1-3 instances = 
isolated, or less than 17 percent 
occurrences -  isolated.

One commenter suggested that the 
scope scale include only three levels, 
combining the proposed levels 3 and 4 
because there was no distinction for the 
remedies. Another commenter observed 
that the scope scale level descriptions 
were written in terms of the number of 
times that the surveyors made a 
particular observation, and contended 
that while this approach may be 
appropriate for certain types of 
problems, it is not for others. For 
example, when surveying for life safety 
code compliance, what scope would be 
assigned to a total sprinkler system 
failure? This problem is a single 
observation, but it is one that affects 
every resident in the facility. This 
commenter, therefore, suggested that if 
we are to accurately reflect the extent of 
the deficiency, then scope should be 
based on the number of residents who 
are affected by the deficient practice. 
Overall, many commenters feared ¡that 
the scope and severity scales, as 
proposed, give the enforcing agency 
virtually unlimited discretion in 
selecting remedies. They contended that 
the proposed scheme does not limit 
imposition of the most onerous 
remedies only to the most serious 
deficiencies and they, therefore, suggest 
that a prescriptive approach be 
developed for correlating deficiencies 
and remedies.

Response: Historically, the 
enforcement system was based on a 
hierarchical set of requirements called 
conditions of participation, standards, 
and elements. Each condition of 
participation included groups of 
standards, and standards were made up 
of separate elements. Enforcement was 
based on the level of the requirement for 
which a deficiency was cited. For 
example, condition-level deficiencies in 
a SNF resulted in the initiation of 
termination procedures or a denial of 
payment for new admissions. However, 
if only standard-level deficiencies were 
found, only a plan of correction was 
required. Since the Congress has 
expressly eliminated the use of 
hierarchical requirements in nursing 
homes, we needed an organized way to 
determine how serious a facility’s 
deficiencies are, as well as a consistent 
approach to guide enforcing agencies in 
making enforcement decisions.

We believe that we have implemented 
the Congress’ mandate to abandon our 
pre-OBRA hierarchical requirements

and to develop a system capable of 
detecting and responding to deficiencies 
in any participation requirement. The 
enforcement scheme provided in this 
final rule is built on the assumption that 
all requirements must be met and 
enforced and that requirements take on 
greater or lesser significance depending 
on the circumstances and resident 
outcomes in a particular facility. In 
addition, we wish to emphasize that 
measuring the seriousness of 
deficiencies is only for the purpose of 
determining the enforcement response 
most appropriate for specific degrees of 
noncompliance.

In order to grant the statutory 
flexibility given to HCFA and the States 
to design their own enforcement 
approaches (with guidance from the 
Secretary), We are providing a modified 
enforcement scheme to be used to assess 
the seriousness of deficiencies and then 
used to select an enforcement response. 
The scheme requires that specified 
factors be considered by HCFA or the 
State to assess the seriousness of a 
facility’s deficiencies, and it correlates 
seriousness to specific enforcement 
responses. However, with the exception 
of the immediate jeopardy level, the 
enforcing agencies may exercise the 
flexibility to design their own methods 
of interpreting and applying the 
assessment factors to the identified 
deficiencies. Historically, 
determinations of immediate jeopardy 
to resident health or safety have been 
made by HCFA and the States in 
accordance with guidance provided in 
Appendix Q of the State Operations 
Manual. We conclude that there is no 
compelling reason for States tb redefine 
this level of noncompliance. The 
enforcing agencies may also exercise 
their statutory authority to determine 
whether an alternative remedy is or is 
not preferable to termination. In 
determining the seriousness of Life 
Safety Code (LSC) deficiencies, States 
are encouraged to apply the Fire Safety 
Evaluation System (FSES), which is 
Appendix C of the 1985 edition of the 
LSC. Since the FSES is an equivalency 
system based on point values, it is 
possible to utilize the system to 
document the seriousness of 
deficiencies on a quantitative basis in 
accordance with the revised 
enforcement matrix. Once the 
seriousness of the deficiencies is 
determined and the decision to impose 
alternative remedies instead of, or in 
addition to, termination, HCFA or the 
State must make its remedy selection 
from the remedy category associated 
with the specific level of

noncompliance. This correlation is 
provided in § 488.408 of this final rule.

This approach has the added benefit 
of promoting national consistency 
because all systems will be considering 
the same initial assessment factors, and 
the remedy choice will then be based on 
the nature of the noncompliance and the 
corrective action most likely to achieve 
correction and continued compliance.
In other words, we developed, for use 
by the States and by HCFA, an 
organized and consistent method by 
which to first, determine how serious a 
facility’s deficiencies are, and second, to 
select an enforcement response from a 
specified remedy category linked to that 
degree of noncompliance.

We believe that the enforcement 
scheme we are providing in this final 
rule for HCFA and the States to use in 
rating deficiencies and selecting 
remedies satisfies a variety of concerns 
posed by the former scope and severity 
scale and the proposed rule in general. 
Under the proposed rule, we set out two 
scales, one for scope and one for 
severity, that HCFA and the States were 
to apply in determining which remedy 
to apply once deficiencies were 
identified. While the rule provided 
some definition for each of the levels of 
scope and severity, HCFA and the States 
were essentially free to determine what 
constituted a “sufficient” number of 
“repeated observations” in concluding 
whether or not a “pattern” of 
deficiencies could be said to exist.

In the final rule, we have removed the 
scope and severity scales, as such, and 
have replaced them with a set of criteria 
that must be used (should a decision be 
made to impose alternative remedies at 
all) to select an enforcement remedy. 
Specifically, while the enforcement 
scheme in this final rule is conceptually 
the same as the former scope and 
severity scales, it differs from that 
approach in numerous significant ways:

• It leaves to the judgment of both 
HCFA and the States whether to impose 
alternative remedies at all, regardless of 
the seriousness of a facility’s 
deficiencies.

• It incorporates the concept of 
substantial com pliance, whereby 
deficiencies found w hich constitute no 
more than a potential for m inim al harm 
are not sanctioned.

• With the exception of immediate 
jeopardy, a State may use its own 
method for interpreting terms that 
describe the relative frequency or 
seriousness of deficiencies as long as it 
is consistent with the guidance 
presented in the regulation.

• It correlates, to a greater extent than 
in the proposed rule, specific 
enforcement categories from which an
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enforcement response must be selected 
with specified degrees of 
noncompliance.

• It can be applied to. physical 
environment deficiencies, as well as to 
all others, and it should relieve 
commenters’ fears that resident rights 
violations and physical environment 
deficiencies could not be considered as 
serious deficiencies.

• Providers will have a clearer idea of 
the enforcement consequences they 
could be subject to for specific degrees 
of noncompliance because, in § 488.408, 
we have correlated enforcement 
categories with levels of 
noncompliance.

The establishment of these remedy 
categories will provide regulatory. 
guidance to HCFA and the States in 
selecting remedies and will necessitate 
that States and HCFA clearly define the 
seriousness of cited deficiencies in 
order to select an appropriate remedy.

We have hot accepted any of the 
commenters’ proposed revisions to the 
scope and severity scales for inclusion 
in the modified enforcement scheme in 
this final rule. After reviewing the 
proposals, we concluded that, while the 
terminology may have been different, all 
of the proposals were conceptually the 
same as the scales that were published 
in the proposed rule. In addition, those 
commenting provided no evidence (for 
example, success data) to indicate that 
their respective proposed enforcement 
systems would be more effective than 
the scales we published in the proposed 
rule. We, therefore, have not adopted 
any of the commenters’ proposals in 
place of the enforcement model we are 
presenting in this final rule. In addition 
and equally noteworthy, we spent 
considerable time meeting with various 
groups representing the nursing home 
industry, State agencies and consumer 
organizations to discuss and seek input 
on the various approaches to restructure 
and refocus the survey and enforcement 
processes. The resulting approach was 
presented in the notice of proposed 
rulemaking as well as in what has been 
carried over into this final rule.

In response to concerns that repeated 
1-1 deficiencies (now referred to as 
isolated deficiencies that HCFA or the 
State determines constitute no actual 
harm with a potential for minimum 
harm) would be hard to monitor on 
subsequent surveys, we note that, while 
such deficiencies are not cited on the 
official deficiency statement and are not 
sanctioned, their existence is 
maintained in the official provider file 
along with the official deficiency 
statement. The separate listing of these 
deficiencies is also accessible to the

surveying agency and disclosable to the 
public.

While we intend that the enforcement 
scheme provide internal guidance to 
States and to HCFA, we are including it 
in the regulations to provide the public, 
and particularly regulated facilities and 
facility residents, with full disclosure as 
to how enforcing agencies will 
determine appropriate remedies for 
providers that have been found out of 
compliance with Federal participation 
requirements.

Comment: One commenter wanted a 
remedy to be imposed for insufficient 
nurse staffing.

Response: The law requires that 
nursing homes meet all participation 
requirements. Should noncompliance 
with nurse staffing requirements be 
identified, either during an extended 
survey or when a waiver of RN and/or 
licensed nursing staffing has been 
requested or granted, the facility would 
be subject to an enforcement response 
from HCFA or the State, just as it would 
be for other instances of noncompliance.

Comment: Some commenters wanted 
to remove the distinction between 
initial and secondary factors in 
§ 488.404 (proposed at § 488.208) 
believing that the secondary criteria are 
equally important as the initial 
assessment

Response: The secondary factors are 
not less important; they just come later 
in the process of selecting an 
appropriate remedy or remedies. 
However, we are replacing the word 
“secondary” with the word “other” to 
avoid any further confusion. The first 
step is to assess the seriousness of the 
deficiency(ies), including the presence 
or absence of immediate jeopardy, to 
determine the minimum recommended 
categories of remedies to impose, as 
well as the suggested optional categories 
from which to choose. The other factors 
(that is, the relationship of one 
deficiency to other deficiencies, and the 
facility’s prior compliance history in 
general and specifically with reference 
to the cited deficiencies) assist in 
making choices from among all 
remedies available in any of the 
categories applicable to specific 
deficiencies.

Comment: Other commenters want 
the compliance history of the facility to 
remain secondary because facilities with 
a change of ownership5and/or personnel 
may not be able to otherwise emerge 
positively due to poor compliance in the 
past. It was suggested that we change 
§ 408.404 (proposed at § 488.208) 
accordingly.

Response: We did not revise the 
regulations text to reflect this 
suggestion. A facility’s prior compliance

history should be considered regardless 
of a change in ownership. A facility is 
purchased “as is.” The new owner 
acquires the compliance history, good or 
bad, as well as the assets. While we 
agree that after consideration of the 
facility’s compliance history, HCFA or 
the State may conclude that such 
history is no longer a valid predictive 
factor of the facility’s ability to achieve 
and maintain compliance (for example, 
following a change of ownership where 
the new owner “cleans house”) the 
burden of proof is on the new owner to 
demonstrate that poor past performance 
no longer is a predictive factor.

Comment: Other commenters wanted 
additional factors to be considered in 
addition to those outlined in § 488.404 
(proposed at § 488.208). The suggestions 
for additional factors are:

• Whether the deficiency or 
deficiencies are directly related to 
resident care;

• The corrective, long-term 
compliance, resident protective, and 
non-punitive outcomes sought by the 
agency;

• Tne facility’s degree of culpability;
• The accuracy, extent, and 

availability of facility records;
• The facility’s financial condition;
• Any adverse effect that the remedy 

would have on the health and safety of 
facility residents;

• Whether there has been a change in 
ownership or operation of the facility;

• The facility’s action to correct the 
deficiency prior to the conclusion of the 
survey.

Response: While we are not 
expanding § 488.404 to include these 
additional factors, there is nothing to 
preclude HCFA or the State from 
considering any other factors they 
believe to be relevant in the decision
making process. We are, however, 
revising § 488.404(b) to clarify that the 
other factors that HCFA and the State 
may consider include, but are not 
limited to, only those factors listed. 
Because we do not want to limit valid 
assessment considerations 
unnecessarily, we do not desire to 
provide an all-inclusive list. We realize 
that it is impossible to predict every 
factor that would have a bearing on 
every particular case. The two factors 
that we have included in the regulatory 
model have a direct bearing on the 
determination of the most appropriate 
remedy or remedies. We have explained 
above how the interrelationships among 
deficiencies can impact the decision to 
impose one as opposed to several 
remedies. The second factor, the 
facility’s prior compliance history, is 
pertinent because sections 
1819(h)(2)(B), 1919(h)(2)(A), and
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1919(h)(3)(C) of the Act provide for 
increased penalty amounts for 
uncorrected or repeated noncompliance. 
Moreover, sections 1819(h)(2)(E) and 
1919(h)(2)(D) of the Act require the 
imposition of the denial of payment 
remedy for repeated substandard quality 
of care.

Comment: One commenter didn’t 
believe that surveyors should make 
binding decisions regarding remedies, 
but rather this authority should be 
retained by the surveyors’ supervisor in 
order to promote centralization as well 
as consistency in decision making.

Response: Surveyors do not have the 
authority to make binding enforcement 
determinations; rather, either HCFA or 
the State makes binding enforcement 
determinations in accordance with 
criteria at § 488.452.
Section 488.406 Available Remedies

While analyzing the comments for 
this section, we again reviewed the 
provisions of the Act to ensure 
conformance in the final regulation. In 
doing so, we noted that proposed 
§ 488.206(c) did not include the 
remedies of civil money penalties, 
temporary management, and closure of 
the facility and transfer of residents, or 
their equivalents, in the listing of 
available remedies. We have also 
clarified that, regardless of what other 
additional remedies a State may have 
approved, the State must establish, at a 
minimum, those specified remedies, or 
an approved alternative to a specified 
remedy, that is, termination, State 
monitoring, denial of payment for new 
admissions, closure of a facility by the 
State in emergency situations and/or 
transfer of residents, civil money 
penalties, and temporary management. 
We are correcting this oversight in this 
final regulation.

In addition, during the process of 
reviewing and analyzing comments, we 
added another remedy. This remedy, 
directed in-service training, is described 
in the discussion of § 488.425.

Also, since the proposed § 488.228, 
“Alternative or additional State 
remedies”, contained virtually the same 
informatibn as this section, we are 
eliminating the proposed § 488.228 and 
moving the remaining non-duplicative 
provisions to this section. All comments 
received in response to proposed 
§ 488.228 are being included and 
addressed below.

Comment: One of the major concerns 
expressed throughout the comments 
was that it should be possible to address 
many or most instances of facility 
noncompliance through a traditional 
plan of correction. Several commenters 
indicated that plan of correction should

be added to the list of possible 
remedies.

Response: A plan of correction is a 
minimum requirement for any facility 
with deficiencies other than those 
isolated deficiencies that HCFA or the 
State determines constitute no actual 
harm with a potential for minimal harm, 
and, as for other providers and 
suppliers, it is not considered an 
enforcement remedy. Therefore, while 
we are clarifying the regulation to 
require that a facility complete and 
submit a plan of correction each time 
deficiencies are noted (other than those 
isolated deficiencies that HCFA or the 
State determines constitute no actual 
harm with a potential for minimal 
harm), we are not adding plan of 
correction to the listing of available 
remedies.

Comment: Many commenters 
expressed concerns that the proposed 
remedies are punitive rather than 
corrective in nature, excessively 
burdensome in relationship to the 
deficiencies, too harsh or that they will 
direct the focus away from resident care, 
thereby having a negative effect on long 
term care. Some commenters stated that 
the remedies do not allow for one time 
digressions from a facility’s history of 
compliance. Others believed that the 
proposed remedies would threaten job 
security for nursing home staff or the 
security of facility residents.

Response: As indicated in response to 
the previous comment, many 
commenters assumed that it was not 
possible to have a plan of correction as 
the only corrective measure required in 
a facility, even when the deficiencies 
were of a low degree of seriousness. In 
this final regulation, we acknowledge 
that a traditional plan of correction may 
be the only measure needed to correct 
deficiencies in some facilities which 
have only lower level deficiencies.
While we believe that using plans of 
corrections in this fashion should 
alleviate some of the concerns expressed 
by the commenters, we do not accept 
the notion that the use of more severe 
remedies for more severe deficiencies is 
excessive. There can be little question 
that the Congress was concerned about 
what it concluded was an unsatisfactory 
enforcement scheme prior to nursing 
home reform. As a result, it wrote into 
the law a series of remedies that it 
expects to be used should circumstances 
at individual facilities warrant. The 
driving force behind the legislation in 
this context was to provide the 
Secretary and the States with the 
authority to aggressively enforce the 
Act’s new requirements in a way that 
would discourage facility 
noncompliance that the Congress

believed to be widely evident between 
surveys, and thereby, to encourage 
lasting compliance. The design of these 
enforcement rules provides for 
incrementally more severe remedies as 
cited noncompliance is more egregious. 
We do not believe that an enforcement 
approach styled this way is harsh or 
excessive.

Comment: Six commenters suggested 
that the regulation include a remedy 
which would allow a ban on all 
admissions to a facility, regardless of the 
resident’s source of payment. Three 
commenters further indicated that this 
remedy should be mandatory in cases 
involving immediate jeopardy.

Response: We cannot accept these 
suggestions. The Act does not provide 
the authority to ban admissions for 
residents whose source of payment is 
other than Medicare or Medicaid. The 
Act does provide for the remedies of 
denial of all payment for SNFs and NFs 
by the Secretary and for denial of 
payment for all new admissions for 
SNFs by the Secretary, and for NFs, by 
the Secretary or the States. The 
proposed rule included denial of 
payment for all new admissions in 
certain diagnostic categories or 
requiring specialized care, but we have 
not included that remedy in this final 
rule for the reasons discussed under 
“Denial of Payment” later in this 
preamble. We believe that these 
remedies, along with the other available 
remedies for noncompliance, should be 
sufficient to promote a shift from 
noncompliance to substantial 
compliance.

Comment: Two commenters stated 
that the option of closing the facility 
should be available for SNFs and not 
just for those facilities that participate as 
NFs or SNF/NFs.

Response: For SNFs, HCFA has 
termination as an option for remedying 
noncompliance. While HCFA can 
terminate a SNF’s Medicare 
participation, it cannot revoke a 
facility’s license to operate within a 
State. Therefore, actual closures of 
facilities and transfers of residents are 
remedies which are options only for 
those facilities for which the State is the 
enforcing agency because the State also 
has licensing authority; closures of 
facilities are license related actions.

Comment: One commenter proposed 
that off-site monitoring be added to the 
list of available remedies.

Response: We are not accepting this 
suggestion. Enforcement remedies are j 
designed to motivate providers to 
achieve and maintain compliance with 
participation requirements. The 
motivation is provided by the nature of 
the various available enforcement
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remedies that either require some action 
to be taken by the provider or that 
involve financial consequences directly 
or indirectly to the provider. Since off
site monitoring would be performed by 
the State rather than imposed on the 
facility, and since there would be no 
responsibility and, therefore, no 
incentive for a facility response, we 
conclude that this type of monitor is not 
an enforcement remedy to be imposed 
against facilities with deficiencies.

Comment: One commenter proposed 
the addition of State and Secretarial 
authority to order the hospitalization of 
residents in cases involving immediate 
jeopardy, if the facility is unable or 
unwilling to respond to the residents’ 
needs.

Response: We do not believe an 
additional remedy is needed in order to 
respond to this commenter’s concern.
As temporary management will be 
imposed in those cases where 
immediate jeopardy is identified in a 
facility that will not be terminated 
immediately, control of the situation, 
including determinations as to the care 
of individual residents, will be shifted 
away from the facility’s own 
management until the jeopardy is 
removed. Should the facility fail to 
relinquish control to the temporary 
manager, termination will result and 
residents will be transferred to facilities 
that are able to provide care in a manner 
consistent with certification 
requirements.

Comment: One commenter proposed 
that public notice be included as an 
available remedy.

Response: Public notices are already 
required by regulation for any SNF 
termination. Public notices are also 
allowed, but not required (unless the 
State has its own public notice 
requirement), for NFs that will be 
subject to termination.

We do not believe that the regulation 
should expand the use of public notices 
as a remedy for noncompliance by 
including diem in this section’s listing. 
Public notices are frequently costly, and 
they do not always serve the intent of 
notifying the widest possible audience 
of a facility’s noncompliance. Further, 
facilities are already required to post the 
availability of the results of their 
surveys on their premises. Accordingly, 
we are not adopting this suggestion in 
the final regulation. .

Comment: A few commenters 
indicated that the prohibition of nurse 
aide training and competency 
evaluation programs (NATCEPs) is a 
penalty which should be included in 
the listing of available remedies.

Response: The prohibition of a 
NATCEP is predicated on, among other

things, the existence of a nurse staffing 
waiver, the fact that a facility has been 
subject to an extended or partial 
extended survey, or the imposition of an 
adverse action, including termination of 
the provider agreement. The 
enforcement remedies, on the other 
hand, are the consequences of facility 
noncompliance once deficiencies have 
been identified through the survey 
process. While the disapproval of a 
NATCEP is automatic whpn criteria set 
forth in the Act are met, the imposition 
of remedies is a matter requiring some 
discretion on the part of HCFA or the 
State.

It is possible for a facility with a nurse 
staffing waiver to be surveyed and have 
no deficiencies identified or have no 
deficiencies found which cause the 
facility to be out of compliance. In these 
cases, an enforcement action would not 
be in order, even though other 
provisions of the Act and regulations 
would require that a prohibition of a 
NATCEP be imposed. Further, it would 
be possible for a facility with no nurse 
staffing waiver, which had not been 
subject to an extended or partial 
extended survey, to have a civil money 
penalty imposed as a remedy for 
deficiencies identified. In this latter 
case, the civil money penalty is the 
enforcement remedy, and not the 
prohibition of a NATCEP, which is an 
automatic statutory consequence of the 
civil money penalty be frig imposed. .

Because we believe that the Act, as 
well as regulations published on 
September 26,1991, separately address 
how the State arrives at the disapproval 
of a NATCEP as opposed to how it or 
HCFA determines that an enforcement 
action is in order, we are not adopting 
these comments in the final regulation.

Comment: One commenter indicated 
that denial of payment for new 
admissions for certain diagnostic 
categories is too difficult to implement 
or monitor. Another stated that it is too 
broadly defined and that it was not the 
intention of the Act to modify remedies 
included in the Act.

Response: The first comment is 
discussed in detail under “Denial of 
Payment” later in this preamble.

Regarding the comment that the Act 
does not allow for modifications of its 
listed*remedies, we point to the 
provisions of the Act at sections 
1819(h)(2)(B), 1919(h)(2)(A), 
1919(hK2)(B)(ii) and 1919(h)(3)(C), all of 
which indicate that remedies other than 
those specified in the Act are allowed.

Comment: Two commenters asked 
that the proposed available remedy of 
denial of payment for new admissions 
for certain diagnostic categories be 
amended to ensure that it not promote

discrimination against residents a 
facility does not want to admit. Both 
indicated that a directed plan of & 
correction should be required in these 
situations, and one comment further 
stated that the directed plan of 
correction should direct the facility on 
how to regain the capability to care for 
residents with the designated diagnoses.

Response: This issue is discussed in 
detail under “Denial of Payment” later 
in this preamble. f

Comment: Five commenters indicated 
that HCFA should specify in the 
regulation the criteria by which the 
Secretary will determine whether a 
State’s alternative or additional 
remedies are as effective in determining 
noncompliance and correcting 
deficiencies as the remedies specified in 
the Act. Other commenters insisted that 
any alternative or additional remedies 
must be made available for public 
comment before adoption.

Response: We agree that there is a 
need for uniformity in the process 
which is used to approve State remedies 
which are alternative or additional to 
those included in the regulation. While 
we will prepare manual instructions 
that will address how these reviews and 
approvals should be processed, we 
believe such information is not 
appropriate for the text of the regulation 
itself since it would be impossible to 
contemplate the vast array of 
alternatives that States might propose. 
The Act does not require and HCFA will 
not require specific public notice 
procedures that limit State prerogatives 
in the State plan amendment process.

Comment: One commenter indicated 
that States should be able to develop 
and implement additional or alternative 
remedies unless HCFA can demonstrate 
that the States’ remedies are not as 
effective as the HCFA remedies.

Response: We cannot adopt this 
comment. The Act provides, at section 
1919(h)(2)(B) (ii), that the State must 
demonstrate to the Secretary’s 
satisfaction that the alternative or 
additional remedies it proposes are as 
effective in deterring noncompliance 
and correcting the noncompliance as 
those included in the Act. To shift the 
burden of proof to HCFA would be 
contrary to the Act’s clear instruction.

Comment: One commenter indicated 
that any State remedies approved as 
alternative or additional remedies 
should apply to SNF/NFs as well as 
NFs, unless HCFA takes a different 
action based on a validation survey.

Response: The determination of 
whose remedies prevail in a dually 
participating facility is made in 
accordance with section 1919(h)(7) of
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the Act and codified at § 488.452 of this 
final rule.

Comment: One commenter indicated 
that the final rule should clarify and 
refer to the relationship of these rules to 
the sanctions available under section 
1128 of the Act and to how the Office 
of Inspector General’s (OIG) actions will 
have an impact on enforcement actions 
taken under this regulation.

Response: The provisions of sections 
1819(h) and 1919(h) of the Act, for 
which HCFA takes action, and the 
provision of section 1128 of the Act, for 
which the OIG takes action, are two 
independent sources of enforcement 
authority that are triggered by separate 
considerations. Section 1128 of the Act 
contains mandatory and permissive 
exclusions which are, for the most part, 
applied in cases of individuals and 
entities who have been charged with or 
convicted of certain types of behavior 
(such as fraud and abuse, and 
obstruction of investigation) under 
Federal or State law. Section 1128 does 
not generally apply to cases of facility 
noncompliance, which are covered 
under sections 1819 and 1919 of the Act 
that Specify survey and enforcement 
provisions. Section 1128A is cited in 
sections 1819 and 1919 to give guidance 
on the imposition of civil money 
penalties which will be imposed in 
accordance with common statutory 
provisions by HCFA and OIG for their 
respective purposes. If a case happens to 
involve both noncompliance and fraud, 
abuse or obstruction of investigation, 
each agency has the authority to take 
separate action, independently of the 
other.

Comment: Commenters from several 
States indicated that their States had 
effective remedies that should be 
adopted without change. One 
commenter stated that HCFA approval 
of alternative or additional remedies 
should not be required.

Response: The Act gives the States the 
option of requesting that HCFA 
authorize the adoption of existing State 
remedies. The regulation follows the 
Act, which leaves the decision to 
request the adoption of these remedies 
up to each State. However, the Act 
provides that HCFA approval is 
necessary and that the State must bear 
the burden of proof that any alternative 
or additional remedies are aS effective as 
the remedies specified in the Act.

Comment: Several commenters were 
concerned that the State’s ability to 
impose alternative remedies instead of 
termination was impaired by the 
proposed provision that would require 
the repayment of the Federal share of 
the Medicaid payment (FFP) if the 
correction of the deficiencies was not

made in accordance with the approved 
plan and timetable. These commenters 
said that the regulations should allow 
States to enter into agreements under 
which the facilities would agree to 
repay States, which would then repay 
the Federal government FFP if 
compliance was not achieved according 
to the approved plan.

Response: Neither the Act nor the 
proposed or final regulations prevent 
the States from entering into agreements 
with facilities to repay States if the 
facility fails to adhere to its plan of 
correction. The Act is silent on this 
issue. Therefore, it follows that the 
States have the option to consider such 
agreements with facilities. Many 
facilities may find such agreements 
preferable to termination.

Comment: One commenter stated that 
the authority to implement alternative 
or additional remedies should rest 
within the single State agency.

Response: The Act gives the States the 
authority to elect alternative or 
additional remedies through the use of 
the Medicaid State plan process. 
Medicaid regulations at §431.10 specify 
that a single State agency administer or 
supervise the administration of the State 
plan. In most States, the Medicaid 
agency is the single State agency that 
implements the current transitional 
enforcement remedies against Medicaid 
facilities. In some States, enforcement 
remedies, such as civil money penalties, 
are implemented by the survey agency. 
We believe that States should retain the 
flexibility to organize their enforcement 
activity as they deem necessary as long 
as the organizations meet Medicaid 
regulations.

Comment: One commenter believed 
that every State should implement the 
same penalty system.

Response: We cannot accept this 
suggestion because the Act permits the 
States to elect alternative or additional 
remedies if they can demonstrate that 
the alternative or additional remedies 
are as effective as the remedies specified 
by the Act. Further, section 
1919(h)(2)(A) of the Act provides that 
the State shall specify criteria, as to 
when and how each remedy is to be 
applied, the amount of any fines, and 
the severity of each of these remedies, 
to be used in the imposition of such 
fines.

Comment: One commenter suggested 
that the final rule include a list of 
remedies other than termination which 
HCFA finds acceptable.

Response: Such a list is provided, at 
§ 488.406(a) and (b).

Section 488.408 Selection o f Remedies
The comments we received on this 

section, as it was proposed, which relate 
to the factors considered when making 
remedy determinations, have already 
been included and addressed in our 
discussion of § 488.404 of this preamble.

Comment: Some commenters were 
uncertain about how the 
“determination”-of remedies in 
§ 488.404 and the “choice” of remedies 
in § 488.408 differ.

Response: We are retitling §§ 488.404 
and 488.408 to “Factors to be 
considered in selecting remedies” and 
to “Selection of remedies,” respectively, 
and are revising the content of both 
sections as a result of the revision to the 
criteria for selecting among enforcement 
options as discussed earlier in this 
preamble. After the survey team has 
determined that a deficiency or 
deficiencies exist, it is required to 
determine the seriousness of the 
violations. The factors that HCFA and 
the States must and may consider in 
determining the seriousness of a 
facility’s deficiencies can be found at 
§ 488.404. The optional process of 
determining the most appropriate 
enforcement action is described at 
§ 488.408, which correlates the level of 
noncompliance with a required and/or 
optional category of remedies.

Comment: A few commenters wanted 
HCFA to include a statement from the 
preamble of the proposed rule that 
asserts “the more pervasive or severe 
the facility’s shortcomings, the more 
severe the penalty.”

Response: We agree with the 
commenters, and are providing such a 
linkage in the revised § 488.408.

Comment: Some commenters wanted 
HCFA to explain the purpose of 
intermediate sanctions.

Response: The purpose of an 
intermediate sanction (or alternative 
remedy) is to motivate providers to 
achieve and maintain substantial 
compliance before termination becomes 
necessary. Prior to OBRA ’87, the term 
“intermediate sanction” was limited to 
a denial of payment for new admissions. 
Sections 1819(h) and 1919(h) of the Act 
specify that remedies for 
noncompliance are to be imposed in 
lieu of, or in addition to, the remedy of 
termination of a facility’s participation 
in the programs. This legislation 
expanded the range of alternative 
remedies for the Secretary and the State 
to use as an incentive for correction and 
as a way that might avoid termination 
of the provider agreement.

Comment: A few commenters wanted 
to revise § 488.408 to require that HCFA 
and the State make appropriate remedy
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selections, but not select a specific 
remedy solely to punish the facility.

Response: Alternative remedies are 
designed to motivate providers to 
comply quickly with the requirements 
of participation. While some providers 
may view the remedies as punishment, 
our first responsibility is to protect the 
health and safety of the residents. We 
are interested in motivating providers to 
achieve and maintain compliance with 
health and safety requirements so that 
they may continue to provide quality 
services to the residents. Accordingly, 
the selection of an enforcement action is 
based on that which is most likely to 
elicit a prompt response from the 
facility to achieve and maintain 
compliance before termination becomes 
necessary. We believe the proposed 
change does not significantly add to the 
process of selecting remedies; therefore, 
we are not incorporating it in the final 
regulation.

Comment: A few commenters wanted 
a definition of “clusters of deficiencies” 
included in § 488.408, which deals with 
the initial assessment of the seriousness 
of deficiencies. Other commenters 
wanted instruction on which 
deficiencies are cited as a cluster versus 
those deficiencies cited individually.

Response: We have removed the 
reference to clusters in this final rule 
because we do not want to limit the 
discretion HCFA and the States have 
been given by the statute to make 
enforcement decisions. We believe that 
the relationship between and among 
deficiencies isjnherent in remedy 
determinations and should be made on 
a case-by-case basis. While we do not 
intend to include instructions in this 
final rule on which deficiencies would 
be treated individually and which 
would be consolidated, we will offer 
examples in the HCFA Regional Office 
Manual and the State Operations 
Manual of how deficiencies could be 
grouped together.

Comment: We received many general 
comments about how HCFA should be 
more specific in its guidance on 
selecting an appropriate remedy. This 
guidance must help determine the 
criteria for the selection of remedies and 
must require the use of specific 
remedies for particular deficiencies. 
Some of these commenters suggested a 
scope and severity scale linked with 
specific remedies at specific levels.

Response: While we agree with the 
above commenters advocating more 
guidance on the selection of remedies, 
and havp developed an enforcement 
scheme capable of doing just that, we 
are bound by the statutory provisions 
giving HCFA and the States some 
discretion in designing their own

schemes within a Federal framework. 
Therefore, we are providing the method 
by which facility deficiencies, including 
physical environment deficiencies, will 
be measured, and we are linking 
specific categories of remedies with 
certain levels of noncompliance. We are 
revising § 488.408 accordingly.

Comment: Many commenters believe 
that level 1-1 deficiencies, now referred 
to as isolated deficiencies which HCFA 
of the State determines constitute no 
actual harm with a potential for 
minimal harm, must be cited and a plan 
of correction required. Additionally, 
these commenters urge that every 
deficiency should be cited before 
leaving the facility. They believe that 
unless each deficiency is cited, 
important patterns of repeat 
noncompliance can be missed.

Response: We disagree. As we stated 
in the preamble to the proposed rule, 
providers must be aware that they are 
responsible for complying with all 
participation requirements. Notifying 
the facility of this level of deficiency 
acknowledges that a problem could 
potentially occur if the deficiency is 
permitted to go uncorrected. While no 
formal plan of correction is required for 
this low level deficiency and no remedy 
is applied, corfection is necessary 
nevertheless.

The exit conference focuses primarily 
on the most serious preliminary 
findings by the surveyors. While the 
survey team documents its observations 
relative to the survey, the surveyors’ 
findings are not official until the 
provider receives the official deficiency 
statement.

Comment: Many commenters 
commended HCFA for prohibiting 
facilities from challenging the choice of 
remedy or remedies. These commenters 
assert that giving the facility the right to 
challenge the existence of deficiencies 
adequately protects their rights. A few 
commenters agreed that the choice of 
the remedy should not be appealable 
but that the scope and severity of a 
deficiency should be. Other commenters 
believed providers should be permitted 
to formally appeal both the existence of 
a deficiency as well as challenge 
determinations of scope and severity 
and the remedy imposed.

Response: Themost important issue 
on which to grant an appeal is the 
existence of deficiencies which lead to 
a remedy. We are requiring that such an 
appeal before an administrative law 
judge be offered, and that dispute 
resolution procedures be applied first, at 
the request of the provider.

Providers hkve the opportunity to 
appeal certifications of noncompliance 
leading to an enforcement remedy but,

with the one exception noted below, do 
not have the opportunity to appeal 
either the level of noncompliance or the 
enforcement choice made by HCFA or 
the State. We have reached this 
conclusion for several reasons. First, as 
a general matter, whether HCFA or a 
State chooses one remedy or another to 
address facility noncompliance is a 
matter that we believe is a prosecutorial 
prerogative of the government, not with 
the provider of services. It is an inherent 
function of government in this context 
to make choices as to which kind of 
enforcement action will best achieve 
prompt compliance so that residents 
face noneompliant conditions for as 
short a time as possible.

Second, in the case of provider 
agreement terminations, even if a 
facility were able to successfully contest 
a conclusion that immediate jeopardy 
exists, the agency could still proceed 
with the termination action since the 
agency’s authority to bring such an 
action is not limited to immediate 
jeopardy cases, but may span all 
noneompliant facility behavior. As has 
been agency policy for many years, the 
determination of what remedy to seek is 
beyond challenge in light of the 
government’s fundamental necessity to 
protect the welfare of facility residents 
as expeditiously as possible. This is 
especially the case with respect to 
provider agreement terminations since 
residents may be at considerable risk 
even where there is no immediate 
jeopardy.

Third, in the case of most alternative 
sanctions, the regulations are structured 
so that whether a facility’s 
noncompliance falls in category 1 or 
category 2, HCFA and the States have 
complete discretion to choose from 
either category. Thus, even if a facility 
were able to successfully demonstrate 
that the agency had erred in its 
conclusion that the noncompliance 
belonged in category 1, that fact would 
be irrelevant since noncompliance in 
category 1 could still trigger the same 
remedy. Only a showing that the facility 
was in substantial compliance would 
enable the facility to avoid sanctions, 
and it is this issue that we agree must 
be subject to challenge.

Fourth, with respect to the imposition 
of temporary management, a facility 
facing this remedy would have the 
opportunity to argue during informal 
dispute resolution that the agency had 
erred in concluding that immediate 
jeopardy existed. Should it succeed in 
making this showing, the remedy would 
not be imposed. On the other hand, 
should the facility fail to convince 
agency officials that the noncompliance 
was of a lesser nature, the facility would
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face temporary management well before 
it could more formally challenge the 
agency finding o f immediate jeopardy. 
Thus, even if the facility ultimately 
prevailed in a hearing in proving that its 
noncompliance posed less than 
immediate jeopardy, the facility’s 
appeal would not be effective since the 
remedy would have already been 
imposed and the facility would either 
have achieved substantial compliance or 
been terminated by the time of the 
hearing.

For tnis reason, we considered 
whether, in fight of this sequence of 
events, facilities should be given a prior 
hearing in temporary management 
cases, but concluded that would 
completely undermine the purpose of 
this remedy which is to resolve the most 
serious noncompfiance in the shortest 
possible time frame. This is particularly 
the case when facilities facing such 
remedies have available to them an 
informal means to contest agency action 
prior to the imposition of the remedy 
and when, ultimately, it is the facility’s 
choice to accept temporary management 
rather than face termination. 
Accordingly, we concluded that in the 
balancing of interest of facilities and 
residents in such cases, the interests of 
residents must take precedence.

Only in the case of civil money 
penalties could we see the necessity of 
allowing facilities the opportunity to 
challenge the level of noncompfiance 
since the amount of these penalties 
hinges upon discrete levels of 
noncompfiance rather than 
noncompfiance as a whole. Thus, it may 
be legally significant to a facility facing 
a $10,000 per day civil money penalty 
to be able to prove that its 
noncompfiance belonged in category 2, 
rather than category 3, since in category 
2 the largest civil money penalty 
available to HCF or a State would be 
$3,000 per day. Accordingly, we are 
revising the rules to allow a facility to 
challenge the level of noncompfiance 
when a successful challenge on this 
issue would affect the amount of a civil 
money penalty that HCFA or a State 
could collect.

We believe that a provider’s burden of 
upsetting survey findings relating to the 
level of noncompfiance should be high, 
however. As we indicated in the 
proposed rule, distinctions between 
different levels of noncompfiance, 
whether measured in terms of their 
frequency or seriousness, do not 
represent mathematical judgments for 
which there are clear or objectively 
measured boundaries. Identifying 
failures in a facility’s obligation to 
provide the kind of high quality care 
required by the Act and the

implementing regulations most often 
reflect judgments that will reflect a 
range of noncompliant behavior. Thus, 
in civil money penalty cases, whether 
deficiencies pose immediate jeopardy, 
or are widespread and cause actual 
harm that is not immediate jeopardy, or 
are widespread and have a potential for 
more than minimal harm that is not 
immediate jeopardy does not reflect that 
a precise point of noncompfiance has 
occurred, but rather that a range of 
noncompfiance has occurred which may 
vary from facility to facility. While we 
understand the desire of those who seek 
the greatest possible consistency in 
survey findings, an objective that we 
share, the answer does not fie in 
designing yardsticks of compliance that 
can be reduced to rigid and objectively 
calculated numbers. Survey team 
members and their supervisors ought to 
have some degree of flexibility, and 
deference, in applying their expertise in 
working with these less than perfectly 
precise concepts. For these reasons, we 
have revised the regulations to require 
an administrative law judge or appellate 
administrative review authority to 
uphold State or HCFA findings on the 
seriousness of facility deficiencies in 
civil money penalty cases unless they 
are clearly erroneous.

Comment: A few commenters believe 
it is not sufficient to simply state that 
the choice of a remedy is not appealable 
and recommend that the regulation 
explicitly state that HCFA will not look 
behind or “second guess” the State’s 
selection of remedy or remedies.

Response: We cannot accept these 
comments as sections 1919(h)(6) and (7) 
of the Act specify the means to resolve 
any disagreement between the State and 
the Secretary regarding noncompfiance 
or enforcement action.

Comment: Some commenters wanted 
sanctions imposed upon the facility for 
interfering with the survey team, 
monitor or temporary manager.

Response: Section 1128(b)(12) of the 
Act permits the Secretary to exclude 
SNFs from Medicare and to direct that 
NFs be excluded from Medicaid for 
failure to grant access to the applicable 
survey agencies performing survey and 
certification functions in accordance 
with sections 1864(a) and 1902(a)(33)(B) 
of the Act. Failure to grant access can 
certainly be regarded as interference 
with the activities of State agency 
personnel. However, interference with 
the temporary manager is different. 
Sections 488.410 and 488.438 specify 
that if the facility does not agree to the 
conditions under which the temporary 
manager is imposed, the facility may 
refuse to relinquish control to the

temporary manager, and, in so doing, 
opt for termination.

Comment: One commenter wanted 
HCFA to include a “sole community 
provider exception” to allow States to 
oversee the operations of noncompliant 
facilities with uncorrected deficiencies 
in rural areas, where the closure would 
result in hardship to the residents and 
the community.

Response: States have the authority to 
oversee (appoint a State monitor) any 
noncompliant facility, regardless of the 
location. However, if the commenter 
wants a provider in a rural area to be 
exempted from correcting deficiencies, 
we do not have the authority to grant 
such an exception. Waiver authority 
requirements are provided at § 483.70 
and at § 483.30(c) and (d), relative to the 
Physical Environment and Nursing 
Services participation requirements, 
respectively, and then only when 
specified conditions are met.
Section 488.410 Action When There Is 
Immediate Jeopardy

In conducting our review of the 
provisions of the regulation for 
conformance with the Act, we noted 
that the Act uses “immediate jeopardy 
to resident health or safety” to describe 
those situations in which immediate 
corrections must be achieved and 
immediate enforcement action must 
ensue, while the text of the proposed 
rule refers to such situations as 
“immediate and serious threat.” We 
have attempted to modify the 
terminology used in the final regulation 
to consistently reflect the language of 
the Act.

Comment: Many commenters stated 
that the 23-day timeframe for 
termination is not included in the Act, 
that it is too short and that it does not 
allow adequate time for corrections. 
Some suggested that other timeframes, 
such as 45 days or 90 days, be used, 
while others indicated that the 23-day 
clock should not start until the facility 
has been given a chance to undertake 
corrections.

Response: While the 23-day 
timeframe is not specified in the Act, 
HCFA has for many years used a 23-day 
timeframe for addressing immediate 
jeopardy situations encountered in other 
provider and supplier types. In fact, the 
enforcement procedures which were in 
effect for long term care facilities prior 
to the implementation ofOBRA ’87 
provisions called for processing 
termination actions within 23 calendar 
days when immediate and serious threat 
to patient health or safety was 
documented. In these cases, if the 
immediate and serious threat was 
resolved before the end of the 23
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calendar days, the termination action 
was lifted entirely, or if the threat was 
removed but other serious deficiencies 
remained, the termination date was 
extended to allow the facility additional 
time to correct the remaining 
deficiencies.

Our experience in processing 
noncompliance actions against other 
facilities and against long term care 
facilities (both before and after OBRA 
’87 implementation) whose deficiencies 
constitute immediate jeopardy indicates 
that 23 calendar days is a reasonable 
amount of time for proper notice to the 
facility and to the public, as may be 
required. Further, it provides the facility 
sufficient time to react to the immediate 
jeopardy without unnecessarily 
lengthening the amount of time the 
facility’s residents are at risk because of 
the situation or situations which 
constitute the immediate jeopardy.

While we appreciate the concerns 
expressed by the commenters, we are 
not amending the 23-day timeframe in 
the final regulation. s

Comment: Another group of 
commenters believed that the 23-day 
timeframe is too long and that, for 
facilities in which immediate jeopardy 
is identified, die requirement should be 
that corrections be initiated 
immediately.

Response: The 23-day timeframe is 
not the amount of time the facility has 
to begin making corrections. Rather, it is 
the maximum amount of time available 
to the facility to resolve the immediate 
jeopardy. It begins on the last day of the 
survey. A facility is ordinarily advised 
of the existence of immediate jeopardy 
at the conclusion of the survey which 
identified the immediate jeopardy. Most 
facilities in this situation that want to 
remain in the Medicare or Medicaid 
program will begin to make corrections 
immediately. Even for those that do not 
begin making corrections on their own, 
some time must be allowed for 
provision of proper notices, as required 
by regulation, and/or the appointment 
of temporary management. In 
consideration of these factors and the 
fact that it is also possible for the 
enforcement process to be completed in 
less than 23 calendar days, we are not 
adopting these comments in the final 
regulation.

Comment: Some commenters asked 
that the regulation be amended to clarify 
that 23 calendar days is the maximum 
amount of time which a facility will be 
given to resolve a finding of immediate 
jeopardy, whether or not temporary 
management is utilized. One commenter 
said that the facility should be given an 
additional 23 days beyond the 
termination date during which a

temporary manager would be utilized to 
attempt to achieve compliance.

Response: We have accepted the first 
comment. We agree that 23 calendar 
days is the maximum time allowed for 
a facility with immediate jeopardy to 
resolve the jeopardy. It is not possible 
for a facility to first be given 23 calendar 
days to correct deficiencies pending 
termination followed by another period 
of time dining which temporary 
management is utilized in an attempt to 
regain compliance.

Comment: Some commenters cited 
the 23-day timeframe as a disincentive 
for the use of temporary management as 
an alternative remedy.

Response: We do not believe that use 
of the 23-day timeframe is a 
disincentive for use of temporary 
management based on the seriousness of 
deficiencies identified at this level as 
well as the need to take immediate 
corrective action.

Comment: A number of commenters 
indicated that the facility should not be 
given the opportunity to refuse 
temporary management.

Response: As noted in the comments 
and responses for § 488.415, facilities 
will not be offered a formal choice of 
whether to accept or refuse temporary 
management. When HCFA or a State 
chooses to implement this remedy, a 
temporary manager will be installed 
unless the facility refuses to relinquish 
control to the temporary manager, in 
which case, immediate termination will 
be sought.

Comment: A few comments indicated 
that there should be an immediate ban 
on admissions to the facility, large civil 
money penalties and/or immediate 
assignment of a State monitor for these 
cases.

Response: While the Act does not 
allow for bans on all admissions under 
these or any other circumstances, it is 
possible for the State or HGFA to 
impose State monitoring as an 
additional remedy. While large civil 
money penalties are also allowed, they 
may not be as likely to result in 
immediate corrections, since they may 
not be collected until the facility has the 
opportunity for a hearing.

Comment: Several commenters 
believed that the regulation as proposed 
does not promote the use of alternative 
remedies in situations involving 
immediate jeopardy and argued that this 
approach does not follow the spirit of 
OBRA’87.

Response: The Act makes a clear 
distinction between how cases 
involving immediate jeopardy will be 
handled as opposed to how all other 
cases will be handled. The Act requires 
immediate action to remove the

jeopardy and correct the deficiencies 
through the use of temporary 
management or termination, dr both. 
While it allows for the use of other 
remedies which are in addition to 
temporary management or termination, 
it is clear that the penalty for a facility 
with noncompliance which constitutes 
immediate jeopardy is intended to be 
swift and severe. The regulation reflects 
the intent of the Act; therefore, the use 
of alternative remedies in addition to 
temporary management is allowed but 
not stressed for immediate jeopardy 
situations.

Comment: Several commenters asked 
for a better definition of immediate and 
serious threat. Others indicated that the 
scope and severity scale, as issued for 
comment in the proposed rule, would 
lead to many more instances of 
immediate jeopardy than are now being 
identified.

Response: In response to the many 
comments received regarding the 
proposed scope and severity scale, we 
are amending the definition of 
immediate jeopardy in the final 
regulation (see § 488.301). In making 
decisions on the existence of immediate 
jeopardy, HCFA and the States will 
continue to refer to the traditional 
guidance on this subject which is 
contained in Appendix Q of the State 
Operations Manual.

Comment: One commenter pointed 
out that the proposed regulation does 
not address who will prevail (HCFA or 
the State) about whether or not 
immediate jeopardy exists in a facility, 
and asked for clarification.

Response: HCFA always has the 
option of reviewing the State’s 
compliance determination and making 
its own decision based on the survey 
agency’s survey findings. It is not 
necessary for HCFA to conduct its own 
survey of à facility in order to make a 
decision as to whether immediate 
jeopardy does or does not exist.
Whether HCFA’s decision is based on 
its own survey or on a review of the 
State’s findings, the decision as to 
whether or not immediate jeopardy 
exists is made pursuant to section 
1919(h)(5) of the Act. Specifically, the 
determination of immediate jeopardy, 
whether it is the survey agency’s or the 
Secretary’s, will prevail.

Comment: One commenter asked that 
the facility and not the State be 
responsible for notifying attending 
physicians and licensure boards, as 
outlined in §§ 488.410(e) and 
488.325(h).

Response: A s indicated in sections 
1819(g)(5)(C) and 1919(g)(5)(C) of the 
Act, Disclosure of Results of Inspections 
and Activities, the responsibility for this
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notification lies with the State; it may 
not be redelegated to the facility.

Comment: One commenter asked that 
we clarify § 488.410(e) to indicate that 
the notice should go to the licensing 
authority of the nursing home 
administrator.

Response: We agree, and this 
comment is reflected in the final 
regulation.

Comment: Two commenters asked 
that the text of § 488.410(c)(2)(i) be 
amended to indicate that the use of 
temporary management is for the 
purpose of correcting the deficiencies 
that resulted in a finding of immediate 
jeopardy.

Response: We are not adopting these 
comments, as we believe they would 
provide for a more narrow interpretation 
than the Act specifies at sections 
1819(h)(4) and 1919(h)(5). These 
sections state that the appointment of a 
temporary manager shall be for the 
purpose of removing the jeopardy and 
correcting the deficiencies. Further, as 
indicated in the comments and 
responses for § 488.415, temporary 
management will be removed when the 
facility is terminated, or when HCFA or 
the survey agency has determined that 
the facility is in substantial compliance 
and has the management capability to 
ensure continued substantial 
compliance with all requirements. 
Consistent with sections 1819(h)(2), 
1919(h)(2) and (h)(3) of the Act, 
temporary management would not 
necessarily end as soon as deficiencies 
causing the immediate jeopardy have 
been corrected.

Comment: Four commenters indicated 
that HCFA should adopt a procedure 
utilized in Louisiana, whereby a facility 
may request sanctions other than a 
temporary manager and the request may 
be granted if the State determines that 
an adequate plan to correct has been 
devised by the facility and the State can 
monitor the implementation of the 
facility’s plan.

Response: As presented, this 
procedure does not appear to meet the 
requirements of the Act which call for 
immediate action to remove the 
immediate jeopardy through 
termination or appointment of 
temporary management, or both. It 
would appear that the proposed 
procedure would allow something 
similar to a directed plan of correction 
and State monitoring to replace 
termination or temporary management 
as the remedies for immediate jeopardy 
cases. Such a policy would constitute a 
violation of the Act.

Section 488.412 Action When There Is 
No Immediate Jeopardy

Comment: Many commenters said 
that the requirement for the State or the 
facility to repay funds received from the 
Federal government if corrective action 
was not taken in accordance with the 
approved plan of correction conflicts 
with HCFA’s intent to promote the use 
of alternative remedies.

Response: Comments regarding the 
State and facility repayment provision 
of § 488.412(a) will be answered in our 
discussion of proposed § 488.232 
(redesignated as § 488.450, Continuation 
of payments to a facility with 
deficiencies).

Comment: Several commenters 
objected to the requirement that a denial 
of payment for new admissions be 
imposed if any deficiency remains 
uncorrected 90 days after the survey. 
They believed that it is illogical to cut 
off funds after 90 days because the 
funds might be needed to make the 
corrections. Other commenters said that 
the regulations should allow continued 
participation with substantial 
compliance because the 100 percent 
compliance is impossible to achieve. 
Still other commenters made the 
following points:
- • Major physical environment 

deficiencies may take longer than 90 
days to correct;

• The regulations should permit an 
appeal of the decision to deny payments 
for new admissions;

• It is unclear whether mailing time 
is included in the 90 days and whether 
an appeal stops the action; and

• It is unclear whether there is notice 
to the public regarding the remedy at 
the 90th day.

Response: Sections 1819(h)(2)(D) and 
1919(h)(2)(C) of the Act stipulate that 
the Secretary or the State, respectively, 
must impose a denial of payment for 
new admissions if the facility is not in 
compliance 3 months after the date that 
the facility was noncompliant, 
regardless of the requirement that is 
deficient. In answer to the commenter 
who raised the issue of substantial 
compliance, we are revising § 488.412(c) 
to require a mandatory denial of 
payment for new admissions when a 
facility is not in substantial compliance . 
3 months after the last day of the survey. 
Therefore, if a facility is in substantial 
compliance, it would not be subject to 
the mandatory denial of payment for 
new admissions remedy, or the denial of 
payment remedy would be lifted if it 
had already been imposed. Substantial 
compliance is discussed in detail earlier 
in this preamble. The fact that physical 
environment deficiencies may take

longer to correct than others is an 
example of facility noncompliance 
which may not be wholly corrected after 
the completion of the 6-month 
Continuation of payment period, but 
which could be considered substantial 
compliance if corrective action had 
progressed in accordance with the 
approved corrective action plan and 
timetable. With respect to the other 
points raised by the commenters,
§ 488.330(e) (3) and (4) specify that a 
facility may appeal the certification of 
noncompliance leading to the denial of 
payment remedy; § 488.330, paragraphs
(e)(l)(ii) and (e)(2)(ii) specify that, 
except for civil money penalties, a 
pending appeal will not stop the action. 
Mailing time is included within the 3 
months because the 3 months 
constitutes a statutory limit. There are 
neither statutory nor regulatory public 
notice requirements with regard to the 
denial of payment remedy.

Comment: A great many individuals 
and organizations commented upon the 
requirement at proposed § 488.212(b) 
which specifies that, although 
deficiencies with a scope and severity 
level of 1 are considered deficiencies, 
remedies or plans of correction are not 
required as long as corrections are 
achieved by the 90th day. Commenters’ 
views varied widely as illustrated by the 
following—

• There should be no deficiency if the 
scope and severity level is 1;

• If no plan of correction is required 
there is no apparent reason for requiring 
correction in 90 days;

• A follow-up visit should not be 
required if the scope and severity level 
is 1;

• If deficiencies with a scope and 
severity level of 1 are to be treated 
differently than other deficiencies, then 
a new term should be used for them, 
such as findings;

• Deficiencies with a scope and 
severity level of 1 should be given to the 
facility on a separate document and not 
be disclosable to the public;

• Deficiencies with a scope and 
severity leyel of 1 should receive a plan 
of correction and be disclosable to the 
public;

• Deficiencies with a scope and 
severity level of 1 should not receive 
either a plan of correction or a remedy 
if substantial compliance is achieved;

• There is no such thing as an 
isolated problem. Excusing certain 
deficiencies as inconsequential sets a 
disturbing precedent for the health care 
industry;

• All deficiencies must be corrected;
• No deficiency should be found 

unless there is a quality of care issue;
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• There doesn’t appear to be a way for 
HCFA to track deficiencies with a scope 
and severity level of 1 without a follow
up visit;

• HCFA should clarify when a 
citation becomes a “repeat deficiency.” 
Remedies should be imposed in cases of 
repeated noncompliance only after a 
facility is found, after three standard 
surveys, to have furnished substandard 
care;

• A recurrence of a deficiency with a 
scope and severity level of 1 should be 
upgraded to a scope and severity level 
of 2;

• The regulation at proposed 
§ 488.212(b)(3) should specify 
continued noncompliance rather than 
recurrence;

• The regulation at proposed
§ 488.212(b)(1) should read “both the 
severity level and the scope level are 2” 
rather than 1;

• The regulation at proposed
§ 488.212(b)(3) should impose a civil 
monetary penalty and one or more other 
remedies;

• HCFA should provide guidelines 
regarding what is an acceptable plan of 
correction;

• If a deficiency with a scope and 
severity level of 1 recurs, HCFA or the 
State should impose a directed plan of 
correction or State monitoring; and

• The lack of appeal rights on 
recurring deficiencies with a scope and 
severity level of 1 will put the State at 
risk of increased informal 
administrative hearings, because of the 
requirement that remedies be imposed.

Response: The issue of deficiencies at 
a severity and scope level of 1 are

discussed under § 488.408 of this 
preamble.

We are retaining the definition of 
deficiency at §488.301. A deficiency is 
failure to meet a participation 
requirement. All deficiencies, with the 
exception of those isolated deficiencies 
that HCFA or the State determines 
constitute no actual harm with a 
potential for minimal harm, will be 
displayed on the HCFA-2567,
Statement of Deficiencies and Plan of 
Correction, and will require a plan of 
correction to be'tracked by the State 
survey agency. All deficiencies, 
including those isolated deficiencies 
that HCFA or the State determines 
constitute no actual harm with a 
potential for minimal harm, will be 
disclosable to the public. However, 
these low level deficiencies will not be 
recorded on the HCFA—2567 and will 
not precipitate any enforcement action. 
We conclude that this approach is 
reasonable and practical from both the 
provider’s and the consumer’s 
perspective. To react to low level 
deficiencies with the same degree of 
concern as to those that are more serious 
is not rational. We believe that 
providers and consumers will agree that 
deficiencies which constitute no actual 
harm with no more than a potential for 
minimal harm, and which bear no 
relationship to poor care or negative 
resident outcomes should not detract 
from actionable noncompliance.

Comment: Many commenters 
suggested modifications to the use of the 
scope and severity scales for selection of 
remedies at proposed § 488.412(c). The

following comments and suggestions 
were made:

• Proposed paragraph (c)(3), (now 
paragraph (b)(3)), should read “If HCFA 
or the State determines the existence of
substandard care, the State must notify 
* *

• Expand proposed paragraph (c)(3), 
to include deficiencies in quality of life, 
nurse staffing, and resident behavior 
and facility practices;

• For deficiencies with a severity 
level of 2, civil money penalties should 
be required using scope and severity to 
determine the size of the fine and other 
remedies should be applied according to 
§ 488.408;

• Provision should be made for 
remedies for deficiencies not in the area 
of quality of care with a severity level 
of 2 and scope level of 3 or 4;

• A variety of specific schemes were 
proposed for correlating each of the 
scope and severity levels to specific 
types of remedies; and

• Non-life threatening deficiencies
should be exempted from remedies and 
fines. ,

Response: As noted earlier, we 
addressed these issues under § 488.408 
of this preamble. Also, in response to 
the many comments we received 
advocating a clearer correlation between 
levels of noncompliance and types of 
remedies imposed, we are making 
extensive revisions to the scope and 
severity grid published in the proposed 
rule. We are, in fact, correlating 
categories of remedies to various 
categories of noncompliance. A revised 
grid appears below.
BILLING CODE 4120-01 -P
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Immediate Jeopardy to 
Resident Health or 
Safety

Actual Harm that is 
not Immediate Jeopardy

No Actual Harm with 
Potential for More 
than Minimal Harm that is 
not Immediate Jeopardy
No Actual Harm with 
Potential for 
Minimal Harm

Isolated Pattern Widespread

iiHiiiiiiiniiiiipociiiiiiiiiiiiiiiiiiiii 
Required: Cat. 3 
Optional: Cat. 1 
Optional: Cat. 2

Required: Cat. 3 
Optional: Cat. 1 
Optional: Cat. 2

Required: Cat. 3 
Optional: Cat. 2 
Optional: Cat. 1

*!**M*MM*M**m***'i"M,**,,,l'*"MM""*
PoCRequired* Cat. 2 

Optional: Cat. 1 Required* Cat. 2 
Optional: Cat. 1 Required* Cat. 2 

Optional: Cat. 1 
Optional: 
Temporary Mgmt.

PoC
Required* Cat. 1 
Optional: Cat. 2

PoC
Required* Cat. 1 
Optional: Cat. 2 Required* Cat. 2 

Optional: Cat. 1

|ir*No Remedi5M| 
1 Commitment tol
Not on HCFA-2567

HIS p o c ^ J ^ SEH
Substandard quality o f care: any deficiency in $483.13 Resident Behavior and F a c ility  Practices, $483.15 Quality o f L ife , or in $483.25, Quality of Care that constitutes: 1 ¡mediate jeopardy to resident health or safety; or, a pattern o f or widespread actual harm that is  not iimediata jeopardy; or, a widespread potential for store than minimal harm that is  not issnedlate jeopardy, with no actual harm.|  Substantial compliance

REMEDY CATEGORIESCategory 1 (C a t.l)  Category 2 (C at.2)Directed Plan o f Correction Denial of Payment for HewState Monitor; and/or Admissions;Directed In-Service Training Denial of Payment for A ll Individuals;imposed by HCFA: and/orC iv il Money Penalties:$50 - $3,000/day

Category 3 (C at.3)Temporary Management Termination
Optional:C iv il  Money Penalties $3,050 - $10,000/day

Denial o f Payment for Hew Admissions must be imposed when a fa c il i t y  is  not in substantial compliance within 3 months afte r being found out o f compliance.Denial o f Payment and State Monitoring must be Imposed when a fa c il i t y  has been found to have provided substandard quality  of care on three consecutive standard surveys.Note: Termination may be imposed by the State or HCFA at any time when appropriate.* Required only when decision is
BILLING CODE 4120-01-C

Section 488.414 Action When There Is 
Repeated Substandard Quality o f Care

While analyzing the comments for 
this section, we again reviewed the 
provisions of the Act to ensure 
conformance in the final regulation.. 
Through this process, we noted that this 
section does not address the portions of

the statutory provisions at sections 
1819(h)(2)(E) and 1919(h)(2)(D) of the 
Act that specify that the denial of 
payment and monitoring must continue 
until the facility has demonstrated that 
it is in compliance and that it will 
remain in compliance. Accordingly, we 
are modifying this provision to specify 
that the mandatory denial of payment 
and State monitoring imposed for the

finding of substandard quality of care on 
three consecutive standard surveys must 
continue until the facility has 
demonstrated that it has achieved 
substantial compliance and can 
maintain substantial compliance over 
the period of time specified by HCFA or 
the State.

We further noted that the remedy 
described in section 1819(h)(2)(B)(i) of
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the Act can be either denial of payment 
for all Medicare residents or denial of 
payment for all new Medicare 
admissions in a facility. In recognition 
of this fact, the regulation is being 
amended to reflect this distinction.

Finally, because the provisioiis of the 
Act were in effect prior to the effective 
date of this regulation, we have had 
actual experience processing 
enforcement actions for facilities with 
substandard quality of care noted in 
three consecutive standard surveys. Our 
experience pointed out the need for 
further clarification in this section in 
two respects. One of these related to the 
handling of actions against facilities 
whose type of program participation 
changed during the period of time 
spanned by the three consecutive 
standard surveys, and the other related 
to whether remedies could be avoided 
through an allegation of compliance or 
actual corrections which followed the 
finding that there had been repeated 
substandard quality of care.

In reviewing actual cases, we 
concluded that the determination of 
repeat substandard quality of care in a 
certified facility should be made 
without regard to the type of program 
participation involved; that is, any 
standard surveys conducted in the 
facility for Medicare, Medicaid or both 
should be considered. Since the survey, 
process is the same for both Medicare 
and Medicaid participating facilities, 
there is no reason to consider the 
facility’s type of program participation 
in the determination of whether 
repeated substandard quality of care has 
occurred. These issues are being 
clarified in § 488.414.

We also concluded that sections 
1819(h)(2)(E) and 1919(h)(2)(D) of the 
Act indicate statutory intent that 
specific remedies be imposed any time 
substandard quality of care is repeatedly 
noted. Further, the Congress specifically 
provided the authority for continuation 
of these remedies after compliance has 
been achieved. The Congress’ specific 
description of how this type of 
noncompliance must be dealt with 
clearly sets it apart from the handling of 

• other cases. Therefore, we have 
concluded that a facility’s allegation of 
compliance or actual attainment of 
compliance following the third 
consecutive standard survey which 
found substandard quality of care will 
not stop the imposition of the denial of 
payment or State monitoring. The 
remedy may be lifted when the facility 
has demonstrated its ability to maintain 
substantial compliance to the 
satisfaction of HCFA or the State. This 
point is also being clarified in this 
section of the regulation.

Comment: A number of commenters 
asked for a clearer definition of 
“substandard care.” Some asked 
whether substandard care and 
substandard quality of care are one and 
the same. Others pointed out that 
sections 1819(h)(2)(E) and 1919(h)(2)(D) 
of the Act specify that action is to be 
taken based on the-provision of 
substandard quality of care.

Response: We are changing the 
regulation to match the Act and indicate 
that this provision will apply when 
substandard quality of care is identified. 
For the purpose of this provision, 
substandard quality of care is defined in 
§488.301.

Comment: Several commenters 
requested that the word “standard” be 
inserted between “consecutive” and 
“surveys.” They pointed out that the 
proposed regulation does not match the 
wording of the Act at sections 
1819(h)(2)(E) and 1919(h)(2)(D), both of 
which specify that the substandard 
quality of care must be identified in 
three consecutive standard surveys.

Response: We agree with the 
commenters. We are amending this 
section to indicate that the repeated 
substandard quality of care must have 
been noted through three consecutive 
standard surveys. Standard surveys are 
those described in § 488.305.

Comment: Four commenters asked for 
a clearer definition of repeated 
noncompliance. Two commenters 
indicated that repeat noncompliance 
should be defined as actual repeats of 
the same problem and the content of the 
deficiency and not just a repeat of a 
deficiency at the same tag number.

Response: Sections 1819(h)(2)(E) and 
1919(h)(2)(D) of the Act clearly indicate 
that action must be taken when repeat 
noncompliance in the form of 
substandard quality of care is identified. 
The Act does not narrow the scope to 
specify that the basis for finding 
substandard quality of care in a facility 
must be identical from one standard 
survey to the next or for all three of the 
consecutive standard surveys 

. considered in making the determination 
that repeated substandard quality of 
care has occurred. Accordingly, we do 
not believe that the regulation should 
more narrowly define what constitutes 
substandard quality of care for the 
purpose of this provision.

The regulation is being modified to 
clarify that action must be taken any 
time any deficiencies which constitute 
substandard quality of care are 
identified in the last three consecutive 
standard surveys. This provision will be 
applied solely on the basis of the 
repeated finding of substandard quality 
of care, and no attempt will be made to

determine whether the substance of the 
noncompliance or the exact tag numbers 
for deficiencies which constitute 
noncompliance were repeated. *

Comment: One commenter stated that 
a facility’s performance on surveys 
which were conducted prior to the 
effective date of this regulation should 
be counted in the determination of 
whether there is repeated 
noncompliance.

Response: We agree with this 
comment. The survey process specified 
in the OBRA ’87 provisions was 
effective for all surveys conducted on or 
after October 1,1990. Even though the 
implementation of the corresponding 
enforcement provisions was not 
concurrent, any standard survey 
completed on or after October 1,1990 
must be considered in the determination 
of whether there is repeated 
noncompliance that resulted in 
substandard quality of care.

Comment: One commenter suggested 
that to be consistent with the intent of 
the Act to have facilities maintain 
compliance, regulations should require 
that facilities maintain compliance with 
the deficient requirement after 
correction. The commenter 
recommended requiring termination if a 
facility corrects the deficiency, but then 
falls out of compliance with the same 
requirement during the same correction 
period.

Response: The Act provides that 
when a facility has had findings of 
substandard quality of care on three 
consecutive standard surveys, the 
Secretary or the State must impose a 
denial of payment and a State monitor.
In addition, sections 1819(h)(2)(E) and 
1919(h)(2)(D) of the Act require that the 
denial of payment for new admissions 
and State monitor remedies must 
remain in force until the facility not 
only achieves substantial compliance 
but demonstrates that it can maintain 
substantial compliance. As we have 
explained earlier, substantial 
compliance constitutes compliance for 
the purpose of imposing or lifting a 
remedy , as well as issuing a certification 
of compliance.

We do not foresee the situation 
described by the commenter as a 
problem. If a facility has corrected a 
deficiency, or is at least considered to be 
in substantial compliance, any 
remedyfies) in effect would be lifted as 
well as compliance certified. We would 
not normally revisit a facility after 
compliance has been certified unless 
there is a complaint or some other 
impetus. If, at some later date after 
compliance has been certified, the 
facility is found to have a recurrence of 
the same deficiency that causes the
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facility to be out of substantial 
compliance, either a new continuation 
of payment period would begin, or 
termination (or cessation of FFP 
payments) would occur, depending on 
the seriousness of the noncompliance. 
However, any termination would be 
based on the fact that the facility was 
not in substantial compliance with 
sections 1819 (b), (c), and (d) and 1919 
(b), (c), and (d) of die Act by the end of 
the correction period, and not on the 
fact that the noncompliance was 
repeated. We have not adopted the 
commenter’s suggestion to terminate a 
facility solely on the basis of repeated 
noncompliance.
Section 488.415 Temporary 
Management

Comment: One commenter asked that 
we clarify the term “disciplinary 
action” and state that the temporary 
manager must not have been found 
guilty of misconduct by any licensing 
board or professional society, and 
another commenter recommended that 
HCFA maintain a national registry of 
nursing home administrator disciplinary 
actions.

Response: To avoid confusion 
surrounding the interpretation of 
“disciplinary action,” we will not use 
the term in the requirement at 
§ 488.415(b)(2) as we did in 
§ 488.215(b)(3) of the proposed rule. 
Instead, we are structuring the provision 
to read that the temporary manager must 
“not have been found guilty of 
misconduct by any licensing board or 
professional society in any State.” We 
agree that it may be beneficial to have 
a misconduct registry for nursing home 
administrators, and we intend to 
examine the feasibility of developing 
one.

Comment: Many commenters 
recommended that we include 
requirements that the temporary 
manager must have had no adverse ties 
to the problem facility, and must not 
have been fired from the facility in the 
past. Another commenter proposed that 
we include a requirement that the 
temporary manager have had no 
business or professional relationship 
with the facility for a minimum of 3 
years prior to his or her appointment to 
operate the facility.

Response: We agree with the 
commenters that the individual chosen 
to be temporary manager must not have 
been recently employed by the facility 
to be managed. We believe that an 
individual’s previous employment 
relationship with a facility could 
positively or negatively prejudice that 
individual in his or her present dealings 
with the facility. Therefore, we are

incorporating into the regulation, at 
§ 488.415(b)(4), a requirement that the 
temporary manager must not currently 
serve, or, within the past 2 years, have 
served as a member of the staff of the 
noncompliant facility. This requirement 
is similar to the requirement for 
surveyors, which we believe is 
appropriate, since effective evaluation is 
a necessary tool of both surveyors and 
temporary managers and requires their 
objectivity.

Comment: One commenter asked how 
prior competency will be judged. 
Various commenters suggested that 
prior competency be defined by a 
minimum of one year of continuous 
experience as administrator of a long 
term care facility, by demonstrated 
expertise and experience in the 
operation of a nursing facility similar to 
the one the temporary manager is 
needed to manage, or by demonstrated 
Experience in temporary management. 
Another commenter suggested that a 
measure of competency be whether the 
temporary manager served within the 
past 10 years as the administrator of a 
facility which furnished substandard 
quality of care.

Response: As explained below, we are 
no longer requiring that the temporary 
manager be a licensed nursing home 
administrator or demonstrate prior 
competency as one. Because the skills 
and experience a temporary manager 
must have to correct deficiencies will 
vary on a case by case basis, HCFA and 
the State need to have the flexibility to 
appoint whoever is most suitable 
without the constraints of overly 
prescriptive eligibility requirements.

When it happens that an individual 
interested in becoming a temporary 
manager is or has been a nursing home 
administrator, the compliance histories 
of the facilities managed by him or her 
will be reviewed. We will provide in 
manual instructions that there be such 
a review because we agree with the 
commenter that it would be 
inappropriate to appoint as a temporary 
manager an administrator who has had 
difficulty maintaining facility 
compliance in the past.

Comment: A number of commenters 
believed that the temporary manager 
should not be a current competitor of 
the facility, have ownership interest in 
a competitor, or have been recently 
employed by a competitor. Commenters 
were concerned that these individuals 
would gain an unfair competitive 
advantage if appointed temporary 
manager.

Response: We appreciate this concern, 
and we and the State will attempt to 
select temporary managers who are not 
affiliated with competitors of the

facilities to be managed when the pool 
of temporary manager candidates 
allows. However, the purpose of 
imposing temporary management or any 
other remedy is to achieve and maintain 
substantial compliance with Federal 
requirements. When the only temporary 
manager candidate likely to accomplish 
this goal is affiliated with a competitor 
of the problem facility, HCFA and the 
State will necessarily consider that 
affiliation to be subordinate to the 
administrator’s competency. If the 
facility feels more threatened by 
compromised competitiveness than it 
does by termination of its provider 
agreement, it has the right to refuse to 
relinquish control to the temporary 
manager selected by HCFA or the State, 
and subject itself to the possibility of 
termination instead.

Comment: One commenter was 
concerned that persons interested in 
acquiring a financial interest in a facility 
would be motivated to serve as that 
facility’s temporary manager in order to 
gain a competitive edge in later 
negotiations. The commenter asked that 
we prevent this possibility by 
precluding through contract with the 
temporary manager the purchase or 
other acquisition of the facility for a 
fixed period of time after completion of 
the temporary manager’s 
responsibilities.

Response: We do not have the 
authority to restrict a temporary 
manager’s future business activities. If 
the facility to be managed has reason to 
believe that the temporary manager 
chosen by HCFA or the State would use 
the financial information he or she 
would acquire in the facility to the 
facility’s disadvantage, the facility may 
raise this concern to HCFA or the State, 
and HCFA or the State may attempt to 
locate a temporary manager that is more 
acceptable to the facility. Should a 
temporary manager acceptable to the 
facility not be located, the facility may 
exercise its right to refuse to relinquish 
control to the temporary manager and 
face termination of its provider 
agreement.

Comment: One commenter proposed 
that the temporary manager should 
neither have been an employee of, nor 
have been associated with an employee . 
of HCFA, the Department of Health and 
Human Services, or any State licensing 
or survey agency.

Response: We do not believe that a 
past affiliation with the aforementioned 
organizations would reduce a temporary 
manager’s objectivity or effectiveness in 
any way. On the contrary, it is likely 
that the temporary manager would be 
more knowledgeable about Medicare 
and Medicaid participation
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requirements after having had exposure 
to the agencies that set and enforce the 
Medicare and Medicaid requirements, 
and we expect that the facility at which 
the temporary manager is imposed 
would benefit from this knowledge.

Comment: A couple of commenters 
believed that the State must compile 
and update a list of people or 
organizations that meet the 
qualifications of temporary manager, 
and they asked that this list be available 
for public inspection. Another 
commenter proposed that the State or 
HCFA maintain a list of substantiated 
complaints or allegations concerning the 
performance of temporary managers.

Response: We will not require that 
States catalogue complaints made 
against temporary managers, but will 
allow them to process complaint 
information in the way that they 
determine is most effective. Neither will 
we require the States to compile, 
update, and release a list of those 
qualified to be temporary managers. 
Because we have no authority to require 
the release of individuals’ qualifications 
or other assignments, a list of temporary 
managers would contain nq criteria by 
which facilities would be able to 
evaluate the candidates, and would be 
of little value. Moreover, HCFA and the 
State are not obligated to seek facility 
approval of temporary managers. It is 
neither the facility’s responsibility nor 
right to select a temporary manager. (See 
additional response below.)

Comment: A few commenters 
recommended that we allow a State or 
a team of people to qualify as a 
temporary manager. They believed that 
nursing guidance and expertise would 
be needed in addition to administrative 
supervision in order to remedy serious 
deficiencies.

Response: Because a temporary 
manager has the authority to hire 
additional staff, it is possible for him or 
her to assemble what would be in 
essence a temporary management team. 
When the temporary manager 
determines that successful correction of 
a facility’s deficiencies requires 
knowledge and skills in addition to his 
or her own, he or she may engage the 
specialists necessary.

We have no statutory authority to 
require State survey agencies to make 
their staff available to function as 
temporary managers. Their role involves 
survey, certification, and monitoring, 
rather than the management (albeit 
temporary) of nursing homes.

Comment: Several commenters asked 
that facilities be able to participate in 
the selection of the temporary manager. 
One recommended that the governing 
board of the facility be responsible for

placing the temporary manager at the 
facility, and others requested that 
facilities be able to object to a particular 
temporary manager once selected by 
HCFA or the State.

Response: The choice of a temporary 
manager will be made either by the 
State or by HCFA and will be based on 
the recommendation of the State survey 
agency. The State survey agency’s 
geographic proximity to the providers it 
surveys and its knowledge of available 
and competent managers in the area 
place it in the best position to 
recommend a temporary manager. 
Because facilities have the right to 
refuse to relinquish control to the 
temporary manager, no facility will be 
forced to submit to a temporary manager 
that it objects to, and it may decide to 
subject itself to the possibility of 
termination instead.

Comment: Certain commenters were 
concerned that the qualifications for a 
temporary manager will be hard to meet. 
A few commenters suggested that HCFA 
and the State be given latitude to 
appoint as temporary manager any 
qualified person, such as a registered 
nurse with nursing home experience, 
instead of having to appoint a licensed 
nursing home administrator.

Response: We agree that a nursing 
home administrator’s license is not the 
only valid indicator of an individual’s 
fitness to serve as temporary manager. 
Certain combinations of educational and 
vocational achievement may also signify 
administrative competency. We are, 
therefore, amending paragraph (b)(1) 
and deleting paragraph (b)(2) of 
§ 488.215 as they appeared in the 
proposed rule to allow an individual 
who does not hold a nursing home 
administrator’s license to serve as 
temporary manager if the State 
determines that he or she is qualified to 
oversee correction of deficiencies on the 
basis of experience and education. 
Because this change should expand the 
pool of qualified temporary manager 
candidates, it should reduce the number 
of terminations caused by inability to 
locate a temporary manager, a clear 
benefit to both providers and residents.

Comment: One commenter believed. 
that the State should be required to 
conduct an orientation session for 
people on the list of qualified temporary 
managers. That session would cover 
topics such as situations warranting the 
appointment of a temporary manager, 
and the responsibilities and authority of 
a temporary manager.

Response: We agree that a temporary 
manager would not be able to do his or 
her job effectively without being 
oriented to the task, and will direct the 
State survey agencies in our State

Operations Manual to provide an 
orientation, the form of which shall be 
determined by them.

Comment: Many commenters 
requested that we impose an enforceable 
limit on the salary of the temporary 
manager, and a large number of those 
recommended that we use the 
prevailing salary limit set forth in the 
preamble to the NPRM. Other 
commenters proposed that we require 
compensation for the temporary 
manager to be set at a rate sufficient to 
attract people with the necessary 
qualifications, and they recommended 
that we not limit the salary of the 
temporary manager to the rate 
mentioned in the preamble. These 
commenters were concerned that it 
would be unlikely to draw the expertise 
needed.

A few commenters requested that we 
identify who will determine the salary 
of the temporary manager, and certain of 
those asked whether it will be 
negotiable. Another commenter asked if 
the facility will be obligated to provide 
benefits to the temporary manager.

Response: After reviewing the 
comments we received, we have 
concluded that the salary limit put forth 
in the preamble to the proposed rule 
would not be in the best interests of 
facilities or their residents because it 
would make it difficult to attract 
qualified temporary managers. The 
temporary managers that are available 
are sometimes located long distances 
from the facilities which need them, and 
unless the salary offered is sufficiently 
attractive, it will not induce individuals 
to temporarily upset their normal 
routines and accept the challenge of 
managing a severely deficient facility. If 
temporary managers cannot be secured, 
we will have no choice but to proceed 
with termination. In order to avoid this 
result and promote the use of temporary 
management as an alternative remedy, 
we will give facilities the flexibility to 
exceed the salary floor specified below 
if the State is otherwise unable to attract 
a qualified temporary manager and the 
facility considers a higher payment 
preferable to termination. The salary of 
the temporary manager must be at least 
equivalent to the prevailing salary paid 
by providers in the facility’s geographic 
area for positions of this type, plus the 
prevailing cost of certain additional 
allowances. The additional allowances 
will include costs that would have 
reasonably been incurred by the 
provider if the temporary manager had 
been in an employment relationship, 
such as the cost of a benefits package, 
prorated for the amount of time the 
temporary manager is working in the 
facility. The facility will also be
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responsible for any other costs incurred 
by the temporary manager in furnishing 
services under such an arrangement or 
as otherwise set by the State.

Because the State is in a better 
position than HCFA to determine the 
prevailing salary and other employment 
related costs of a nursing home 
administrator within what the State 
considers to be the facility’s geographic 
area, it will be responsible for setting 
the salary/benefits floor of the 
temporary manager and for determining 
whether or not it is necessary to exceed 
it. The State may consult with a 
provider while it determines the 
appropriate salary, but we will not 
require that the salary of the temporary 
manager be negotiable.

Comment: One commenter asked 
what would happen if a facility agreed 
to temporary management, but then 
failed to pay the salary.

Response: We are considering 
requiring that facilities pay the salary of 
the temporary manager before the 
remedy begins, which would eliminate 
the need for a recoupment strategy.
Until a decision is made, the 
mechanism that is currently used to 
recover Medicare and Medicaid funds 
from facilities which have been 
overpaid will be used to collect money 
from any facilities that owe the salary of 
the temporary manager. The amount 
owed would be withheld from future 
amounts due to the facility from HCFA 
or the State. Because Medicare and 
Medicaid payments may continue for up 
to 30 days after termination, salaries 
may be recouped even when they are 
owed by terminated facilities.

Comment: A large number of 
commenters disagreed with the 
provision that the temporary manager’s 
salary be paid by the facility. A few 
commenters stated that the money spent 
on temporary management would be 
better spent by the facility on its own 
improvements. Certain commenters 
complained that a lack of sufficient 
funds is often what leads to 
noncompliance, and so they were 
concerned that this remedy would be 
worthless without additional funding. A 
number of commenters argued that a 
facility’s inability to pay for temporary 
management should not preclude its use 
as a remedy.

Many commenters recommended that 
the temporary manager’s salary be paid 
out of a fund composed of civil money 
penalties collected by the State, and 
certain commenters cited 42 U.S.C. 
1396r(h)(2}(A)(ii) (section 
1919(h)(2)(A)(ii) of the Act) as 
establishing the authority to do so.
Other commenters believed that States 
should be required to use funds

collected through imposition of civil 
money penalties to cover the costs of 
correcting deficiencies incurred by the 
temporary manager, but only if the 
facility cannot afford to pay these costs 
itself. Certain commenters believed that 
the facility and its operators should be 
liable to the fund for reimbursement of 
expenses. One commenter 
recommended that the States should be 
authorized to impose liens on the 
facility and other assets of the corporate 
entity until the facility reimburses the 
fund. Another commenter believed that 
the States should be charged with the 
duty of using all available collection 
methods afforded by law to recoup 
expenditures from the fund.

One commenter noted that 42 U.S.C. 
1396r(h)(2)(E) (section 1919(h)(2)(e) of 
the Act) provides that temporary 
management costs are legitimately 
payable administrative expenses of the 
State. Therefore, this commenter and 
others believed that the temporary 
manager’s salary and the costs that he or 
she incurs while managing the facility 
should be borne by the State and 
reimbursed under the State’s Medicaid 
reimbursement system.

Other commenters were in favor of 
obligating facilities to bear the cost of 
temporary management, and several 
asked that we state that the cost of 
temporary management is not an 
allowable expense for Medicare or 
Medicaid reimbursement. One 
commenter recommended that the 
salary payment be funded by the facility 
but routed to the State which would 
deliver the payment to the temporary 
manager. The commenter was 
concerned that direct facility payment 
would undermine the objectivity of the 
temporary manager.

Response: We will continue to require 
that facilities pay the salary of the 
temporary manager, and we will not 
deem this cost to be an allowable 
expense for Medicare or Medicaid 
reimbursement. We believe that to do 
otherwise would undermine our 
enforcement efforts to motivate 
corrective action and encourage 
sustained substantial compliance. If we 
relieved facilities of their responsibility 
for bearing the costs of correcting 
serious deficiencies, we would be 
providing them with a clear 
disincentive to remain in substantial 
compliance. We also believe that 
providing the services of a temporary 
manager without charging for them 
would be an inappropriate response.to 
a facility’s failure to meet the 
responsibility it assumed upon entering 
the Medicare and/or Medicaid programs 
to meet participation requirements. A 
noncompliant facility must be held

accountable for breaches of 
responsibility; therefore, it (and not 
HCFA or the State) should bear the cost 
of the temporary management it has 
incurred.

Because responsibility for paying for 
the cost of the temporary management is 
one condition of the remedy, a facility’s 
unwillingness to pay will be considered 
a failure to relinquish control to the 
temporary manager, and will cause the 
facility to be subject to the possibility of 
termination instead A facility’s 
inability to pay for the cost of the 
temporary management will have the 
same result. A provision has been added 
at paragraph (c)(4) to indicate this. The 
conspicuous absence of consideration of 
a facility’s financial condition as a 
statutory criterion for imposing 
temporary management (as opposed to 
its inclusion as a criterion for 
determining the amount of a civil 
money penalty) implies that the 
Congress did not intend for it to be a 
factor in imposition of the remedy. 
Consequently, we are also compelled to 
proceed with action to terminate those 
facilities that are unable to assume the 
cost of the temporary management.

We do not believe that our position 
conflicts with the statutory references 
cited by certain commenters. Section 
1919(h)(2)(A)(ii) of the Act states that 
funds collected by a State as a result of 
imposition of civil money penalties 
shall be applied to the protection of the 
health or property of residents of 
nursing facilities that thé State or the 
Secretary finds deficient, including 
maintenance of operation of a facility 
pending correction of deficiencies or 
closure. A temporary manager does not 
maintain operation of a facility. Rather, 
it is the facility ownership that is 
responsible for sustaining facility 
operations. If the State assumes control 
of a facility after it has been abandoned 
by its ownership, then it would be 
appropriate for the State to use civil 
money penalty funds to pay the 
expenses of maintaining the abandoned 
facility.

We also believe that commenters 
misinterpreted the provision of the Act 
found at section 1919(h)(2)(E). This 
section states that the reasonable 
expenditures of a State to provide for 
temporary management shall be 
considered for Federal payment 
purposes to be necessary for the proper 
mid efficient administration of the State 
plan. We believe this refers to the 
resources necessary to locate, orient, 
guide, and monitor the temporary 
manager, and does not include the cost 
of the temporary manager’s service 
itself. When a facility pays for the 
temporary manager, we believe that it
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would be unnecessarily circuitous to 
route the salary payment to the State 
before delivering it to the temporary 
manager, and disagree that direct 
payment would compromise the 
temporary manager’s objectivity. A 
facility would not be able to use the 
temporary manager’s salary as leverage 
to influence his or her actions because 
a facility could not effectively keep the 
salary from the temporary manager. The 
temporary manager would be paid even 
if the facility attempted to withhold his 
or her salary because HCFA or the State 
could recoup the amount owed to the 
temporary manager from payments later 
made to the facility. Therefore, we are 
requiring that the facility pay the salary 
of the temporary manager directly, and 
are modifying the provision at 
§ 488.415(c) to reflect this.

Comment: A large number of 
commenters believed that facilities 
should not be given the opportunity to 
refuse temporary management. 
Commenters were concerned that 
facilities would reject temporary 
management if given the choice, thereby 
subjecting residents to continued 
substandard quality of care, promoting 
facility terminations, and exposing 
residents to relocation trauma.

Commenters proposed various ways 
for HCFA and the State to obviate 
facility consent when appointing a 
temporary manager. One suggestion was 
that we appoint the temporary manager 
subject to court order. Another 
recommendation was that we 
administratively appoint the temporary 
manager in accordance with the State’s 
police power. Additional commenters 
proposed that we set limits on the 
duration of the temporary management 
(for example, restricting the 
appointment to two weeks), the 
circumstances under which the manager 
would be appointed, and the funds that 
the manager could spend in order to 
make the administrative appointment 
binding.

Other commenters proposed not only 
that facilities be required to accept 
temporary management, but that HCFA 
and the State be required to impose 
temporary management in immediate 
jeopardy situations without a choice 
between it and termination.

Response: We agree that facilities 
should not be offered a formal choice of 
whether to accept or reject temporary 
management because we believe that 
more facilities will exercise the right to 
refuse if it is explicitly offered. 
Therefore, once HCFA or the State has 
determined that temporary management 
is the optimal enforcement response, we 
will expect the facility to accept it, and 
we will proceed with the appointment

of the temporary manager without 
requesting facility consent to do so. 
However, facilities will have the right to 
refuse to relinquish control to the 
temporary manager since the 
administrative process precludes us 
from forcing providers to relinquish 
control. A facility’s refusal will initiate 
termination. While we realize that, in 
effect, the right of refusing to relinquish 
control to the temporary manager is 
tantamount to the prerogative of 
rejecting temporary management, we 
believe that the new arrangement will 
encourage the use of the remedy. We are 
amending §§488.410, 488.415, and 
§ 488.456 to delete references to a 
facility’s choice of accepting or rejecting 
the remedy.

We cannot force a facility to 
relinquish control to a temporary 
manager because, ultimately, 
participation in the Medicare or 
Medicaid program is voluntary under 
the Act, and we have no authority to 
compel a facility to stay in the program 
should it, for its own reasons, choose to 
withdraw. We will not seek judicial 
action to impose temporary 
management because the Act does not 
require that judicial intervention be a 
prerequisite for imposing this remedy.

We do not believe it is appropriate to 
rest appointment of temporary managers 
upon the State’s police power as 
described in State law. First, the Act 
does not suggest that this be the case. 
Second, this remedy is one imposed 
under the Act, not State law. Ultimate 
authority for this remedy lies, 
accordingly, in the Medicare and 
Medicaid laws and ought not look to 
State law without some indication by 
the Congress that it expected this to be 
the case.

A facility’s refusal to relinquish 
control to the temporary manager will 
cause HCFA or the State to proceed with 
action to terminate the facility’s 
program participation. We share 
commenter concern about the protection 
of the health and safety of residents 
when termination proceedings have 
been initiated. Consequently, we will 
allow a State monitor to be imposed at 
all facilities that have failed to 
relinquish control to a temporary 
manager in cases of immediate jeopardy, 
and also at those facilities for which no 
temporary manager could be located. 
The monitor will notify HCFA or the 
State when the absence of temporary 
management subjects residents to 
substantial risks, and HCFA and the 
State may then opt to take additional 
enforcement action.

We note that the Act does not require 
that temporary management be imposed 
when there is immediate jeopardy.

Sections 1819(h)(2)(A)(i), 1919(h)(1)(A), 
and 1919(h)(5) of the Act give HCFA 
and the State the option of using 
temporary management and/or 
termination to respond to a situation 
that immediately jeopardizes the health 
or safety of residents. In certain cases, 
facility shortcomings may be so severe 
and the likelihood of a temporary 
manager being able to successfully 
remove them so small, that HCFA or the 
State may decide that resident interests 
would be better served by terminating 
the facility and relocating the residents 
than by continuing to subject the 
residents to substandard conditions that 
are unlikely to improve. Because we 
believe there are situations where 
termination is more appropriate than 
temporary management, we do not 
accept the suggestion that HCFA and the 
State be required to impose a temporary 
manager in lieu of termination in cases 
of immediate jeopardy.

Comment: Numerous commenters 
requested that we restructure the 
relationship between the facility and the 
temporary manager. Certain commenters 
believed that the temporary manager 
should act in a consultant capacity, and 
not as a replacement for the facility 
administrator. Others felt that the 
temporary manager should work under 
the control of the facility’s governing 
body, and that we should require the 
temporary manager to consult with the 
governing body when developing the 
plan of correction. Another commenter 
favored giving the temporary manager 
legal but not financial control of the 
facility.

Many other limitations on the 
temporary manager’s authority were 
proposed. A number of commenters 
believed that the temporary manager 
should not be able to make employment 
decisions, and they recommended that 
we require the temporary manager to 
obtain approval from HCFA, the State, 
or the facility’s governing body before 
hiring or firing facility employees. Other 
commenters proposed that there be 
limits on the expenditures the 
temporary manager can make in order to 
correct deficiencies, and they suggested 
that the regulation require that the 
temporary manager obtain the consent 
of the provider to spend beyond those 
limits. Another group of commenters 
requested that we limit the time period 
for which the temporary manager may 
legally commit or obligate the facility, 
and asked that we require the temporary 
manager to seek facility approval before 
entering into long term contracts. A few 
commenters recommended that facility 
ownership be able to appeal to the State 
to stay the actions of the temporary 
manager, and another requested that the



Federal Register / Vol. 59, No. 217 / Thursday, November 10, 1994 / Rules and Regulations 5 6 1 8 9

facility have the right to object to the 
temporary manager’s business practices.

Response: Sections 1819(h)(2)(B)(iii) 
and 1919(h)(2)(A)(iii) of the Act 
specifically provide that the temporary 
manager is to oversee the operation of 
the facility and assure the health and 
safety of the facility’s residents while 
improvements are made to bring the 
facility into compliance. Further, once 
the facility relinquishes authority to the 
temporary manager, the Act prohibits 
the removal of the temporary manager 
until the Secretary or the State has 
determined that the facility has the 
management capability to ensure 
continued compliance, assuming that 
the Secretary or State does not decide to 
terminate the facility before that time. 
We believe that implicit in the reason 
that the Act authorizes temporary 
management is the assumption that the 
facility’s management staff lacks the 
capability to bring the facility into 
compliance. Therefore, the temporary 
manager needs to have the authority to 
completely manage the entire facility 
with enough autonomy to remove any 
immediate jeopardy and/or correct 
deficiencies. Imposing the limits 
proposed by commenters would 
handicap the ability of the temporary 
manager to make the necessary 
corrections, and thus jeopardize the 
successful completion of the temporary 
manager’s mission.

We believe that requiring that the 
governing body of the facility be 
allowed to become involved in the 
decision making process after it has 
demonstrated that its management skills 
are deficient would defeat the purpose 
of the remedy. The temporary manager 
may find it useful to consult with 
facility officials, but the extent to which 
the temporary manager interacts with 
the facility’s management is at his or her 
discretion. This does not mean that we 
will deny the facility the opportunity to 
object to the actions of the temporary 
manager, or that we will force the 
facility to submit to the temporary 
manager’s reform agenda against its 
will. At any time the governing body of 
the facility is not in agreement with the 
decisions or actions of the temporary 
manager, it may advise the owner or 
corporate official with appropriate 
authority to refuse to continue with the 
remedy. Such action would, of course, 
subject the facility to the possibility of 
termination instead.

Comment: Many commenters believed 
that facilities should have recourse to 
HCFA or the State to express concerns 
regarding the administrative 
competency of the temporary manager. 
One commenter was worried that 
providers would not have the

opportunity to lodge a complaint about 
the temporary manager before his or her 
services ended.

Certain commenters proposed that 
HCFA and the State monitor the 
performance of the temporary manager 
and replace any manager whose 
performance is unsatisfactory. Another 
commenter asked that a provider be able 
to replace the temporary manager if the 
provider can demonstrate that the 
manager is incapable of correcting 
deficiencies or is jeopardizing or 
impairing the facility’s continued 
operation.

Response: HCFA and the State survey 
agency will monitor the actions of the 
temporary manager, and we expect the 
facility to do the same. We encourage an 
open dialogue with providers and invite 
them to communicate to HCFA or the 
State on an ongoing basis any concerns 
that they have with the decisions of the 
temporary manager. If HCFA or the 
State is dissatisfied with the 
performance of the temporary manager, 
we may respond by providing the 
temporary manager with remedial 
guidance or by replacing him or her 
with an alternate. However, if these 
actions are not possible or prove 
unsuccessful, we will have no choice 
but to remove the temporary manager 
and proceed with termination of the 
facility’s provider agreement. The most 
appropriate and practical response will 
vary, and it will depend upon factors 
such as the availability of an alternate 
or the amount of time remaining in the 
23 days after the last day of the survey 
allotted for removal of the immediate 
jeopardy when the temporary manager 
is imposed in ah immediate jeopardy 
situation.

Comment: One commenter asked that 
providers be allowed a time period to 
demonstrate an ability to correct 
deficiencies if, because of a temporary 
manager’s incompetence, deficiencies 
have not been corrected timely.

Response: A temporary manager’s 
failure to correct facility deficiencies 
does not absolve a facility of its 
responsibility for generating corrections 
to those deficiencies, and if deficiencies 
are not corrected or the immediate 
jeopardy is not removed timely, the 
facility will be terminated. HCFA and 
the State are not required to provide 
facilities with additional time to come 
back into substantial compliance, but 
we are obligated to ensure that Medicare 
beneficiaries and Medicaid recipients 
receive the quality care to which they 
are entitled.

Comment: Many commenters 
requested that we clarify the fiduciary 
responsibility of the temporary manager. 
One commenter asked that we designate

the temporary manager as a fiduciary of 
the facility, and stated that by doing so 
we would empower the facility to 
protect its interests through established 
legal principles governing the 
relationship of fiduciaries to their 
charges. Other commenters believed we 
should stipulate that the temporary 
manager has a responsibility to maintain 
confidentiality of facility information, 
and obligations to act in the facility’s 
best interests and ensure that the 
facility’s financial resources are 
properly managed while he or she 
works to bring the facility into 
compliance. Additional commenters 
asked that we require the temporary 
manager to conduct himself or herself in 
a professional manner and to act in a 
manner reasonably calculated to correct 
deficiencies and protect the facility’s 
residents.

Response: The temporary manager has 
a responsibility to further the 
enforcement efforts of HCFA or the State 
in an effort to protect the facility’s 
residents, and not a duty to serve the 
facility. HCFA or the State commissions 
the temporary manager to correct 
deficiencies identified in the facility’s 
operation, and we expect the temporary 
manager to exercise sound financial 
judgment and discretion while 
executing his or her duty. Likewise, we 
assume that the temporary manager will 
conduct himself or herself in a 
professional manner and act in the 
facility’s best interests. However, we 
will not explicitly require these 
standards in the regulation. These terms 
could not be meaningfully defined 
because appropriate definitions for them 
would vary with the circumstances of 
each temporary management 
assignment.

Comment: A great number of 
commenters asked that the temporary 
manager be held liable to the owner or 
governing body of a facility for gross 
negligence, intentional acts and 
omissions, unexplained shortfalls in 
facility funds, and breaches of fiduciary 
duty. Certain commenters proposed that 
HCFA, the State, or the temporary 
manager be required to secure a bond 
before overseeing operation of a facility, 
and others requested that HCFA or the 
State indemnify the facility for harmful 
consequences arising from the 
temporary manager’s actions or 
omissions. Another felt that HCFA or 
the State should be identified as the 
temporary manager’s employer for 
liability purposes.

Response: We expect facilities to 
monitor the performance of the 
temporary manager, and if they have 
any apprehensions about his or her 
performance, they may have the remedy
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discontinued. Neither HCFA nor the 
State can force a facility to relinquish 
control to the temporary manager. 
Because it is the facility that decides to 
continue to yield to the temporary 
manager, neither HCFA nor the State 
will assume liability for the facility’s 
decision. However, the facility does 
have the right to seek from the 
temporary manager any redress 
available under State laws relating to 
liability and fiduciary responsibilities.

Comment: A few commentera asked 
whether the temporary manager will 
have a contract.

Response: A ll of the actions needed to 
remove immediate jeopardy and correct 
deficiencies at a facility may not be 
readily apparent at the outset of the 
temporary management; therefore, it 
would be imprudent to delineate the 
specific duties and authorities of the 
temporary manager in contract form.
The temporary manager must have the 
autonomy to take whatever steps are 
necessary to bring the facility into 
substantial compliance and ensure 
resident health and safety. Shortsighted 
contract provisions could prove 
restrictive and thus impede the 
temporary manager's progress,

Comment: One commenter was 
concerned about the effect that the 
appointment of a temporary manager 
would have on a facility's liability 
insurance rates.

Response: It would be more 
appropriate for a facility’s insurer to 
address this issue. Should a facility find 
that the imposition of a temporary 
manager will cause the cost of its 
liability insurance to rise, this increase 
would be one of the factors that the 
facility would have to consider when 
evaluating the benefits and costs of 
relinquishing control to a temporary 
manager.

Comment: One commenter asked that 
the temporary manager be authorized to 
not honor pre-existing leases, mortgages 
or contracts if their costs are excessive 
or if the contracts are otherwise 
unconscionable.

Response: The temporary manager 
does not have the authority to 
selectively meet the financial 
obligations of the nursing home. That is, 
the temporary manager can not choose 
to pay some bills and not others, 
because he or she disagrees with the 
wisdom of the permanent facility 
management having assumed those 
financial obligations previously. It is the 
temporary manager’s role to manage all 
aspects of the facility's operation, 
including its finances.

Comment: One commenter believed 
that it would be problematic to bring 
temporary managers into county

facilities because those facilities are 
subject to many restraints on hiring and 
the expenditure of funds set by county 
commissioners. Other commenters were 
concerned about whether the temporary 
manager would respect a facility’s union 
agreements and contracts.

Response: We recognize that a 
temporary manager in a public facility 
may be constrained in ways that he or 
she would not be in other facilities. We 
expect the temporary manager to work 
within any limitations under which the 
facility operates and to abide by union 
agreements and contracts. (See above 
response.)

Comment: One commenter asked 
whether HCFA or the State would 
sanction a temporary manager who fails 
to rectify an immediate jeopardy 
situation within 23 days.

Response: A failure to rectify an 
immediate jeopardy situation may be 
more indicative of the magnitude of a 
facility’s deficiencies than the 
competency of the temporary manager, 
and neither HCFA nor the State will 
penalize automatically a temporary 
manager when his or her efforts failed 
to remove the immediate jeopardy. 
However, if HCFA or the State believes 
that the temporary manager was 
deficient in his or her duty, then that 
individual may be penalized to the 
extent that he or she is excluded from 
consideration for future temporary 
management assignments.

Comment: Several commenters asked 
that we limit the duration of the 
temporary management. Many 
recommended that the temporary 
manager be discontinued when the 
immediate jeopardy is removed or when 
compliance with the requirements that 
triggered the temporary management is 
achieved.

Response: Temporary management 
will be removed when the facility is 
terminated, or when HCFA or the State 
has determined that the facility is in 
substantial compliance and has the 
management capability to sustain 
substantial compliance. The temporary 
management might end when the 
immediate jeopardy has been removed 
and deficiencies have been corrected, 
but it would not have to. It would be 
premature to discontinue the temporary 
management before HCFA or the State is 
confident that the facility will not 
relapse into noncompliance. Effective 
enforcement involves promoting 
sustained substantial compliance, and 
we are revising § 488.454, “Duration of 
remedies” to reflect this.

Comment: One'commenter 
recommended that HCFA or the State be 
able to continue special actions taken by 
the temporary manager which are

necessary to protect resident health, 
welfare or safety. Facility management 
would request termination of the special 
conditions once it could show that they 
are no longer necessary. The commenter 
believed that this policy would ensure 
that the facility doesn’t deteriorate when 
the temporary management ends.

Response: Neither HCFA,nor the State 
will discontinue temporary management 
and restore control of a facility to its 
own management unless it is convinced 
that the facility is capable of and 
committed to sustaining substantial 
compliance. We do not believe an 
additional regulatory provision is 
necessary to ensure this result.

Comment: Several commenters were 
opposed to the use of temporary 
management, and proposed alternatives 
to it. One commenter suggested that, 
instead of using temporary management 
in immediate jeopardy cases, HCFA 
require the non-compliant homes to hire 
consultants approved by HCFA to 
correct deficiencies. Another 
commenter proposed that HCFA itself 
create and train teams to act in an 
advisory capacity. A few commenters 
asked that temporary management be 
éliminated and replaced by State 
monitoring. Another commenter 
requested that we allow facilities to 
devise their own plans of correction to 
remove immediate jeopardy and have 
the State agency monitor 
implementation instead of imposing 
temporary management.

Response: Temporary management is 
authorized by sections 1819(h)(2)(B)(iii), 
1919(h)(2)(A)(iii), and 1919(h)(3)(C)(iii) 
of the Act, and HCFA and the States are 
required to establish and implement it: 
we may not exclude it as an 
enforcement option. Sections 
1819(h)(2HA)(i), 1919(h)(1)(A), and 
1919(h)(5) of the Act specifically require 
that temporary management be used in 
immediate jeopardy situations when 
provider agreement termination is not 
sought.

Tne Act provides that the temporary 
manager is to oversee the operation of 
a facility and assure the health and 
safety of the facility’s residents while 
improvements are made to bring the 
facility into compliance. Therefore, we 
conclude that the Act intends the . 
temporary manager's role to be more 
than that of just a monitor of the 
progress made by the facility or a 
consultant to management, and we 
believe that inherent in the Act’s 
rationale for establishing temporary 
management is the assumption that the 
facility’s management staff lacks the 
capability to bring the facility into 
compliance. It would be insufficient to 
substitute the use of a consultant or
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monitor for the appointment of a 
temporary manager, because a 
consultant or monitor would not have 
the authority to completely manage the 
entire facility as a temporary manager 
does. Only a temporary manager has a 
role active enough to substitute for the 
facility management, whose deficient 
skills or practices would impede 
correction of deficiencies and protection 
of the residents’ health or safety.

Comment: One commenter wondered 
how availability of temporary managers 
would affect the use of this remedy.

Response: Incases of immediate 
jeopardy, if a temporary manager cannot 
be located within 10 days of the last day 
of the survey, HCFA or the State is 
required to proceed with action to 
terminate the facility’s program 
participation in order to protect the 
health or safety of the residents. To 
safeguard residents when this takes 
place, we will allow a State monitor to 
be imposed who will notify HCFA or 
the State if residents are being subjected 
to substantial risks and need to be 
transferred from the facility. If a 
temporary manager cannot be located 
for a situation which does not 
immediately jeopardize the health or 
safety of the residents, HCFA or the 
State has the flexibility to impose 
another type of remedy which it 
believes will best motivate the facility to 
achieve substantial compliance. 
However, if temporary management is 
the most logical alternative remedy, and 
a temporary manager cannot be located, 
HCF A or the State has the authority to 
terminate the provider agreement. We 
do not believe that the imposition of 
temporary management in lieu of 
termination is a provider right. Rather, 
it is an accommodation to the provider 
if, in the judgment of HCFA or the State, 
it will lead to substantial compliance 
and there are competent temporary 
managers available in the given 
geographic area.

Comment: A  few commenters, 
requested that States be able to appoint 
a trustee or a receiver in lieu of a 
temporary manager if they have State 
laws that provide for these enforcement 
actions. ,

Response: Many States have 
developed laws in accordance with 
State licensure authority that provide 
for sanctions similar to temporary 
management. The States use these 
sanctions, such as receivership and 
trusteeship, to enforce compliance with 
State licensure requirements. Section 
1919(h)(2)(B)(ii) of the Act also gives the 
State the authority to use these 
measures when enforcing compliance 
with Federal Medicaid participation 
requirements, if the State can

demonstrate to HCFA’s satisfaction 
through a State plan amendment that 
trusteeship or receivership is as 
effective in deterring noncompliance 
and correcting deficiencies as the 
remedy of temporary management. 
Therefore, if HCFA approves the State 
plan amendment establishing 
trusteeship or receivership as a remedy, 
a trustee or receiver may be used by a 
State as an acceptable alternative to a 
temporary manager when the State takes 
the enforcement action. The State may 
use the alternative remedy both when a 
temporary manager is required in cases 
of immediate jeopardy, and when one is 
selected as the most appropriate 
enforcement response in non-jeopardy 
cases.

Comment: One commenter asked that 
we state the conditions under which 
temporary management will be 
imposed.

Response: Other than the provisions 
in the law requiring temporary 
management in situations that 
immediately jeopardize the health or 
safety of residents, specific criteria for 
imposing temporary management in 
other types of situations would be 
impossible to develop. The decision of 
HCFA or the State to impose a 
temporary manager will be based on the 
deficiencies found at the time of survey 
coupled with other factors that exist at 
the facility at that particular point in 
time. For example, a facility might 
identify a deficiency before the State 
survey agency does and attempt to 
correct it. Although we could not 
dismiss the facility’s failure to prevent 
the deficiency, neither would we ignore 
the administrative competence that the 
facility demonstrated by identifying and 
attempting to address the deficiency on 
its own initiative. We would consider 
both factors when selecting the 
appropriate remedy.
Section 488.417 Denial o f Payment for 
A ll New Adm issions

Upon our review of comments and 
evaluation of the underlying statute, we 
noted that we did not make it clear in 
the proposed rule that the authority of 
the Secretary to deny payment to a 
facility is limited to Medicare facilities. 
In the case of Medicaid facilities, the 
State may deny payment to the facility 
and HCFA may deny payment to the 
State for all Medicaid residents in the 
facility. A related issue is the question 
of who must be satisfied that a facility 
has achieved and will remain in 
substantial compliance after the facility 
has been cited for repeated instances of 
substandard quality of care so that 
payments may resume; Section 
1819(h)(2)(E) says that it is the Secretary

for Medicare, and section 1919(h)(2)(D) 
says that it is the State for Medicaid.

Comment: One Commenter said that 
this remedy should be imposed only in 
cases posing a hazard to the residents or 
in cases when their rights are 
compromised.

Response: We consider this remedy to 
be appropriate for both the cases in 
which we have designated it may be 
used and the cases in which we 
designate it must be used. We believe 
that it will be one of our most effective 
remedies because it will strongly 
motivate facilities to come into and 
remain in compliance.

Comment: Some commenters said that 
the denial of payment for certain 
diagnostic categories set forth at 
§ 488.217(b) of the proposed rule would 
be ineffective, and lead to 
discrimination against individuals 
whose care may be more costly. This, 
they said, would be in violation of the 
Rehabilitation Act of 1974 and of the 
Americans with Disabilities Act of 1991.

Response: We believe that these 
arguments are convincing, and to 
prevent facilities from using the 
provision as a means to discriminate, 
we have deleted it in this final rule.

Comment: Many commenters said 
that this remedy as written is too broad 
and subject to too much interpretation, 
particularly with respect to the meaning 
of the terms “adequate care,”
“diagnostic categories,” “certain 
specified diagnoses,” “substandard 
quality of care,” and “new admission.” 
Some said that residents who go to the 
hospital, then directly back to the 
facility, should not be considered to be 
“new admissions.”

Response: “Substandard quality of 
care” has been defined in § 488.301. 
“New admission” has been defined at 
§ 488.401 and the definition already 
contained the statement that residents 
admitted before the effective date of the 
denial of payment and taking temporary 
leave are not considered new 
admissions, nor subject to the denial of 
payment. Since we have deleted the 
proposed § 488.417(b), no definitions for 
those terms need be provided. Finally, 
the term “adequate care” does not 
appear in the regulations text at 
§ 488.417. When it appears elsewhere in 
this regulation, it has the ordinary 
dictionary meaning.

Comment: One facility offered criteria 
for imposing denial of payment for all 
new admissions based on a scope and 
severity scale of its own design, and 
suggested we say, at § 488.417, that 
denial of payment for all new 
admissions will be in effect only until 
the date the facility is certified to be in 
substantial compliance.
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Response: We received several 
suggestions for revising our scope and 
severity scales, and the enforcement 
scheme that we have established at 
§ 488.408 (“Selection of remedies.”) 
reflects some of these suggestions. 
Neither a denial of payment nor any 
other remedy will be imposed at a 
facility in substantial compliance, as 
defined at § 488.401. Once a denial of 
payment is imposed, it will be lifted 
when the facility achieves substantial 
compliance (and is capable of 
maintaining it, if  necessary). This policy 
is set forth at paragraphs (c) and (d) of 
this section, as well as at § 488.454 
Duration of remedies.

Comment: One commenter, in setting 
forth regulation text for proposed 
§ 488.217, said that—

• Denial of payment should be 
imposed, not only for any deficiency 
which remains uncorrected within 90 
calendar days after the last day of 
survey identifying the deficiency, but 
for any deficiency which remains 
substantially uncorrected within that 
time period as well;

• If the facility can supply 
documentation that substantial 
compliance was attained on a date 
preceding that of the revisit of the 
survey team, the denial of payment only 
remains in effect until the date that 
substantial compliance was actually 
reached;

• Denial of payment for all new 
admissions should last only until the 
facility has “substantially corrected” the 
deficiencies;

• Denial of payment should not take 
effect until either HCFA or the State has 
provided notice to the facility and the 
public of the impending action. Public 
notice shall be provided by publication 
in a newspaper of general circulation in 
the county where the facility is located; 
(Another commenter agreed that denial 
of payment should not take effect until 
notice has been provided, and also said 
that HCFA should set forth regulations 
requiring States to give notice to 
facilities before denying payment for all 
new admissions.); and

• When payments resume, this too 
should be announced to the public in 
the same way as the denial notice.

Response: We agree that denial of 
payment for all new admissions should 
last only until the facility is in 
substantial compliance. Because the 
final rule reflects the adoption of a 
substantial compliance standard, a 
denial of payment for new admissions, 
like other sanctions, will only be 
applied should a facility fail to meet 
that standard. Thus, under sections 
1819(h)(2)(d) or 1919(h)(2)(C) of the Act, 
that facility must face a denial of

payments for new admissions.
Similarly, if, within 3 months of the 
survey that first identified deficiencies, 
the facility is successful in achieving 
substantial compliance, the denial of 
payments will be lifted as required by 
sections 1819(h)(3) and 1919(h)(4) of the 
Act. If the facility does not come into 
substantial compliance by 3 months 
after the last day of the survey, denial 
of payment will be imposed until 
substantial compliance is achieved or 
until the facility is terminated.

We also agree that, except in the case 
of the mandatory denial of payment for 
substandard quality of care identified in 
three consecutive standard surveys, if 
the facility can supply documentation 
acceptable to HGFA or the State survey 
agency that it was in substantial 
compliance, and was capable of 
remaining in substantial compliance, if  
necessary, on a date preceding that of 
the revisit, the remedies terminate on 
the date that hCFA or the State can 
verify as the date that substantial 
compliance was achieved. (This i& 
further discussed in connection with a 
comment on § 488.454.) In the case of * 
repeated substandard quality of care, the 
Act requires that the denial of payment 
(and State monitor) remain in place 
until the facility is in compliance and 
can demonstrate that it will remain in 
compliance.

We agree that facilities should receive 
notice of remedies before they are 
imposed. Notification requirements are 
found at § 488.402(f), and need not 
appear again at § 488.417. The 
commenter cited section 
1919(h)(2)(A)(i) of the Act as rationale 
for HCFA promulgating regulations 
setting forth procedures for States to use 
in informing the general public about 
remedies. We do not agree that the Act 
requires HCFA to promulgate 
regulations regarding how States must 
go about notifying the general public.

Comment: Some commenters said that 
the remedy denial of payment for 
specific categories of residents to be 
used if the surveyor finds that the 
facility is not currently able to provide 
adequate care for these individuals, or 
determines that caring for such 
individuals would adversely affect care 
provided to other residents, was not one 
of the remedies provided in OBRA -87.

Response: We are deleting the 
provisions for denial of payment for 
specific categories of residents from this 
final rule because, as we stated at thy 
beginning of this section, we believe 
that this remedy could lead to 
inequities.

Comment: A number of commenters 
expressed concern over whether survey 
agency revisits would be timely enough

to ensure the prompt resumption of 
payments as soon as the facility corrects 
its deficiencies.

Response: We are revising this final 
rule to state that deficiencies are 
considered to be corrected when a 

'  survey team revisit confirms that they 
have been corrected, or when a facility 
provides evidence satisfactory to HCFA 
or the State survey agency, which can be 
verified without an on-site visit, that the 
deficiencies have been corrected before 
the revisit or before the credible 
evidence was submitted. In addition, 
sections 1819(h)(3) and 1919(h)(4) of the 
Act allow for lifting the denial of 
payment for new admissions when the 
facility achieves substantial compliance. 
(Please see the discussion regarding 
substantial compliance under the 
comments pertaining to § 488.454 in 
this final rule, Duration of remedies.)

Comment: Two commenters suggested 
that, instead of denying payment for all 
new Medicare and/or Medicaid 
admissions when warranted, we impose 
a ban on all new admissions to a 
facility , regardless of the source of 
payment. They said that if we use this 
remedy, we should pair it with a 
directed plan of correction requiring the 
facility to take steps to restore capacity 
to provide a full range of NF/SNF 
services.

Response: We cannot accept this 
suggestion since the Act does not give 
us the authority to regulate payments 
that may be made to facilities by private 
paying residents.

Comment: Three commenters 
suggested that we add to proposed 
§ 488.217 (a)(2) and 0>)(2) a sentence 
stating, “No retroactive payments will 
be made when a ban on all new 
admissions is lifted.” The rationale is 
that, if facilities know they will receive 
payments later, they may admit those 
residents they choose and thus cover the 
short term cash flow problem. They say 
that this would lessen the effectiveness 
of the sanction.

Response: We agree in principle, and, 
for purposes of clarification, we are 
revising the suggested sentence to state, 
at § 488.417(e), that no retroactive 
payments will be made for any new 
admissions to the facility for the period 
between the date the remedy was 
imposed and the date that HCFA or the 
State determines that the facility 
achieved substantial compliance.

Comment: One commenter suggested 
that § 488.417(a)(l)(i) be revised to state 
that HCFA or the State may impose a 
denial of payment for new admissions if 
a deficiency remains uncorrected after 
90 calendar days (as opposed to within) 
of the last day of survey identifying the 
deficiency. As worded in the proposed
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rule, the mandatory sanction would 
have been imposed if a deficiency had 
existed at any time during the 90 days.

Response: We agree wife fee intent of 
fee comment, and although we are no 
longer referring to 90 days but to 3 
months as fee Adt does, we are making 
this revision. (Please note feat fee 
proposed §488.21/7(«aXlMif is arrow 
redesignated as § 4 8 3 . 4 1 J

Comment: One commenter suggested 
that HCFA deny payment for aM mew 
admissions after fee second consecutive 
survey which documents feat 
substandard care is being provided. The 
rationale is feat this would he more in 
keeping wife fee purpose rtf remedies, 
that is, encouraging rapid compliance 
wife fee program requirements. Another 
commenter suggested feat denial of 
payment for new admissions t e a  
mandatory remedy when there are 
widespread substandard quality «of care 
violations or when there is a pattern of 
substandard quality o f care violations.

Response: While fee Act, at section 
1819(bK2)(E3 »requires denial o f payment 
for new admissions or for .all Medicare 
residents, «ad, at 13f9(h)(2XD) requires 
that denial o f payment for new 
admissions be imposed after the third 
consecutive standard survey feat feows 
substandard quality of care, it permits 
the imposition of this sanction anytime 
that noncompliance is found.

Comment: One commenter said feat 
provisions should be made for fee 
protection Of Medicare tenefi maries or 
Medicaid recipients, or froth, admitted 
to a facility while fee ¡payment ban on 
new admissions is in effeCt. To protect 
such individuals, fee commenter said, 
providers should be prohibited from 
seeking payment from residents or feud 
parties for any care furnished during a 
period in which fee providers were 
denied payment for new admissions,

Response: This provision is  already in 
the Act at section 186©faMlMAi) for 
Medicare and at section 1919(0 X5)(A) 
for Medicaid. Addftiunaiiy, 42 GFR.
447.IS obligates providers to -accept 
Medicaid payments as payment in fu ll

•Comment: One c ommen ter ¡said feat, 
in order for feds remedy to be effective, 
the duxatfoxi' must be ¡such feat there is 
some assurance feat compliance will be 
sustained

Response: in fee stricter sense, 
regardless o f fee nature o f fee 
defieietacy, and regardless of fee remedy 
imposed, there can be no guarantee feat 
substantial compliance will continue 
once the survey team leaves. We can 
only impose reasonable sanctions and 
make periodic on-site inspections to 
ensure compliance. However, when 
HCFA or fee State dearies payment for 
instances o f repeated substandard

quality of care, we do, at paragraph fd) 
of this section, state that fee sanction is 
not lifted until—

• The facility is in substantial 
compliance; and

• HCFA or fee State survey -agency 
believes feat ft will remain in 
substantial ¡compliance.

Comment: One commenter suggested 
we amend this section to state that a  
denial of payment for all new 
admissions will take effect on fee date 
fee facility receives fee notice of fee 
remedy.

Response: Notification requirements 
are at §488.402(f). Section 488.492(f)(T) 
states that, except when fee State is 
taking fee action for a non-State 
Operated NF, HCFA gives fee provider 
notice of fee reasons for, and fee 
effective date of, fee remedy. Paragraph
(f)(2) states feat, for all remedies 
specified in §488.406, the notice must 
be given at feast 2 calendar days before 
the effective date o f fee remedy in 
immediate jeopardy situations, and at 
least IS calendar days before fee 
effective date in non-immediate 
jeopardy situations. We believe feat this 
is equitable. Nursing homes are 
businesses, some of them very large 
businesses. They have payrolls to meet, 
suppliers to pay, buildings and 
equipment to maintain, and similar 
overhead. An “effective immediately** 
notice would not be reasonable.

Comment: One commenter saM feat 
§488.4ITfaXlffi) is inconsistent wife 
§ 488,412{bM3). Section 488.417 says, at 
paragraph r(af(l), feat HCFA or fee State 
may deny payment for new admissions, 
and, at (a)(l|(i), feat HCFA w ill end fee 
State must -deny payment lor new 
admissions if -any deficiency remains 
unoonedted within ’90 calendar days 
after fee last day o f survey identifying 
the deficiencies. (Since § 488.4T2fe)f 3) 
bears no direct relationship to 
§ 488.417(aMlMi) and § 488/412{aft3) 
does, we believe feat fee commenter 
meant to cite fee latter, which says feat 
if any deficiency remains uncorrected 
within 90 calendar days after fee last 
day of survey, HPCFA will and fee State 
must deny payment for new 
admissions.)

Response: While §§4®8.417(a)il)(i3 
and 488.412(a)(3) ¡overlap, they are not 
inconsistent because a certain -amount of 
overlapping has been purposely written 
into this final -male for ease of reference 
on the part of those who will use it. As 
previously, noted, we have amended the 
regulations text to reflect a  3 month 
timeframe to comport wife the Act.

Comment: One commenter asked if 
there was any difference between "“all 
new admissions” In §  488.417(a) and 
“new admissions'” in § 488.417(a)(1).

Response: There is no difference. We 
are revising the regulations text to 
conform to the section’s  title.

Comment: Scone general comments 
we received on fee provisions in this 
section of fee proposed rule were as 
follows:

• They are unjustifiably severe;
• Providers ¡can not comply wife 

them in all cases because .some 
deficiencies take more than 90 days to 
correct; and

• They are unnecessary.
Response: At HCFA’s request, fee

Institute o f Medicine (IoM), which ‘is. 
part of fee National Academy of 
Sciences, conducted a study of the 
policies and regulations governing the 
certification of nursing homes 
participating in  Medicare and Medicaid. 
Its report, issued in March 1986, cited 
the urgent need for enacting statutory 
provisions extending fee remedies 
available to HCFA and fee States in 
enforcing compliance wife nursing 
home regulations. A General 
Accounting Office (GAO) study 
(“Medicare and Medicaid: Stronger 
Enforcement of Nursing Home 
Requirements Needed” f)ufy 1987)) also 
concluded feat penalties short of 
decertification of nursing homes are 
needed to deter noncompliance. HCFA*s 
operating experience also bears this ¡out. 
Traditionally, if  facilities were unable to 
correct deficiencies within 90 days of 
the survey date, their provider 
agreements would have been terminated 
by the 90th day. We, along with fee 
foM, GAO, and fee Congress believe feat 
these regulations are necessary, are not 
unduly harsh or severe, and feat it is 
possible for providers to comply wife 
them. Furthermore, fee denial of 
payment for new admissions is not only 
authorized by fee Act, but required by 
fee Act in certain circumstances, such 
as when noncompfiance remains after ‘3 
months or when substandard quality of 
care has been cited in  three consecutive 
standard surveys.
Section 488.418 Secretarial Authority 
to Deny A ll Payment

Upon our review of comments and 
evaluation of fee underlying Adt, we 
noted that we did not include a section 
in the proposed rule explicitly stating 
the Secretary’s authority to deny all 
payment to a facility. Under section 
1819(h)(2)(B) of fee Adt, i f  a  facility has 
not met a requirement, the Secretary 
may deny payment for aft Medicare 
residents. Under section 1619(h)(2)(E), 
the Secretary is required to deny 
payment for all current; Medicare 
residents or for all Medicare new 
admi ssions if  a  SNF, on throe 
consecutive standard surveys has been
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found to have provided substandard 
quality of care.

Under section 1919(h)(3)(C)(i) of the 
Act, the Secretary may deny payments 
for all current Medicaid residents but 
this denial authority is exercised against 
the State, not the facility. Only with 
respect to State-operated facilities may 
the Secretary take action directly against 
a facility because section 1919(h)(3)(A) 
expressly provides such authority.

We are adding new § 488.418 to make 
explicit this authority. We provide that, 
if a facility has not met a requirement, 
in addition to the authority to deny 
payment for all new admissions as set 
forth at § 488.417(a), HCFA has the 
authority to deny any further payment 
to the facility for all Medicare residents 
and to deny further payment to the State 
for allMedicaid residents.

Under paragraph (b) of new § 488.418, 
if the facility achieves substantial 
compliance, HCFA resumes payment to 
the facility or the State prospectively 
from the date that it verifies as the date 
that substantial compliance has been 
achieved, except as provided in 
paragraphs (c), (d), and (e) of this 
section.

If payments to the facility or the State 
resume, no payments will be made for 
the period between the date the remedy 
was imposed and the date that HCFA 
verifies as the date that substantial 
compliance was achieved. This is the 
case with both denial of payment for all 
new admissions as well as with denial 
of payment for those already residing in 
the facility.

Should HCFA or the State find that 
the facility was in substantial 
compliance before the date of the 
revisit, OT before HCFA or the survey 
agency receives the credible evidence of 
such compliance, the remedy must be 
lifted as of the date that substantial 
compliance was achieved, as 
determined by HCFA. The exceptions to 
this rule occur when the denial of 
payment remedy is imposed for repeat 
instances of substandard quality of care. 
The remedy is not lifted until 
substantial compliance is achieved and 
HCFA believes that the facility will 
remain in substantial compliance.
Section 488.422 State Monitoring

Comment: Some commenters 
expressed concern that the Act did not 
provide for State monitoring.

Response: We disagree, The statutory 
authority for State monitoring is 
implicit for cases of repeated 
noncompliance (see sections 
1819(h)(2)(E)(ii) and 1919(h)(2)(D)(ii) of 
the Act with cross references to sections 
1819(g)(4)(B) and 1919(g)(4)(B) of the

Act for Medicare and Medicaid 
respectively).

Comment: Some commenters asked in 
what instances the remedy of State 
monitoring is to be applied.

Response: The Act requires State 
monitoring in cases of repeated 
noncompliance. That is, if a facility, on 
three consecutive standard surveys 
conducted under sections 1819(g)(2) 
and 1919(g)(2) of the Act has been found 
to have provided substandard quality of 
care, State monitoring is to be imposed. 
Otherwise, State monitoring may be 
considered as an optional remedy.

Comment: Several commenters raised 
questions as to how funding for State 
monitors would be met. Some suggested 
that costs for monitoring be borne by the 
facility and not be an allowable cost for 
reimbursement.

Response: We believe the costs of 
State monitoring should be part of the 
survey and certification process and, 
therefore, should be considered by the 
State survey agency in planning its 
annual Medicare and Medicaid 
workload. The budgeted amounts for 
these activities are approved by HCFA 
as part of the annual survey and 
certification budget process.

Comment: A few commenters 
suggested that we prescribe the role of 
the State monitor in the final rule.

Response: We do not wish to 
prescribe the role of the State monitor; 
however, we have clarified language in 
the final rule describing in general terms 
the purpose of the State monitor. The 
State monitor oversees the correction of 
cited deficiencies and ensures that 
residents are protected from harm. Any 
more specific description of State 
monitor roles and responsibilities will 
be addressed in manual instructions to 
the State survey agency.

Comment: Some commenters 
expressed concerns regarding the length 
of time State monitoring would 
continue. Several commenters suggested 
that the State survey agency retain the 
ability to monitor ongoing conditions in 
the facility until the State survey agency 
or HCFA determines the serious 
condition(s) have been corrected.

Response: We agree with the 
commenters. State monitoring remains 
in place at least until HCFA or the State 
survey agency determines that the 
provider is in substantial compliance 
with the requirements of participation. 
In the case of State monitoring imposed 
for repeated substandard quality of care, 
the sanction will stay in place until the 
facility has demonstrated to the 
Secretary or the State survey agency that 
it will stay in substantial compliance. At 
this time, any serious deficiencies must

have been corrected to the point where 
the facility is in substantial compliance.

Comment: We received several 
comments suggesting we write 
qualifications for a State monitor in the 
final rule.

Response: Because of the broad 
spectrum of situations in which State 
monitoring might be used, we choose 
not to expand the current language in 
§ 488.422(a).

Comment: Some commenters 
suggested we mandate State monitoring 
be used whenever a facility is 
undergoing termination or closure.

Response: While we agree with 
commenters that installing a State 
monitor would be appropriate in a 
termination or closure situation, we will 
not require the States to use this remedy 
in all such cases.
Section 488.421 Directed Plans o f 
Correction

Comment: Some commenters wanted 
us to define a directed PoC as a facility- 
initiated PoC which the State or HCFA 
orders the facility to implement. 
Commenters reasoned that making this 
change would allow States to use 
directed PoC more efficiently and 
effectively since facilities’ governing 
bodies will generally be more capable of 
drafting viable plans of correction based 
upon knowledge of facility resources. 
One commenter wanted to amend 
proposed § 488.224 to read as follows: 
“HCFA, or the State (or the temporary 
manager with HCFA or State approval) 
has the responsibility to develop a plan 
of correction * * Another 
commenter believed that when the State 
or HCFA orders (or directs) a facility to 
comply with the directed PoC, the State 
or HCFA have more authority to require 
the facility to revise any aspect of the 
PoC which is not acceptable. The 
commenter further suggested that the 
imposition of a govemmentally created 
PoC on a facility raises questions of the 
government’s and the facility’s 
respective liabilities if thq plan does not 
correct the deficiencies.

Response: Defining a directed PoC as 
a facility-initiated plan which HCFA or 
the State orders or directs a facility to 
implement would be virtually identical 
to the way we have always defined a 
traditional PoC. The traditional PoC is a 
requirement when any deficiency is 
cited, except for isolated deficiencies 
where no actual harm has occurred and 
there may be potential for minimal 
harm. The exception to this is if a 
directed PoC is used as a remedy. The 
directed PoC can be used by itself for 
deficiencies which cause no actual 
harm. We also disagree that a PoC 
developed by the facility would give the
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State surwey agency ¡or HCFA say more 
authority than <»ne developed by the 
State survey agency , HGFA, <©r-a 
temporary ¡manager. We do net Relieve 
that to say “HGF& *  *  *  ikas the 
responsibility ” adds -anything to the 
meaning of this ¡section. Although it 
may be true that the facility’s governing 
body may be «Bare familiar with a 
facility’s  iresouaces, developing ¡a 
directed FoC does not rest solely on this 
knowledge. Fear the reasons stated 
above, me are not accepting these 
suggestions.

With respect -to the oommerrter’s  fpoaaat 
that a .goveramentally-initiated >PoC 
could raise a question «about the State’s  
or HGFA’s liability i f  the directed PoC 
does not -correct deficiencies, we do not 
guarantee that any remedy will 
necessarily ¡result in facility oomphanoe. 
The directed B©G, as well «as -other 
remedies prescribed, are «developed and 
recommended based on the professional 
judgment of State or HGFA .-Staffend 
their -consideration of which 
remedy(ie&) would promote prompt 
achievement of compliance, if <a remedy 
does not result ha a facility achieving 
compliance, ¡another remedy may be 
imposed to safeguard the health <or 
safety of mussing home residents. This 
other remedy could be &n additional 
remedy & m  the same category, ©r, if  
the deficiencies have -been exacerbated, 
a ¡remedy «or ¡remedies from -a higher 
category, including termination. 
However, HGFA and fee .State will 
usually impose alternati ve remedies 
prior to terminating a  facility.

Comment: Other'coanmenfers wanted 
us to amend § 488.424 to specify 
situations where a directed FoC would 
be mandatory. These oommenters ashed 
that a directed BoC ¡be used when the 
following deficiencies ere identified.

• Violations of admission 
requirements;

• Violations o f ‘Sarrassat requirements 
concerning notice of Medicare coverage 
and rights to demand hilling;

• Violations of transfer prohibitions 
and bed hold requirements;

• All cases off violations ofimfividnal 
rights; and -

• Care prcMems ©fspecifk:, 
identifiable individuals.

Cemmemters further -suggested that 
the directed plans of correct ion must ¡he 
developed by q u a iled  health <care 
professionals in consultation with the 
State survey agency.

Response: We m e refecting this 
suggestion for several reasons. 
Mandating a directed PscC for certain 
deficiencies wsaaild limit HCFA sr the 
State’s dbroioe of remedies mid would 
run counter to the thrust o f & e Act 
which encourages the flexible

application -off«enforcement options.
Also, requiring a remedy for specific 
-deficiencies would be inconsistent with 
die requirements associated with other 
remedies. We also do not want to 
prescribe in regulations which -staff 
people must develop the directed BoC, 
but opt to give HCFA nr State the 
flexibility to decide who will carry cruft 
this fandtrern. We expeetdrat die State 
survey agency would develop die 
directed PoC, but die State would be 
responsible for officially notifying die 
facility off tire remedy. However, in 
manual instructions, we will provide 
guidance in this regard by indrrdipg 
examples off deficiency situations and 
corresponding directed BoCs which are 
appropriate in terms off content and the 
Staff person responsible for 
development.

Comment: One commenter urged 
HCFA to require that directed PdCs 
include -specific corrective action to 
protect individual residents who 
suffered harm when those residents are 
clearly identifiable. Another commenter 
warded -the rule amended to provide 
that all PoCs are to make an injured 
resident or residents “'whole,'” whenever 
possible, and that the facility be 
required to take specific steps to ensure 
future compliance. The enmmefiters 
offered, as an example, a facility which 
improperly denies a resident his or her 
bed hold rights. The «eemmenters 
believed that in this example the 
directed BuC must require that the 
facility honor the resident's Statutory 
right to return to the next available bed. 
Commonters feared that without such a 
requirement, tire 'directed PoC will be 
nothing more than a focaMiy’s  promise 
not to do it again.

Response: Requiring in regulation that 
a facility make a resident whole 
whenever a resident has been infused nr 
has been deprived off bis «or her rights 
would be virtually impossible. In many 
instances where irreparable harm has 
occurred tills would be an unattainable 
goal. Although HCFA -and the State 
survey agency consider the nsalque 
carcumstaBces Of a  facility and the 
results on residents when developing a 
directed FbG, may iP@C is based on 
prospective compliance. The principle 
behind a  PoC is to ensure that the 
underlying cause of cited deficiencies 
does not recur. The purpose off the PoC 
is not, however, ¡a checklist of past 
violations which must retroactively he 
corrected, in the example rated, i f  a 
facility denied a resident a bed through 
improper application ©fa bed hold 
policy, the resident would probably 
have to be admitted to another facility:. 
Prescribing m  the directed BeC that the 
resident would be ¡eligible to be

readmitted to the facility when the next 
bed became available would be 
pointless since he or dhe, being unable 
to wait, would probably already be 
placed in another home. W e have not 
accepted this comment to mandate that 
the directed fffoC include resident 
specific reparations.

‘Comment: One -commenter 
recommended the use o f a directed BoC 
for substandard quality o f care findings 
with a scope o f 3  or 4 and for repeat 
substandard quality off care findings at 
a scope off 1 or 2 and for all other 
repeated violations.

Response: We are not accepting this 
suggestion. Based on numerous public 
comments, we have reconfigured the 
scope and severity grid without 
numerical values, and are offering it in 
this preamble as one example off how a 
State could determine what remedies to 
impose in noncompliant facilities. 
Additionally, we have developed 
recommended categories o f remedies for 
ranges off deficiencaes. The directed PoC 
is a remedy which ram be used for any 
deficiency and may be the only remedy 
used for lower level -deficiencies. We do 
not intend to require a -directed PoC for 
substandard quality of care findings hut 
rather leave that option to the enforcing 
entity. Nor do we mandate the use off 
directed PoCs for repeat deficiencies. 
The law provides for denial o f payment, 
State monitoring, and increased civil 
money penalties in certain cases of 
repeated non-compliance and those are 
the only enforcement actions related to 
repeat deficiencies theft we have 
required in these regulations.
Section 488.425 Directed In-Service 
Training

On the basis of our review of issues 
raised by comment ers and mu 
reevaluation of our statutory authority, 
we m e including in the final rale a 
provision for the -imposition, of a 
directed in-service training program. 
After several years off experience with 
implementing the OBRA ’87 provisions, 
we have come to a greater realization 
that some compfiauce problems are a 
result off imperfect knowledge on the 
part of the health services staff relative 
to stste-off-art practices and resident 
outcome expectations. For example, we 
know that tofamtinesnee and decubitus 
ulcers are not an inevitable result off ©id 
age and immobility. The incidence and/ 
or prevalence off these conditions in a 
particular long-term care facility may be 
the result of general lack of knowledge 
about the prevention and treatment off 
these conditions, and a lasting change 
may be produced in that facility by a 
directed foservice training program.
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We also believe that a directed 
inservice training program may be 
particularly effective in reducing 
reliance on chemical restraints. Two 
studies have been instructional on this 
point. The first, entitled “A Randomized 
Trial of a Program to Reduce the Use of 
Psychoactive Drugs in Nursing Homes” 
by Dr. Jerry Avom and colleagues (New 
England Journal o f Medicine; Vol. 327 
No. 3; July 16,1992, pages 168-173), 
demonstrates that a fairly intensive 
training program for the medical, as 
well as, all three shifts of the nursing 
staff (including aides) can bring a 
dramatic reduction in the use of 
psychoactive drugs without adversely 
affecting the overall behavior and level 
of functioning of the residents.

Another study was entitled,
“Reducing Antipsychotic Drug Use in 
Nursing Homes: A Controlled Trial of 
Provider Education,” by Dr. Wayne Ray 
and colleagues at Vanderbilt University 
School of Medicine published in the 
Archives o f Internal Medicine; Vol. 153; 
March 22,1993, pages 713-721. This 
study applied a formalized training 
program to teach nursing personnel how 
to manage the most prevalent behavioral 
symptoms experienced by aged 
individuals in nursing homes. Common 
behavioral symptoms such as 
catastrophic reaction, yelling and 
screaming, fighting, wandering, etc. are 
addressed in this study, and non-drug 
interventions are described. The 
training program led to a 59 percent 
reduction in the use of antipsychotic 
drugs over the control facility, and a 31 
percent reduction in physical restraints 
over the control facility.

We would invite facilities to use 
inservice programs conducted by 
sources with an in-depth knowledge of 
the area(s) which require specific 
training so the positive change is 
achieved and maintained. We would 
also encourage facilities to use programs 
developed by well established centers of 
geriatric health services education and 
training. These centers include, but are 
not limited to, schools of medicine or 
nursing, Area Health Education Centers, 
and centers for aging. These centers 
should have established programs in 
geriatrics and geriatric psychiatry. We 
only recommend to the facility where it 
can obtain its inservice training 
program. The ultimate test of the 
training program will be in the outcome 
of care achieved by the facility after 
completion of the training program. If 
the resident’s care circumstance has not 
improved after training, the facility, 
upon resurvey by the State agency, will 
be subject to stronger sanctions. We also 
require that the payment for the directed

insefvice training is the responsibility of 
the facility.
Section 488.426 Closure or Transfer of 
Residents, or Both

Comment: Several commenters said 
that HCFA should give more guidance 
on when closure of a facility and/or 
transfer of residents are appropriate. 
Others were concerned because the 
regulations did not set out procedures 
for State transfer of residents. A few 
commenters said that closures should be 
conducted in accordance with the 
provisions of the proposed § 488.240. 
Some commenters insisted that closing 
a facility should only be a last resort 
when alternative methods have failed or 
the physical plant is unsafe. Other 
commenters said HCFA should include 
a definition of the term “emergency” in 
the regulations.

Response: The closure of a facility 
and/or transfer of the residents are 
measures of last resort that are taken 
only in an emergency situation. These 
actions are rare, but most States have 
had experience with such actions. Most 
States have a relocation plan that 
outlines the circumstances under which 
the plan will be put into effect and the 
procedures to be followed. Because of 
this, we believe it would be unnecessary 
to mandate procedures for States to 
follow in cases of closure dr transfer of 
residents. The Act places the 
responsibility for closure and/or transfer 
upon the States and proposed § 488.240, 
the content of which is now 
incorporated into § 488.426, requires 
any transfers to be orderly. We do not 
believe that any greater procedural 
specificity is required in Federal 
regulations. We also do not believe that 
it is necessary to define “emergency.” 
We define words only if their 
definitions will have a narrower, 
application than definitions commonly 
found in dictionaries. That is not the 
case for the use of the word 
“emergency” in this regulation.

Comment: Some commenters insisted 
that a temporary manager be appointed 
to oversee the transfers whenever large 
numbers of residents are involved.
Other commenters believed that States 
should be required to get a court order 
before closing a facility or transferring 
residents.

Response: We do not agree with these 
comments. We believe the States should 
retain the flexibility to implement 
emergency relocation plans according to 
the circumstances of each case. The 
States have the knowledge and 
experience to choose the optimum 
Combination of procedures to handle 
each unique situation. Obtaining a court 
order could delay the implementation of

the relocation plan in an emergency 
situation and would add nothing to the 
process. The same can be said about the 
imposition of a temporary manager, 
because it is the State that is 
experienced in closure and/or transfer 
of residents’ situations, not necessarily 
a temporary manager.

Comment: One commenter noted that 
the Act at section 1919(h)(5) cross 
references the transfer of residents to 
sections pertaining to facility-initiated 
transfers and discharges. Consequently, 
the final rule must require States to set 
up procedures which include written 
notice, involvement of ombudsmen and 
orientation procedures.

Response: Sections 1819(h)(4) and 
1919(h)(5) of the Act, which make 
reference to a resident’s rights upon 
transfer, speak to them as they relate to 
the “safe and orderly transfer of the 
residents* * * ” We believe that 
whatever appeal rights individual 
residents have when the facility in 
which they reside faces termination bear 
only on the appropriateness of the 
transfer plans for those individuals and 
not the correctness of the government’s 
decision to terminate the facility’s 
provider agreement. For example, an 
individual may disagree with the nature 
or location of the facility to which he is 
slated for transfer and could challenge 
such a decision under the appeals 
process provided by sections 1819(e)(3) 
and 1919(e)(3) of the Act.

There is no evidence in the Act or the 
legislative history that the Congress 
intended to vest nursing home residents 
with the right to challenge the 
correctness of the decision to take 
enforcement measures against the 
facility. That decision lies with either 
the Secretary or the State and is subject 
to challenge by the facility, not the 
residents. There is no reason to believe 
that the Congress, in drafting these 
provisions, had as its objective the 
overturning of the Supreme Court’s 
decision in O’Bannon v. Town Court 
Nursing Center, 447 U.S. 773 (1980), 
and we cannot presume that O’Bannon 
has been overturned by indirection.

Moreover, the plain implication of the 
transfer and discharge provisions in 
sections 1819(c) and 1919(c) of the Act 
is that their focus is on actions that may 
face an individual resident of a facility 
rather than all of a facility’s residents. 
Thus, subsection (c)(2)(A) speaks to a 
transfer or discharge for the resident’s 
welfare or for the health of individuals 
in the facility. These imply 
individualized determinations, not the 
kind of facility determination that 
automatically subjects the entire 
Medicare or Medicaid patient



Federal Register / Vol, 59, No. 217 / Thursday, November 10, 1994 /  Rules and Regulations 5 6 1 9 7

population to forced removal from the 
facility.

Additionally, when describing the 
documentation requirements for 
discharge or transfer, the Act (in the 
paragraph immediately following the 
listing of permissible grounds for such 
actions) speaks to the necessity for 
documentation to appear in the 
resident’s clinical record and often 
times to be entered by the resident’s 
physician. We know, however, that 
decisions to terminate a facility’s 
provider agreement are made by either 
the Secretary or the State, not by 
residents’ physicians. Thus, it would 
seem that the kind of transfer appeals 
referred to in sections 1819(c)(2) and 
1919(c)(2) of the Act do not encompass 
issues that are central to the provider 
agreement termination, but rather 
decisions affecting the fate of an 
individual resident that may be made by 
his or her physician.

We believe that sections 1819(h)(4) 
and 1919(h)(5) of the Act give the 
Secretary and the States discretion in 
how to apply the transfer notice and 
appeal provisions of sections 1819(c)(2) 
and 1919(c)(2). The Act’s enforcement 
provisions require that the transfer of 
residents whose facility faces 
termination be done in a manner 
“consistent with” the provisions of 
subsection (c)(2). Had the Congress 
intended that there be strict adherence 
to the Act’s transfer provisions, it could 
easily have specified that they be 
followed precisely. Use of the phrase 
“consistent with,” however, implies a 
less rigorous standard that permits the 
Secretary and the States to make 
judgments as to how to best 
accommodate the notice provisions, for 
example, while not compromising the 
effectiveness of the termination action. 
Thus we believe residents should 
receive as much notice as possible of 
their impending transfer as long as the 
notice period does not further 
compromise their quality of care.

Comment: A few commenters 
mentioned that the proposed regulation 
improperly references proposed 
§ 488.206(c);

Response: The reference to proposed 
§ 488.206(c) has not been included in 
the final rule as § 488.426 has been 
revised to include closure and transfer 
of residents in NFs and SNF/NFs.

Comment: One commenter suggested 
that the term “Medicaid facility” be 
changed to read “Medicaid certified 
facility “ so as not to give the false 
impression that a facility must be 100 
percent Medicaid in order for these 
provisions to apply.

Response: The term “Medicaid 
facility” is commonly used to designate

Medicaid certification, regardless of 
whether or not the entire facility is 
occupied by Medicaid eligible patients. 
Proposed § 488.228 Alternative or 

Additional State
Remedies (now incorporated in 

§488.406)
Proposed § 488.230 Civil Money 

Penalties
In the final rule, we are redesignating 

proposed § 488.230 as the following 
sections:

Redesignated Section Proposed
§488.230

§488.430 CMP: Basis for im- (a)
posing penalty.

§488.432 CMP: When penalty (b)
is collected.

§488.434 CMP: Notice of pen- (c), (d)
alty.

§488.436 CMP: Waiver of (e)
hearing, reduction of penalty 
amount.

§488.438 CMP: Amount of (9. (g)
penalty.

§488.440 CMP: Effective date (h), (i)
and duration of penalty. 

§488.442 CMP: Due date for (i)
payment of penalty.

§488.444 CMP: Settlement of (k)
penalty.

Comment: We received many general 
comments regarding civil money 
penalties. A few commenters who 
supported this provision of the 
regulation stated they believed in a swift 
and certain fine structure which is 
mandatory in nature and imposed 
directly on ownership. -

Response: We appreciate the support 
of these commenters who realize that 
civil money penalties can be an effective 
remedy to encourage prompt 
compliance with participation 
requirements as well as to promote the 
continued rendering of quality health 
care in a safe environment.

Comment: One commenter suggested 
that we prohibit the recoupment of fines 
through rate increases.

Response: We do not accept this 
suggestion. Incorporating provisions to 
address the facility’s recoupment of 
penalties through rate increases is 
beyond the scope of this rule which 
addresses the survey, certification and 
enforcement for skilled nursing facilities 
and nursing facilities.

Comment: Several other commenters 
believed civil money penalties do not 
work, are not the answer, serve no 
purpose or are an insult to 
professionals.

Response: We do not agree with these 
comments. We have the statutory 
responsibility to do what is necessary to 
promote the continued health and safety 
of residents in long term care facilities.

We cannot say at this point that civil 
money penalties do not work. We can 
say the Congress perceived the 
effectiveness of this remedy and 
included it among the other remedies 
established to encourage prompt 
compliance with participation 
requirements.

Comment: A few commenters stated 
that civil money penalties are not 
necessary, as there is an extensive list of 
available remedies.

Response: We agree that there are 
many available remedies that can be 
used. We are including at § 488.404 the 
factors to be considered when selecting 
the most effective enforcement remedy. 
OBRA ’87 included revised and 
expanded authority for the enforcement 
of the Federal participation 
requirements for long-term care 
facilities which allow State and Federal 
governments to choose the most 
effective remedy to encourage rapid 
compliance with participation 
requirements. We do not agree with the 
statement that civil money penalties are 
not necessary, because using civil 
money penalties as a remedy provides 
another enforcement option for 
addressing the unique characteristics of 
each case of facility noncompliance..

Comment: A few commenters said 
that civil money penalties are not fair 
and must be reasonable and realistic.

Response: The ranges in the amounts 
of the civil money penalties are 
commensurate with the level of SNF or 
NF noncompliance and, we believe, 
permit penalties to be imposed in a fair, 
reasonable and realistic manner. In fact, 
the higher and wider range of fines 
($3,050 to $10,000 per day) is reserved 
for immediate jeopardy deficiencies, 
even though these deficiencies account 
for a very small minority of the cases of 
noncompliance.

Comment: Several commenters 
expressed concern that civil money 
penalties will drive up the cpst to the 
taxpayer and increase the government’s 
debt.

Response: Increased cost to taxpayers 
as a result of civil money penalties is 
possible if civil money penalties are 
imposed on publicly funded facilities. 
To the extent that such a provider’s 
operation is characterized by 
deficiencies, and costs are excessive, 
financial burdens are imposed on the 
taxpayers. However, the money 
collected from penalties does not 
increase the Federal debt as it is 
returned to the Medicare Trust Fund or 
is earmarked for the protection of the 
health or property of Medicaid 
residents. Therefore, money is indirectly 
returned to the taxpayers’ benefit.
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Comment: Several commenters 
expressed the concern that civil money 
penalties could cause small, 
independent, primarily Medicaid 
supported, rural facilities to be closed 
down, possibly displacing residents 
from their community home.

Response: We reject this argument. 
Sections 1819(h)(2)(B)(ii) and 
1919(h)(3)(C)(ii) of the Act state that the 
Secretary or the State may (emphasis 
added) impose a civil money penalty. A 
civil money penalty need not be 
imposed in every situation. The Act 
provides the Secretary and the State the 
authority to choose a remedy which 
corresponds to the unique 
characteristics of each case. In addition, 
§488.438 states that a facility’s financial 
condition is a factor considered in 
determining the amount of the civil 
money penalty.

Comment: Several commenters are 
concerned that the imposition of civil 
money penalties could detract from 
resident care or redirect funds that 
could be used to continue to improve 
care.

Response: We do not accept this 
comment. First, the money that is 
collected from civil money penalties is 
either transferred into the Medicare 
Trust Fund or is earmarked for the 
protection of Medicaid residents’ health 
pr property. Second, as soon as 
substantial compliance is achieved, civil 
money penalties are discontinued. 
Therefore, the facility is in control of 
how much money it ultimately is 
responsible for paying; that is, the 
sooner it corrects deficiencies, the less 
penalties it will pay.

Comment: A professional organization 
commented that the proposed section 
on civil money penalties does not reflect 
all of the points discussed by the 
Institute of Medicine in its study, 
Improving the Quality o f Care in  
Nursing Homes (1986). The Institute of 
Medicine envisioned civil money 
penalties as a valuable enforcement tool 
which could be applied in amounts 
appropriate to the seriousness, duration 
and repeat occurrence of the violation.
It recommended prompt, short hearings 
on the imposition of the remedy, that 
fines be large enough to be more costly 
than the violation, and that fines be 
versatile enough to be used to correct 
minor violations, as well as to 
immediately punish life threatening 
violations.

Response: We believe the regulatory 
provisions for civil money penalties 
encompass the above referenced points 
from the Institute of Medicine. The only 
point of departure is the suggestion with 
regard to promptness. Section 1128A of 
the Act requires that a hearing be

provided to a provider that properly 
requests one before HCFA collects a 
civil money penalty. Section 1919(h)(8) 
of the Act requires the State to offer a 
hearing before collecting a civil money 
penalty.

Comment: One commenter suggested 
that the civil money penalty system be 
changed to a monetary award program. 
Facilities in compliance with the 
regulations would be rewarded. This 
would lead to improved resident care 
and provide an incentive for the 
employees.

Response: We do not accept this 
comment. Provisions for civil money 
penalties are located in sections 
1819(h)(2)(B)(ii), 1919(h)(2)(A)(ii) and 
1919(h)(3)(C)(ii) of the Act as part of an 
enforcement process. They are options 
that the Secretary and the State may 
exercise when SNFs and NFs are not in 
substantial compliance with 
participation requirements. Removing 
civil money penalties as an enforcement 
option and substituting a monetary 
reward system would not reflect the law 
as written. For participants in the 
Medicaid program, the State may 
separately establish a program to 
reward, through public recognition or 
incentive payments, or both, providers 
that provide the highest quality care. 
This reward provision is specified at 
§488.303 of this rule.

Comment: Several State civil 
monetary penalty systems were 
submitted with the comments on the 
proposed rule for review. Different 
commenters recommended that HCFA 
adopt and/or evaluate these civil money 
penalty systems.

Response: Before developing 
regulations for civil money penalties, 
we met with the nursing home industry, 
consumer groups and government 
entities to obtain input in the 
development of the proposed rule. In 
addition, we reviewed a variety of State 
civil money penalty systems. We do not 
believe we have sufficient data at this 
time to justify abandoning the system 
we developed in the proposed rule in 
favor of another or to cause us to 
consider any State’s program to be more 
effective than the civil money penalty 
system in the regulation at this time.

Comment: One commenter suggested 
changing “HCFA or the State may 
impose* * * ’’ to “HCFA or the State 
shall impose * * * ” at proposed 
§ 488.230(a)(1). The commenter’s 
rationale is that if facilities are required 
to pay for every instance of 
noncompliance, compliance would be 
maintained and additional funds could 
be used to support critical areas, such 
as, Long Term Care Ombudsman 
Programs.

Response: The regulation reflects the 
corresponding provisions of the Act. 
The Act permits HCFA’s and the States’ 
discretion in the imposition of this 
enforcement remedy. The Federal 
government cannot require the States to 
use this remedy in every instance of 
noncompliance, nor must it choose this 
remedy itself in every instance of 
noncompliance.

Comment: Another commenter 
suggested that HCFA interpret its 
authority to include the delegation of 
the imposition of civil money penalties 
to the States for Medicare purposes 
when HCFA determines that it is 
appropriate. The commenter also 
suggested the State could recommend a 
civil money penalty, HCFA could 
monitor the State’s performance in this 
area and funds collected could offset 
State costs in performing this task.

Response: The Act does not permit 
the Secretary to delegate the authority to 
impose a civil money penalty on a 
Medicare participating facility to the 
State. Section 1819(h)(2) of the Act 
charges the Secretary, upon the 
recommendation of the State, with the 
authority to impose remedies. HCFA’s 
decision to monitor a State’s 
performance does not hinge on the 
imposition of civil money penalties. 
Further, any civil money penalties 
collected under Medicare will be 
returned to the Medicare Trust Fund.

Comment: A few commenters are 
concerned that the proposed definition 
of deficiency will make any failure to 
comply, no matter how small, subject to 
a fine.

Response: We agree with the 
commenters’ concern that, as described 
in the proposed rule, very m inim al 
deficiencies could be subject to civil 
money penalties. As a result, we revised 
the rule and developed enforcement 
action categories which correspond to 
the seriousness of the deficiencies.
These enforcement action categories are 
described at § 488.408, Selection of 
remedies. w

Also, as discussed previously in this 
preamble, we are accepting the 
commenters’ implicit suggestion to 
incorporate the concept of substantial 
compliance as a standard SNFs and NFs 
must meet to participate in the Medicare 
and Medicaid programs. Using the 
standard of performance of substantial 
compliance for these providers ensures 
virtual compliance with sections 
1819(b)* (c), and (d) and 1919(b), (c), 
and (d) of the Act because the type of 
deficiency tolerated under a substantial 
compliance standard is very limited. We 
are defining substantial compliance at 
§ 488.301. We consider substantial 
compliance to satisfy a facility’s
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obligation to meet requirements. 
Therefore, facilities in substantial 
compliance adequately protect the 
health and safety of nursing home 
residents and will not be subject to a 
civil money penalty.
Section 488.430 Basis for Imposing 
Penalty

Comment: Several commentera were 
confused and requested that we clarify 
the number of days of noncompliance 
between two certifications of 
compliance at proposed § 488.230(a)(2).

Response; We revised this paragraph 
of the rule and redesignated it as 
§ 488.430(b). It now provides that HCFA 
or the State may impose a civil money 
penalty for the number of days of past 
noncompliance since the last standard 
survey, including the days of immediate 
jeopardy. We believe that this revision 
implements sections 1819(h) and 
1919(h) of the Act, which state that if a 
facility meets the requirements of 
subsections (b), (c), and (d); but as of a 
previous period did not meet such 
requirements, a civil money penalty 
could be imposed for the days in which 
the facility was not in compliahce with 
the requirements. We believe this 
statutory provision permits a civil 
money penalty to be imposed whenever 
there is past noncompliance with the 
participation requirements between 
standard surveys. The following 
example illustrates one application of 
this provision: A facility had a survey 
on July 1,1993, and it was in substantial 
compliance with all of the participation 
requirements. During the orientation 
tour at the next survey, June 15,1994, 
surveyors observed questionable 
infection control procedures. This 
observation prompted the surveyors to , 
further examine records and the 
facility’s infection control program. This 
examination indicated that the facility 
was out of compliance with infection 
control requirements (§ 483.65) from 
October 15 to October 30,1993. 
However, at the time of the June 15, 
1994, survey, the facility was again in 
substantial compliance with 
participation requirements. The number 
of days of noncompliance would be 16, 
which is the number of days between 
(and including) October 15 and October 
30. This noncompliance existed for 16 
days, but it did not exist at the time of 
either survey.

Although we may have discretion 
with respect to the selection of remedies 
to address noncompliance that is 
corrected by the time of a survey, it is 
likely that we would give serious 
consideration to civil money penalties 
in such cases. The Act, at sections 
1819(h)(1) and 1919(h) (1) and (3),

expressly authorizes the impositions of 
these sanctions even if, at the time of 
the survey, the facility is in substantial 
compliance.

Comment: Another commenter 
suggested incorporating language which 
says, “HCFA or the State may impose a 
civil money penalty for the number of 
days o f noncompliance between two 
certifications of compliance if the 
deficiency was at a severity level of 4 
and the facility could have prevented 
it.”

Response: We do not accept this 
suggestion. Adding this language 
narrows the authority of the Secretary 
and the State. Limiting this enforcement 
authority could allow noncompliarice to 
go unsanctioned. We see no justification 
for narrowing this authority.

Comment: A consumer organization 
specifically recommended we clarify 
proposed § 488.230(a)(2) to say, “the 
penalty accrues as of the first day that 
nonfcompliance existed in a previous 
period.” Resident records or resident 
witnesses with corroboration would be 
sufficient evidence to determine 
noncompliance.

Response: In this final rule, we are 
revising this paragraph to provide that 
HCFA or the State may impose a civil 
money penalty for the number of days 
of past noncompliance since the last 
standard survey, including the number 
of days of immediate jeopardy. It is 
evident in this situation the civil money 
penalty could be imposed for all of the 
days of noncompliance. We do not 
accept the suggestion to incorporate into 
the regulation what specific evidence 
must be used to determine 
noncompliance, as each situation of 
noncompliance is unique.

Comment: Several commentera 
recommended that the word “impose” 
be changed to “collect” at proposed 
§ 488.230(a)(2), since the Act authorizes 
the use of civil money penalties for past 
noncompliance that has been corrected.

Response: While it is true that the Act 
specifies that a civil money penalty may 
be imposed for past noncompliance that 
has been corrected, it is not necessarily 
true that a civil money penalty will be 
collected in every case. For instance, if 
a facility prevails at a hearing, a civil 
money penalty will not be collected. 
Accordingly, we are not adopting this 
recommendation.

Comment: A provider organization 
suggested that we expand proposed 
§ 488.230(b) by adding, “(2) HCFA will 
not and the State may not impose a civil 
money penalty on a facility that is being 
terminated or is under temporary 
management or a denial of payment for 
all new admissions, except for a denial

of payment under paragraph (a)(1) of 
[proposed] §488.217.”

Response: The purpose of all 
remedies is to protect residents against 
inadequate care and to motivate 
providers to promptly comply with the 
participation requirements so they may 
continue to provide quality services. 
Sections 1819(h) and 1919(h) of the Act 
specify that the State or HCFA may 
impose multiple sanctions to achieve 
these purposes. Limiting the authority 
of the Secretary and the State, as 
suggested by this comment, would 
reduce the ability of the Secretary and 
the State to tailor remedies to fit each 
unique situation of noncompliance, 
particularly those situations in which 
multiple remedies are warranted. If 
HCFA or the State chooses to impose a 
remedy, the procedures set forth in 
§§ 488.404 and 488.408 of this rule are 
followed to determine the most 
appropriate remedy or remedies.
Section 488.432 When Penalty Is 
Collected

Comment: Many commenters 
questioned the proposed provisions of 
§ 488.230(b) which stated that HCFA 
will not and the State may not impose 
a civil money penalty while the facility 
has a hearing pending on the imposition 
of a remedy. A few commenters 
recommended that the word “impose” 
be changed to “collect” at § 488.230(b). 
Commenters wanted more information 
about:

• When a fine begins;
• Whether a fine is assessed for the 

days between the survey date and, the 
hearing date, or only for days after the 
hearing date;

• Whether there is a conflict between 
§ 488.230(b) and §488.230(i) of the 
proposed rule.

The commenters’ recommendations 
included:

• Stop the assessment of civil money 
penalties on the date that a formal 
hearing is requested. If the appeal 
outcome upholds the remedy then the 
civil money penalty is imposed 
retroactive to the date that the appeal 
was requested.

• Permit the States and HCFA to 
impose but not collect a civil money 
penalty during the pendency of any 
hearing. The penalty would accumulate 
during the appeal until the deficiency is 
corrected or the appeal is decided; and

• Do not stop the clock from running 
on a civil money penalty while the 
appeal is pending, as this can insulate 
noncompliant facilities against the 
imposition of these penalties.

Response: We are revising 
redesignated § 488.432 to be more 
specific and discuss when penalties are
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collected. We say that, when a facility 
requests a hearing on the 
noncompliance which led to the 
imposition of the civil money penalty, 
HCFA or the State will not initiate 
collection of the penalty until a final 
administrative decision is rendered 
which upholds the determination of 
noncompliance.

If a facility does not request a hearing 
within the time period for requesting a 
hearing, collection of the penalty will 
begin when the facility achieves 
substantial compliance or is terminated. 
If a facility waives its right to a hearing 
in writing within 60 days of the date of 
the notice of intent to impose the 
penalty, collection is initiated when the 
facility achieves substantial compliance 
with the participation requirements or is 
terminated. This section now references 
§ 488.440, which discusses the accrual 
of the civil money penalty and 
computation and notice of the amount 
due, and § 488.442, which discusses 
when payments for civil money 
penalties are due.

Comment: A commenter stated the 
proposed regulation does not permit the 
survey agency to impose a remedy for a 
second deficiency found as a result of a 
complaint survey until a pending 
hearing on a deficiency cited from a 
previous survey is concluded.

Response: This regulatory provision 
does not compromise the ability of the 
Secretary o t  the State to impose another 
remedy if one is warranted for a second 
situation of noncompliance before a 
final administrative decision is 
concluded on the first situation of 
noncompliance which has led to the 
pending imposition of a civil money 
penalty. However, if a civil money 
penalty is the preferred remedy for the 
second instance of noncompliance, as it 
was for the first, it will not be collected 
until the final administrative decision 
supporting its imposition is concluded. 
In this case, the State or HCFA could 
increase the civil money penalty 
amount if the^oncompliance fpund 
later creates a situation of imniediate 
jeopardy. If the second situation of 
noncompliance results from repeated 
deficiencies, HCFA or the State would 
increase the civil money penalty. 
However, the noncompliance found at a 
later time may warrant a remedy other 
than a civil money penalty which could 
be imposed before there is a final 
administrative decision on the first 
situation of noncompliance.

Comment: We received many * 
comments stating that the proposed 
process will precipitate prolonged 
appeals without civil money penalties 
ever being assessed.

Response: The Act requires that an 
administrative appeal be provided 
before civil money penalties are 
collected. Even a prolonged appeals 
process does not eliminate the civil 
money penalty unless the facility 
prevails at the hearing. For example, if 
a provider achieves substantial 
compliance by the time of the appeal, 
the correction is only relevant from the 
standpoint of the number of days the 
penalty applies. The fact that a facility 
achieves substantial compliance before 
the hearing does not eliminate the need 
for the hearing. If the facility does not 
prevail in the hearing, the civil money 
penalty is collectible for each day of 
noncompliance.

Comment: Commenters endorsed 
incorporating a variety of ideas into the 
final rule to discourage frivolous 
appeals, including the following: 
provide for the accrual of interest 
pending appeal at a rate fixed by the 
State, stipulate that attorney fees will 
not be paid and are not an allowable 
cost if the appeal is unsuccessful, and, 
as stated in the Institute of Medicine 
Report, deny payment of provider fees 
for unsuccessful appeals of survey 
related costs. Another commenter 
requested the rule be revised to include 
that facilities not be allowed to claim on 
State or Federal income taxes civil 
money penalties and legal expenses 
upheld on appeal.

Response: We do not support these 
revisions. It would not be fair practice 
to assess interest on a civil money 
penalty before the provider knows the 
outcome of the hearing on the 
imposition of that penalty. To charge 
interest for the time period during 
which a hearing is pending would be 
tantamount to punishing the provider 
for exercising its right to have an 
administrative hearing, as provided for 
in sections 1128A(c)(2) and 1919(h)(8) 
of the Act. Regarding the comments 
about attorney fees, other provider costs 
and income taxes, these payment issues 
are not addressed in the Act and are 
beyond the scope of this regulation.
Section 488.434 Notice o f Penalty

Comment: One commenter asked for 
further clarification of HCFA notice of 
penalty and State notipe of penalty 
provisions of the regulation.

Response: We revised the content of 
§ 488.434 to be more specific regarding 
the notice of intent to impose the 
penalty. The rule now states that, when 
HCFA proposes to impose a civil money 
penalty, it would deliver or send to the 
provider written notice of its intent to 
impose the penalty. The notice would 
include reference to the statutory basis 
for the penalty; the nature of the

noncompliance; the amount of the 
penalty per day of noncompliance; any 
factors specified in § 488.438(f) that 
were considered when determining the 
amount per day of the proposed penalty; 
the date the penalty starts accruing; 
when the penalty will stop accruing; 
when collection of the penalty will be 
made; and instructions for responding 
to the notice. These instructions would 
include a specific statement of the 
facility’s right to a hearing and the 
implications of waiving a hearing.

The rule now states that, when the 
State imposes a civil money penalty in 
the case of any non-State operated 
nursing facility, the State must notify 
the facility in accordance with State 
procedures; however, the State’s notice 
must be written and it must include, at 
a minimum, the information specified 
in the HCFA notice of penalty as stated 
above.

Comment: A few commenters were 
concerned about implementation of 
civil money penalties if HCFA could not 
issue the notice in a timely manner.

Response: Although HCFA and the 
State will proceed quickly to issue 
notice of the imposition of the civil 
money penalty, its imposition does not 
hinge on specified notification 
timeframes. The notice of the 
imposition of the penalty is not required 
before a civil money penalty can start to 
accrue, since the Act permits the 
imposition of civil money penalties for 
past violations that have been corrected, 
and the penalty may start accruing as 
early as the date the facility was first out 
of compliance. For these reasons, in 
§ 488.402, we exclude the civil money 
penalty remedy in the discussion of the 
notification requirements when 
remedies are imposed.

Comment: One provider organization 
recommended revising the notice of 
penalty section to specify that the State 
sends the notice via certified mail in all 
cases except State operated facilities 
and other facilities when HCFA is 
imposing the penalty based on a 
validation survey. This comment also 
listed specifics to be included in the 
notice.

Another commenter recommended 
that the notification requirements HCFA 
uses when it imposes the civil money 
penalty must also be the minimal 
standards applied to the State, instead 
of allowing the State’s notice to be 
prepared in accordance with State’s 
procedures.

Response: We are not accepting the 
suggestion that the notice be sent via 
certified mail because this would 
preclude sending a valid notice via 
other means, such as telefax, telegram, 
commercial overnight delivery services,
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or other means that may be faster. In 
fact, for these reasons we are revising 
this section of the rule to eliminate the 
requirement that the notice be sent by 
mail with a return receipt requested. 
Also, to have the State send the penalty 
notice to Medicare participating 
facilities and to dually participating 
facilities, as the commenter suggests, 
would be inappropriate as HCFA 
provides notices for Medicare facilities.

We accept the comment to require 
that the contents included in the HCFA 
notice of penalty be contained in the 
State notice of penalty. Accordingly, as 
stated in a previous response, we are 
revising redesignated §488.434 to 
provide that the State must notify the 
facility in accordance with State 
procedures for all non-State operated 
NFs when the State takes the action; 
however, the State’s  notice must be 
written and must include, at a 
minimum, the information specified in 
redesignated § 488.434(a). This revision 
is consistent with existing policy in 
prescribing the content of State notices 
in Medicaid provider termination cases 
and other Medicaid and AFDC matters.
Section 488.436 Waiver o f Hearing; 
Reduction o f Penalty Amount

Comment: We received many 
comments opposing the facility’s 
opportunity to have a 35 percent 
reduction in  the civil money penalty if 
the facility waived its right to a hearing. 
Commenters said that this provision is 
inappropriate in the regulatory process, 
not reflective of Congressional intent, 
insulting, tantamount to blackmail and 
plea bargaining and without statutory 
basis for offering a bonus to providers 
who waive their appeal rights. Some 
commenters objected to the 35 percent 
reduction if a facility waives its right to 
a hearing because they felt a justified 
penalty should be imposed without any 
compromise or reduction. Another 
commenter stated that, if the penalties 
reflect the deficiencies, then reducing 
the penalty amount makes the penalty 
lose some of its deterrent value. One 
commenter was concerned that the 
waiver of hearing provision, as written, 
may induce HCFA or the State to inflate 
the penalty. Then, if the penalty is 
reduced 35 percent because of the 
waiver, the fine amount is the amount 
it would have been before the reduction.

A commenter agreed with this 
regulatory provision on waiver of a 
hearing and stated that this is 
appropriate since informal conflict 
resolution can be Used to eliminate 
misunderstandings or deficiencies that 
are not supported by the evidence.

Response: The 35 percent reduction 
in the civil money penalty afforded

providers for waiver of right to appeal 
is based on a State model (§ 488.436). 
Providers are free to reject the option to 
waive the right to a hearing. The intent 
behind this regulatory provision is to 
encourage facilities to carefully consider 
their position in terms of substantial 
compliance, as well as the costs they 
will incur in litigating the matter, before 
tying up already overburdened hearing 
resources.

< Also, if  we are not confronted with 
the administrative costs of litigation, we 
believe we should consider offsetting 
civil money penalty amounts 
accordingly. On its face, these waiver 
provisions could seem to lessen the 
deterrent value of the civil money 
penalty. However, a 35 percent 
reduction of a $10,000 per day civil 
money penalty leaves a penalty amount 
of $6,500 per each day of 
noncompliance, and this is a significant 
deterrent to continued noncompliance.

We disagree with the comment that 
the waiver provision may induce HCFA 
or the State to inflate the penalty 
because the per day amount of the civil 
money penalty will be determined 
before the facility would have the 
opportunity to exercise its option to 
waive a hearing. This is because the 
notice of the intent to impose the 
penalty includes the amount of the 
penalty per day of noncompliance, as 
well as the option to waive the hearing.

Regarding dispute resolution, we 
appreciate the support of this 
commenter and agree that dispute 
resolution is an appropriate vehicle 
afforded the provider to address survey 
finding issues.

Comment: One commenter stated that 
the waiver should not permit the facility 
to deny the existence of the deficiency 
for the purpose of determining whether 
repeat violations exist.

Response: The opportunity to waive 
the right to a hearing and consequently 
receive a 35 percent reduction in the 
amount of the civil money penalty does 
not permit the facility to deny the 
existence of deficiencies for any 
purpose, nor will waiver of the right to 
a hearing remove the deficiencies from 
the facility’s record. When a facility 
waives its right to a hearing, it is in 
effect not contesting the deficiency.

Comment: One commenter suggested 
replacing m ay  with m ust as alternative 
language indicating that, “HCFA or the 
State m ust reduce the civil money 
penalty.” A few commenters stated that 
the language used in the preamble 
regarding proposed § 488.230(e) renders 
the reduction in the penalty mandatory, 
and the language used in the regulation 
text is permissive.

Response: We erred in the proposed 
text. We accept the suggestion and 
intended to require that, when a facility 
requests a waiver of a hearing in 
writing, within the 60 day timeframe, 
HCFA or the State reduces the civil 
money penalty amount by 35 percent, 
and we are revising the final rule 
accordingly. We are also adding a 
paragraph to specify that, if the facility 
does not waive its right to a hearing, in 
writing, within 60 days from the date of 
the notice of intent to impose the 
penalty, the civil money penalty is not 
reduced. We believe the specified 
timeframe gives the provider ample 
opportunity to decide whether or not to 
exercise its option to waive a hearing.

Comment: One commenter stated that 
allowing a reduction in the amount of 
the civil money penalty will necessitate 
that States develop and implement 
complicated and costly accounting 
systems for recordkeeping and reporting 
purposes. Another commenter suggested 
that the collection of civil money 
penalties will be very confusing and 
they would rather have lower penalty 
amounts than the opportunity for a 35 
percent reduction.

Response: Less litigation as a result of 
the waiver of hearing provision more 
than compensates for the recordkeeping 
and reporting necessary to implement 
the 35 percent reductions in civil money 
penalties. We are striving not only to 
reduce litigation costs but also to reduce 
the considerable investment of time 
necessary to prepare for and participate 
in a hearing. Imposing lower fine 
amounts instead of allowing the 35 
percent reduction for a waiver is not in 
keeping with the reasons, as stated 
above, for having this provision.

Comment: A few commenters 
requested that the reduction of the civil 
money penalty amount when a facility 
waives its right to a hearing be 50 
percent. Another suggestion was 
permitting a reduction of up to 35 
percent. One commenter recommended 
the percent reduction be 10 percent and 
only available upon prompt payment.

Response: Webelieve that 35 percent 
is reasonable and appropriate, based on 
our review of an existing State model, 
and it approximates the savings we 
believe are possible by not litigating 
these cases.

Comment: One commenter suggested 
that the waiver of appeal rights 
submitted be written and that 5Q 
percent of the civil money penalty be 
paid within 15 days from the date of 
notification.

Response: We accept the suggestion 
that the waiver be in writing and have 
made this revision in the final rule. We 
do not accept the suggestion that 50
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percent of the penalty be paid within 15 
days from the date of the receipt of a 
request to waive appeal rights. If a 
facility waives its right to request a 
hearing in accordance with the 
provisions specified in § 488.436, and 
subsequently receives a 35 percent 
reduction in the amount of the penalty 
owed, we do not believe it is necessary 
to also offer the facility the opportunity 
to pay only 50 percent of the civil 
money penalty at that time. To accept 
partial payments of a civil money 
penalty creates an unnecessary 
recordkeeping system and detracts from 
the financial incentive to motivate 
compliance which civil money penalties 
were intended to create. Also, we 
specified in the regulation that the 
entire penalty is payable on the due 
date, and that date would be 15 days 
after receipt of the waiver request if the 
facility has achieved substantial 
compliance with the requirements or 
the facility has been terminated. 
However, if the facility has not achieved 
substantial compliance or been 
terminated when the waiver request is 
received, the civil money penalty would 
continue to accrue until the facility 
achieves substantial compliance or is 
terminated. The due dates for civil 
money penalties are specified in 
§488.442.

Comment: A few commenters 
proposed that the number of days in 
which a facility may request, or waive 
the right to, a hearing be changed. The 
alternatives were 10, 20 or 30 days.

Response: We do not accept the 
commenters’ recommendations to 
change the number of days in which a 
facility may request or waive its right to 
a hearing. The existing 60 day 
timeframe to request a hearing has been 
effective in accommodating the needs of 
the government to move quickly in 
situations of noncompliance without 
unduly compromising the due process 
considerations of the provider. It often 
provides sufficient time to the facility to 
resolve disagreements prior to the 
initiation of costly litigation or, failing 
resolution of disagreements, adequate 
time to prepare for a hearing. To adopt 
a shorter timeframe, as suggested by the 
commenters, could compromise these 
opportunities.

Comment: A couple of the 
commenters offered the following 
alternative text for proposed 
§ 488.230(e): “The facility must pay the 
civil money penalty that was imposed, 
less 35 percent, and correct the 
deficiencies for which the civil money 
was imposed, within 10 days of receipt 
of the notice. This waiver of hearing is 
called settlement.”

Response: We do not accept these 
comments. We believe these suggestions 
do not allow a facility enough time to 
make a decision regarding whether to 
waive or request a hearing.
Section 488.438 Amount o f Penalty

Comment: Several commenters 
supported the “two tier” civil money 
penalty system as enunciated in 
proposed § 488.230(f)(1).

Response: We appreciate the support 
of these commenters for this regulatory 
provision.

Comment: Many commenters believed 
that the civil money penalty fines of up 
to $10,000 a day are excessive and 
exorbitant. A few comments stated that 
the range is too broad and would create 
inconsistency on a national level. Some 
commenters said that imposing civil 
money penalties for non-immediate 
jeopardy deficiencies is severely 
punitive and “overreacting” and they 
should only be imposed in severe, life 
threatening or repeated situations.

Response: The Act allows a maximum 
civil money penalty of $10,000 per day 
of noncompliance. By designating the 
highest two thirds of the civil money 
penalties as the immediate jeopardy 
range, we believe we have developed a 
system for the States to use under which 
relatively few facilities will be subject to 
a maximum penalty. We expect that the 
higher penalties will seldom be 
imposed, because situations involving 
immediate jeopardy occur far less 
frequently than those with no 
immediate jeopardy. Furthermore, the 
range of civil money penalties for 
immediate jeopardy cases is broad 
enough to allow us the flexibility to 
impose the maximum civil money 
penalty in only the most egregious cases 
and some lower amount within the 
range for other situations of immediate 
jeopardy. We believe penalties imposed 
in die immediate jeopardy range are 
justified because residents are in life 
threatening situations, and we want to 
motivate the facility to immediately 
correct deficiencies. We set the amounts 
of the penalties within the two ranges to 
allow consideration of the unique 
characteristics of each situation of 
noncompliance. It is inappropriate to 
refer to a “consistent” application of 
civil money penalties because each 
situation of noncompliance and the 
factors that affect the amount of the civil 
money penalty are unique for each 
facility.

Comment: Several commenters stated 
that the civil money penalty system 
appears to duplicate existing State 
systems and doubled fines could 
financially destroy facilities. A few 
commenters asked that the proposed

rule be amended to allow States to use 
their civil money penalty system when 
they have demonstrated that their 
system is effective.

Response: The Medicare and 
Medicaid programs are separate and 
distinct from State licensure programs.
It is possible that a civil money penalty 
could be imposed under the State 
licensure program as well as under the 
Medicare and Medicaid programs; 
however, there is no reason to assume 
that the penalties would be doubled.

A State can use its licensure civil 
money penalty system for Medicaid 
purposes when it has demonstrated its 
effectiveness in accordance with 
§ 488.406. These provisions state that 
alternative State remedies for facilities 
participating in Medicaid may be 
imposed if the State demonstrates to 
HCFA’s satisfaction that the alternative 
remedies are as effective in deterring 
noncompliance and correcting 
deficiencies as the HCFA remedies.

Comment: A few commenters 
recommended that civil money 
penalties be significantly reduced, 
because if a facility receives a civil 
money penalty of $5,000 or more, that 
facility loses its ability to train nurse 
aides.

Response: As stated above, the 
$10,000 per day civil money penalty 
limit is established in the Act. While the 
Act gives the State and the Secretary the 
discretion to impose a penalty as high 
as the limit, we will not, as a matter of 
policy, lower civil money penalty 
amounts in specific cases to preclude 
facilities from losing their ability to 
train nurse aides. If a civil money 
penalty of $5,000 or more is imposed on 
a facility, it is indicative of the fact that 
an egregious situation of immediate 
jeopardy exists. In this case, we believe 
the facility’s ability to continue to train 
nurse aides is compromised and the 
facility should lose approval of its nurse 
aide training and competency 
evaluation program. However, as we 
have already stated, we anticipate that 
the higher penalties will seldom be 
imposed, as situations involving 
immediate jeopardy occur far less 
frequently than those with no 
immediate jeopardy.

Comment: One commenter 
recommended revising proposed 
§ 488.230(f)(2) to specify that a civil 
money penalty may not be one of the 
alternative remedies imposed when a 
facility does not meet the eligibility 
criteria for continuation of payment and 
HCFA will or the State must terminate 
a provider’s agreement. Also, the 
commenter recommended that neither 
HCFA nor the State may impose more 
than four penalties against a facility on
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the basis of a single survey and the 
maximum total penalty amount that 
may feeimposed against a facility during 
any twelve-month period is five 
hundred dollars per licensed or certified 
bed.

Response: The Act does not preclude 
the imposition of a civil money penalty 
remedy as an enforcement option when 
the facility does not meet the eligibility 
criteria for continuation of payment or 
is terminated. In fact, section 1919(h)(7) 
of the Act discusses the special rules 
applicable when other remedies 
additional or alternative to termination 
are imposed. Concerning the specified 
amount of the penalty that can be 
imposed per licensed or certified bed 
during a specific time period, the Act 
does not specify such a limitation, and 
utilizing these limitations would 
unnecessarily restrict the authority of 
the Secretary and the State to tailor a 
civil money penalty remedy to the 
specific situation of noncompliance. 
However, the Act does set dollar 
limitations for each day of 
noncompliance. Therefore, the Act 
contemplates that all deficiencies will 
be aggregated for thè purposes of 
determining the number of days of 
noncompliance (as opposed to the 
number of deficiencies).

Comment: A few commenters 
requested that we clarify if survey 
agencies may exceed the specified 
penalty ranges when a facility alleges 
compliance but a revisit by HCFA or the 
State finds noncompliance. One 
commenter recommended that the 
penalty be doubled in this situation 
even if  it exceeds the penalty limit 
Another commenter suggested replacing 
may with stali at proposed 
§ 488.230(f)(3) so that this section reads, 
“HCFA or the State shall increase the 
daily penalty if  the facility alleges 
compliance * *

One commenter disagreed with 
§ 488.230(f)(3) concerning HCFA’s or 
the State’s ability to increase the daily 
penalty if the facility alleges compliance 
but a revisit finds noncompliance. The 
commenter recommended including an 
objective and quantifiable basis for 
increasing such penalties or deleting 
this regulatory provision. Another 
commenter suggested increasing the 
civil money penalty when a facility 
alleges completion of its plan of 
correction, but a revisit finds the facility 
has not completed its plan.

Response: As noted above, we are 
revising redesignated § 488.438 to 
provide that a civil money penalty 
would be decreased to the lower range 
of penalty amounts i f  a revisit 
determines that the immediate jeopardy 
is removed but the noncompliance

continues. However, if  the 
noncompliance, that continues 
constitutes repeated deficiencies in the 
same regulatory grouping of 
requirements, the civil money penalty 
would be increased, as specified in 
sections 1819(h)(2)(B) and 1919(h)(2)(A) 
and (h)(3)(C) of the Act. A civil money 
penalty could be increased to the upper 
range of penalty amounts if deficiencies 
for which a lower level penalty amount 
was imposed have become sufficiently 
serious to pose immediate jeopardy. We 
are also revising § 488.438 to provide 
that civil money penalties are increased, 
even if a new penalty amount exceeds 

' the range for nonimmediate jeopardy, 
when deficiencies in the same 
regulatory grouping of requirements for 
which a civil money penalty was 
imposed are repeated.

We cannot accept the suggestion to 
increase a civil money penalty if a 
facility does not follow its plan of 
correction. When a remedy is lifted for 
a facility, it is based on that facility’s 
substantial compliance with the 
requirements, not on the facility’s 
adherence to its plan of correction. The 
health or safety of a resident could be 
jeopardized by a situation in which a 
plan of correction was followed but the 
facility was still not in substantial 
compliance with the participation 
requirements.

Comment: One commenter stated that 
there is no provision in the regulation 
which would prohibit daily penalties 
from mounting. This commenter added 
that this is not reflective of the 
Congressional intent behind sections 
1819(h)(3) and 1919(h)(4) of the Act, 
which says that a finding to deny 
payment terminates when the State or 
Secretary finds that the facility is in 
substantial compliance with the 
requirements of subsections (b), (c), and
(d).

Response: A facility can always stop 
the accrual of a civil money penalty by 
correcting the situation that caused the 
noncompliance. With regard to all 
remedies, we received many comments 
recommending that the standard of 
substantial compliance with sections 
1819(b), (c), and (d) and 1919(b), (c), 
and (d) of the Act be incorporated into 
the rule as an acceptable measure of 
compliance. As discussed previously in 
this preamble, we accept this comment 
and we will lift remedies imposed for 
noncompliance when a facility is in 
substantial compliance with sections 
1819(b), (c), and (d) and 1919(b), (c), 
and (d) of the A ct

Comment: A  few commenters 
requested we add, at proposed 
§ 488.230(f), that interest accrues on all

penalties not settled, at the credit card 
rate, from the date of citation.

Response: We do not accept this 
comment. Redesignated § 488.438 
discusses the base amount of the civil 
money penalties. We do not think it is 
appropriate to incorporate the interest 
rate in this section. A discussion of 
interest follows in redesignated 
§488.442.

Comment: One commenter suggested 
that when noncompliance could 
financially benefit a facility, the amount 
of the penalty should never be less than 
twice what the State or HCFA can 
reasonably assume to have been the 
savings to the facility, as a facility 
should never believe it is in its financial 
self-interest to violate the law. This 
commenter also said that HCFA and the 
State should have access to any data 
(employee salaries, fees, supply costs, 
etc.) that will provide necessary 
information to determine the amount of 
the penalty.

Response: We do not agree. First, it 
would be beyond the scope of this rule 
to require the State to determine or for 
HCFA to try to determine when 
noncompliance would financially 
benefit a facility. Moreover, to provide 
that civil money penalties be twice the 
presumed savings incurred by the 
facility would be to establish an 
arbitrary requirement that would 
unnecessarily complicate using civil 
money penalties as an enforcement 
option.

A facility that perceives it is in its 
financial self interest to violate the law 
commits a grave error as it could face 
termination of its provider agreement 
for noncompliance.

Comment: A few commenters 
recommended that all minimum penalty 
amounts specified at proposed 
§ 488.230(f) and the “per day” modifiers 
in the regulation be deleted to permit 
the Secretary or the State more 
discretion when imposing civil money 
penalty amounts.

Response: We do not accept these 
comments. The minimum penalty 
amount is set at $50 because we believe 
that any lesser amount would not be a 
remedy for any provider. The $50 
minimum penalty amount also 
corresponds to the imposition of civil 
money penalties in increments of $50; 
this process was designed for purposes 
of simplicity of implementation.

The Act specifies that a civil money 
penalty may be imposed for each day of 
noncompliance. We believe that 
removing references to “per day” alters 
the clear instructions specified in the 
Act. Furthermore, the Secretary and the 
State always have discretion to impose 
or not to impose a civil money penalty,
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since the law states that a civil money 
penalty maybe imposed for each day of 
noncompliance.

Comment: Many commenters 
responded that the factors used to 
determine the amount of the civil 
money penalty are too broad and will 
promote inconsistency. A commenter 
posed that these factors are subjective, 
not uniform, and therefore, are 
challengeable in a court of law. A few 
commenters suggested removing the 
factors used to determine the amount of 
the civil money penalty from the final 
regulation while a few said that HCFA 
and the State should be required to give 
due consideration to the information 
provided by the facility.

Many commenters were generally 
negative in response to using the 
facility’s financial condition as a factor 
affecting the amount of penalty and 
offered the following arguments about 
this policy:

• It is not equitable;
• It would result in inconsistent civil 

money penalties for the same 
deficiency;

• Poorly managed and/or not-for- 
profit facilities should not be excused or 
pay a lower civil money penalty;

• It discriminates against facilities 
that are more solvent;

• It is inappropriate if the facility can 
not appeal the amount of the penalty;

• Neither the Secretary nor the States 
have adequate information to evaluate a 
facility’s financial condition;

• It would be difficult to apply 
objectively and would require an audit 
of the facility; and

• The regulation does not clarify how 
financial information is obtained, who 
evaluates this information and if it will 
be available promptly.

Another commenter requested that we 
remove a facility’s financial condition as 
a factor and consider instead the 
location of the facility and the percent 
of Medicaid or Medicare patient days 
relative to the total patient days of the 
facility.

A few commenters suggested 
including the facility’s degree of 
culpability as a factor in determining 
the amount of the civil money penalty 
as mentioned in the preamble of the 
proposed rule.

Response: In determining the amount 
of the penalty, section 1128A of the Act, 
which is incorporated by reference into 
sections 1819(h) and 1919(h) of the Act, 
requires the Secretary to consider 
specific matters and also provides 
authority to take into account any other 
items relevant to the penalty 
determination. We are requiring the 
State to also consider these specific 
matters to make Medicare and Medicaid

requirements equivalent for SNFs and 
NFs. The specific matters the Secretary 
and the State must take into account, as 
stipulated in section 1128A of the Act, 
include the facility’s degree of 
culpability, history of prior offenses and 
financial condition. Therefore, we 
cannot remove financial condition as 
the commenters suggested, and we are 
revising redesignated § 488.438(f) to 
include the facility’s degree of 
culpability, which was inadvertently 
omitted from the proposed regulatory 
text.

We explain in § 488.438 what we 
mean by “culpability” in the context of 
provider certification. Section 1128A 
authorizes civil money penalties for 
criminal or quasi-criminal acts, such as, 
false claims or claims for charges in 
excess of those permitted by law. The 
intent of the individual who commits 
one of these acts plays a prominent role 
in determining the amount of the civil 
money penalty. For example, if this 
individual submits a false claim while 
under the influence of drugs or the 
individual has a psychiatric condition, 
that person’s culpability for submitting 
false claims may be reduced.

The enforcement provisions for civil 
money penalties in sections 1819(h) and 
1919(h) incorporate section 1128A of 
the Act and require a consideration of 
a facility’s culpability in determining 
the amount of the civil money penalty. 
However, this consideration is not 
limited to situations in which a provider 
“intends” for a situation of 
noncompliance to exist. In fact, a 
facility is culpable if noncompliance 
causing harm or placing a resident at 
risk of harm is intentional or is a 
product of neglect, indifference or 
disregard. While a facility’s culpability 
for serious noncompliance is a factor in 
the determination of the amount of the 
civil money penalty, the absence of 
culpability is not a factor, as a facility 
is always fully responsible for the health 
and safety of its residents.

Comment: One commenter asked that 
we specifically define “history” as used 
at proposed § 488.230(g)(1). Another 
commenter suggested that the facility’s 
history of prior compliance only include 
the period of operation under the 
current owners.

Response: Information concerning a 
facility’s history of noncompliance, as 
discussed with regard to § 488.438(f)(1) 
of the final rule, is maintained in the 
State survey agency, the HCFA regional 
office and the Online Survey 
Certification and Reporting system 
(OSCAR). The OSCAR system can 
provide facility specific reports from the 
four most recent surveys. We do not 
accept the comment that the facility’s

history of prior noncompliance only 
include that of the current owner 
because when a change of ownership 
occurs, all Medicare penalties and 
sanctions are automatically assigned to 
the new owner or owners with the 
exception of the two year restriction on 
Nurse Aide Training and Competency 
Evaluation Programs (which is 
explained later in this preamble).

Comment: Several commenters 
suggested that we provide that if a 
facility wants its financial condition 
considered it must fully disclose all 
financial information.

Response:'As stated above, it is a 
statutory requirement that a facility’s 
financial condition be considered as a 
factor to determine the amount of the 
civil money penalty. We do not specify 
in the regulation what we will examine 
in determining the facility’s financial 
condition, because these factors are 
unique for each facility. Therefore, it is 
the responsibility of the facility to 
furnish the information it believes 
appropriately represents its financial 
status. We consider a facility’s financial 
condition in conjunction with the other 
factors specified in the rule when 
determining the amount of a civil 
money penalty, because it is not our 
intent to put facilities out of business, 
and the amount of the civil money 
penalty is determined on a case by case 
basis.

Comment: We received a suggestion 
to remove the facility’s financial 
condition as a factor in determining the 
amount of the civil money penalty but 
to permit the facility an opportunity to 
negotiate a payment schedule if it can 
demonstrate that the civil money 
penalty would cause financial hardship 
after the assessment and final 
adjudication of a civil money penalty.

R esponse: We do not accept this 
comment. First, as previously stated, it 
is a statutory requirement to consider a 
facility’s financial condition as a factor 
in determining the amount of the 
penalty. Second, to negotiate a payment 
schedule based on the facility’s 
financial condition after the assessment 
and final adjudication of a civil money 
penalty would not be necessary since 
the facility’s financial condition has 
already been considered in the 
determination of the penalty amount.

Comment: Many commenters 
submitted examples of existing State 
civil money penalty systems which 
assigned a specific dollar amount per 
bed to each scope and severity level or 
assigned a maximum daily fine amount 
for each scope and severity level. 
Another commenter asked that we 
clarify that there will not be a 
correlation between the number of beds
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and the amount of the civil money 
penalty.

Response: We are revising §§ 488.404 
and 488.408 to correlate the seriousness 
of the deficiencies with the selection of 
remedies when HCFA or the State 
chooses to impose a remedy. (See 
explanation at § 488.404, Factors to be 
considered in selecting remedies and 
§ 488.408, Selection of remedies.) Civil 
money penalties may be used for 
deficiencies constituting immediate 
jeopardy. Civil money penalties may 
also be used for deficiencies which 
constitute no actual harm but have a 
potential for more than minimal harm; 
or for deficiencies that constitute actual 
harm.

We do not accept the comment 
suggesting assigning a dollar amount per 
bed because the regulation, in 
accordance with section 1128A of the 
Act, requires a consideration of a 
facility’s financial condition in the 
determination of the civil money 
penalty amount. We assume that a 
primary reason some States compute 
civil money penalty amounts based on 
the number of beds is to take into 
account the financial condition of 
facilities, that is, the larger facilities 
would be presumed to have a greater 
availability of cash than the smaller 
facilities. This is not necessarily the 
case, and even if it were a valid 
consideration in some cases, to take this 
relationship into account would be to 
consider financial condition twice. Nor 
have we assigned a specific dollar 
amount for each degree of seriousness.

While we have assigned ranges of 
penalties to immediate jeopardy and 
non-immediate jeopardy, we have not 
refined the figures further. We believe 
that this allows for the additional 
discretion on the part of HCFA or the 
State to assign a penalty amount once 
the facility’s financial condition and 
other factors have been considered.

Comment: A commenter asked how 
the terms scope, severity and duration 
of noncompliance used at proposed 
§ 488.230(g)(3) will be defined.

Response: In response to the concern 
raised by this commenter, we are 
revising redesignated § 488.438(f). We 
are replacing the phrase, “The scope, 
severity, and duration of the 
noncompliance’’ with, “The factors in 
section 488.404.’’ The factors specified 
in § 488.404 address the assessment of 
the seriousness of deficiencies and 
include assessing the scope, severity 
and duration of the noncompliance in 
more specific terms.

Comment: A  commenter suggested the 
specific category of the unmet 
requirement be a factor in determining 
the amount of the penalty. Another

commenter asked that we explain the 
difference between “health and safety 
requirements” and “administrative 
requirements” as stated in 
§ 488.230(g)(4) of the proposed 
regulation. We also received many ‘ 
recommendations to revise this 
regulatory provision to require that 
HCFA or the State consider whether the 
requirements with which the facility is 
out of compliance are health and safety 
requirements, residents’ rights, quality 
of life or failure to attain the highest 
practicable functioning or 
administrative requirements when 
determining the amount of the civil 
money penalty.

Response: After considering the above 
comments, we are eliminating this 
provision because we believe that the 
factors inherent in this provision are 
reflected in revised § 488.438(f), which 
now requires the consideration of the 
factors contained in § 488.404 when 
determining the amount of the penalty. 
These factors include consideration of 
whether the facilities’ deficiencies 
constitute: no actual harm, with a 
potential for minimal harm; no actual 
harm, with the potential for more than 
minimal harm that is not immediate 
jeopardy; actual harm that is not 
immediate jeopardy; or immediate 

. jeopardy to resident health or safety. 
These factors also require considering 
whether the deficiencies are isolated, 
constitute a pattern or are widespread.
A cdnsiderationof these factors 
includes considering the specific type of 
unmet requirement.

Comment: A  few commenters 
recommended that civil money 
penalties be mandatory for all 
substandard quality of care deficiencies, 
immediate jeopardy situations and 
repeated deficiencies at their proposed 
severity level 1 and scope of 3 or 4. A 
few other commenters who proposed a 
new scope and severity grid suggested 
that we modify the civil money penalty 
provisions to reflect the grid that they 
proposed. One commenter suggested - 
doubling the civil money penalty for 
repeated deficiencies, and another 
suggested simply increasing the penalty 
for repeated deficiencies. Other 
commenters requested that we add a 
description of civil money penalties that 
would include a flat, one time fine for:

• Single deficiencies regardless of the 
severity;

• Deficiencies with a starting point 
that cannot be determined;

• Repeated deficiencies; and
• Deficiencies where the State finds it 

more difficult to document continuous 
noncompliance.

Many commenters suggested requiring 
that civil money penalties be imposed at 
specific scope and severity levels.

Response: We do not accept these 
recommendations. Requiring that civil 
money penalties be imposed for specific 
types of deficiencies would be 
inconsistent with the Act which 
provides that civil money penalties may 
(emphasis added) be imposed for each 
day of noncompliance. The Secretary 
does not have the authority to require 
the States to impose civil money 
penalties where the Act gives States’ 
discretion. While the Secretary could 
implement a policy by which each 
specific degree of seriousness would 
automatically precipitate civil money 
penalties at specific amounts, such a 
policy would undermine the Secretary’s 
flexibility to tailor enforcement action to 
the exact nature of deficiencies in 
specific facilities. As a matter of policy, 
we will limit the use of civil money 
penalties to more serious deficiencies. 
Civil money penalties are included as a 
remedy choice when the seriousness of 
the deficiencies is such that Category 2 
or Category 3 remedies would be 
applicable, as specified in § 488.408, 
Selection of remedies.

In cases of repeated or uncorrected 
deficiencies, imposing a flat, one time 
civil money penalty for these 
deficiencies would ignore the statutory 
requirement to provide for the 
imposition of incrementally more severe 
fines for repeated or uncorrected 
deficiencies as specified in sections 
1819(h)(2)(B), 1919(h)(2)(A), and 
1919(h)(3)(C) of the Act. While we are 
providing in redesignated §488.438 that 
penalties are increased for repeated 
deficiencies in the same regulatory 
grouping of requirements, we do not 
accept the recommendation to double 
the fines because mandating the 
magnitude of the increase would detract 
from the kind of flexibility the Congress 
gave to the Secretary and the States.
With regard to uncorrected deficiencies, 
we may propose to increase a civil 
money penalty for those cases in which 
a lower level penalty amount was 
imposed should those uncorrected 
deficiencies become sufficiently serious 
to pose immediate jeopardy.

To assign a flat, one time fine to a 
single deficiency regardless of its 
seriousness does not take into 
consideration the factors included in 
section 1128 A of the Act and specified 
in § 488.438 of this final rule, and 
ignores the fact that the Act mandates 
that a civil money penalty, when 
imposed, be computed for each day of 
noncompliance. The Act contemplates 
the imposition of civil money penalties
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for whatever period HCFA or the State 
determines the noncompliance exists.

Comment: A commemter asked if  the 
hearing officer makes the assessment 
decision on the amount of the civil 
money penalty.

Response: As previously stated, when 
a facility requests a hearing on the 
noncompliance which led to the 
imposition of the civil money penalty, 
HCFA or the State will not initiate 
collection of the penalty until a final 
administrative decision is rendered 
which upholds the determination of 
noncompliance. Upon further analysis, 
we are adding a paragraph to 
redesignated §488.438 to explain the 
reviewability of the civil money penalty 
that is  imposed on a SNF or NF for 
noncompliance with participation 
requirements. We now specify that in 
any case in which an administrative law 
judge or State hearing officer (cur higher 
administrative review authority) finds 
that the basis for imposing a civil money 
penalty exists, as described in §488.430, 
the administrative law judge or State 
hearing officer Cor higher administrative 
review authority) may not: set a  penalty 
of zero or reduce a penalty to zero; 
review the exercise of discretion by the 
Secretary or the State to impose a civil 
money penalty; or consider any factors 
in reviewing die amount erf the penalty 
other than those specified at 
§ 488.438(f). In other words, when the 
administrative law judge or State 
hearing officer (or higher administrative 
review authority) finds noncompliance 
supporting the imposition of the civil 
money penalty , be or she must remedy 
it with some amount of penalty 
consistent with the ranges of penalty 
amounts established in § 488.438. This 
provision is consistent with other 
provisions specified in this rule to 
motivate a SNF-s and NF’s compliance 
with participation requirements in 
which we state that these providers 
have the opportunity to appeal 
certifications of noncompliance leading 
to an enforcement remedy. This 
provision is also consistent with section 
1128A(d) of the Act, which requires that 
specific factors be considered in 
determining the amount of any penalty.
Section 488.440 Effective Date and 
Duration o f Penalty

Comment: We received many 
comments on the effective date of the 
civil money penalty. Some comm enters 
recommended that the effective date:

• Be stayed if  a hearing is requested;
• Begin on the date an appeals 

decision is issued; or
• Begin on the date the facility 

receives notice of the proposed penalty,

A cominenter recommended that no 
civil money penalty be imposed if the 
facility is in compliance by the effective 
date of the notice.

Many cammenters advocated that this 
regulatory section he changed to require 
that the effective date of the civil money 
penally be the date when the deficiency 
began as can be documented by the 
surveyors. They said that the effective 
date provision of the proposed rule;

• Implies a “grace period” for 
providers to correct deficiencies;

• Is inconsistent with OBRA ’87;
• Contradicts § 488.230(a)(2) of the 

proposed rule;
• Undermines the States’ ability to 

use civil money penalties; and
• Defeats the deterrent effect of this 

remedy and the goal of encouraging 
prompt compliance.

Response: We are revising 
redesignated § 488.440 after thoughtful 
consideration of the many comments 
received. We are changing the heading 
of paragraph (a) to read, “When penalty 
begins to accrue.” This phrase is more 
appropriate in the context of a civil 
money penalty since this penalty cannot 
be collected until the provider has an 
opportunity for a hearing if one is 
requested; however, it can begin to 
accrue before the hearing. Also, this 
revision includes the accrual of the civil 
money penalty for past days of 
noncompliance since the last standard 
survey which are corrected by the time 
of the current survey as provided in the 
Act at sections 1819(h) and 1919(h). 
Revised paragraph (a) now provides that 
the civil money penalty may start 
accruing as early as the date that the 
facility was first out of compliance, as 
determined by HCFA or the State. To 
stay the accrual of the penalty if a 
hearing is requested, to start the accrual 
when a hearing decision is made, or to 
begin the accrual on the date of the 
notice, as the cammenters suggest, 
would allow noncompliance to continue 
without a remedy being imposed and 
would not be implementing the remedy 
as the Congress intended. This intent is 
clearly stated in the Committee report 
that accompanied OBRA *87:

• * * the Committee amendment would 
expressly allow a State to impose civil money 
penalties for each day in which a facility was 
found out of compliance with one.or more of 
the requirements of participation, even if the 
facility subsequently corrected its 
deficiencies and brought itself into full 
compliance. This, in the Committee’s view, 
is essential to creating a financial incentive 
for facilities to maintain compliance with the 
requirements for participation. The 
Committee amendment would set no upper 
limit on the amount of these penalties and 
would allow States to increase the amounts 
in cases of repeated noncompliance. States

could impose civil money penalties prior to 
a hearing.

* *  * the Committee amendment would 
create an incentive for facilities to maintain 
compliance with all of the requirements of 
participation by authorizing the Secretary to 
impose and collect civil money penalties for 
each day a facility is out of compliance even 
though the facility may subsequently bring 
itself back into full compliance. (H.R. Report 
No. 391, lOOthCong., 1st Sess., 473-6 
(1987)).

Moving the date when the penalty can 
accrue to be as early as the date of the 
noncompliance permits noncompliance 
to be sanctioned promptly and 
addresses the concerns of the 
commenters who said that the effective 
date in the proposed rule implied a 
“grace period” for providers to correct 
deficiencies before a civil money 
penalty was imposed and undermined 
the States’ abilities to use this remedy. 
We expect that in virtually all cases, the 
civil money penalty would start 
accruing from the date of the 
noncompliance. The only exception 
could he those cases in which die 
survey identifies the noncompliance but 
there is undue delay before HCFA or the 
State notifies the provider of the 
imposition of the penalty. However, the 
provider would receive a second notice 
before the collection of the civil money 
penalty» as explained in § 488.440.

Comment: A cominenter 
recommended deleting proposed 
§ 488.230(i)(6) (redesignated as 
§ 488.440(g)), which provides that, in 
the case of immediate and serious threat 
deficiencies, HCFA will or the State 
must terminate the provider agreement 
on the 23rd day after the appointment 
of temporary management if the threat 
remains.

Response: We do not accept the 
suggestion to delete this provirion 
because we believe it is important to 
specify the situations that affect the 
accrual of civil money penalties. 
However, we are revising redesignated 
§ 488.440(g) to specify that termination 
occurs within 23 days after the last day 
of the survey if immediate jeopardy 
remains, and the daily accrual of civil 
money penalties stops on that day.

Comment: Many commenters 
suggested that the regulation 
incorporate a provision assuring prompt 
revisits by HCFA or the States to 
evaluate compliance based upon a 
facility’s allegation of compliance, 
because several commenters stated that 
survey teams often are mot prompt in the 
follow-up process. Others asked if ci vil 
money penalties accrue when a revisit 
is not timely. Several commenters asked 
that we clarify if there must be on-site 
revisits by the State to verify repeats by
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facilities. One commenter requested 
revisits be within a specified timeframe 
and another specified a 10 day 
timeframe ip-which revisits must be 
conducted. One commenter 
recommended that civil money 
penalties be suspended immediately 
(until the survey team can revisit) when 
authorities receive notification through 
certified mail that deficiencies have 
been corrected.

Response: While we understand the 
concern expressed by the commenters 
that surveyors conduct prompt revisits 
to confirm substantial compliance, the 
fact remains that when a SNF or NF 
participates in the Medicare and/or 
Medicaid program, that facility agrees to 
maintain substantial compliance with 
the participation requirements. When a 
civil money penalty or any other 
remedy is imposed upon a SNF or NF, 
it is because it has not maintained 
substantial compliance with these 
requirements, and we want to motivate 
corrective action. While HCFA and the 
States will try to revisit the facility in as 
timely a fashion as possible, when a 
revisit is necessary to verify substantial 
compliance, neither HGFA nor the 
States will be constrained by a specified 
timeframe in which to conduct these 
revisits. Nor will HCFA or the States 
suspend a penalty until a revisit can be 
conducted. The Tevisit would not be 
necessary if the SNF or NF had met its 
commitment to remain in substantial 
compliance with the participation 
requirements. Therefore, it is the 
provider’s poor performance that has 
generated the need for a revisit. 
Moreover, timeframes for revisits can 
vary from State to State and within a 
State due to geographical variations and 
available personnel.

Hence, in those cases in which an on
site revisit is determined necessary to 
verify that the SNF or NF has come back 
into substantial compliance with 
participation requirements, civil money 
penalties may accrue from as early as 
the date the facility was first out of 
compliance, as determined by HCFA or 
the State, until the date of the revisit 
which finds substantial compliance. Or, 
the civil money penalty may accrue 
from as early as the date the facility was 
first Cut of compliance, as determined 
by HCFA or the State, until the date 
substantial compliance was achieved as 
documented by written credible 
evidence submitted to, and accepted by, 
HCFA or the State before an on-site 
revisit, but which, in certain situations, 
must be confirmed by an on-site revisit.

Sometimes an on-site revisit is not 
necessary to establish that a facility has 
come back into substantial compliance; 
in those cases, the civil money penalty

may accrue from as early as the date the 
facility was first out of compliance, as 
determined by HCFA or the State, until 
the date for which there is written 
credible evidence of substantial 
compliance which is acceptable to 
HCFA or the State without the on-site 
visit. In these cases, there is no reason 
to “assure” the timeframe of a revisit as 
stated by a commenter. In response to 
the concerns and questions of the 
commenters, we are revising 
§ 488.438(h) to provide for the policies 
expressed above.

Comment: Several commenters asked 
what documentation will be acceptable 
to HCFA or the State as credible 
evidence as stated in proposed 
§ 488.230(i)(7) (redesignated as 
§ 488.440(h)).

Response: In order to appropriately 
respond to each unique situation of 
noncompliance, HCFA or the State will 
evaluate written credible evidence on a 
case by case basis. HCFA and the State 
have the discretion to determine what 
constitutes written credible evidence. 
For example, a survey may determine 
tfyat a facility’s furnace is broken 
constituting a deficiency for violating a 
Physical Environment requirement by 
its failure to maintain all essential 
mechanical, electrical and patient care 
equipment in safe operating condition 
(§ 488.70(c)(2)). In such a case, the 
facility may buy a new furnace, have it 
installed, and submit the receipt to the 
State or HCFA as written credible 
evidence of substantial compliance. If 
this written credible evidence is 
accepted by HCFA or the State, the 
accrual of die civil money penalty 
would stop as of the date substantial 
compliance was achieved.

Sometimes substantial compliance 
can be achieved before an on-site revisit 
and the retroactive substantial 
compliance date can be verified with an 
on-site revisit. For example, during a 
closed record review (which is an 
examination of the records of 
discharged, transferred or deceased 
residents), it may be determined that a 
facility was not recording the reason for 
transfer or discharge in the residents’ 
clinical records. This would be a 
violation of a requirement under 
Admission, Transfer and Discharge 
Rights set forth at 42 CFR 483.12. Since^ 
it would be inappropriate to send 
residents’ records in the mail as 
evidence of correction, a revisit would 
be necessary. Diming the revisit on May
30,1994, documentation confirms that 
the facility came into compliance with 
this requirement on May 10,1994, 20 
days before the revisit. Since the revisit 
confirms compliance with this 
requirement as having occurred on May

10,1994, the accrual of the civil money 
penalty for the facility could be from as 
early as the date the facility was first out 
of compliance as determined by HCFA 
or the State until the date for which the 
revisit established that substantial 
compliance was achieved, which would 
be May 10,1994 in this example.

There are other cases in which 
documentation cannot confirm the 
correction of noncompliance, and in 
these cases an on-site revisit is 
necessary. For example, one of the 
requirements for Infection Control is 
that personnel must handle, store, 
process and transport linens so as to 
prevent the spread of infection as 
specified in § 483.65. If a deficiency is 
cited for a violation of this requirement 
and a civil money penalty is imposed, 
submitting written documentation 
would not confirm the correction of the 
violation. An on-site revisit to observe 
personnel behavior is necessary in this 
case to confirm that the facility is, in 
fact, back in substantial compliance 
with this regulatory provision.

Comment: One commenter stated that 
fines should accrue until a follow-up 
survey confirms compliance. This 
commenter said proposed 
§ 488.230(i)(7) should be revised 
because it rests on a clause rejected by 
OBRA ’87 that paper review cannot 
adequately defermine compliance. The 
commenter also said that if a facility 
requests a survey and is found out of 
compliance, the facility would be held 
liable for the costs of the survey.

Response: We do not accept this 
comment. First, we are not suggesting . 
that written credible evidence submitted 
to HCFA or the State can confirm 
substantial compliance in every 
situation.'We are well aware that not 
every deficiency can be determined to 
be corrected by written evidence as not 
every requirement is related to a written 
record. OBRA ’87 did increase the 
number of outcome oriented 
requirements and reduce the number of 
paper compliance requirements; 
however, it did not eliminate all paper 
compliance requirements. The examples 
used in the discussion of the comment 
above describe situations in which 
written credible evidence can confirm 
substantial compliance. When we can 
^confirm substantial compliance without 
*an on-site revisit, valuable resources can 
be conserved, creating a savings for the 
taxpayer.

We do not accept the comment to 
charge the facility for the costs of the 
survey when it alleges substantial 
compliance but is found to be 
noncompliant at a revisit. The Act does 
not include the imposition of a survey 
charge as an available remedy.
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Comment: A commenter asked how a 
facility will notify the State when it has 
corrected the noncompliance.

Response: When a facility has 
corrected the noncompliance, it may 
notify the State in whatever manner it 
feels is most appropriate. For instance, 
in certain situations written credible 
evidence sent through the mail will be 
the best method of notification. In Other 
cases a telephone call to request an on
site revisit will be the most appropriate 
method of notification.

Comment: A commenter asked how 
penalties will be computed during the 
interim when a facility believes it is in 
compliance and a survey team, upon 
revisit, disagrees.

Response: While a revisit is pending, 
the penalties continue to accrue at the 
rate originally specified by HCFA or the 
State. However, HCFA or the State may 
propose to increase the daily penalty if 
a facility with nonimmediate jeopardy 
deficiencies alleges compliance, but on 
a revisit, HCFA or the State finds that 
the facility’s deficiencies have become 
sufficiently serious to pose immediate 
jeopardy.

When a facility disagrees with the 
decision made at the time of the revisit, 
this disagreement could be resolved 
through the administrative hearing 
process. HCFA has authority to settle 
cases at any time prior to a final 
administrative decision for facilities in 
which HCFA’s enforcement action 
prevails. The State has authority to 
settle cases at any time pirn to the 
evidentiary hearing decision tor all 
cases in which the State’s enforcement 
action prevails. These provisions are 
specified in redesignated § 488.444. 
However, a civil money penalty would 
not be computed and collected until 
substantial compliance is verified, 
HCFA’s or the State’s decision of 
noncompliance is upheld after a final 
administrative decision, the facility 
waives its right to a hearing, or the - 
facility is terminated.

Comment: One commenter suggested 
adding a new provision to require that 
follow-up surveys be conducted within 
10 days of the facility notifying the State 
or HCFA that it has substantially 
corrected deficiencies* The penalty is 
terminated on the date the facility 
povided the notice if the deficiencies 
are substantially corrected at the time of 
the revisit or the 10 day period for a 
revisit has elapsed and the revisit has 
not occurred. If a revisit determines the 
scope and severity of the deficiencies 
has changed, the penalty amount is 
adjusted and the penalty is effective on 
the date of the facility’s notice.

Response: We cannot accept this 
comment in total. However, as

previously explained in this preamble, 
we are accepting the commenters’ 
suggestion to incorporate the concept of 
substantial compliance into the 
regulation as the standard providers 
must meet to participate in the Medicare 
and Medicaid pograms as SNFs or NFs. 
Consequently, a remedy is lifted when 
deficiencies lessen to the point that the 
facility is in substantial compliance.

The amount of the civil money 
penalty is increased to reflect repeated 
deficiencies in the same regulatory 
grouping of requirements. The civil 
money penalty may he increased for a 
facility that has deficiencies, which, 
after imposition of a lower level penalty 
amount remain uncorrected and, in fact, 
become sufficiently serious to pose 
immediate jeopardy. The civil money 
penalty would be shifted to the lower 
range of penalty amounts for a facility 
which had immediate jeopardy 
deficiencies if  the immediate jeopardy is 
removed. However, if the 
noncompliance that continues after the 
immediate jeopardy is removed 
constitutes repeated deficiencies in die 
same regulatory grouping of 
requirements, die civil money penalty 
would be increased in accordance with 
§ 488.438(d)(2) of this final rule. In a 
previous discussion, we clarified the 
reasons why we will not be constrained 
by a specified timeframe to conduct on
site revisits or suspend a penalty until 
we can revisit and the date when the 
penalty begins to accrue.

Comment: One commenter suggested 
that at proposed § 488.230(i) we provide 
for the accrual of interest.

Response: We are revising 
redesignated § 488.448 to require that 
the notice of the penalty amount due 
include a statement of the interest rate 
so that a provider is aware of the 
interest rate applicable i f  the penalty is 
not paid on the due date. Redesignated 
§ 488.442(e), which discusses the 
collection procedures for civil money 
penalties, specifies how the rate of 
interest is computed. Redesignated 
§ 488.442 Due date for payment of 
penalty.

Comment: Several commenters 
proposed changing the date when civil 
money penalties are due as stipulated at 
§ 488.230(j)(l) of the proposed rule to 
one of the following:

• 30 days everywhere the proposed 
rule specifies 15 days, as 30 days is 
more commonly used in commerce;

• 30 days from the date of notification 
or any earlier period as provided for by 
State law; or

• Within 10 days of receipt of notice 
of penalty or within 10 days of receipt 
of the final hearing decision unless the 
decision is appealed.

Response: We do not accept the 
recommendations of the commenters to 
change the due date. The due date 
proposed (now in redesignated 
§ 488.442) is consistent with existing 
HCFA notification procedures in which 
we give the provider a 15 day notice 
before a remedy begins, such as, in the 
case of the denial of payment for new 
admissions or termination in 
nonimmediate jeopardy situations^ 
Because we have no compelling reason 
to conclude that reducing the 15 days to 
10 days or increasing the 15 days to 30 
days would result in a more effective 
enforcement process, we are not 
changing this policy.

However, while reviewing these 
comments, we realized that We did not 
include all of the provisions explaining 
when the civil money penalty can be 
collected. Consequently, we are adding 
these provisions to redesignated 
§ 488.442(a).

Comment: One commenter said that a 
facility should not have to pay any 
penalty until it has fully exhausted its 
appeal rights, including appeals to the 
appropriate State or Federal court.

Response: We do not accept this 
recommendation. We are revising 
redesignated § 488.442(a) to make clear 
that the civil money penalty is 
collectible when a final administrative 
decision is issued upholding the 
imposition of the penalty. This position 
is in accordance with the intent of 
section 1128A(e) of the Act, as stated in 
the conference agreement. The 
conference agreement provides that no 
penalties will be assessed nor payment 
prohibited until all administrative 
remedies have been exhausted. (See
H.R. Rept. 97-208, 97 Cong,, 1st Sess. 
Book 2 (Conference Report) p. 950. 
(1981)).

Comment: Many commenters 
supported the provision that allows the 
civil money penalty to be deducted from 
any sum then or later owing to the 
facility by HCFA or the State. The 
commenters believe that this provision 
is time saving and cost effective.

A few commenters recommended 
only deducting the civil money penalty 
from any sum then or later owing by 
HCFA or the State if the penalty 
payment is not received in full within 
30 days from the date of notification. A 
commenter asked if  HCFA or the State 
will notify the facility when they plan 
to deduct the penalty from future 
monies that HCFA or the State owe the 
facility.

Response: We appreciate the support 
of the commenters who agree that the 
amount of the penalty when 

. determined, may be deducted from any 
sum then or later that HCFA or the State
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owe to the facility as specified in 
redesignated § 488.442(b). This 
provision implements section 1128A(f) 
of the Act.

The comments to only deduct the 
penalty if the facility has not paid in full 
within 30 days and the question about 
notifying a facility of a deduction are 
concerns that will be addressed in 
forthcoming manual instructions. 
However, a facility is not precluded 
from paying the civil money penalty, 
when it is collectible, at any time prior 
to the time when the penalty would be 
deducted from sums then or later owing 
to the facility.

Comment: A commenter stated that 
HCFA and/or the State should collect 
the civil money penalty after all appeal 
rights are exhausted because the ability 
to deduct a civil money penalty, when 
determined, from any sum then or later 
owing, is unfair and could financially 
cripple the facility.

Response: We ao not accept the 
comment. First, a civil money penalty is 
not collectible until, as explained in a 
previous comment, a final 
administrative decision is made that 
supports the imposition of the penalty. 
Second, a facility's financial condition 
is one of the many factors considered in 
determining the amount of the penalty.
It is not our intent to cause a facility 
undue hardship; however, if the penalty 
imposed is in the upper limit of the 
immediate jeopardy range, we believe it 
is justified, because residents are in life 
threatening situations and we want to 
motivate the facility to immediately 
correct deficiencies. Finally, the Act 
permits that civil money penalties may 
be deducted from any sum that HCFA 
or the State owes or will owe the 
facility, and since a provider has ample 
notice of the due date, the option exists 
to pay the civil money penalty on or 
before the due date as opposed to the 
money being deducted from sums owed 
or owing.

Comment: Another commenter said 
more consistency between regulatory 
requirements and enforcement practice 
would be demonstrated by requiring the 
agreement of the patient and his or.her 
attending physician with the monetary 
penalty to be imposed prior to the 
withholding of monies from the 
patient’s funding source.

Response: To solicit the agreement of - 
each and every resident and his or her 
attending physician before the 
imposition of a civil money penalty 
would unnecessarily delay the 
imposition of the civil money penalty. 
Also, if a facility is not motivated to 
promptly correct noncompliance, due to 
the lengthy delay created by seeking 
resident and physician approval, the

health and safety of residents could be 
compromised for an even longer period 
of time. Furthermore, when a provider 
enters into an agreement with HCFA or 
the State, or both, to participate in the 
Medicare and/or Medicaid programs, it 
is responsible for providing the agreed 
upon level of care to the residents.
There is no justification for asking each 
resident and his or her attending 
physician for permission to impose a 
civil money penalty since the resident is 
the recipient and/or the beneficiary of 
the program and not a party to the 
agreement.

Comment: Many commenters 
suggested that the rate of interest not be 
negotiable as stated in the proposed 
rule’s preamble. The commenters said 
this can promote inconsistency, is 
unworkable and inequitable. 
Commenters wanted to know how the 
rate will be negotiated (as stated in the 
proposed preamble) and who will 
determine this rate.

Many commenters offered alternative 
language for this regulatory provision 
which included the following:

• Interest accrues at the credit card 
rate from the date of citation on all 
penalties not paid prior to a request for 
a hearing;

• Interest is assessed at an annual rate 
which is 2 percent above the prime rate 
on the unpaid balance of the civil 
money penalty beginning on the due 
date;

• Interest accrues from the date of the 
violation at the highest rate permitted 
by State usury laws;

• Interest is based on a national index 
(for example, 6-month Treasury bills); 
and

• The interest rate must be placed in 
regulation.

Response: We agree that the interest 
rate should not be negotiable and we are 
revising redesignated § 488.442(c) to 
specify the interest rate applicable to the 
collection of civil money penalties. For 
Medicare, the interest rate is the rate 
fixed by the Secretary of the Treasury 
and used by the Department of Health 
and Human Services. The rule now 
states that die interest rate is the higher 
of either—(1) the rate fixed by the 
Secretary of the Treasury after taking 
into consideration private consumer 
rates of interest prevailing on the date 
of the notice of the penalty amount due 
(this rate is published quarterly in the 
Federal Register by the Department 
under 45 CFR 30.13(a)); or (2) the 
current value of funds rate (this rate is 
published annually in the Federal 
Register by the Secretary of the 
Treasury, subject to quarterly revisions). 
For Medicaid, the interest rate is 
determined by the State.

Comment: We received many 
comments on the collection of civil 
money penalties from dually 
participating facilities. A few 
commenters were confused and asked 
for clarification of this regulatory 
provision. Commenters suggested 
amending the language of the proposed 
rule, which says, “the relative 
proportions of Medicare and Medicaid 
beds at the facility actually in use” by 
adding “by residents covered by the 
respective programs * * * ” to this 
sentence. Another commenter 
recommended the regulation say, “the 
relative proportions of Medicare and 
Medicaid residents in the facility at the 
time the facility receives notice of the 
imposition of the civil money penalty.”

Response: We are revising 
redesignated § 488.442(e) to include the 
phrase “by residents covered by the 
respective programs on the date the civil 
money penalty begins to accrue.” By 
including this phrase, we require that 
civil money penalties collected from 
dually participating facilities be 
apportioned to the Medicare and 
Medicaid programs, not according to the 
proportionate number of beds but 
proportionate to the number of residents 
in each program on the date the civil 
money penalty begins to accrue. For 
example, a facility has the capacity and 
is certified to provide care for 50 
Medicare beneficiaries and 50 Medicaid 
recipients. On the date the penalty 
begins to accrue, 15 Medicare 
beneficiaries and 45 Medicaid recipients 
are residing in the facility and 40 beds 
of the 100 beds are empty. The amount 
of the civil money penalty is 
apportioned as follows: 25 percent (15/ 
60) of the civil money penalty would be 
apportioned to the Medicare Trust Fund 
for Medicare beneficiaries and 75 
percent (45/60) of the civil money 
penalty would be applied to the 
protection of the health and property of 
Medicaid residents of facilities that the 
State or HCFA finds deficient.

Comment: Many commenters 
suggested alternative uses for the civil 
money penalties collected by HCFA or 
the State. Many suggested using the 
civil money penalty amount to address 
the situation which led to the deficiency 
so as to protect the health of the 
residents as OBRA requires. Other 
commenters suggested that civil money 
penalties collected be used to:

• Fund the State incentive program;
• Offer financial improvement grants 

to needy facilities;
Other commenters suggested:
• Placing the monies collected into a 

fund to be used by HCFA or the 
appropriate State agency, rather than
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placing them in the State’s general 
revenue fund;

• Depositing the monies with the 
State Treasurer into the Long Term Care 
Monitor/Receiver Fund; and

• Not using the monies to fund 
government administrative activities or 
those activities not related to resident 
care.

Response: We cannot accept the above 
suggestions for the disposition of a civil 
money penalty imposed in accordance 
with sections 1819(h)(2)(B)(ii), 
1919(h)(3)(C)(ii) or 1919(h)(2)(A)(ii) of 
the Act. If the civil money penalty is 
used by the facility to correct the 
noncompliance which led to its 
imposition, it is, in effect, not a remedy. 
While the use of the civil money penalty 
to fund the State incentive program, to 
finance grants for needy facilities or to 
deposit into the Long Term Care 
Monitor/Receiver Fund would be 
beneficial uses, the Congress has 
directed the use of the civil money 
penalty amounts collected as specified 
in section 1128(A)(f) of the Act. Civil 
money penalties collected from 
Medicare facilities are returned to the 
Medicare Trust Fund and, as specified 
at section 1919(h)(2)(A)(ii) of the Act 
and redesignated § 488.442(e). Civil 
money penalties collected by the 
Medicaid State agency, in accordance 
with section 1919(h)(2)(A)(ii) of the Act, 
are applied to the protection of the 
health or property pf residents of 
nursing facilities that the State or the 
Secretary finds deficient, including 
payment for the costs of relocation of 
residents to other facilities, maintenance 
of operation of a facility pending 
correction of deficiencies or closure, 
and reimbursement of residents for 
personal funds or property lost 
(redesignated § 488.442(f)). The law 
does not require that the money 
received through civil money penalties 
be spent on direct patient care. In fact, 
the Act suggests that those funds will be 
spent on administrative expenses, such 
as those incurred in moving patients to 
other facilities.

Comment: Many commenters support 
the use of civil money penalties by the 
State for the protection of the health and 
property of the residents. A few 
commenters raised questions, such as:

• How the disposition of civil money 
penalties will be implemented to assure 
that money collected by the State is 
used appropriately;

• Wnat State costs are included at 
proposed § 488.230(j)(6)(ii);

• Whether a priority would be 
assigned to the items included in the 
State’s use of civil money penalties 
(such as, relocation of residents and 
resident reimbursement); and

• How resident reimbursement would 
be accomplished.

Response: These questions raised by 
the commenters are issues that need not 
be addressed through the Federal 
regulatory process. The Act permits 
each State to implement its own 
procedures.

Comment: A commenter supported 
the application of civil money penalties 
as specified in the regulation; however, 
the commenter was concerned that this 
provision conflicts with this party’s 
State constitution which requires all 
civil forfeitures to be placed in the 
State’s school fund. The commenter 
asked which provision takes 
precedence.

Response: Medicare and Medicaid are 
Federal programs, so when a civil 
money penalty is collected as an 
enforcement action because a 
participating SNF or NF is out of 
compliance with the Medicare or 
Medicaid requirements, the Federal 
regulation takes precedence.

Comment•' A few commenters 
recommended amending proposed 
§ 488.230(j)(6)(iii) to include the 
reimbursement of lost resident property.- 
A few commenters suggested replacing 
“including” at §488.230(j)(6) with the 
words “such as.”

Response: Section 1919(h)(2)(A) of the 
Act specifies that civil money penalties 
collected by the State be applied to the 
protection of the health or property of 
residents of nursing facilities that the 
State or Secretary finds deficient. We 
believe the Congress intended that this 
include the State reimbursement of a 
resident for personal property and hinds 
lost at the facility as a result of actions 
by the facility or by individuals used by 
the facility to provide services to 
residents. We are revising the rule 
accordingly.

We accept the suggestion to replace 
the word “including” with the word 
“such as” in the paragraph that 
discusses the use of civil money 
penalties collected by the State. This 
revision does not alter the meaning of 
the provision, but does provide needed 
clarity. The Act, as referenced above, 
enumerates certain specified activities 
for which a collected civil money 
penalty may be used; however, it is not 
an exhaustive list. As long as the 
intended use of the funds may be said 
to relate to protecting resident health or 
property, it is not necessary that each 
use of the civil money penalty be 
expressly stated in the regulation. Using 
the words “such as” more precisely 
conveys the intent of this provision and 
allows the State to have flexibility in 
determining what activities relate to 
protecting residents’ health or property.

Section 488.444 Settlement o f 
Penalties

Comment: A few commenters said 
that the regulatory provision at 
proposed § 488.230(k) does not offer 
guidelines on how civil money penalties 
may be settled and that there is no 
control over the States’ or Secretary’s 
discretion.

A consumer organization commented 
that granting States complete discretion 
to settle cases whenever and however 
they choose undermines the 
effectiveness of civil money penalties. 
They added that this regulatory 
provision opens the door too wide for 
parties interested in not paying fines to 
make inappropriate deals with decision
makers and avoid responsibility for 
their noncompliance.

Several commenters suggested 
deleting this regulatory provision, and a 
few commenters specifically suggested 
that this section be deleted in 
accordance with their changes proposed 
at § 488.230(e) which provide for 
settlement in which a facility pays the 
civil money penalty that was imposed 
(less the 35 percent), and corrects the 
deficiencies which led to the penalty, 
within 10 days of receipt of the notice.

Response: We cannot accept thèse 
comments. The authority provided 
HCFA or the State to settle any case at 
any time prior to a final administrative 
decision, as specified at redesignated 
§ 488.444, is consistent with other 
regulatory provisions pertaining to civil 
money penalties. Regarding the 
comment that this provision opens the 
door for decision makers to make deals 
with providers, we contend that the 
survey, certification and eriforcement 
process is built on a system of integrity 
and implements the necessary controls 
to assure that this integrity is 
maintained. To remove this provision, 
as suggested by a few commenters, 
would deny providers the opportunity 
to promptly settle their cases. We 
believe that the suggestion to settle by 
deducting 35 percent from the civil 
money penalty if  the deficiencies which 
led to the penalty are corrected within 
10 days does not allow a facility enough 
time to make a décision regarding 
whether to waive or request a hearing.' 
Moreover, the provision in redesignated 
§ 488.436 deals specifically with a 
provider waiving its right to a hearing. 
Redesignated § 488.444 provides thè 
opportunity to settle a case, even if the 
hearing right was not previously 
waived. This provision was 
incorporated into the regulation in the 
interest of resolving disagreements at 
the stage in the process before sizeable 
expenditures of time and money are
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devoted to hearing procedures. Even if 
a hearing had been requested, if, before 
the proceeding, all parties can reach 
agreement over the deficiencies to be 
corrected and the penalty to be paid 
until corrections are made, costly 
hearings procedures can be avoided.

Comment: A commenter requested 
that press releases and a notice to the 
long term care ombudsman accompany 
settlement, and if the civil money 
penalty was imposed as a result of a 
complaint investigation, notice should 
be given to the complainant.

Response: We do not accept this 
comment. Sections 1819(g)(5) and 
1919(g)(5) of the Act provide for the 
disclosure of information regarding 
inspections and other activities of 
skilled nursing facilities and nursing 
facilities. Survey and certification 
information, which includes but is not 
limited to statements of deficiencies, 
plans of correction and appeal results, is 
available to the public. The regulation at 
§ 488.325 expands disclosure to include 
among other things, notice of SNF or NF 
noncompliance and adverse action(s) 
imposed to the long term care 
ombudsman. Existing State survey 
agency procedures require that a notice 
be sent to‘the complainant informing 
him nr her of the disposition of the 
allegation. We maintain that the present 
methods of disclosure used for all 
noncompliance situations provide 
ample opportunity for public awareness, 
and we do not believe that any 
additional benefit is derived by having 
separate disclosure procedures for those 
cases in which civil money penalties are 
used as a remedy (see discussion for 
§488.325 Disclosure of results of 
surveys and activities).

Comment: A provider organization 
recommended that issues that may be 
resolved at settlement include citation 
of a deficiency; severity and scope of the 
deficiency; the remedy imposed; 
exclusion of the deficiency as the basis 
for increased sanctions in the future; 
and exclusion of the deficiency or 
deficiencies cited on the HCFA Form- 
2567 as the basis for further 
enforcement action by any other agency 
or office of the Department of Health 
and Human Services (HHS).

Response: We do not accept the 
suggestion to include in the regulation 
specific deficiency related issues that 
may be discussed at settlement.
Providers have many opportunities to 
discuss and resolve the deficiency- 
related issues raised by the commenter 
before the settlement of the civil money 
penalty would occur. Providers have the 
opportunity to question survey findings 
during the survey, at the exit 
conference, while awaiting receipt of

the official deficiency statement, upon 
receipt of same, and through ongoing 
dialogue with the State and HCFA 
regional offices. Also, all States must 
have a dispute resolution process as 
required by § 488.331 of this rule to 
enable providers to discuss perceived 
discrepancies in the survey process. 
While the existence of a deficiency may 
arise at settlement discussions, it is 
unnecessary to mention it or any other 
of the above issues which are predicated 
on the existence of deficiencies and 
which may arise. Moreover, we have no 
authority, as the commenter suggests, to 
exclude a deficiency in the present but 
increase the enforcement action if it is 
repeated in the future.
Section 488.450 Continuation of 
Payments to a Facility With Deficiencies

Virtually everyone who commented 
vehemently disagrees with this 
proposed section. Consumer groups 
oppose this section because, they 
believe, it forces HCFA or the State to 
terminate a facility’s provider agreement 
rather than to impose alternative 
remedies. State organizations disagree 
with the provision that the State must 
agree to repay FFP for Medicaid 
facilities rather than the facility agreeing 
to repay (as stipulated for Medicare). 
Providers argue that the proposed rule 
is too strict, because repayment of 
Federal funding would begin the day 
that the State survey agency identifies 
deficiencies rather than when HCFA or 
the State imposes remedies when 
facilities do not correct deficiencies. 
Providers also believe that asking for an 
agreement to repay Federal funds for 
deficiencies at low scope and severity 
levels is harsh.

Comment: Several commenters 
believed that proposed § 488.232, as 
redesignated at §488.450, will force 
States to impose termination instead of 
alternative remedies for all instances of 
noncompliance in NFs. They based their 
belief on the provision that says that, 
when the State survey agency prefers an 
alternative remedy in lieu of 
termination, the StateTniist agree to 
repay FFP. If the NF fails to correct the 
deficiencies during the correction 
period, the State would be liable. These 
commenters said, that because many 
States have no intention of entering into 
an agreement to repay FFP, the State 
must start termination. One commenter 
stated that if the provision remains as a 
prerequisite to the use of alternative 
remedies, reliance on termination 
procedures will continue. In the 
commenter’s view, the end result will 
be more litigation, because providers 
will be placed in the unenviable 
position of having to respond to

potential decertification for relatively 
minor infractions.

Other commenters criticized HCFA’s 
proposed rule because it denies the 
intent of OBRA to make available to 
States a range of remedies to be used as 
alternatives to termination for 
deficiencies of lesser severity and places 
NFs in the undesirable, position of 
having to respond to decertification 
actions for relatively minor violations.

Response: We are aware of the 
difficulties posed by the repayment 
provisions of sections 1819(h)(2)(C) and 
1919(h)(3)(D) of the Act. As almost all 
commenters noted, these requirements 
constitute a significant disincentive to 
impose alternative remedies because the 
Act requires that either the facility 
(under Medicare) or the State (under 
Medicaid) repay the Federal government 
should the facility fail to correct 
identified deficiencies.

We note, however, that sections 
1819(h)(2)(C) and 1919(h)(3)(D) of the 
Act specify the rules, that must apply to 
SNFs and NFs when the only course 
chosen to respond to the violation of 
certification requirements is through 
alternative remedies. We reach this 
conclusion because of the literal 
language of both of the provisions of the 
Act, which specifies that these 
remediation provisions apply when die 
State survey agency determines that it 
would be more appropriate to employ 
alternative means to assure compliance 
than to seek a provider agreement 
termination. Thus, the commenters are 
quite right that when an alternative 
remedy only is being sought, the 
repayment provisions of the Act for 
SNFs and NFs are inescapable.

While we see the desirability of being 
able to pursue only alternative remedies 
in many cases of facility 
noncompliance, the fact is that section 
1919(h)(7) of the Act offers the 
availability of alternative remedies 
when coupled with an action to 
terminate a provider agreement when 
there would be no repayment 
consequences for either the facility or 
the State. In these cases, when HCFA 
agrees with the State’s assessment that 
a provider agreement termination 
should be sought, the State’s timing for 
the termination controls. If the State 
opts for one or more alternative 
remedies in addition to termination, 
those remedies would be applied unless 
the Secretary chooses to impose an 
alternative remedy. When both the State 
and the Secretary choose to impose one 
or more alternative remedies, section 
1919(h)(7)(B)(ii) of the Act specifies that 
only the Secretary’s remedies are 
imposed. As already discussed, when 
the State’s decision to terminate the



5 6 2 1 2  Federal Register /  Vol. 59, No. 217 / Thursday, November 10, 1994 / Rules and. Regulations

provider agreement as well as impose 
alternative remedies prevails, we do not 
believe the rules of section 1919(h)(3)(D) 
of the Act would govern the imposition . 
of the alternative remedy.

Thus, where a SNF’s or NF’s 
deficiencies do not pose an immediate 
jeopardy to resident health or safety, 
HCFA or the State may opt for a “slow- 
track” termination and apply one or 
more alternative remedies in the interim 
period. Should the facility achieve 
substantial compliance before the 
effective date of the termination, as we 
would expect to occur in almost every 
case, the termination action would be 
rescinded. Should the facility fail to 
correct deficiencies by the effective date 
of the termination, the termination 
would proceed, but neither the State nor 
the facility would be liable to us for a 
repayment of funds for the time 
following the identification of 
deficiencies. While we are not 
suggesting that States or HCFA make a 
decision to terminate a provider 
agreement in all cases where facility 
deficiencies have been identified, we 
believe it is important that States, and 
all others affected by these provisions, 
be clear as to the consequences of using 
the various provisions of the Act.

We have concluded that the approach 
we have described above can be applied 
to SNFs as well as to NFs and dually- 
participating facilities. When we have 
identified deficiencies for SNFs and 
seek provider agreement termination in 
accordance with section 1866(b) of the 
Act, we would not be seeking only an 
alternative remedy. In such cases, we 
believe the rules of section 1819(h)(2)(C) 
would not apply since the State’s 
recommendation is for a termination 
and alternative remedies.

We believe proceeding in the fashion 
we have described relative to all nursing 
homes may strike the kind of balance 
that the Congress was seeking through 
its placing of alternative remedies in 
greater prominence than had been the 
case before nursing home reform. Most 
importantly, nursing home residents 
would be protected, because the 
facilities in which they reside would 
have every incentive to comply quickly 
in order to have alternative remedies 
lifted. With that incentive, residents 
would face the unsatisfactory care that 
gave rise to the enforcement action for 
only short periods of time without 
facing the specter of relocating were 
termination the first remedy of choice. 
Second, States would have considerably 
more flexibility to impose alternative 
remedies knowing that neither they nor 
the facility will be liable to us for die 
repayment of funds should a facility, in 
fact, fail to achieve substantial

compliance by the time that the 
termination action is effective. Of 
course, the mandatory denial of 
payment which the State or the 
Secretary is required to impose after the 
third month of noncompliance would 
not require the State for Medicaid or the 
facility for Medicare to sign an 
agreement to repay Federal funds if 
substantial compliance is not achieved.

Comment: One commenter believed 
that the continuation of payments 
pending remediation provision should 
only be applied in situations where the 
Secretary and the State disagree about 
whether to terminate and the Secretary 
believes that termination should occur 
but the State believes that the facility 
can correct the problems. The 
commenter states:

This interpretation flows very logically 
from the wording of section 1919(h)(3)(D),

. which gives the Secretary permission to 
continue payments (“The Secretary may 
continue payments * * * ” emphasis added). 
Since the Secretary has ample authority 
elsewhere in the Act to pay facilities, he does 
not need this “permission” and therefore the 
provision would appear to be redundant. It 
acquires meaning only if it is understood as 
making an exception to a situation where the 
Secretary would otherwise be barred from 
making payment.

One commenter believes that sections 
1919(h)(3)(D) andl819(h)(2)(D) of the 
Act, if not redundant, Were incorporated 
into the Act to constitute guidance in a 
situation that otherwise would make it 
unclear as to whether or not payment 
should continue, that is, disagreement 
between HCFA and the State.

Other commenters noted that, “A 
reasonable reading of the statute does 
not require the Secretary to second- 
guess every determination by a State 
that intermediate sanctions should be 
attempted before resorting to 
termination.” The commenters assert 
that the statutory provision should only 
apply in those very rare circumstances 
where the Secretary concludes that 
termination is necessary, but yields to 
the State’s recommendation that 
intermediate remedies be imposed 
instead.

Response: While we agree that the 
Secretary has the authority to pay 
Medicare facilities and pay States for 
Medicaid facilities in accordance with 
sections 1861{v)(l) and 1903 of the Act, 
respectively, the provisions of sections 
1819(h)(2)(C) and 1919(h)(3)(D) limit the 
Secretary’s authority to make payments 
for Medicare providers and States (for 
Medicaid providers), respectively. 
However, that is not the only situation 
in which there would be lack of clarity 
as to whether or not payment should 
continue. The clearer reading and the

one we have adopted is that, without 
this provision, a lack of clarity would 
exist over whether or not payments 
should continue despite noncompliance 
with the statutory participation 
requirements. Further, we do not agree 
that the Act provides for the scheme 
offered by the commenter (that is, that 
we only invoke section 1919(h)(3)(D) of 
the Act if there is disagreement about 
termination). Such disagreements 
between the State and the Secretary over 
termination and establishing remedies 
are addressed at section 1919(h)(7) of 
the Act.

Comment: One commenter expressed 
the opinion that there is almost 
universal agreement that terminating 
nursing homes from Medicare and 
Medicaid is harmful to residents. The 
commenter believed that in most 
terminations, residents are transferred to 
other substandard nursing homes farther 
away from family and friends. The end 
result of most provider terminations is 
to expose residents to relocation trauma 
without getting better care. Other 
commenters alsQ expressed concern 
over the resident’s reaction to a 
potential termination. Commenters 
believed that even when a facility has 
come into Compliance, residents suffer 
from the uncertainty of their situations. 
Although commenters agreed with our 
statement in the preamble that we see 
provider agreement terminations 
generally to be the enforcement 
response to the most serious 
deficiencies, they believed the proposed 
regulation allows almost unrestricted 
use of termination as a sanction.

Response: We disagree with the 
commenter, whp gave no evidence to 
support the contention that most 
provider terminations expose residents 
to relocation trauma without getting 
bétter care. We acknowledge that there 
are instances in which termination will 
cause some hardship to residents, but 
the advantages of removing residents 
from a noncompliant nursing home 
could outweigh any disadvantages. 
Usually, HCFA and the State will 
impose alternative remedies prior to 
terminating or in addition to 
terminating a facility in hopes that a 
facility will achieve substantial 
compliance. We believe that in those 
cases in which termination becomes 
necessary , the termination is for the 
ultimate benefit of the residents to 
assure that they receive the care to 
which they are entitled.

Comment: One commenter stated that 
section 1919(h)(3)(D) of the Act requires 
the Secretary to establish guidelines for 
the approval of corrective actions 
requested by the States. The commenter
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pointed out there are no proposed rules 
that address this statutory requirement.

Response: We will issue these 
guidelines in manual instructions. We 
do not believe including them in 
regulations is required or necessary.

Comment: Many commenters believed 
that the proposed rule was so broadly 
worded that it could be understood to 
apply to every situation where the extra 
time and the intermediate sanctions did 
not produce compliance. These 
commenters asked that we revise the 
regulation to use the continuation of 
payment during remediation provision 
in only in the most egregious situations 
where the Secretary disagrees with the 
State survey agency regarding 
termination.

Response: Sections 1819(h)(2)(C) and 
1919(h)(3)(D) of the Act do not provide 
any flexibility about the seriousness of 
a deficiency in applying the 
continuation of payment dining 
remediation provision. Indeed because 
the statute in both places makes 
reference to the payment limitations 
being triggered if a facility is “not in 
compliance with a requirement of 
subsections (b), (c), or (d)” (emphasis 
added), we believe that the Congress 
was focusing on any deficiency that 
might cause a facility to not be in 
substantial compliance, not just cases of 
egregious noncompliance. Therefore, we 
cannot accept the commenter’s request.

Comment: One commenter 
recommended that we add the following 
sentence at the end of proposed 
§ 488.232(a)(l)(i): “In considering 
whether it is more appropriate to 
impose alternative remedies than to 
terminate the facility, the State shall 
take into account the relative effects on 
the facility ’s residents of relocation and 
remaining in the facility, including the 
availability of suitable alternative 
placements for them.”

Response: We are not adopting this 
recommendation because there may be 
instances when termination is necessary 
despite the fact that it will cause some 
hardship to residents. As noted earlier, 
usually, HCFA and the State will 
impose alternative remedies prior to 
terminating a facility; however, there 
may be instances where this is not 
possible. For example, a facility could 
refuse to allow access to the surveyors, 
or could refuse to submit a plan of 
correction. A facility might also remain 
out of substantial compliance with 
requirements after an up to 6-month 
period allowed for correction, at which 
time the Act would require termination 
despite hardships to the residents.

Comment: Several commenters urged 
us to delete the provision at paragraph
(a)(2) that HCFA or the State may

terminate the SNF or NF agreement 
before the end of a 6-month correction 
period if the criteria in paragraph (a)(1) 
of this section are not met. Comnienters 
believed that the Act does not authorize 
HCFA or the State to terminate a 
provider agreement if a facility does not 
meet the threshold criteria (that is, the 
State survey agency finds that it is more 
appropriate to impose an alternative 
remedy than to terminate the facility; 
the State has submitted a plan and 
timetable for correction approved by 
HCFA; and the facility, in the case of a 
Medicare SNF, or the State, in the case 
of a Medicaid NF, agrees to repay the 
Federal government payments received 
if corrective action is not taken in 
accordance with the approved plan of 
correction). Commenters believed that 
once a determination is made to invoke 
the continuation of payment provision, 
a facility should not be terminated or 
have its Federal funding discontinued 
unless it is found on a subsequent 
survey to present immediate jeopardy, 
or the 6 months expire and the 
originally cited deficiencies have not 
been corrected. On the other hand, a few 
commenters recommended that we 
change the section to read "HCFA or the 
State must terminate” rather than “may 
terminate” as it was proposed.

Response: We disagree with these 
commenters. First, on its face, the 
statute does not limit the authority of 
the Secretary to deny further payments 
to facilities or States under these 
provisions to only those cases where 
deficiencies pose immediate jeopardy. 
Rather, the statute speaks to all 
providers which do not meet “a” 
requirement of the Act. Second, the 
States and the Secretary have plenary 
authority to terminate provider 
agreements any time there is facility 
noncompliance, and sections 
1819(h)(2)(C) and 1919(h)(3)((D) pose no 
limitation on that authority. If the State 
survey agency does not prefer an 
alternative remedy in lieu of 
termination to remedy noncomplianee, 
the Act compels the Secretary to cease 
payments to the facility under Medicare 
or the State under Medicaid. If the State 
survey agency prefers an alternative 
remedy in lieu of termination and the 
other two criteria are not met, the 
Secretary does not have authority to 
continue payments under either 
program. However, if the State survey 
agency prefers termination, we cannot 
preclude a State from imposing 
additional remedies while the 
termination is pending, which can be up 
to six months from the last day of the 
survey. Therefore, we are not accepting 
the commenter’s suggestion that we

should continue Federal funding unless 
we found on a subsequent survey that 
deficiencies present immediate 
jeopardy, or the 6 months have expired 
and the facility has not corrected the 
originally cited deficiencies. To do so 
would be clearly inconsistent with the 
Act, as we have discussed above.
Neither immediate jeopardy nor a full 6 
months of noncompliance have to have 
occurred in order for the State or HCFA 
to terminate a provider agreement.

We are also not accepting the 
suggestion to change HCFA or the State 
“may” to HCFA or the State “must,” 
since the text of the regulations mirrors 
the Act, which affords States and HCFA 
discretion in these matters.

Comment: Many commenters 
suggested that we delete the 
requirement that States submit the plan 
of correction to HCFA for approval in 
every case for which alternative 
remedies are to be imposed. Some 
commenters assert that this provision, 
as written, provides strong incentives to 
using termination rather than alternative 
remedies. They point out that if a State 
survey agency wants to impose any 
remedy other than termination, it must 
submit a plan of correction to HCFA.
The commenters believed that this will 
encourage States to terminate a provider 
agreement rather than to impose an 
alternative remedy because the 
requirement that HCFA approve plans 
of correction under the continuation of 
payment provision will be 
administratively burdensome.

Response: The requirement that State 
survey agencies submit a plan of 
correction to HCFA as part of the 
continuation of payment provision is 
statutory. Sections 1819(h)(2)(C) and 
1919(h)(3)(D) of the Act provide that,
“the State has submitted a plan and 
timetable for corrective action to the 
Secretary for approval and the Secretary 
approves the plan of corrective action.” 
We do not have the authority to delegate . 
this function to the State. However, we 
may, through manual instruction 
provide for a mechanism whereby, if the 
State survey agency has not received 
approval or disapproval from HCFA 
within a prescribed amount of time, we 
would deem the plan and timetable for 
corrective action approved.

Comment: One commenter believed 
that the Secretary should require States 
to seek HCFA approval for all plans of 
correction involving use of alternative 
remedies only if the review will be done 
for the purpose of determining whether 
the State has chosen its remedy 
strategically to achieve the appropriate 
change in facility behavior toward 
residents.
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Response: Sections 1819(h)(2)(C)(ii) 
and 1919(h)t3)(B)(ii) of the Act require 
that the Secretary approve all plans of 
corrective action. Moreover, the Act 
does not delve into the purpose behind 
approving the plans of corrective action 
(that is only reviewing the plan of 
correction to determine whether the 
State imposed the best remedy for a 
given situation of noncompliance.) 
Adding such a requirement to the 
regulation would inappropriately limit 
the authority of the Secretary. For this 
reason, we are not accepting this 
suggestion.

Comment: One commenter believed 
that alternatives to termination should 
be allowed to be imposed because, 
without a distinction between level and 
type of deficiency, even minor 
noncompliance becomes grounds for 
withholding of Medicaid funds.

Response: We assume the commenter 
means that HCFA should not use the 
continuation of payment provision for 
minor noncompliance. As we have 
explained before, the Act makes no such 
distinction for minor deficiencies. 
Therefore, we have no basis to revise the 
rule. If the commenter is urging the use 
of remedies instead of termination, we 
believe that the enforcement scheme we 
have designed and in § 488.408, which 
correlates specific enforcement 
responses to specific levels of 
noncompliance, provides for 
incrementally more severe remedies for 
more serious deficiencies. Also, as 
discussed elsewhere in this final rule, 
while all facility noncompliance will be 
identified, the enforcement response 
can range from a provider’s commitment 
to correct with no remedies imposed, to 
termination of the provider agreement. 
Providers found to be in substantial 
compliance will not have remedies 
imposed.
-  Comment: The majority of 
commenters who responded to this 
section asked that we take out paragraph
(a)(l)(iii), which requires that States 
repay Federal funds paid to a nursing 
facility when alternative remedies are 
used. One organization stated that they 
believe HCFA is basing the regulation 
on a specific statutory requirement but 
they believe that this issue should be 
discussed before implementation of its 
provision in the enforcement rules.
They said that they believe that a 
stronger public policy rests on the use 
of the alternative remedies and that a 
facility’s failure to comply should not 
create a financial threat to the State.

Response: First, we must point out 
that the repayment provision in 
redesignated § 488.450(a)(l)(iii) is based 
on the Act and pertains to facilities, in 
the case of Medicare SNFs, as well as to

the State, for NFs, that are not in 
substantial compliance. Second, we 
recognize that the statutory requirement 
for State agreement to repay FFP for NFs 
if facilities do not achieve substantial 
compliance can be a barrier for a State 
survey agency choosing to impose an 
alternative remedy in lieu of 
termination. We understand the 
commenters’ concern that many States 
will not agree to repay because a NFs 
achievement of substantial compliance 
is not wholly within the State’s control. 
We have been studying the repayment 
issue and hope to develop a legislative 
proposal to remedy the inherent terriers 
in the Act. Absent a legislative change, 
we cannot eliminate the requirement 
that States agree to repay Federal funds 
in accordance with section 
1919(h)(3)(D) of the Act. Neither do we 
have the authority to delay the 
implementation of this provision 
without legislative intervention^ 
However, die Act does not prevent 
States from obtaining a repayment 
agreement from a facility. The State 
could obtain the facility’s repayment 
agreement either before or after it enters 
into a repayment agreement with the 
Secretary. Nor does the Act require that 
repayment of Federal funds be made if 
a facility is not in compliance with 
Federal requirements. If the facility does 
not take corrective action in accordance 
with its approved plan and timetable 
and is not in substantial compliance at 
the end of the correction period, the 
facility (for Medicare) or the State (for 
Medicaid) would be responsible for 
repaying Federal payments for the 
correction period and HCFA would stop 
any further payment to the facility (for 
Medicare) or the State (for Medicaid) for 
nursing home services. If the facility 
followed its approved plan and 
timetable, but was not able to achieve 
substantial compliance at the end of the 
correction period, the facility or State 
wouldnot be responsible for repayment 
of Federal funds, but HCFA would stop 
further payment to the facility or State 
for nursing home services. If a facility 
does not take action in accordance with 
its approved plan or correction and 
timetable, but is able to achieve 
substantial compliance, the facility or 
State would not be responsible for 
repaying Federal funds for the 
correction period, and the facility could 
continue in the Medicare and Medicaid 
programs. Section 1919(h)(3)(D) of the 
Act provide that the State agrees to 
repay “if corrective action is not taken 
in accordance with the approved plan 
and timetable” that was approved by the 
Secretary. Furthermore, we have 
explained above that alternative

remedies can be imposed in addition to 
termination, and in such cases they 
would not be subject to the 
requirements of section 1919(h)(3)(D) o f 
the Act.

Comment: Many commenters urged 
HCFA to delay the requirement for the 
State to indemnify HCFA for FFP 
repayment until day 90 if a facility is 
not in compliance with the 
requirements. Some commenters 
believed that the proposed rule 
eliminates any incentive for State 
survey agencies to recommend 
alternative remedies by imposing a 
requirement to indemnify HCFA for FFP 
from day one. Others wanted to modify 
the regulations so that States would not 
be required to guarantee repayment 
until day 90. One commenter believed 
that such a policy would be consistent 
with the Act and would ensure that 
facilities have the opportunity to make 
corrections.

Response: Sections 1819(h)(2)(G) and 
1919(h)(3)(D) of the Act specify that the 
Secretary may continue payments over 
a period of not longer than 6 months 
after the effective date of the findings.
To read “the effective date of the 
findings” to mean the 90th day would 
extend the correction period from up to 
six months and up to nine months. 
Moreover, it would greatly distort the 
intent and clear meaning of the phrase 
“effective date of the findings” to 
designate the 90th day after the findings 
were first cited as the effective date. 
Therefore, the period covered by the 
sections 1819(h)(3)(C) and 1919(h)(3)(D) 
of the Act is a maximum of six months, 
starting with the last day of the survey. 
Sections 1819(h)(3)(C)(iii) and 
1919(h)(3)(D)(iii) of the Act provides 
that the facility (for Medicare) and the 
State (for Medicaid) agree to repay the 
Federal government payments received. 
under these subparagraphs if the 
corrective action is not taken in 
accordance with the approved plan and 
time period. Therefore, if the facility or 
the State must agree to repay money 
received for the period covered by 
section 1819(h)(3)(C) or 1919(h)(3)(D), 
they must agree to repay money 
received since the last day of the survey. 
Therefore, when the State or a facility 
enters into a repayment agreement and 
the facility does not take action in 
accordance with its approved plan and 
timetable for corrective action or does 
not achieve substantial compliance, the 
State or facility would be held 
financially accountable for the period 
covered by the repayment agreement.

We also disagree with the 
commenter’s assertion that the 
repayment period should not start until 
the 90th day in order to give facilities
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more time to correct deficiencies. The 
facility is notified of its deficiencies 
during the survey, at the exit conference 
and then formally through the 
Statement of Deficiencies shortly after 
the completion of the survey. We 
believe that the beginning of the 
repayment period is irrelevant to the 
correction period. The facility has up to 
6 months to take corrective action in 
accordance with its approved plan and 
timetablè for corrective action or 
achieve substantial compliance, or both. 
If the facility does not meet that goal, 
the State of the facility will be expected 
to pay back the Federal funding for the 
period covered by the repayment 
agreement.

Comment: Many commenters 
recommended that we delete 
redesignated § 488.450(a)(l)(iii). Their 
comments included the following:

• It is unrealistic that a State will 
agree to repay the Federal government 
payments received if corrective action is 
not taken in accordance with a facility’s 
plan of correction;

• The language does not fit within the 
concept of enforcement as envisioned in 
the Act;

• This provision is a heavy 
disincentive to use intermediate 
remedies;

• A State should not be monetarily 
penalized for a facility’s failure to 
comply with regulations when an 
alternative remedy is chosen over 
termination;

• To put the State at risk for 
something that is ultimately out of the 
State’s control does not make for good 
public policy; and

• The provision is beyond statutory 
authority and should be left to the States 
as to whether or not they wish to 
recover reimbursement from the 
facilities for noncompliant actions.

A number of commenters asked that 
we amend this subsection to explicitly 
permit States to enter into agreements 
with facilities to repay Medicaid funds 
if deficiencies are not corrected 
according to the approved plan of 
correction. Other commenters suggested 
that we only hold a State liable for 
repayment of Federal Medicaid 
payments to a noncompliant facility if 
the facility remains out of compliance 
and the State has not made full use of 
available intermediate remedies. One 
commenter wanted us to broaden the 
rule used for Medicare (that is, that the 
facility agree to repay) to apply to 
Medicaid as well.

Response: Absent a legislative change, 
we have limited choices when a State 
survey agency finds a facility out of 
substantial compliance with Federal 
requirements and alternative remedies

only are the recommended enforcement 
response. For Medicare, we must obtain 
an agreement to repay from the facility 
or cease making payment to the facility. 
For Medicaid, we either obtain a 
repayment agreement from the State or 
stop Federal financial participation to 
the State for that facility. In addition, 
the State may terminate a NF. In 
response to the commenter who worried 
about the State’s liability for up to six 
months of FFP, the Act does not prevent 
States from securing an agreement to 
repay from the facility before agreeing to 
repay monies to the Federal 
government. In fact, during the 
transition period between when the new 
nursing home requirements became 
effective and the effective date of the 
final survey process and enforcement 
rules, some States have obtained 
agreements to repay from facilities 
before signing agreements to repay to 
HCFA. However, we will not explicitly 
include in regulation that States are 
permitted to enter into repayment 
agreements with facilities, nor will we 
broaden the rule for Medicare to apply 
to Medicaid. The State has the 
discretion to determine whether 
repayment agreements between it and 
the Medicaid facilities would be 
beneficial.

We also are not accepting the 
recommendation to only hold a State 
liable for the repayment of Federal 
funds if the State had not made full use 
of available alternative remedies. 
Accepting this recommendation would 
limit the Secretary’s ability to 
implement the provisions of section 
1919(h)(3)(D) of the Act.

Comment: One commenter suggested 
that we replace “of the determination of 
noncompliance by” with “that the 
facility’s provider agreement is 
terminated by” at § 488.432(b).

Response: The amended language 
suggested by the commenter 
substantially alters the meaning of this 
section and, if accepted, would be 
contrary to the Act. Sections 
1819(h)(2)(C) and 1919(h)(3)(D) of the 
Act permit the Secretary to continue 
payments pending remediation if the 
State, for Medicaid, and the facility, for 
Medicare, meet certain criteria. If die 
State agency prefers alternative 
remedies rather than termination and 
the criteria of section 1819(h)(2)(C) and 
1919(h)(3)(D) of the Act are not met, the 
Secretary has no authority to make any 
payments to the facility from the 
“effective date of the findings,” that is, 
from the last day of the survey that 
found the facility was not in substantial 
compliance with the requirements of 
section 1819 (b), (c) or (d) or 1919 (b),
(c) or (d) of the Act, or both. If

termination of a facility’s provider 
agreement is sought, payments continue 
until the effective date of termination, 
which may not be more than 6 months 
after the last day of the survey. 
Substituting “that the facility’s provider 
agreement is terminated by” would 
permit more payments to the State or 
the facility than the Act allows. In fact, 
such a policy would be no different than 
pre-existing policies to stop Federal 
payments on the effective date of 
termination. For these reasons, we have 
not accepted this comment.

Comment: One commenter pointed 
out that § 488.432(c) allows 
continuation of payments for up to 6 
months from the last day of survey. The 
commenter further stated that if HCFA 
intends that the government can decide 
to give a facility less than 6 months of 
continued payments, HCFA should 
specify clear criteria in the regulations 
to guide this decision. Because the 
proposed regulations do not contain any 
such criteria, the commenter suggests 
that we delete the words “up to.”

Response: We are not accepting the 
commenter’s suggestion, and we have 
not specified criteria as to when HCFA 
or the State would allow continued 
payments for less than 6 months. We do 
notwant to in any way restrict HCFA’s 
or the State’s ability to decide, on a 
case-by-case basis, the optimal amount 
of time for continuation of payment for 
a particular facility.

Comment: One commenter offered 
alternative language for § 488.432(d) to 
insert “substantially” before “correct.”

Response: We are accepting the spirit 
of the commenter’s alternate language, 
and are revising redesignated § 488.450 
to say “If the facility does not * * * 
achieve substantial compliance”.

Comment: One commenter stated the 
Act does not require that a facility 
correct all deficiencies; rather, the Act 
requires that a facility must have taken 
corrective action in accordance with the 
approved plan and timetable.

Response: While we believe that a 
provider must be in substantial 
compliance by the end of the allotted 
correction period to avoid a loss of 
Federal payments or termination, we 
agree with the commenter that our 
language could be more precise and are 
revising § 488.450(d) to delete the 
section title “Deficiencies not 
corrected” and renaming it “Action not 
taken in accordance with approved plan 
and timetable for corrective action.”

Comment: Several commenters 
wanted to expand the period for 
providing notice of payment cutoff 
under the six month rule from 15 to 60 
days. Commenters asserted that 15 days 
is insufficient time for the facility to
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correct any remaining problems and 
obtain a follow-up survey. They contend 
it is even less sufficient if the facility 
disputes the continued existence of the 
deficiencies and desires a hearing on the 
matter.

Response: We are not expanding the 
notice period from 15 days to 60 days 
nor do we agree that the 15-day notice 
period is inadequate. We base the 15- 
day notice period prior to termination 
on our experience with § 489.53(c)(1), 
which sets forth notice requirements for 
other providers and suppliers.
Moreover, the purpose of the notice is 
not for a facility to make last minute 
corrections, but for the government to 
help fulfill its duty to provide due 
process to facilities before termination. 
Facilities generally have had notice of 
their noncomplianee long before the 15 
days prior to termination.

Comment: One commenter 
recommended that, unless HCFA is the 
only party acting (that is, the State does 
not terminate Medicaid participation), 
the State should provide the hearing 
and final decision. The commenter 
belie ved that if  HCFA subsequently 
disagrees with the State’s decision, the 
facility should not be affected. HCFA’s 
action would be against the State alone, 
for recoupment of Federal financial 
participation, and should be appealed 
through the normal Departmental 
Appeals Board (DAB) process.

Response: We assume this commenter 
is referring to a NF. When a NF’s 
provider agreement is terminated, the 
appeal procedures which apply depend 
on who is taking the enforcement 
action, if the State is terminating a NF 
and the Secretary is taking no action, 
the appeal procedures at 42 CFR part 
431 apply. If the Secretary exercises her 
authority, finds noncompliance, and 
terminates the NF, the appeal 
procedures at 42 CFR part 498 apply. If 
a NF is a State-operated entity, the 
Secretary always takes the enforcement 
action, and the appeal procedures at 42 
CFR part 498 would apply. In the case 
of facilities which participate as a NF 
and a SNF (dually participating 
facilities), where both the State and the 
Secretary are making enforcement 
decisions on the Medicaid and Medicare 
agreements respectively, the appeal 
procedures at 42 CFR part 498 apply. 
Since nearly 80% of all nursing homes 
are dually participating, the majority of 
NFs will appeal their enforcement 
actions through the Federal appeal 
procedures at 42 CFR part 498. The 
appeals mechanism for providers 
adversely affected by the repayment 
provision would be the same as an 
appeal of noncompliance which led to 
termination or other enforcement

remedies, except that a State can also 
appeal the recoupment of FFP under a 
DAB hearing in accordance with 45 CFR 
part 16. The recoupment of Federal 
funds will be one ofthe results of the 
termination; however, the 
noncompliance which led to 
termination remains the initial 
determination which is at issue at the 
hearing, and is the action on which the 
recoupment of funds is predicated.
Section 488.452 State and Federal 
Disagreements Involving Findings Not in 
Agreement in Situations When There Is 
No Immediate Jeopardy

Many commenters were not aware 
that most of the provisions in this 
section are required by the Act. Most of 
the comments we received concerned 
proposed §488.234 as a whole; 
therefore, we have grouped the 
comments under generic headings, 
rather than under specific subsections. 
HCFA’s Role in Enforcement Decisions.

Comment; Some commenters stated 
that the proposed regulations give 
HCFA too large of a role in enforcement 
decisions.

Response: The regulations reflect the 
statutory role given to the Secretary by 
the Congress in the enforcement 
provisions of the Act. Specifically, 
sections 1919(h) (5), (6), and (7) require 
the Secretary ’s involvement in 
enforcement decisions with respect to 
Medicaid NFs should the Secretary find 
facility noncomplianee and seek to 
impose either alternative sanctions or 
termination or both.

Comment: Several commenters stated 
that the Congress did not intend HCFA 
to make all compliance decisions on 
dually certified SNF/NFs.

Response: HCFA does not make “all 
the decisions” on a dually certified 
SNF/NF. The Act itself prescribes that a 
finding of noncompliance, by either the 
State or the Secretary, will prevail over 
the other agency’s finding of 
compliance. Therefore, the Congress 
decided that in cases where the agencies 
disagree, the finding of noncompliance 
becomes the effective finding regardless 
of whether it is the Secretary or the 
State that has made the finding. In 
addition, the Act provides that a State’s 
decision to terminate prevails over 
HCFA’s decision not to terminate, and 
(he State’s timing of a termination also 
prevails over HCFA’s.

Comment: Some commenters stated 
that the Congress did not intend that 
HCFA “second guess” States’ decisions 
on every survey.

Response: We have no intention of 
second guessing the results of every 
State survey. Sections 1819(g)(3) and 
1919(g)(3) of the Act, however, require

the Secretary to conduct validation 
surveys of a representative sample of 
SNFs and NFs in each State within 2 
months of surveys by the State survey 
agency. Section 1919(h)(3)(B) of the Act 
provides for the Secretary’s general 
validation authority exclusive of actual 
on-site validation surveys. As we stated 
in the proposed rule, prior to the 
effective date of OBRA ’87, HCFA, 
acting for the Secretary, monitored State 
surveys. OBRA *87 formalized this 
process. The Congress also made 
explicit provision for whose 
enforcement approach would prevail in 
the case of a disagreement between the 
State and HCFA. Sections 1919(h) (6) 
and (7) of the Act, as implemented by 
redesignated §488.452, specify 
situations in which the State rather than 
the Federal government prevails, with 
regard to the choice of a remedy or the 
timing of an enforcement action.

Comment: A few commenters stated 
that HCFA should take enforcement 
action against a Medicaid provider only 
after a validation survey or other on-site 
survey. Some wanted to change the 
above regulation by inserting the phrase: 
“on the basis of a validation survey” 
after “HCFA finds." Some commenters 
wanted a State’s enforcement decision 
to be the controlling decision because 
the States understand local conditions 
better than HCFA does.

Response: We are not adopting these 
proposals to act only on the basis of an 
on-site validation survey, because they 
would limit HCFA’s oversight 
responsibility and limit HCFA’s ability 
to protect residents’ health, safety and 
rights. Federal surveyors are able to 
review a State-prepared Statement of 
Deficiencies and come to an 
independent conclusion about whether 
the deficiencies cited indicate 
substantial compliance or 
noncomplianee with the statutory and 
regulatory requirements. This has been 
a routine part of HCFA’s monitoring of 
State survey agencies in the past. We do 
not think the Congress intended to 
reduce these monitoring 
responsibilities.
Federal-State Disagreement

Comment: One commenter noted that 
under §488.452, if a State and HCFA 
have a difference of opinion on the 
deficiencies cited, the one that finds 
noncompliance prevails. The 
commenter wondered how an 
administrator of the facility could 
understand how to comply, if the State 
and HCFA could not agree on 
compliance/noncompliance.

Response: The Act mandates that the 
finding of noncompliance prevails over 
the finding of compliance. All facility
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administrators can read die Act, the 
regulations and the detailed guidelines 
that have been issued to implement the 
regulations. We believe that facilities 
have a duty to operate in compliance at 
all times, regardless of whether the State 
and Secretary agree that a 
noncompliance exists. Disagreements 
between the State and Secretary could 
be a result of different findings between 
Federal and State surveys from different 
observations at different times, and not 
necessarily a disagreement about the 
same set of facts. The surveys could 
occur 2 months apart, for example, 
during which time conditions at the 
facility could change.

Comment: One commenter stated that 
§ 488.452(d)(1) appears to pose double 
jeopardy for nursing facilities in that 
compounded remedies may be applied 
by both HCFA and the State agency. The 
commenter did not think that providers 
should have to face corrective action 
from both agencies. Another commenter 
noted that in case of a, Federal survey 
following a State survey, two different 
remedies could apply; for example a 
State could terminate an agreement and 
the Secretary could impose additional 
civil monetary penalties. The 
commenter stated that the one-time 
Federal survey could not consistently or 
fairly evaluate the facility, and double 
sanctions from both agencies would not 
improve quality of care. The commenter 
suggested that only one type of sanction 
be applied “after” the Federal and State 
surveyors concur on the findings.

Response: Section 1919(h)(7) of the 
Act, specifically envisions cases where 
a facility may face remedies at the hands 
of both a State and HCFA. Section 
1919(h)(7)(B) of the Act expressly sets 
forth the rules as to whose remedies will 
apply when either or both parties are 
seeking to impose alternative sanctions 
in addition to a provider agreement 
termination.

We do not accept the implication that 
one-time Federal surveys cannot fairly 
evaluate a facility. Federal surveyors are 
trained, just as State surveyors are, in 
the requirements of the Act and the 
regulations. Federal surveyors have 
always conducted Federal monitoring 
surveys to monitor State survey agency 
performance; therefore these, statutory 
requirements formalize long-standing 
agency practice.

Com ment One commenter stated that 
the net effect of the regulations is that 
facilities will be assumed to be out of 
compliance. This commenter stated that 
historically, facilities were deemed to be 
in compliance unless there were 
allegations to the contrary, and that if i 
Federal and State surveyors disagreed, 
another survey should be required.

Response: We do not agree that 
another survey should be conducted 
whenever there is disagreement between 
Federal and State surveyors. Whatever 
the commenter may think of the wisdom 
of the Act’s “tie-breaker” rule, the 
Congress has been quite clear in 
directing which survey decision applies 
when HCFA and the State disagree 
about compliance and remedies. We 
also do not agree that facilities will be 
assumed to be out of compliance. 
Facilities are required to meet all the 
requirements at all times. When a 
facility signs a provider agreement, the 
facility is agreeing to maintain 
compliance. The surveyors’ job is to 
verify that compliance. If either a 
Federal or State survey finds the facility 
to be out of compliance with program 
requirements, deference must be given 
to that certification of noncompliance in 
the interest of the protection of resident 
health and safety.
Preference for Intermediate Sanctions 
Rather thanTermination

Comment: Several commenters stated 
that the proposed regulations allow 
almost unrestricted use of term inations 
and do not promote the use of 
intermediate sanctions. They wanted 
HCFA to revise the proposed rules to 
encourage and promote the use of 
intermediate sanctions rather than 
term inations.

Some commenters said that 
intermediate sanctions enable States 
and HCFA to promote correction of 
deficiencies with incentives and 
pressures different from those imposed 
by termination or the threat of 
termination. They enable the State and 
HCFA to move quickly against facilities 
with deficiencies and to target their 
enforcement actions to the nature, 
character, and extent of the deficiencies. 
They quoted House Report No. 100- 
391(1) at 451—452, 470—497, as reprinted 
in 4 U.S. Code and Cong. & Ad. News, 
100th Cong. 1st Sess. at 2313-271 
through 2313-272, 2313-290 through 
2313—296; IOM at Chapter 5 (pp. 146— 
170); General Accounting Office, 
“Medicare and Medicaid Requirements; 
Stronger Enforcement of Nursing Home 
Requirements Needed” (July 1987).

Some stated that the regulations place 
roadblocks to the use of intermediate 
sanctions. They commented that 
§488.456 allows termination if a facility 
fails to submit a plan of Correction, or 
fails to comply with a plan of 
correction. They also noted that 
§ 488,406 describes other remedies as 
being “in addition to termination of the 
provider agreement.” They stated that 
this wording makes it appear as if 
termination is the preferred or most

common remedy. They were also 
concerned that §§ 488.410 and 488.415 
make termination mandatory if a facility 
refuses the appointment of a temporary 
manager, despite the fact that temporary 
management “is not an optional remedy 
under the reform law.”

These commenters were concerned 
that nursing home residents would be 
subjected to harm because of actual or 
threatened terminations of their nursing 
homes. They stated that language in the 
preamble, indicating that terminations 
were an enforcement .response of last 
resort, was not reflected in the language 
of the regulations themselves.

Some commenters recommended that 
the regulations prohibit use of 
termination as a remedy, except in those 
circumstances required under QBRA ’87 
or when alternative remedies have 
failed and the condition of the building 
is unsafe. They wanted State regulators 
to find ways to use alternative remedies 
to protect residents, rather than making 
them homeless, or subjecting them to 
the trauma of threatened termination, 
stating that “If the building is safe but 
care is bad, the operator should be 
evicted rather than the residents. Used 
properly, alternative remedies can be 
used to force a substandard provider to 
sell the facility.”

Response: We agree that the use of 
alternative remedies should be 
encouraged. However, if a facility 
chooses not to submit a plan of 
correction, neither HCFA nor the State 
survey agency has any means to 
determine bow the facility intends to 
improve conditions of inadequate care 
and, therefore, no clear picture for how 
residents will be protected. In such a 
case, failure to terminate the provider 
agreement would be irresponsible on 
the part of HCFA or the State. However, 
if the facility fails to comply with a plan 
of correction but achieves substantial 
compliance, we would not terminate the 
facility’s provider agreement. Allowing 
a nursing home to participate with 
deficiencies and with a plan of 
correction represents a certain degree of 
risk. The nursing home’s lack of success 
in making corrections could indicate 
that the risk to the residents has not 
dissipated. Moreover, facilities that had 
ansivi! money penalty imposed could 
face an increase in their penalty because 
the noncompliance was uncorrected.
The responsible exercise of certification 
duties requires that residents be 
protected, even if termination is 
necessary to achieve that protection.

We disagree that temporary 
management “is not an optional 
remedy.” It is the State’s or HCFA’s 
decision as to whether or not to impose 
temporary management, whether in
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immediate jeopardy or non-immediate 
jeopardy situations. In the former cases, 
there is a choice between temporary 
management and immediate 
termination. If temporary management 
is not imposed, either because HCFA or 
the State considers that action 
inappropriate or because the facility 
refuses to relinquish management 
control to the temporary manager, the 
Act requires that the facility’s provider 
agreement be terminated. We have no 
authority to ignore this explicit statutory 
requirement. In the latter cases, 
temporary management is an optional 
remedy when facilities are found to 
have widespread actual harm.

We note that we have no authority to 
evict non-complying officers or staff of 
the provider, as the compienter suggests, 
or to force the sale of substandard 
facilities.

Comment: Some commenters stated 
that we had not presented a coherent 
scheme for choosing remedies which are 
tailored to fit the desired corrective 
action.

Response: It is our intent that both 
HCFA and the State apply remedies 
tailored to fit specific problems. We 
have developed an enforcement model 
which correlates categories of remedies 
to the seriousness of noncompliance. 
However, with approximately 16,000 
nursing homes in the United States, it 
is impossible to specify in regulations 
precise remedies to fit every particular 
problem in facilities. The seriousness of 
the noncompliance dictate the category 
of minimum enforcement action to be 
taken. The exact choice of a remedy or 
remedies from that category should be 
based on an evaluation of the nature of 
the situation in a particular nursing 
home and the course of action most 
likely to precipitate the rapid correction 
of the noncompliance.
“Pay Back Provisions”

Comment: Some commenters 
proposed interpreting the “pay back” 
provisions in section 1919(h)(3)(D) of 
the Act as applying only to those rare 
situations in which the Secretary 
concludes that termination is necessary, 
but yields to the State’s 
recommendation that intermediate 
sanctions be imposed instead. In 
situations in which the Secretary does 
yield to the State, that action could 
properly be contingent on the State’s 
promise to repay Federal funds if the 
intermediate sanctions do not succeed 
in bringing the facility into compliance. 
These commenters wanted HCFA to add 
language giving guidance to the States 
on die corrective action plans 
mentioned in the Act.

Response: We believe that the 
Congress intended to give facilities the 
chance to come into substantial 
compliance during a period when only 
limited, alternative remedies are 
imposed, but that in return for this grace 
period, during which Federal money is 
expended on noncompliant facilities, 
the facilities (and the State) must agree 
to repay the Federal money if 
substantial compliance is not achieved. 
Because of the procedural specificity of 
preparing corrective action plans, we 
have decided to incorporate such 
guidance in manual instructions.
Other Comments

Comment: Several commenters 
suggested that the State be designated 
the primary enforcement agency, with 
authority to select and carry out 
remedies prior to HCFA review. They 
feared that enforcement would be 
delayed if the survey agency only 
recommended to HCFA, and waited for 
HCFA’s determination on what 
remedies to apply. Several commenters 
suggested that we delete the 
requirement that State survey agencies 
submit the plan of correction along with 
suggested intermediate sanctions, to 
HCFA for approval prior to imposing 
the intermediate sanctions.

Response: The Act is quite clear in its 
division of responsibilities between the 
States and the Federal government 
when it comes to the enforcement of 
Federal certification requirements. 
Under the Medicare program, the State 
has no authority to impose remedies as 
the commenter suggests. Section 
1819(h) of the Act reserves all 
enforcement decisions to the Secretary 
and permits States to make 
recommendations only on the basis of 
the surveys they do under their section 
1864 agreements with the Secretary..

Under the Medicaid program, 
however, we agree with the commenter 
that in most cases it is the States in the 
first instance that are responsible for 
enforcement decisions affecting 
providers of services. In either case, we 
believe we have designed an 
enforcement model that will place a 
premium on swift action once 
noncompliance is identified by either 
the State or the Secretary, and we do not 
anticipate delay in the implementation 
of decisions.

Comment: A few commenters wanted 
to add provisions that would require 
HCFA and the State to consider the 
availability of other nursing home beds, 
when a termination action is 
considered. They wanted H£FA and the 
State to consider the relative effects on 
the facility’s residents of relocation 
compared to remaining in the facility.

Response: We are not adopting this 
recommendation because we believe 
that there may be instances in which 
termination is necessary despite the fact 
that it may cause hardship to residents. 
Usually, HCFA and the State will 
impose alternative remedies prior to 
terminating a facility, including a 
mandatory denial of payment for new 
admissions remedy imposed at the 3rd 
month; however, there may be instances 
when this is not possible. For example, 
a facility could refuse to allow access to 
the surveyors, or could refuse to submit 
a plan of correction. A facility might 
also remain out of substantial 
compliance with requirements after a 6- 
month period of correction, at which 
time the Act would no longer authorize 
continued payment, despite hardships 
to the residents. We believe that in those 
cases in which termination becomes 
necessary, the termination is for the 
ultimate benefit of the residents to 
assure that they receive the care to 
which they are entitled.

Comment: A few commenters 
suggested that States should be allowed 
the discretion to develop their own 
enforcement systems.

Response: Tne enforcement scheme 
delineated at § 488.408, Selection of 
Remedies, is a model that States must 
adopt. States have the authority granted 
them under section 1919(h)(2)(A) of the 
Act to specify their own criteria as to 
when and how to apply each of the 
remedies provided by the Act.
Moreover, States are authorized to 
develop alternative remedies, in 
accordance with section 
1919(h) (2) (B) (ii) of the Act, and we 
encourage them to do so.
Section 488.454 Duration o f Remedies

Comment: In the proposed rule, we 
said that alternative remedies would 
continue until HGFA or the State 
determines that the facility has 
corrected all deficiencies, until HCFA or 
the State terminates the provider 
agreement, and until HCFA 
discontinues FFP. This statement 
included a typographical error (“and” 
was used instead of “or”) that changed 
the meaning of the statement. We meant 
to say that alternative remedies would 
continue until HCFA or the State 
determines that the facility has 
corrected all deficiencies, until HCFA or 
the State terminates the provider 
agreement, or until HCFA discontinues 
FFP.

Some commenters expressed concern 
over when deficiencies are considered 
to be corrected:

• One said that it is not clear whether 
compliance is considered achieved 
when procedures for alleviating the
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problem are in place, or when the actual 
problem no longer exists,

• One said that once the facility has 
notified HCFA that a deficiency has 
been corrected, penalties should be 
suspended immediately until the survey 
team is able to return to the facility to 
alleviate a possible financial burden on 
the facility,

• Another said that the State should 
be required to do a follow-up within a 
specified period of time, and, if it fails 
to do so, the remedy should be lifted 
automatically,

A number of commenters said that the 
duration o f alternative remedies should 
be linked solely to the deficiencies that 
led to their imposition, not to the 
correction of all deficiencies. They said 
that consideration should be given for 
significant progress and substantial 
compliance, suggesting that remedies 
should be lifted as soon as the facility 
corrects all deficiencies that led to the 
imposition of the remedy. One 
commenter suggested that even if a 
deficiency remains uncorrected, the 
remedy should be lifted if  the scope and 
severity combination is brought down to 
a level that does not authorize the 
remedy.

Response: Sections 1819(h)(3) and 
1919(h)(4) of the Act specifically state 
that the denial of payment sanction 
ends when HCFA or the State 
determines that the facility is in 
“substantial compliance” with program 
requirements. In this final rule, we are 
extending this principle to all other 
alternative remedies as well. The 
determination that the facility is in 
substantial compliance may be made 
either through a survey team’s revisit, 
or, through some other review, if HCFA 
or the State, based on credible evidence 
which can be verified without an on-site 
visit, determ ines that at least substantial 
compliance has been achieved.

However, the Act, at sections 
1819(h)(2)(E) and 1919(h)(2)(D), and at 
sections 1819(h)(2)(B) and 
1919(h)(2)(AMiii) provides for certain 
additional qualifications as to when 
remedies are lifted, and we are 
incorporating them in the regulation as 
follows:

• In the case of temporary 
management, and in the cases of denial 
of payment and State monitoring 
imposed because of repeated 
substandard quality of care, the remedy 
continues in effect until the facility has 
demonstrated, to the satisfaction of the 
State ox HCFA, that it is in substantial 
compliance, and that it is capable of 
remaining in substantial compliance. 
(See § 488.414)

In addition, with respect to the 
duration of all other remedies, we state

in this final regulation they remain in 
effect until—

• A revisit confirms that the facility 
has achieved substantial compliance;

• The date HCFA or the State, based 
on credible written evidence which can 
be verified without an on-site visit, 
determines that the facility has achieved 
substantial compliance; or

• HCFA or the State terminates the 
provider agreement.

In accordance with § 488.43Q(i)(7), if  
a facility can show that substantial 
compliance was achieved on a date 
earlier than a revisit by a survey team 
or before the State or HCFA receives or 
examines acceptable credible evidence, 
the remedies cease to apply as of that 
date.

Comment: One commenter said that 
no alternative remedies should be 
imposed on facilities because it would 
hamper their efforts in correcting their 
deficiencies.

Response: The Congress enacted the 
various types of alternative sanctions 
that appear at sections 1819(h) and 
1919(h) of the Act with the expectation 
that they would be used. Drawing from 
the IoM study on nursing homes, which 
criticized the large numbers of facilities 
that fluctuated between compliance and 
noncompliance, the Act is designed to 
impose alternative sanctions swiftly 
once noncompliance is identified as a 
means of spurring facilities to correct 
deficiencies more rapidly than might 
otherwise be the case. While this may 
prove costly to those facilities that find 
themselves subject to such sanctions, 
this is a cost that the Congress obviously 
anticipated and concluded was 
necessary to assure high quality care for 
program beneficiaries.
Section 488.456 Termination o f 
Provider Agreement

Comment: Several commenters argued 
that the proposed regulations rely too 
heavily upon termination as a remedy. 
These commenters feel that termination 
should be used as a last resort and only 
where other remedies have failed or 
where the building is unsafe. In 
addition, some of these commenters 
want to consider the effect of 
termination on residents (transfer 
trauma) and a few of them go further to 
recommend that the regulations prohibit 
the use of termination unless immediate 
jeopardy to residents is present and only 
after everything else has failed'.

Response: One of the main goals of 
the proposed enforcement regulations 
was to increase the number of remedies 
available to HCFA and the States in 
order to ensure compliance with the 
health and safety requirements. We 
believe that implementation of these

final regulations will accomplish that 
goal. While we will encourage the use 
of alternative sanctions, we firmly 
believe that provider agreement 
terminations may. be appropriate in 
certain cases of noncompliance whether 
or not deficiencies pose immediate 
jeopardy to residents. We, too, are 
concerned about the potential harm to 
residents when they are required to 
move from a facility. For this reason, the 
regulations are designed to provide 
HCFA and the State survey agency with 
the ability to target noncompliance with 
appropriate remedies to assure 
compliance with the least disruption to 
residents and the facility. We cannot, 
however, restrict the use of termination 
to immediate jeopardy situations. 
Sections 1819(a)(3) and 1919(a)(3) of the 
Act require that a facility meet all of the 
statutory participation requirements to 
be considered a SNF or a NF, 
respectively (in other words, participate 
in either Medicare or Medicaid). While 
we have explained elsewhere why it is 
justifiable to consider substantial 
compliance as acceptable, the Act does 
not limit the above provisions by 
allowing indefinite noncompliance in 
non-immediate jeopardy situations. 
Indeed, sections 1819(h)(2)(C) and 
1919(h)(3)(D) of the Act only permit 
continuation of Federal payments to 
facilities with non-immediate jeopardy 
deficiencies for a maximum of 6 
months, and then only if certain criteria 
are met. Continuation of payment after 
6 months is only permissible if 
substantial compliance has been 
achieved. Further, section 
1919(h)(7)(A)(i) reinforces the 6 months 
maximum for participation for a 
noncompliant SNF.

Comment: One commenter 
recommended that HCFA create a 
conditional waiver, not to exceed two 
years, that would apply to all physical 
environment requirements; The 
commenter recognized that no period of 
correction may exceed the 6-month 
limitation but pointed out that it may be 
physically impossible to correct 
structural deficiencies within that 
timeframe. Such correction may 
necessitate applications for bank loans 
and certificate of need approval; 
moreover, the construction season is 
limited by geographical location. The 
commenter believed that creation of 
conditional waiver not to exceed two 
years, for physical environment 
requirements, would allow facilities to 
continue to participate legitimately 
while correcting problems that the 
facility cannot correct within the 6- 
month period.

Response: We agree that some 
physical environment deficiencies may
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take longer to correct than others and 
that these deficiencies may not be 
wholly corrected within 6 months of the 
last day of the survey. However, as we 
have discussed previously, facilities 
must meet the standard of “substantial 
compliance” in order to continue 
participation in the Medicare and 
Medicaid programs. To meet the 
standard of “substantial compliance”, 
deficiencies must be such that they 
cause no harm or potential for more 
than minimal harm. Although we have 
no desire to terminate facilities that are 
otherwise providing good quality of 
care, we believe that facilities have had 
ample time to comply with these 
requirements. Physical environment 
requirements have been in place since 
October 1990. Moreover, this regulation 
will not become effective until 6 months 
after the first day of the month after the 
regulation is published in the Federal 
Register, so facilities will have even 
more time to comply.

Comment: A few commenters stated 
that the termination notice period of 2 
days was inadequate to allow a fair 
opportunity for elimination of jeopardy. 
Thèse commenters and others 
mentioned that the 2-day notice, period 
was inconsistent with the 23-day 
termination process outlined at 
§ 488.410. One commenter proposed a 
termination notice of 60 days for cases 
not involving immediate jeopardy. The 
same commenter said the time period 
should start when the facility receives 
notice of the remedies being proposed. 
One commenter asked how the public 
was to be notified of a termination 
action and another felt a notice should 
be posted on the front door of the 
facility.

Response: We are not accepting these 
comments, although we believe that 
there may be some misunderstanding 
among commenters as to the workings 
of the fast track termination cycle and 
the notice provisions applicable to 
facilities facing adverse action. In 
describing these procedures in the 
proposed rule, we were stressing the 
paramount significance of protecting 
resident health or safety in cases where 
immediate jeopardy is identified during 
the survey process. In such cases, the 
overriding concern is the removal of the 
threat either through immediate 
correction by the facility or by the 
transfer of residents to other more 
qualified facilities following the 
termination of the deficient facility’s 
provider agreement.

We continue to believe that the 2-day 
prior notice provision of the proposed 
rule is necessary to protect these 
resident interests and we are retaining it 
for this reason in this final rule. Past

experience with this notice provision in 
the ease of Medicare SNFs has 
demonstrated to us that it is effective. 
Having said this, however, we want to 
dispel those fears about this provision 
that in all cases a provider will never 
have more than 2 days’ notice before 
having its provider agreement 
terminated. As described in the 
proposed rule, we will have in place a 
23-day termination cycle in immediate 
jeopardy cases. This time frame spans 
the maximum period of time between 
the last day of the survey that identified 
immediate jeopardy and the effective 
date of the termination. Thus, in many 
cases, providers, which will have been 
advised of the survey findings during 
the survey or at the exit conference, will 
often have ample time to remove the 
conditions that gave rise to the 
immediate jeopardy finding. The prior 
notice must be given early enough so 
that the termination date does not 
extend beyond the 2 3-day period should 
the facility fail to remove the immediate 
jeopardy.

Facilities facing adverse action in 
thesq cases will not be guaranteed the 
maximum amount of time provided by 
these regulations. For those facilities 
whose substandard conditions warrant 
the quickest possible response, it is 
entirely possible that the effective date 
of the termination action will occur 
sooner than the 23rd day after the 
survey; and it is these facilities that will 
likely receive notice of the impending 
action against them as quickly as 
administratively feasible following the 
survey.

Extensive experience has 
demonstrated that it is possible to 
schedule revisits in a short time frame 
to verify that the immediate jeopardy 
has been removed. Because of our 
experience that the 23-day process 
works, we will continue to start the 
clock on the last day of the survey to 
ensure that jeopardy situations do not 
remain long uncorrected. We see no 
justification for facilities to receive 
additional time to correct instances of 
immediate jeopardy. In the same vein, 
we will continue to give a 15-day notice 
to the public and the facility in non- 
immediate jeopardy cases, and a 
maximum of 6 months from the last day 
of the survey to reach substantial 
compliance before termination is 
effective. A 15-day notice in 
nonimmediate jeopardy cases is a well 
established practice for all provider 
types. For both immediate jeopardy and 
non-immediate jeopardy situations, the 
public will be notified of terminations 
by a variety of means; in most instances, 
this will be accomplished by a 
newspaper notice, as is the predominant

present practice. We believe that a 
public notice posted on the front door 
of the facility would be an unnecessary 
affront to the facility when Federal 
requirements stipulate that the survey 
results be made available to residents 
for examination in a place readily 
accessible to residents and a notice of 
their availability must be posted (see 
§ 483.10(g)).

Comment: A few commenters felt that 
termination should not be applied if 
deficiencies were corrected within the 
delineated timeframes. One commenter 
said that the timeframe for termination 
should be no shorter than 6 months in 
cases that do not constitute immediate 
jeopardy. One commenter suggested that 
the regulation require an “acceptable 
plan of correction” from the facility.

Response: Current practice and the 
final regulations assure that termination 
will not be applied if noncompliance 
has been corrected within the 
designated timeframes. Redesignated 
§ 488.456(b)(1) states that the facility’s 
provider agreement may be terminated 
if the facility—

• Is not in substantial compliance 
with the requirements of participation; 
or

• Fails to submit a plan of correction 
with the time specified by HCFA or the 
State.

Section 488.456(b)(2) states that 
HCFA and the State will terminate a 
facility’s provider agreement if a 
facility—

• Fails to relinquish control to the 
temporary manager, if that remedy is 
imposed by HCFA or the State; or

• Does not meet the eligibility criteria 
for continuation of payment as set forth 
in § 488.412(a)(1).

However, the Act does not mandate 
an automatic 6 month period for the 
correction of all deficiencies; 6 months 
is the outside limit permitted for 
correction of deficiencies that constitute 
noncompliance and then only when 
specific statutory criteria are met. The 
States and HCFA must have the 
flexibility to choose appropriate 
remedies, including termination, and 
timeframes appropriate to the 
noncompliance identified. We agree 
with the suggestion to revise 
redesignated § 488.456(b)(l)(ii) to read 
“an acceptable plan of correction.” This 
change is in line with our current 
practice.

Comment: A few commenters were 
concerned that the proposed regulations 
were unreasonable and that HCFA and 
the States should have an objective, 
measurable mechanism to govern the 
enforcement procedures. Another 
commenter felt the new regulations 
would inflate termination actions
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tenfold and increase the State agency 
workload.

Response: We do not agree with these 
comments. These regulations are 
designed to encourage the selection of a 
particular remedy based on the nature of 
the noncompliance and the likelihood 
of immediate and sustained compliance. 
It was the intent of the Act that the 
availability of additional remedies will 
mean that HCFA and the States will use 
termination as a remedy less frequently. 
The use of these regulations for the 
selection of remedies will help ensure 
that the selection of remedies is 
consistent and appropriate. We expect 
that these new regulations will not 
cause greater expenditures for the State 
agencies. However, as we said in the 
proposed rule, a reallocation of 
resources, particularly geared to more 
intensive monitoring of marginal 
facilities may well occur.

Comment: One commenter 
recommended amending the regulations 
to permit the survey agency to initiate 
termination actions based upon poor 
compliance history.

Response: The Act provides the States 
and HCFA with the authority to 
terminate facilities with poor 
compliance histories. Specifically, 
sections 1819(h)(2)(C) and 1919(h)(3)(D) 
of the Act provide for State and Federal 
discretion as to whether or not 
termination is preferable to the 
imposition of alternative remedies in 
the case of noncompliance that 
constitutes non-immediate jeopardy. We 
expect that a facility’s previous history 
will be a significant factor in the 
determination of whether termination or 
an alternative remedy is preferred. 
However, poor history in and of itself 
can not warrant termination if the 
noncompliance has not persisted. That 
is, if the provider has indicated poor 
performance in the past but is in 
compliance in the present, there would 
be no basis for termination.
Section 488.426 Transfer o f Residents

After considering comments we 
received on proposed § 488.226 and 
§ 488.240, we have decided to combine 
both sections in a new § 488.426. We 
believe this change will be less 
confusing as transfers for all nursing 
homes can be referenced in one place.

Comment: One commenter asked the 
following questions: If a facility is 
terminated, who will be responsible for 
placing the residents elsewhere? If no 
bed is available, who will pay for the 
residents’ care in the facility until a bed 
is found? The commenter stated that the 
State should have the responsibilities 
regarding transfer and discharge (in 
other words, tour of the new facility,

counseling, orientation to the new 
facility, etc.), to avoid transfer trauma.

Response: Proposed § 488.240, now 
incorporated into § 488.426, stated that 
the State must arrange for the orderly 
transfer of residents when a facility is 
closed or its provider agreement is 
terminated. Further protection for 
residents is available in regulation. 
Section 489.55 provides that payment is 
available for up to 30 days after the 
effective date of termination for eligible 
residents and § 44J. 11(a)(2) states that, 
in the case of continuation of FFP for 
Medicaid, the Medicaid agency must 
make reasonable efforts to transfer 
recipients to other facilities. The 
regulation clearly gives the 
responsibility for orderly transfer of 
residents to the State. Each case 
involving the transfer of residents could 
potentially be different. We are, 
therefore, leaving it up to the State to 
decide, on a case-by-case basis, what 
steps need to be taken to reduce the risk 
of transfer trauma, understanding that 
the State’s responsibility is to minimize 
the period of time during which 
residents are receiving less than 
adequate care.

Comment: One commenter stated that 
a finding of immediate jeopardy will 
result in the facility’s emergency closure 
and transfer of the residents. This 
commenter asked where residents 
would be transferred, if a county or 
particular area had too few available 
beds?

Response: The finding of immediate 
jeopardy will not, in and of itself, 
require States to close a facility and 
transfer Medicare and Medicaid 
residents, h i an emergency, the State 
could transfer Medicare and Medicaid 
residents to another facility or facilities. 
There could be situations, such as an 
earthquake or other natural disaster, 
where the State would temporarily 
transfer residents to another facility 
until the facility can adequately care for 
its residents. In this case, the facility did 
nothing wrong. However, in the case of 
immediate jeopardy, the facility failed 
to protect the health or safety of its 
residents. For immediate jeopardy 
situations, the statute at sections 
1819(h)(4) and 1919(h)(5) of the Act 
provides for immediate termination if 
the jeopardy is not removed, but it does 
not require the State to close the facility. 
However, when a facility is terminated 
for immediate jeopardy, the State has up 
to 30 days to transfer the facility’s 
Medicare and Medicaid residents. Most 
States have a relocation plan that 
outlines the circumstances under which 
the plan will be put into effect and the 
procedures to be followed. These plans 
usually provide for first attempting to

place residents in the closest facility or 
facilities and then attempting placement 
at increasingly distant facilities until 
available bed# are found. We believe it 
is unnecessary to mandate procedures 
for States to follow in cases of closure 
or transfer of residents, and that no 
greater procedural specificity is required 
in regulations.

Comment: One commenter expressed 
concern that after coming to a nursing 
home with the expectation of living out 
the rest of one’s life there, a resident 
may be forced to move to another 
location because of some technicality.

Response: Termination and closure of 
a facility are among several remedies 
available to protect the health and safety 
of Medicare and Medicaid residents. 
Although it is possible that a 
noncompliant facility could be 
terminated for not submitting to a plan 
of correction, as is required for 
continuing participation in the 
Medicare or Medicaid program, it is not 
likely. Most nursing homes are 
interested in participating in the 
Medicare and Medicaid programs and 
will not risk termination based on such 
noncompliance.

Comment: Several commenters 
requested that we place more 
requirements upon the States to assist 
residents, should a facility lose its 
Medicare or Medicaid certification. Two 
of the commenters, representing 
consumer organizations, believe 
proposed § 488.240 is inadequate in 
terms of requirement specificity, and 
they provided a complete and detailed 
rewrite of the section. Their experience 
with closures and decertifications in the 
last 5 years has led them to believe that 
providers and regulators cannot be 
trusted to provide a “safe and orderly” 
transfer process. As a result, their 
rewrite focuses on the recommendation 
that HCFA mandate the States to 
develop plans that provide requirements 
for the “safe and orderly” transfer of all 
residents when the State closes a 
facility.

Included in the rewrite are provisions 
that outline specific residents’ rights in 
the transfer process such as, 
determining the location of the transfer, 
availability of counseling and support, 
and the transferring of residents’ 
possessions and trust funds. The 
commenters also address requirements 
for the new admitting facility, as well as 
requirements for the coordination 
among appropriate agencies, 
organizations and ombudsmen involved 
in the transfer process.

To ensure proper development and 
execution of the plan, the commenters 
recommend that we require the State to 
submit its transfer plan to HCFA for
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approval. HCFA, in turn, should assess 
performance undeT the transfer plan 
annually, during the review of the 
State’s enforcement performance. The 
commenters end their rewrite of 
proposed § 438.240 with an enforcement 
recommendation that if the State’s 
transfer plan is found inadequate, HCFA 
should take actions as described in 
proposed § 488.243 (b) and (c). They 
also recommend that immediate 
implementation of the plan be waived 
during a crisis or disaster which makes 
it impossible to fully implement a 
State’s transfer plan.

In addition to the detailed rewrite of 
the section, the commenters recommend 
that the term “all residents” be defined, 
because the amount of assistance 
residents receive in the transfer process 
is directly related to their Medicaid, 
Medicare, or private payment status  ̂For 
example, Medicaid residents receive 
services such as notice of closing, - 
information about care options, 
counseling, transportation, and other 
types of relocation assistance. Medicare 
residents are often not offered any of 
these services, and private pay residents 
usually receive no help whatsoever. One 
commenter suggested that it is 
inappropriate to “require” the transfer 
of residents if the facility has not been 
delicensed by the State and the 
residents choose to remain at the 
facility.

Further, one of the commenters states 
that the preamble and the text of the 
proposed regulation differ as to which 
agency has die responsibility for 
transferring residents, with the 
preamble stating that the State agency 
must arrange for transfer, proposed 
§ 488.240 staring that the State has the 
responsibility, and § 441.11(a)(2) stating 
that the Medicaid agency does.

Response: We believe the commenters 
inadvertently transposed proposed 
section numbers §488.234 (b) and (c) as 
there are no proposed sections § 488.243
(b) and (c). We appreciate these very 
thorough and specific comments and 
the amount of effort that went into 
them. Although there are valid 
considerations in the suggested rewrite 
of this section, some of them may be 
impossible for the States to implement.. 
We, therefore, choose not to impose 
such stringent requirements on the 
States. Existing regulations at 
§ 483.12(a) provide numerous 
procedural safeguards regarding the 
transfer and discharge of residents. In 
addition, the States are already required 
by sections 1819(h)(4) and 1919(h)(5) of 
the Act to provide for the orderly 
transfer of residents when a facility is 
terminated or dosed, and at sections 
1819(c)(2) and 1919(c)(2) of the Act, to

provide notice of transfer at least 30 
days in advance in most cases. We agree 
that proposed § 488.240, now 
incorporated into § 488.426, which uses 
the words “all residents," may be overly 
broad and we are revising that section 
to specify that only Medicare and 
Medicaid residents are affected by this 
section. We accept the suggestion that 
the term “orderly transfer” be amended 
to “safe and orderly transfer” to 
maintain consistency with the language 
of sections 1819(h)(4) and 1919(h)(5) of 
the Act. Since sections 1819(h)(4) and 
1919(h)(5) address immediate jeopardy 
terminations, we cannot accept the 
comment that it is appropriate to allow 
any Medicare or Medicaid residents to 
remain in a facility that is being 
terminated for such serious situations. 
To do so, would put these residents in 
jeopardy and would be clearly contrary 
to sections 1819(h)(4) and 1919(h)(5) of 
the Act.

The following addresses what one of 
the commenters perceives as conflicting 
information regarding responsibility for 
the orderly transfer of residents. The 
preamble did indeed state that the 
survey agency is responsible for 
arranging for transfers, while proposed 
§ 488.240 (now incorporated into 
§ 488.426) is taken directly from 
sections 1819(h) and 1919(h) of the Act 
and places the responsibility generally 
on the State. We wish to give the States 
the greatest latitude in determining 
which State agencies they will use. 
Therefore, it is our intent to rely on the 
broader interpretation in proposed 
§ 488.240 and place the responsibility 
on the State as required by the Act. 
Although the commenter has correctly 
pointed out that § 441.11(a)(2) places 
the responsibility on the Medicaid 
agency, we believe that each State 
should be given the flexibility to select 
the appropriate agency under its 
particular governmental structure. 
Therefore, we are revising § 441.11 (a)(2) 
accordingly.

Comment: This commenter stated 
that, in the past, the responsibility for 
arranging for the orderly transfer of 
residents to another facility whenever a 
provider agreement is terminated has 
been placed on the facility operator 
subject to the State’s oversight. This 
commenter stated that the proposed 
regulations would impose substantial 
costs and uncertain legal liabilities upon 
the State.

Response: According to existing 
regulations at § 483.12(a), the State, not 
the facility, has had the responsibility in 
the past for numerous procedural 
safeguards regarding the transfer and 
discharge of residents and has funded 
such costs. Sometimes the facilities

cooperate in the transfer of residents 
and sometimes they do not. Sometimes 
they have no resources with which to 
help. Therefore, the ultimate 
responsibility for all aspects relative to 
transfer of residents in the case of a 
facility closure lies with the State to 
ensure that the well-being of residents is 
protected.

Comment: Another commenter agreed 
with the regulatory text but wanted us 
to require, in the case of provider 
agreement termination, that the State 
permit a resident to remain in a 
terminated facility provided the resident 
arranges to pay for his or her care and 
the facility does not close.

Response: It is not necessary to 
require States to allow residents to 
remain in terminated facilities because 
they already have that right. If a resident 
prefers to remain in a terminated facility 
that is still operating, and is able to pay 
for his or her own care, that resident has 
every right to do so. The government 
has fulfilled its obligation by providing 
notice to residents that the facility’s 
provider agreement has been 
terminated. This applies whether or not 
immediate jeopardy exists. The State is 
the only entity that has the authority to 
close or delicense a facility.

Comment One commenter suggested 
that if residents are transferred because 
a facility is terminated, we should 
require that the State provide for such 
transfer, at its own expense, and that it 
be held liable for its action during such 
action.

Response: We already require the 
State to transfer Medicare and Medicaid 
residents to another facility or facilities 
in immediate jeopardy terminations. In 
fact, for Medicaid residents, the State is 
paid up to 30 days of FFP for the safe 
and orderly transfer to another facility 
or facilities after termination. We have 
not accepted the comment that the State 
be held liable for its action during such 
transfer. A State’s liability should come 
under the purview of State law. We 
have no statutory basis to hold States 
liable for such actions. Therefore, we 
have not included this provision in the 
regulation.

Comment: One commenter, 
representing a State Department of 
Aging, stated that the language in the 
proposed rule regarding transfer of 
residents is inadequate and provided a 
list of minimum requirements for States. 
The twelve requirements listed have all 
been covered by the preceding 
commenters except for the following 
two instances. The commenter 
recommends that a facility that is being 
terminated be monitored daily and also 
recommends that ongoing counseling
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for residents include follow-up post
transfer counseling.

Response: Although the suggestion 
that facilities in the process of being 
terminated be monitored daily is well- 
intentioned, the specifics of transfer 
plans are under the purview of the 
States. We are not mandating that the 
States take specific action other than 
that already required and it is unlikely 
they could implement this suggestion 
given the uncertainty of how long the 
process will take and how much 
binding they will have available. 
Regarding the suggestion that follow-up 
post-transfer counseling be provided to 
residents, again it is the State that 
determines which services are provided 
for transfer of residents.
Informal Dispute Resolution (§ 488.331)

In the preamble to the proposed rule, 
we specifically asked for public 
comment about the desirability and 
feasibility of'establishing a formal 
conflict resolution process whereby 
providers dissatisfied with survey 
findings could request a review of the 
deficiencies after the survey and prior to 
the formal administrative and judicial 
review processes. We also 
acknowledged the existence of the 
numerous informal opportunities 
providers currently have throughout the 
survey process to challenge survey 
findings: during the survey, at the exit 
conference, while awaiting receipt of 
the official deficiency statement, 
through dialogue with State and 
regional officials, and upon receiving 
the official deficiency statement.

The term “conflict” resolution has 
been changed to “dispute” resolution in 
this final rule to be consistent with 
terminology used in the Administrative 
Dispute Resolution Act (ADRA) of 1990 
and Executive Ordei>12778, which 
encourage such a process.

Many commenters believe that a 
dispute resolution process is necessary. 
A few do not.

Comment: The majority of 
commenters in favor of a dispute 
resolution process contend that there is 
currently no means for providers to 
resolve conflicts with survey findings 
short of costly litigation. Most say that 
they are either not afforded the informal 
opportunities to resolve conflicts to 
which we referred in the preamble to 
the proposed rule, or that the outcome 
of those opportunities is predetermined 
and, therefore, of little value. Also, 
many cite the ADRA of 1990 and 
Executive Order 12778 which (they 
claim) direct Federal agencies to 
develop dispute resolution mechanisms 
in an effort to reduce costly and lengthy 
litigation. A few commenters believe

such a process could also serve as a 
means to measure surveyor quality 
assurance. ^

The majority of comments supporting 
a process suggested that HCFA mandate 
an informal dispute resolution process, 
while less than one-third preferred that 
HCFA mandate a formal one. Several 
commenters suggested that HCFA adopt 
the current dispute resolution process of 
a specific State, for example, Ohio or 
Louisiana. These commenters contend 
that existing programs in specific States 
have been successful in resolving 
conflicts about survey findings. Others 
suggested that HCFA require that each 
State establish a State-specific prdcess, 
in order to give States the flexibility to 
work within their existing 
administrative framework. Commenters 
proposed that since most States already 
have some type of dispute resolution 
process, we need only to require that it 
be formalized; in other words, in written 
form and publicly recognized. 
Commenters also suggested that HCFA 
establish one process to be used by all 
States. These comments were 
presumably based on the belief that a 
single process mandated by HCFA is the 
most effective means to ensure that 
consistent opportunities are offered in a 
consistent manner to all nursing home 
providers dissatisfied with survey 
findings. The proposals we received for 
a single process varied in extent and 
sophistication and included suggestions 
that the dispute resolution process:

• Offer resolution opportunities at 
specific times during die survey (for 
example, conduct daily exit conferences 
or communicate at the time a deficiency 
is identified), and cease offering 
opportunities beyond specific events 
(for example, after the exit conference or 
after the issuance of the deficiency 
statement);

• Provide multi-tiered opportunities 
that could include monitoring of 
corrections and mandatory revisits;

• Be limited to deficiencies at specific 
scope and severity levels;

• Offer opportunities proportionate to 
the noncompliance;

• Allow incorrecdy cited deficiencies 
and scope and severity scale levels to be 
removed from the deficiency statement;

• Require that another survey be 
conducted bv different surveyors;

• Establish local or national advisory 
councils, arbitration panels, or quality 
assurance committees, etc., comprised 
of specific types of individuals not 
previously directly involved in the 
dispute; and

• Involve consumers and 
ombudsmen.

Conversely, other commenters did not 
believe that a dispute resolution process

is necessary. They said that providers 
already have numerous opportunities to 
refute survey findings throughout the 
survey process. Some alleged that an 
additional process would only serve to 
delay the enforcement process which 
would be contrary to the OBRA ’87 
mandate to minimize the time between 
the identification of violatioris and final 
imposition of enforcement remedies. 
Some also believed that if such a 
process were in place, deficiencies may 
not be cited or, at a minimum, they 
would be cited at lower scope and 
severity scale levels to reduce the 
universe for challenges.

One consumer organization argued 
that the regulatory system is not a two- 
party system in which the facilities and 
the State negotiate. Rather, it is a 
contractual arrangement in which the 
State holds the public’s trust and acts as 
the public’s agent to ensure that the 
contractées satisfy the arrangement. 
They believed that if any party should 
have “appeal” rights, it is the residents 
who should be able to contest survey 
findings that do not require facilities to 
comply with the law. They submitted, 
therefore, that instead of establishing a 
dispute resolution process for providers, 
HCFA should build mechanisms into 
the survey procedures to notify 
residents, families, ombudsmen and 
others when surveyors, during the 
course of the survey, have not yet been 
able to substantiate suspected problems. 
These procedures would provide an 
opportunity for residents and families to 
provide additional information to 
surveyors.

One commenter, opposed to a dispute 
resolution process, remarked that there 
is currently so much interaction 
between surveyors and providers during 
the survey process that providers are 
actually interfering with the 
performance of the survey. This 
commenter suggested that a sanction be 
imposed against providers when this 
occurs.

Overall, most commenters, including 
States, offered strong support for a 
dispute resolution process. These 
commenters were interested in resolving 
conflicts as early in the survey process 
as possible and prior to litigation. They 
prefer to minimize the number of issues 
that could advance to formal litigation 
by resolving early those conflicts caused 
by misunderstandings, 
miscommunication, oversights, etc. 
However, the consumer advocacy 
groups were adamant in their 
opposition, arguing that any additional 
process will delay the enforcement 
process against noncompliant facilities 
and shift focus away from resident care. 
These commenters believe that the
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perceived need by providers for a 
dispute resolution process must be 
secondary to the responsibility HCFA, 
the States, and facilities have to provide 
for the health and well-being of nursing 
home residents.

Response: We recognize the validity 
of both major points of view and have 
concluded that both perspectives must 
be addressed.

In the Fall of 1992, we asked the 
States to provide us with a description 
of existing dispute resolution processes 
offered to providers who disagree with 
survey findings. A1I States responded. 
Washington, DC, Puerto Rico, and Guam 
were not asked to provide their 
comments due to the small number of 
facilities surveyed. We discovered that 
all States currently have a dispute 
resolution process. Nevada’s system of 
due process is required by State law.
The other States’ processes, although 
not legally mandated, are reflective of 
State policy and not legislation. The 
policies vary among States, and there 
are numerous differences in the details 
of the processes of individual States.

OveraH, the opportunities offered to 
providers by States to challenge survey 
findings can be divided into two basic 
stages: during and after the survey. All 
States offer the providers a chance for 
rebuttal during at least one of these 
stages; half of the States include both in 
the process. During the survey, the 
opportunities afforded providers 
include the chance for the provider’s 
staff to interact with the survey team 
throughout the process and the specific 
opportunity to discuss survey findings 
at Hie exit conference. After the survey, 
many States allow the providers to 
elevate unresolved issues to survey 
agency management and/or the HCFA 
regional office for resolution. Moreover, 
providers in all States may record their 
disagreement with survey findings on 
the Statement of Deficiencies HCFA- 
2567.

Our State Operations Manual 
currently requires that States allow 
facilities to interact with the survey 
team during the survey, to discuss 
findings at an exit conference, to raise 
unresolved issues to the survey agency 
and/or to the HCFA regional office and 
to record their disagreements with 
survey findings on the HCFA-2567.

As we reviewed all of the comments 
supporting a dispute resolution process, 
it became apparent that, while the 
words “informal” and “formal" were 
used to distinguish the type of process 
a specific comm enter preferred, many 
commenters, regardless of which word 
was used, preferred the same process. 
The majority of those in favor of a 
dispute resolution process have asked

that it be required by HCFA. Since many 
believe that a process can be required 
only through rulemaking, most 
commenters, therefore, prefer a 
regulatory process.

We note that the Administrative 
Dispute Resolution Act of 1990 and the 
Executive Order 12778 of October 23, 
1991, Civil Justice Reform (56 FR 
55195), encourage, but do not direct 
dispute resolution, as some commenters 
have claimed.

We are not accepting those comments 
proposing that we adopt a specific 
State’s process on a national level, nor 
those suggesting that each State be 
permitted to design its own process in 
its entirety. While we have concluded 
that all States offer some opportunity to 
resolve disputes, we have no evidence 
that suggests that any particular State’s 
process is more successful or effective 
than that of another State.

However, we are accepting, with 
modification, the suggestion that HCFA 
adopt one process to be used by all 
States. Just as participation 
requirements and the survey and 
certification process for nursing homes 
are consistent from State to State, so 
should the opportunity for providers to 
challenge survey findings. In §488.331, 
we are requiring several core elements 
that all informal dispute resolution 
processes must include as a minimum:

• The entity conducting the survey 
must offer nursing home providers the 
opportunity, if they request it, to refute 
survey findings beginning with their 
receipt of the official HCFA-2567 with 
which they disagree;

• Providers must be able to advafice 
their disagreements to survey agency or 
HCFA regional office officials, or both;

• In no case, will dispute resolution 
delay the effective date of an 
enforcement action;

• The dispute resolution process 
(whether or not it exceeds the minimum 
requirements specified in this final rule) 
must be available to providers, upon 
their request, in written form. HCFA 
regional offices provide dispute 
resolution to providers upon request, 
relative to Federal surveys.

We believe that specific procedural 
requirements that determine the manner 
in which dispute resolution proceeds, 
for example, such things as how the 
request is made, the method by which 
the process is conducted, and who may 
participate in the process, should be left 
to the individual States. Upon the 
facility’s request, the State will provide 
a written summary of that State’s 
procedures relative to the informal 
dispute resolution process. Any attempt 
on our part to codify procedural aspects 
of dispute resolution that would be

applicable to all States would limit 
States’ as well as providers’ flexibility in 
utilizing and refining the process, as 
necessary, to satisfy their needs.

To allay commenters’ fears that 
dispute resolution would stall the 
survey process and delay enforcement 
action, we are providing in § 488.331 
the opportunity for providers to dispute 
survey findings upon receipt of the 
official HCFA-2567 with which they 
disagree, while prohibiting challenges 
by providers from postponing or 
otherwise delaying the enforcement 
process. In no case will dispute 
resolution delay the effective date of an 
enforcement action. Thus, while it is 
our hope that dispute resolution 
procedures could be completed in all 
cases before the effective date of the 
enforcement action, we wish to make it 
clear that where the completion of these 
procedures does not occur by that time, 
this will not be grounds to either delay 
the enforcement action or give providers 
a right to challenge the inadequacy of 
these procedures. We believe'that to 
haye a process that would allow for 
enforcement to be deferred pending the 
scheduling and completion of this 
informal appeals process is far 
outweighed by the needs of residents to 
face a minimum of time during which 
they receive care that does not meet the 
requisite health and safety standards.
We also believe that not delaying the 
effective date of the enforcement action 
until the conclusion of the dispute 
resolution process will encourage 
facilities to make the kind of swift 
corrections the Congress obviously 
intended when it enacted musing home 
reform. If a provider is subsequently 
successful, during the dispute 
resolution process, at demonstrating 
that deficiencies should not have been 
cited, the deficiencies are removed from 
the HCFA-2567 and any enforcement 
actions that had been imposed as a 
result of those cited deficiencies are 
lifted.

This dispute resolution system does 
not introduce additional requirements 
into the survey process; rather, it 
reinforces instructions that already exist 
but which have been applied 
inconsistently up to this point Because 
we are formalizing this element of the 
appeals process, we are amending the 
appeals procedures at 42 CFR parts 431 
and 498 to eliminate the reconsideration 
process for SNFs and NFs, respectively. 
Informal dispute resolution will 
duplicate, in every pertinent way, this 
element of the process since it will 
provide the opportunity for providers to 
contest survey findings informally just 

’ as reconsiderations currently are 
designed to do. Accordingly, we have
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concluded that retaining the 
reconsideration process for SNFs and 
NEs would create redundant procedures 
and are amending it so that it applies 
only to other provider and supplier 
types.

Regarding the comment to use dispute 
resolution as a means to measure 
surveyor consistency, accuracy, and 
decision-making, section 1819(g)(2)(D) 
of the Act requires the Secretary and the 
States, and section 1919(g)(2)(D) of the 
Act requires that States, implement 
programs to measure and reduce 
inconsistency in the application of 
survey results among surveyors. HCFA 
and the States will develop their own 
mechanisms to satisfy this requirement 
and may choose to use the dispute 
resolution process as a means to 
evaluate surveyor performance in this 
area.

We do not agree with some 
commenters’ characterization of dispute 
resolution as negotiation between 
providers and the survey agency, nor do 
we agree that a process should be 
established to notify residents and their 
families when surveyors require 
additional information in identifying 
deficiencies. First, dispute resolution as 
required in this final rule does not 
contemplate bargaining between 
providers and the survey agency; rather, 
it is a preliminary opportunity for 
providers to refute survey findings that 
they believe are inaccurate and to 
present evidence to support their belief. 
The purpose of this informal process is 
to clarify, if not eliminate, the issues 
that might otherwise lead to needless 
litigation and to sharpen the issues for 
an administrative law judge or State 
hearing official so that litigation, should 
it occur, may be less burdensome and 
costly. This may work in two ways. It 
may convince the State or HCFA 
officials that erroneous deficiencies 
have been cited, or it may convince 
providers that, because the State and 
HCFA have ample support for their 
conclusions, it would be unwise for 
providers to pursue litigation.

Second, States enter into an 
agreement with the Secretary (HCFA), in 
accordance with section 1864 of the Act, 
to act as HCFA’s agent for the purpose, 
(among others), of determining if a 
facility meets participation 
requirements. After following the survey 
protocol, which includes interviews 
with residents, and family members or 
legal representatives, surveyors may 
find that they do not have sufficient 
information to cite a deficiency. 
However, we note that whenever 
nursing home residents or their families 
believe that a deficient or otherwise 
inappropriate practice exists in the

facility, regardless of whether a survey 
is in process, they should contact the 
State ombudsman, request a complaint 
investigation, or both.

Some commenters believe that a 
dispute resolution mechanism may 
impact on how surveyors recognize 
deficiencies as well as how they assign 
scope and severity scale levels to cited 
deficiencies. First, it is important that 
commenters be absolutely clear that 
neither the enforcement scheme 
presented in the proposed rule nor the 
modified model in this final rule was 
developed for the purpose of identifying 
deficiencies. Rather, the assessment 
factors discussed under “Factors to be 
Considered in Selecting Remedies“ of 
this preamble and codified at § 488.404 
of this final rule will be used (as the 
former scope and severity scale was to 
be used) to evaluate the seriousness of 
deficiencies already identified in order 
to determine what, if any, enforcement 
action is appropriate. Second, in 
response to public comment, this final 
rule has incorporated the concept of 
substantial compliance. This concept, 
which is discussed in detail under 
“Certification of Compliance" of this 
preamble, provides that not all 
deficiencies will result in enforcement 
action and should, therefore, eliminate 
resistance or hesitation of surveyors to 
cite deficiencies that they have 
identified for fear of provider disputes 
of lower-level assessment 
determinations. As we have stated 
elsewhere in this preamble, the survey 
process provides several opportunities 
for deficient practices or otherwise 
inadequate performance on the part of 
the State to be identified and 
sanctioned. Therefore, if the situation 
described by the commenters should 
occur, there are adequate statutory and 
regulatory mechanisms to respond to it.

We do not accept the comment that 
we should sanction a provider for 
interfering in the performance of a 
survey. We believe that this situation is 
adequately addressed in section 2713 of 
the State Operations Manual, which 
provides that surveyors may allow, or 
refuse to allow, facility personnel to 
accompany them during a survey. Kach 
case is at the surveyors’ discretion and 
is to be worked out with facility 
management. If it cannot be worked out, 
surveyors should contact their 
supervisors.
Determination of a Deficiency

Many commenters responded to our 
request in the proposed rule for 
recommendations for a regulatory 
design that could accommodate the use 
of scope and severity scales for 
determining deficiencies.

Comment: A large number of 
commenters recommended that we 
adopt a system for determining 

- deficiencies similar to that used by the 
State of Ohio. The Ohio system employs 
the use of a worksheet that must be 
completed for each violation of a 
requirement. The worksheet evaluates 
violations against criteria such as 
preventability and resident choice, and 
then classifies violations based on 
ratings of scope and severity into two 
types. The first type if  called a 
deficiency and the second, lesser 
violation, is called a finding. Both a 
deficiency and a finding are recorded on 
the statement of deficiencies and are 
disclosable to the public, but only a 
deficiency would require a remedy. To 
the extent that the State of Ohio does 
not use scope and severity scales to 
determine whether a violation should 
appear on the statement of deficiencies 
but rather to determine appropriate 
enforcement action, the Ohio 
enforcement system is similar to the one 
that we proposed.

Another model proposed requires a 
mathematical weight for each tag 
number identified in the interpretive 
guidelines. Individual data elements 
would be ranked in descending order 
according to their importance in a 
regulation. The model then calls for a 
statistical computation incorporating 
scope to determine whether a deficiency 
exists.

A third model submitted involves two 
factors in determining whether an 
observation is a deficiency. The first 
factor is preventability. Under this 
proposal, if either the negative outcome 
could not have reasonably been foreseen 
or if the facility could foresee the 
negative outcome and did everything 
reasonably possible to prevent its 
occurrence but it occurred nonetheless, 
a deficiency would not be cited, 
regardless of scope and severity. The 
second factor is substantiality. If a 
facility were determined to be in 
substantial compliance with a 
requirement, a deficiency would not 
exist. Scope and severity would be used 
to determine if the requirement were 
met.

Other models that incorporate the 
concept of substantial compliance into 
the determination of deficiencies but 
that do not involve the use of scope and 
severity scales were also recommended. 
One commenter suggested that we 
create an audit form outlining the 
minimum requirements for long term 
care facilities, and then rate each item 
either a “pass” or a “fail“ depending 
upon whether the requirement was 
substantially met. Another suggestion 
was that we calculate a percentage of
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error rate for each requirement and 
evaluate the rating against a tolerable 
threshold of compliance. Certain 
commenters believed that for resident 
outcomes to have significance in the 
survey process, negative findings which 
have no adverse impact upon the care 
being received by residents should not 
constitute citable deficiencies. One 
commenter recommended that we adopt 
the Joint Commission on the 
Accreditation of Healthcare 
Organizations’ accreditation system 
which places any minor deficiencies 
that do not meet substandard care 
criteria on a recommendation report and 
reserves the official citations for 
substandard care. Other commenters 
believed that guidelines should express 
a standard of “practicably met 
compliance with requirements” which 
they asserted would be comparable to 
the “highest practicable” language 
applied to facility responsibility for 
resident care.

Although the majority of commenters 
(mostly from the provider community) 
favored the use of scope and severity 
scales to determine deficiencies, a 
significant number of commenters did 
oppose it. Many of these were 
concerned that the use of scope and 
severity scales to determine deficiencies 
would violate the intent of the Act that 
all requirements be met and enforced. 
One commenter noted that the intent of 
the Act is to ensure that each 
individual’s needs are met “at the 
highest practicable level,” not just at 
minimum standards. Others asserted 
that for enforcement to be resident 
centered, residents’ individual problems 
must matter, and that using scope and 
severity scales to determine deficiencies 
would force residents to put up with a 
certain amount of misery before the 
facility would be required to address 
their problems.

Response: We are not adopting the 
use of scope and severity scales to 
identify deficiencies because, as 
described below, the Act imposes 
limitations that make it impractical. 
However, we are adopting substantial 
compliance as the standard of 
performance to which providers will be 
held. This is consistent with the intent 
of the Act, and will accomplish much of 
what the advocates of scope and 
severity scales claimed that the scales 
would accomplish. Although the thrust 
of nursing home reform was to codify a 
system of nursing home regulation that 
is outcome oriented, the Congress 
enacted a number of requirements that 
simply do not lend themselves to an 
outcome analysis. Moreover, the Act 
does not always lend itself to an 
analysis of whether the resident

population as a whole was treated 
properly which, in our view, would be 
essential to a workable scope index.

For example, section 
1919(b)(3)(C)(i)(I) of the Act requires 
facilities to conduct a resident 
assessment no later than 14 days after 
admission. Whether a facility complies 
with this obligation, which the Act 
makes applicable to each resident, rests 
only on whether the assessment was in 
fact done by the date prescribed in the 
Act. Should a facility conduct an 
assessment on the 15th day after a 
resident’s admission, that facility will 
have failed to comply with the 
requirement, notwithstanding the fact 
that it may have conducted timely 
assessments on all other residents, and 
notwithstanding the fact that there may 
have been no negative outcome for the 
resident who received the untimely 
assessment. In the same fashion, section 
1919(b)(7) of the Act requires that 
facilities having more than 120 beds 
employ a full-time social worker.
Should a facility having 121 beds not 
have such an employee, that failure is 
a clear violation of the statutory 
standard regardless of whether there are 
any documented negative outcomes that 
resulted from this failure. There are 
numerous other examples of this type of 
requirement in the Act.

Other requirements in the Act, as 
some commenters pointed out, focus on 
a facility’s duty with respect to each 
resident and not its duty to perform in 
a certain fashion for the bulk of all 
individuals in residence. Other than the 
resident assessment requirement 
discussed above, section 1919(c)(1)(A) 
of the Act requires facilities to protect 
and promote the rights of each resident. 
Should a facility, therefore, not perform 
in such a manner (as further described 
in the Act and implementing 
regulations) even for one resident, it 
cannot be said that the facility was not 
deficient in this area notwithstanding 
the fact that the failure was an isolated 
one. In the same way, section 1919(b)(6) 
of the Act requires that the health care 
of every resident be under the 
supervision of a physician (or, at the 
State’|> option, other specified health 
care professionals). Here, too, a facility 
may not be determined to meet this 
requirement if it has successfully 
provided for such supervision for most 
of its residents as long as even one of 
its residents has not had the benefit of 
such supervision.

This is not to say that any violation 
of these or other similar requirements 
ought to result in the imposition of 
sanctions of consequence. As we 
suggested in the proposed rule, and as 
we require in this final rule, the degree

of seriousness of a deficiency looms 
large in determining the appropriateness 
of a remedy. In some of the hypothetical 
situations cited above, there may be 
nothing more than a plan of correction 
that is called for. The point is, however, 
that the kind of analysis that allows for 
the consideration of a deficiency’s 
seriousness in determining an 
appropriate remedy will not always 
work when seriousness is considered to 
determine whether a deficiency exists. 
None of the commenters who sought the 
use of scales in this context 
acknowledged these issues squarely or 
made suggestions that would allow us to 
address this matter in a way that 
comports with the structure of the Act.

The substantial compliance standard 
that we are adopting tolerates a 
reasonable degree of imperfection. Even 
though deficiencies will be cited for 
violations that constitute no actual harm 
and a potential for no more than 
minimal harm, these deficiencies, due 
to their negligible^seriousness, will not 
deny a provider a certification of 
compliance nor subject a provider to a 
remedy. The substantial compliance 
stándard should also insulate providers 
from the uneven enforcement that may 
result from inconsistent surveyor 
behavior, because the marginal 
deficiencies that surveyors are likely to 
be the most uncertain about citing áre 
liable to be the deficiencies that fall into 
the substantial compliance range, and, 
consequently, neither a facility in which 
a situation constituting no actual harm 
and a potential for no more than 
minimal harm was cited as a deficiency 
nor a facility in which the same 
situation was not cited as a deficiency 
will be penalized.

Comment: One commenter was 
concerned that a formal scope and 
severity scheme to determine 
deficiencies would add issues to 
hearings.

Response: Providers have the 
opportunity to appeal certifications of 
noncompliance leading to an 
enforcement remedy, and if we adopted 
scope and severity scales for 
determining deficiencies, the 
commenter is correct that scope and 
severity assignments would be an 
integral part of the determination of 
noncompliance, and would therefore be 
subject to challenge if the deficiency led 
to the imposition of an enforcement 
remedy.

Comment: Many commenters 
requested that we incorporate the 
survey guidelines into the body of 
survey and enforcement regulations. 
Certain commenters believed that a 
failure to do so would violate the 
Federal Administrative Procedure Act, 5
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U.S.G 553, which requires that general 
notice of proposed rulemaking be 
published in the Federal Register when 
the rulemaking is substantive.

Response: We do not believe that the 
current survey materials are subject to 
the notice and comment procedures of 
the Administrative Procedure Act. As a 
result of OBRA -87, the Medicare and 
Medicaid law and regulations now 
contain comprehensive, detailed criteria 
for assessing the quality of care 
provided to Medicare and Medicaid 
residents, as well as the standards and 
methodology for determining 
deficiencies. The survey forms, 
procedures and guidelines merely 
enable surveyors to certify whether 
facilities are, in fact, complying with 
these binding statutory and regulatory 
requirements. These materials do not, in 
any way, add to or change these 
requirements and thus cannot be 
characterized as “substantive” rules; 
rather, they are a mixture of 
“interpretive rules,” “general statements 
of policy,” and “rules of agency 
procedure” within the meaning of 5 
U.S.G. 553{b)(A} which excludes such 
rules from the notice and comment 
requirements.

Com m ent In the course of reviewing 
comments, it became apparent that 
many commenters associated the use of 
scope and seventy scales to determine 
deficiencies with results that do not 
depend on using scope and seventy 
scales in  this way. Many commenters 
were concerned that surveyors would 
not investigate extenuating 
circumstances surrounding violations of 
requirements unless they were required 
to use scope and severity scales for 
determining deficiencies.

Response: This is not the case. The 
surveyor guidelines provide surveyors 
with a consistent structure to evaluate 
situations and analyze information prior 
to making compliance decisions. One 
such evaluation that surveyors are 
directed to make under certain 
requirements is the assessment of a 
facility’s responsibility for a certain 
situation./For example, survey 
guidelines list situations where pressure 
sores may fee- unavoidable and aid 
surveyors in determining whether a 
resident's pressure sore was preventable 
or not. This type of guidance is 
provided for many of the resident- 
centered requirements. In addition, 
survey car training courses stress ways to 
arrive at consistent and accurate 
conclusions as to facility responsibility.

Comment: A number of commenters 
requested that we require surveyors to 
consider, when identifying deficiencies, 
whether or not the facility identified a

violation before the survey and 
attempted to correct it.

Response: We believe that it would be 
inappropriate to ignore a failure to 
prevent a negative outcome, but the 
regulation does allow the competence 
that the facility demonstrated by 
identifying and addressing the 
deficiency on its own initiative to fee 
considered when enforcement action is 
selected.

Comment: Certain commenters asked 
that we direct surveyors to determine 
whether a negative outcome is the result 
of a resident’s refusal of treatment, 
which is a resident’s tight.

Response: Whenever there appears to 
be a conflict between a resident’s right 
and the resident’s health or safety, we 
do direct the surveyor in the guidance 
to surveyors to determine i f  the facility 
attempted to accommodate both the 
exercise of the resident’s right and the 
resident’s health, including exploration 
of care alternatives through a thorough 
planning process in which the resident 
may participate.

Comment: An additional factor that 
commenters believed surveyors should 
take into consideration when 
determining deficiencies is whether the 
noncompliance occurred because the 
facility was following a physician’s 
orders.

Response: We cannot allow this to be 
considered in the deficiency 
determination. The facility is 
accountable for providing to the 
resident the medical services to which 
he oi she is entitled as a Medicare or 
Medicaid beneficiary, and it is the 
facility’s responsibility to ensure that 
the services provided by physicians will 
satisfy the facility’s obligations under 
the Act and regulations. The statute 
specifically contemplates a relationship 
between a facility and either the 
Secretary ©r the State in which the 
facility, in exchange for certification and 
payments for the care of program 
beneficiaries, commits to provide care 
in a manner consistent with statutory 
requirements. A facility cannot excuse 
itself from this obligation by deferring 
responsibility to an individual (the 
physician) with whom neither the State 
nor the Secretary has any statutory 
relationship for the purpose of 
maintaining compliance with facility 
health and safety standards.

Comment: Many commenters were 
also very concerned that we correlate 
the stringency of the enforcement action 
with the seriousness of the deficiency.

Response: It is not necessary to use 
scope and severity scales when 
determining deficiencies to ensure this 
result. We establish criteria for 
determining remedies in §488.408.

Selection of remedies, and we link 
infractions with specific categories of 
remedial action. Under this scheme, a 
facility with a single deficiency that 
caused no harm is not treated the same 
as a facility with on-going, widespread 
problems that threaten resident lives.

Comment: Certain commenters 
requested that we give facilities with a 
good history of patient care the 
opportunity to correct occasional 
isolated problems before the end Of the 
survey so as to avoid deficiency 
citations for these problems.

Response: Any  violation qf Federal 
participation requirements must be 
noted and we cannot direct surveyors to 
ignore violations on account of a 
facility’s past compliance record. If 
violations of participation requirements 
are corrected during the survey, 
surveyors will note the correction along 
with die citation on the statement of 
deficiencies, and this information will 
be considered when enforcement action 
is selected.

Com ment: Certain commenters 
believed that all deficiency citations 
made by surveyors should include what 
the negative outcome is.

Response: A violation of any 
participation requirement must be 
considered a deficiency, even if the 
violation caused no negative outcome to 
occur. As discussed earlier, there are a 
number of requirements in the Act for 
which questions of outcomes are 
irrelevant. The deficiency citation will 
in all cases clearly identify how or why 
the requirement is or was not met and 
the extent of the deficient practice, but 
will only detail the impact or potential 
impact of the facility’s non-compliance 
on the resident when it is appropriate.

Comment: A great number of 
commenters complained that facilities 
do not know what is required of them 
until they are cited for deficiencies at 
the time of survey. They requested that 
we inform providers of the Medicare or 
Medicaid participation requirements, or 
both, to which they will be held 
accountable. Certain commenters 
specifically requested that we provide 
copies of those standards to facilities at 
no cost.

Response: There is no reason why any 
Medicare or Medicaid provider should 
be unaware of program participation 
requirements. The requirements are 
public knowledge, and it is incumbent 
upon facilities that enter into Medicare 
and Medicaid agreements to familiarize 
themselves with the requirements with 
which they have voluntarily agreed to 
comply. Moreover, copies of the State 
Operations Manual Transmittal No. 250, 
which contains the interpretive 
guidelines, procedures, and forms used
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by surveyors to assess facility 
compliance, are available to the public 
for purchase from the National 
Technical Information Service. The 
address is: National Technical 
Information Service, 5285 Port Royal 
Road, Springfield, Virginia 22161, (703) 
487-4600. The document publication 
order number is PB-92-950003.

Comment: One commenter 
recommended that violations of 
requirements be cited as they are 
discovered so that the facility can act 
upon them immediately. The 
commenter believed that correction 
should not be delayed until after the 
exit conference.

Response: Because we direct 
surveyors to maintain an ongoing 
dialogue with facility staff, there should 
be few instances where the facility is 
not aware of surveyors’ most serious 
concerns prior to the exit conference.
We do expect surveyors to immediately 
communicate to the facility staff any 
findings that jeopardize the health or 
safety of residents, but it would be 
impractical for surveyors to advise the 
facility of each and every violation as it 
is identified. It could also be misleading 
because the deficiencies cited on the 
HCFA-2567 are not official until they 
are reviewed by supervisory personnel 
and the State or HCFA. This review 
could invalidate or alter some of the 
deficiencies cited by surveyors while 
onsite at the facility.

Comment: Certain commenters asked 
that we recognize that a facility’s failure 
to comply with participation 
requirements does not always occur at 
the time of the survey visit. These 
commenters requested that we empower 
surveyors to write citations for 
deficiencies that occurred before the 
survey, even if they were corrected prior 
to it.

Response: If surveyors determine that 
a facility did not meet one or more 
participation requirements during a 
period preceding the survey, they may 
cite the deficiency, which may be 
sanctionable despite its correction prior 
to the survey. The Congress intended for 
past deficiencies to be identified and 
addressed. Sections 1819(h)(2)(A) and 
1919(h)(1) of the Act provide that if the 
Secretary or the State finds that a 
facility meets participation 
requirements, but as of a previous 
period did not meet such requirements, 
then the Secretary or the State may 
provide for a civil money penalty for the 
days for which it finds that the facility 
was not in compliance.

Comment: Certain individuals 
believed that State survey agency 
supervisors should review the survey 
results and make the compliance

determinations instead of the surveyors. 
These commenters believed that this 
measure would enhance consistent 
decisionmaking.

Response: Surveyors do not make the 
ultimate compliance decision, which is 
why only a draft of the statement of 
deficiencies is available to the facility at 
the time of the exit conference, if at all. 
The statement of deficiencies is 
reviewed by the State survey agency 
which makes the final compliance 
decision.
Scope and Severity Scales

In the preamble to the proposed rule, 
we requested general public comment 
about how the severity scale levels were 
described as well as assigned. We 
specifically asked for comments on the- 
proposed construction of the severity 
scale whereby deficiencies at a severity 
of 3 or 4 can result in the same 
sanctions.

All comments received in response to 
this section have been included and 
addressed under § 488.404 of this 
preamble.
Nurse A ide Training and Competency 
Evaluation Programs

Comment: As mentioned elsewhere in 
this document, a number of commenters 
expressed concern that HCFA or the 
survey agency may decide to conduct an 
extended survey at any time for any 
reason. One of die reasons for this 
concern is that, under regulations at 
§483.151(b)(2)(iii), which expressly 
reflect the statutory requirement, when 
a facility undergoes an extended (or a 
partial extended) survey, it 
automatically loses approval of its 
Nurse Aide Training and Competency 
Evaluation Program (NATCEP) for 2 
years.

Response: Our response to that 
particular comment was stated earlier in 
this preamble under our discussion of 
extended surveys. However, there is a 
closely related policy we would like to 
address here that goes beyond NATCEP 
rescission as a result of an extended 
survey. There are other circumstances 
described at § 483.151 0d)(2) that also 
trigger a 2-year prohibition on NATCEP. 
It has been our policy that the 
remainder (if any) of a 2-year 
prohibition on NATCEPs also applies to 
a new owner when the provider 
undergoes a change of ownership as 
defined in § 489.18(a), Change of 
ownership or leasing: Effect on provider 
agreement. The implicit basis for this 
policy has been paragraph (d) of 
§ 489.18, which states that ah “assigned 
agreement is subject to all applicable 
statutes and regulations and to the terms

and conditions under which it was 
originally issued V *

This policy was explicitly set forth in 
the Federal Register (56 FR 48894) on 
September 26,1991, as well as in State 
Operations Letter 91-75. The latter 
reads in part that, “a facility subject to 
the prohibition on [NATCEPl training 
remains subject for two years after the 
event triggering the prohibition 
regardless of the change of ownership.” 
While we have been consistent in this 
policy, we have been reexamining it 
within the larger context of drafting 
these regulations. We have been 
reexamining all of our policies and 
regulations concerning remedies to 
ensure that they are consonant with the 
fundamental purpose of remedies, 
which is to motivate providers to come 
quickly into compliance with program 
requirements.

In the proposed rule, we spoke to the 
purpose of sanctions, saying in part that 
our intent is to “deter violations as well 
as encourage immediate (emphasis 
added) response and sustained 
compliance.” If the new owner of a 
provider must wait for the expiration of 
the remainder of a 2-year prohibition of 
NATCEP that was imposed on a 
previous owner, regardless of any action 
he or she may take to correct the 
deficiencies that triggered the 
prohibition, the 2-year prohibition on 
NATCEP would be unlike other 
remedies. As soon as a new owner 
corrects the noncompliance that led to 
the imposition of any other remedy, the 
retaedy can be lifted. The exception to 
this is that when a facility has had a 
denial of payment imposed against it for 
repeated substandard quality of care or 
has been placed under temporary 
management, in addition to achieving 
substantial compliance, it must 
demonstrate to HCFA’s or the State’s 
satisfaction that it will remain in 
substantial compliance.

However, it is not just the 
inconsistency with the other remedies 
which has led us to reexamine our 
policy on this issue. In addition, HCFA 
does not want to discourage new, 
capable ownership interests from 
improving the quality of care that 
residents receive. Investing in a 
NATCEP may enhance quality of care; 
to prohibit a new owner from having 
such a program would be 
counterproductive with the larger 
purposes of the programs. Therefore, 
under this regulation, we are changing 
our policy on transfer of the prohibition 
of NATCEP to a new owner to bring it 
into line with the workings of other 
remedies. The 2-year restriction of 
NATCEP will not apply to the new 
owner of a provider unless that new



Federal Register / Vol. 59, No. 217 / Thursday, November 10, 1994 / Rules and Regulations 5622S

owner or organization has been the 
subject of an extended (or partial 
extended) survey, or is otherwise 
subject to the terms of § 483.151, under 
its tenure. If all other requirements for 
the approval of NATCEP are met, 
including substantial compliance with 
all program requirements, the new 
owner may provide NATCEP.

We have received numerous inquiries 
from providers as well as their attorneys 
asking what appeal rights are available 
when approval of a facility’s NATCEP 
has been denied or withdrawn. While 
the Act does not provide for any formal 
appeals for denial or withdrawal of a 
NATCEP, we believe that providers 
ought to have some opportunity to 
challenge this disapproval. Therefore, 
we expect providers to appeal their 
NATCEP disapproval within the 
timeframes established for dispute 
resolution, as described in §488.331 of 
this final rule.

We have reached this result because, 
notwithstanding the fact that the Act 
permits us and the State survey agencies 
to conduct extended (or partial 
extended) surveys for any reason, we are 
nevertheless under this regulation 
choosing to conduct such surveys only 
when we or a State survey agency 
determines that substandard quality of 
care exists. Just as we believe a provider 
ought to have access to an informal 
dispute resolution mechanism to 
challenge what it perceives to be 
inaccurate survey findings, we believe 
that it ought to be able to challenge the 
correctness of the State survey agency’s 
or HCFA’s determination that 
substandard quality of care existed. If 
successful in that challenge, then the 
factual basis for doing the extended 
survey will have been removed, and, in 
such cases, it would be inequitable to 
saddle the provider with the loss of its 
NATCEP when there was no factual 
basis for doing so.

We are limiting the appeals of these 
matters to the informal dispute 
resolution process because we do not 
believe the loss of a NATCEP is a 
remedy of the same magnitude or type 
as other statutory remedies for which a 
more formal appeals mechanism is 
available. Unlike the case with other 
remedies, a facility losing its NATCEP 
will not, on that basis alone, face 
exclusion from the Medicare or 
Medicaid programs, nor will it face the 
same kind of deprivation that is 
arguably the case with respect to civil 
money penalties, denial of payment, or 
the imposition of temporary 
management. We believe the informal 
dispute resolution process satisfies 
essential elements of due process here, 
since a provider will have notice of the

intended denial of its NATCEP and the 
opportunity to meet with agency 
officials to challenge the findings that 
gave rise to the denial.

Comment: One commenter believed 
that every State should implement the 
same penalty system.

Response: The Act permits the States 
to elect alternative remedies if they can 
demonstrate that the alternative 
remedies are as effective as the remedies 
specified by the Act.
V. Additional Obnforming Changes.

In addition to change to our 
regulations identified above, it is 
necessary that we make minor, 
technical, editorial or cross-reference 
changes to several other regulation 
sections. We are making conforming 
changes to:

• Part 401 (§§ 401.130, and 401.133), 
part 431 (§§431.115, 431.151, 431.152, 
431.153, 431.154, 431.221, and 
431.610);

• Part 435 (§435.1009);
• Part 440 (§ 440.40, 440.140, 

440.150); we recodified § 440.150 to 
separate NFs and IGFs/MR to make it 
clear which provisions apply to each.
No substantive changes have been made 
as a result of this new section.

• Part 441 (§441.11);
• Part 442 (§§ 442.1, 442.12, 442.14,

442.15, 442.16, 442.20, 442.30, 442.40, 
442.42, 442.101, 442.105, 442.109, 
442.110, 442.111, 442.117, 442.118, and 
442.119);

• Part 488 (§§488.8, 488.11,488.14, 
488.18, 488.20, 488.24, 488.26, 488.28, 
and 488.50);

• Part 489 (§§489.3, 489.11, 489.12,
489.15, 489.16, 489.18, 489.53, 489.60, 
489.62, and 489.64); and

• Part 498 (§§ 498.1, 498.2, 498.3, and
498.5) .

• Part 498 (§§ 498.1, 498.2, 498.3, and
498.5) ; we revised § 498.3(b)(7) to 
exclude SNF and NF terminations. SNFs 
and NFs may appeal the noncompliance 
that led to a termination under 
§498.3(b)(13).
VI. Regulatory Impact Analysis
A. Introduction

We generally prepare a regulatory 
flexibility analysis that is consistent 
with the Regulatory Flexibility Act 
(RFAH5 U.S.C. 601 through 612), unless 
the Secretary certifies that a regulation 
will not have a significant economic 
impact on a substantial number of small 
entities. For purposes of the RFA, all 
long term care facilities are considered 
small entities. However, individuals and 
States are not included in the definition 
of a small entity.

Also, section 1102(b) of the Act 
requires the Secretary to prepare a .

regulatory impact analysis for any final 
rule that may have a significant impact 
on the operations of a substantial 
number of small rural hospitals. Such 
an analysis must conform to the 
provisions of section 604 of the RFA.
For purposes of section 1102(b) of the 
Act, we define a small rural hospital as 
a hospital that is located outside a 
metropolitan statistical area and has 
fewer than 50 beds.

As described earlier in the preamble, 
OBRA ’87 mandated extensive revisions 
to the Medicare and Medicaid 
requirements for nursing facilities.
Under the previous system, long term 
care facilities were required to meet a 
set of requirements called conditions of 
participation. Each condition of 
participation included groups of 
standards, and standards were made up 
of separate elements. Enforcement was 
based on the level of the requirement for 
which a deficiency was cited. For 
example, condition-level deficiencies in 
a SNF resulted in the initiation of 
termination procedures and/or a denial 
of payment for new admissions. 
However, if only standard-level 
deficiencies were found, a plan of 
correction was required with no further 
immediate sanctions. Conditions of 
participation later became Level A 
requirements, and standards and 
elements became Level B requirements, 
as the result of a preliminary effort to 
dismantle the hierarchy of requirements 
as mandated by OBRA ’87. We revised 
the requirements that long term care 
facilities must meet in order to 
participate in thé Medicare and 
Medicaid programs on September 26, 
1991 (56 FR 48826). These requirements 
focus generally on actual facility 
performance in meeting residents’ needs 
in a safe and healthy environment, as 
compared to prior requirements which 
focused on the capacity of the facility to 
provide appropriate care.

As of October 1993, there were 10,512 
facilities certified for both Medicare and 
Medicaid (dually participating), 939 
SNFs certified only for Medicare, and 
4,974 NFs certified only for Medicaid. 
HCFA data indicate that 7.3 percent 
(1,141) of all long term care facilities 
surveyed in 1992 were found to be 
deficiency-free. Facilities in full 
compliance with the participation 
requirements would not, of course, be 
subject to the enforcement remedies 
contained in this final rule. Six and one- 
half percent (1,021) of the surveyed 
facilities were found to have at least one 
Level A deficiency and would have 
been subject to denial of payment for 
new admissions and/or termination 
under the former enforcement rules. 
However, the number of involuntary jI
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terminations of long term care facilities 
for calendar year 1992 was 53 (29 SNFs/ 
NFs and 24 NFs), less than one-half of 
one percent of all participating facilities. 
This figure demonstrates that most of 
the facilities identified during a survey 
to have at least one serious deficiency 
can and do correct deficiencies to avoid 
termination. The majority of the 
facilities surveyed (86.2 percent) were 
determined to have no Level A but at 
least one Level B deficiency, a finding 
that usually would allow the facility to 
continue to participate for a longer 
period of time while taking corrective 
action.

The intent of the OBRA ’87 legislation 
was to provide the Secretary and States 
with the authority to impose timely, 
alternative remedies on noncompliant 
facilities that, under the previous 
enforcement process, had no incentive 
to promptly correct deficiencies and 
maintain lasting compliance. Our 
proposed rule (57 FR 39278, August 28, 
1992) delineated the process we would 
use to survey, assess, and enforce 
facility compliance with all 
participation requirements.

It is clear that a large number of small 
entities will be affected by adoption of 
these procedures, and, as intended by 
OBRA *87, a substantial number of those 
entities are at risk of some remedy if 
they are noncompliant until they make 
changes in their operations to meet 
certification requirements. Therefore, 
we have prepared the following analysis 
which, in combination with the rest of 
the preamble, is intended to conform to 
the objectives of the RFA. We are not 
preparing a rural impact statement since 
we have determined, and the Secretary 
certifies, that this final rule will not 
have a significant impact on the 
operations of substantial number of 
small rural hospitals.
B. Affected Entities

We expect that the implementation of 
these final regulations will significantly 
influence facilities to conform quickly 
with the Federal participation 
requirements in order to avoid 
remedies. We recognize that not all of 
the potential effects of this final rule can 
be definitely anticipated, especially in 
view of their interaction with other 
Federal, State, and local activities 
regarding adherence to requirements for 
participation in Medicare and Medicaid. 
In particular, considering the effects of 
our efforts to improve survey and 
certification activities, through both 
new survey procedures and instruments 
and the promulgation of regulations,, it 
is impossible to quantify precisely the 
future effect of all of these regulations 
on facilities’ compliance activities or

costs. We also are unable to accurately 
project the frequency with which 
enforcement proceedings may occur in 
light of the options to apply a host of 
remedies short of termination.

As a result of the 27,900 comments 
received in response to our proposed 
rule, virtually every aspect of the 
regulation was re-evaluated. Where 
warranted, changes were made and the 
details of those changes were discussed 
in detail in the preceding section of the 
preamble to this rule. In response to our 
proposed revisions to parr 431, most of 
the negative comments concerned the 
effect on ICFs/MR of withdrawing FFP 
during appeals. Some eommenters 
noted that OBRA ’87 specifically 
exempted ICFs/MR from its scope, and 
stated that it is not appropriate to 
change the ICF/MR rules in 
implementing a law that applies to other 
facilities. We agree that it would be 
preferable to include the provisions 
applicable to ICFs/MR at a later date in 
rulemaking focused on ICFs/MR. 
Therefore, we are adopting the 
eommenters’ proposals that the 120 
days of FFP continue for ICFs/MR until 
such rulemaking is carried out, and are 
leaving the existing appeals system in 
place for ICFs/MR. Thus, neither ICFs/ 
MR nor their residents will experience 
any impact from this final rule.

Also based on eommenters’ 
suggestions, we incorporate in this final 
rule the concept of substantial 
compliance as the standard that 
prospective providers and existing 
providers must meet in order to begin or 
continue to participate in the Medicare 
and Medicaid programs. After 
evaluation of the comments received, 
and in consideration of the fact that, as 
noted earlier, only 7.3 percent of all 
nursing homes surveyed in 1992 were 
deficiency-free, we believe that total 
compliance with all requirements is 

'unrealistic and, in fact, a standard that 
many providers or prospective 
providers would find impossible to 
meet. We note that the statute now sets 
forth more than 100 requirements that 
facilities have to meet in order to 
participate in the Medicare or Medicaid 
programs, whereas before OBRA ’87, 
facilities had to comply with 
approximately 15. With the seven-fold 
increase in statutory requirements, there 
is a greater likelihood that facilities will 
be found not to meet the statutory 
definition of a SNF or NF. We are 
convinced, however, baaed an 
experience and eommenters’ views, that 
many statutory deficiencies do not 
result in actual harm to residents, nor 
do they constitute the potential for 
anything more than minimal harm. We 
realized that under the provisions of our

proposed rule, a facility could have 
been subject to the most severe 
remedies, including denial of payment 
for new admissions, termination of the 
provider agreement for SNFs and 
discontinuation of FFP for NFs, if any 
deficiency, no matter how minor, was 
identified at the time of the survey. We 
recognized that imposing a remedy in 
all cases would be contrary to our 
intention to correlate the severity of the 
remedy to the seriousness of the 
deficiency, and would have a negative 
effect on facilities and residents.
Instead, this final rule provides that 
remedies will not be imposed when a 
facility is in substantial compliance 
with all participation requirements.

We are removing the scope and 
severity scales from the regulation and 
are, instead, providing assessment 
factors which consider scope and 
severity to be used in evaluating the 
seriousness of deficiencies and 
determining whether an enforcement 
response is required. We continue to 
believe, as we proposed, that because 
remedies are tailored to reflect the 
seriousness of the violations, the use of 
the assessment factors will provide 
consistent remedy recommendations 
and enforcement actions among all 
facilities. Since facilities will be aware 
of the correlation between the 
seriousness of the noncomp fiance and 
the penalty imposed, we anticipate that 
remedies applied in this manner will 
deter violations and encourage 
immediate response and sustained 
compliance. Based on the large number 
of comments we received expressing 
concern over the imposition of civil 
money penalties, which can be imposed 
for past periods of noncompliance, we 
expect that the regulations will have the 
desired effect of motivating facilities to 
remain in substantial compliance at all 
times.

Under these final rules, a facility with 
isolated deficiencies that constitute no 
actual harm with potential for minimal 
harm will be expected to correct the 
deficiencies and maintain compliance. 
However, a formal plan of correction is 
required for deficiencies that constitute 
no actual harm with potential for 
minimal harm if the deficiencies are 
widespread or if they constitute a 
pattern. A formal plan of correction is 
also required for all deficiencies that 
constitute noncompliance. Facilities 
with deficiencies that constitute no 
actual harm with potential for no more 
than minimal harm will be considered 
in substantial compliance with the 
participation requirements and will 
have no remedy applied. We believe 
that the majority of the 86 percent of the 
facilities cited in 1992 with at least one
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Level B deficiency would fall within 
this range. We note, however, that some 
noncompliance categorized previously 
as Level B deficiencies could now result 
in remedies because of their effect on 
the residents.

In response to commenters, we are 
requiring that States provide an 
opportunity for informal dispute 
resolution whereby providers 
dissatisfied with survey findings can 
request a review of the deficiencies 
upon receipt of the official HCFA-2567. 
Dispute resolution augments the various 
other opportunities facilities have 
during and after the surveyfto challenge 
the surveyors’ findings, including 
during the survey, at the exit 
conference, while awaiting receipt of 
the official deficiency statement, 
through dialogue with State and 
regional officials, and upon receipt of 
the official statement of deficiencies. 
The process we are requiring gènerally 
reflects current practice and guidance 
we have consistently.given States, 
except that here it is formally adopted 
as a rule. While we believe that many 
formal hearings will be avoided by 
utilizing dispute resolution, the 
regulations provide facilities with the 
opportunity to appeal certifications of 
noncoihpliance leading to an 
enforcement remedy, and specify the 
formal administrative and judicial 
review processes. However, because the 
Act mandates that enforcement systems 
minimize the time between 
identification of violations and the 
imposition of remédiés, we are not 
requiring that hearings be held before 
the effective date of the enforcement 
action, except in the case of civil money 
penalties. Facilities facing civil money 
penalties may also appeal the level of 
noncompliance but only where a 
successful challenge would affect the 
amount of the civil money penalty that 
HCFA or the State could collect.

Because of the variety of alternative 
remedies now available, we believe 
termination will be the enforcement 
response to the most serious 
noncompliance, and it can be avoided 
by facilities that are willing and able to 
effectively allocate their resources to 
ensure Substantial compliance. To the 
extent that those marginal facilities that 
are most at risk from thèse provisions 
are able to come into substantial 
compliance, there may even be a 
reduction in the frequency of 
enforcement actions. Of course, 
facilities will ordinarily incur some 
costs associated with compliance 
efforts. Those costs could be significant 
if they necessitate substantial staffing 
increases or alterations to a physical 
plant. Our elimination of FFP after

termination of the provider agreement 
during the tdministrative hearing 
process provides an incentive for 
facilities to comply promptly with 
enforcement actions, but could also add 
to the impact on facilities.
C. Effect on State Survey Process

The impact that this final rule will 
have on State survey agencies’ surveys 
must be viewed in die context of other 
ongoing activities related to Survey and 

_ certification.
On October 1,1986, HCFA 

implemented its new long term care 
outcome-oriented survey process 
(formerly called PACs: Patient Care and 
Services Survey Process). This system 
shifted the emphasis away from the 
facility’s capacity to provide adequate 
care to the facility’s success in 
providing such care. On October 1,
1990, HCFA implemented a revised 
outcome-oriented survey process that 

^includes the OBRA provision of resident 
nghts review. Because the effective date 
of this rule is July 1,1995, training 
courses can be designed and offered 
timely to provide the State agency 
surveyors and other staff with 
information on assessing the seriousness 
of deficiencies. The knowledge they 
gain in applying Federal survey 
requirements in an accurate, consistent, 
and time efficient manner, should lead 
to improved surveys at no increase in 
costs. We do not expect that assessing 
the seriousness of the deficiencies will 
add to the time needed to conduct a 
survey since this process is one that 
surveyors have essentially engaged in 
for years. We do not expect these 
regulations to necessitate greater 
expenditures on the part of State survey 
agencies; however, they probably will 
result in a reallocation of resources, 
particularly geared to more intensive 
monitoring of marginal facilities. 
Further, these regulatory changes will 
contribute to a shift toward more 
enforcement-oriented roles for State 
survey agencies and surveyors.
Although States will have an expanded 
role and increased responsibility as a 
result of this final rule, they will also be 
given increased flexibility in carrying 
out their responsibilities.

We expect some incremental costs to 
facilities and to States as a result of 
facility appeals of termination and 
alternative remedies. Although we have 
no experience on which to predict 
increases in volume or cost, we believe 
that the increase will be offset 
somewhat as some hearings will be 
avoided as a result of dispute resolution. 
The appeals process has been 
thoroughly explained elsewhere in this 
preamble. The responses to comments

illustrate the thoughtful approach taken, 
with a view to minimizing burden in 
implementing statutory requirements.
D. Effect on Residents

We expect this final rule to result in 
improved quality of life and care for 
residents of long term care facilities. 
Because of the various enforcement 
tools provided by this regulation, 
facilities will have more of an incentive 
to remain in compliance with 
participation requirements. This 
sustained compliance will provide 
residents with consistent, high quality 
health care. Because quality of life can 
be affected by a resident’s sense of 
satisfaction with his or her 
environment, the quality of care 
received, and the extent of control over 
his or her life, heightened facility 
interest in maintaining substantial 
compliance should be perceived by 
residents and their families as improved 
care.

While termination of SNFs and NFs 
could have a significant impact on 
residents, especially those living in 
rural areas, this final rule provides a 
variety of alternatives to termination for 
those facilities that are able to come into 
compliance. To the extent that 
termination occurs less frequently, there 
would be less disruption to musing 
home residents and ensured access to 
needed services. In those cases in which 
termination becomes necessary, the 
termination is for the ultimate benefit of 
the residents to assure that they receive 
the quality care to which they are 
entitled.
VII. Information Collection 
Requirements

Sections 4204(b) and 4214(d) of 
OBRA ’87 provide a waiver of Office of 
Management and Budget review of 
information collection requirements for 
the purpose of implementing the 
nursing home reform amendments.
List of Subjects
42 CFR Part 401

Claims, Freedom of information, 
Health facilities, Medicare, Privacy.
42 CFR Part 431

Grant programs-health, Health 
facilities, Medicaid, Privacy, Reporting 
and recordkeeping requirements.
42 CFR Part 435

Aid to Families with Dependent 
Children, Grant programs-health, 
Medicaid, Reporting and recordkeeping 
requirements, Supplemental Security 
Income (SSI), Wages.
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42 CFR Part 440
Grant programs—health, Medicaid.

42 CFR Part 441
Family planning, Grant programs- 

health, Infants and children, Medicaid, 
Penalties, Reporting and recordkeeping 
requirements,
42 CFR Part 442

Grant programs-health* Health 
facilities, Health professions, Health 
records, Medicaid, Nursing homes, 
Nutrition, Reporting and recordkeeping 
requirements; Safety.
42 CFR Part 447

Accounting, Administrative practice 
and procedure, Drugs, Grant programs- 
health, Health facilities, Health 
professions, Medicaid, Reporting and 
recordkeeping requirements, Rural 
areas.
42 CFR Part 483

Grant programs-health, Health 
facilities, Health professions, Health 
records, Medicaid, Medicare, Nursing 
homes, Nutrition, Reporting and 
recordkeeping requirements, Safety.
42 CFR Part 488

Health facilities, Survey and 
certification, Forms and guidelines.
42 CFR Part 489 

Health facilities, Medicare.
42 CFR Part 498

Administrative practice and 
procedure, Health facilities, Health 
professions, Medicare, Reporting and 
recordkeeping requirements.

42 CFR Chapter IV is amended as set 
forth below:

A. Part 401 is amended as follows:

PART 401— GENERAL 
ADMINISTRATIVE REQUIREMENTS

1. The authority citation for part 401 
is revised to read as follows:

Authority: Secs. 205,1102,1106,1810, 
1871, and 1919(g) and (h) of the Social 
Security Act (42 U.S.C. 405,1302,1306, 
1395i-3,1395hh, and 1396r(g) and (h)); the 
Freedom of Information Act (5 U.S.C. 552); 
and the Privacy Act (5 U.S.C. 552a).

2. Section 401.130 is amended by 
revising paragraph (b) (17) to read as 
follows:

§ 401.130 Materials available at social 
security district offices and branch offices. 
★  ★  * * *

(b) Materials available far inspection 
and copying.
*  *  ik * it

(17} Statements of deficiencies based 
upon survey reports of health care

institutions or facilities prepared after 
January 31,1973, by a State agency, and 
such reports (including pertinent 
written statements furnished by such 
institution or facility on such statements 
of deficiencies), as set forth in 
§ 401.133(a). Except as otherwise 
provided for at §§ 401.133 and 488.325 
of this chapter for SNFs, such 
statements of deficiencies, reports, and 
pertinent written statements shall be 
available or made available only at the 
social security district office and 
regional office servicing the area in 
which the institution or facility is 
located, except that such statements of 
deficiencies and pertinent written 
statements shall also be available at the 
local public assistance offices servicing 
such area.
* * it it it

3. Section 401,133 is amended by 
revising the introductory text to read as 
follows:

§401.133 Availability of officiai reports on 
providers and suppliers of services, State 
agencies, intermediaries, and carriers under 
Medicare.

Except as otherwise provided for in 
§ 488.325 of this chapter for SNFs, the 
following must be made available to the 
public under the conditions specified:
* * * * *

B. Part 431 is amended as follows:

PART 431—STATE ORGANIZATION 
AND GENERAL ADMINISTRATION

1. The authority citation for part 431 
continues to read as follows:

Authority: Sec. 1102 of the Social Security 
Act (42 U.S.C. 1302).

2. Section 431.115 is amended by 
revising paragraph (c) to read as follows:

§431.115 Disclosure of survey information 
and provider or contractor evaluation.
it it it it üi

(c) State plan requirements. A State 
plan must provide that the requirements 
of this section and § 488.325 of this 
chapter are met 
* * * * *

3. The heading for subpart D is 
revised to read as follows:

Subpart D—Appeals Process for NFs 
and ICFs/MR

4. Section 431.151 is revised to read 
as follows:

§ 431.151 Scope and applicability.
(a) This subpart specifies the appeal 

procedures the State must make 
available to a nursing facility (NF) or 
intermediate care facility for the 
mentally retarded (ICF/MR), when the 
State’s  finding of noncompliance leads

to a denial or termination of a provider 
agreement under the Medicaid program 
or nonrenewal of an agreement in the 
case of an ICF/MR.

(b) This subpart also specifies the 
appeal procedures for NFs which 
disagree with a certification of 
noncompliance which led to the 
imposition of a remedy.

(c) The choice of remedy is not 
appealable.

(d) A NF may not challenge the level 
of noncompliance found by the State, 
except that in the case of a civil money 
penalty, a NF may challenge the level of 
noncompliance found by the State only 
if a successful challenge on this issue 
would affect the range of civil money 
penalty amounts that the State could 
collect.

(e) For a NF, the scope of review on 
the imposition of a civil money penalty 
is specified in § 488.438(e) of this 
chapter.

5. Section 431.152 is revised to read 
as follows:

§ 431.152 State plan requirements.
The State plan must provide for 

appeals procedures that, as a minimum, 
satisfy the requirements of §§431.153 
through 431.154.

6. Section 431.153 is revised to read 
as follows:

§ 431.153 Evidentiary hearing,
(a) For actions specified in § 431.151, 

the Medicaid agency, must give a 
provider the opportunity for a full 
evidentiary hearing.

(b) When a NF requests a hearing. 
Except when a civil money penalty is 
imposed, when a NF requests a hearing, 
the hearing need not be completed 
before the proposed effective date of the 
denial or termination of participation, or 
imposition of any remedy.

(c) When an ICF/MR requests a 
hearing. When an ICF/MR requests a 
hearing, it must be completed—

(1) Before the effective date of the 
denial, termination or nonrenewal of 
participation; or

(2) Within 120 days after that date.
(d) Time period for request of hearing. 

The affected NF or ICF/MR, or its legal 
representative or other authorized 
official, must file the request for hearing 
in writing within 60 days from receipt 
of the notice of the proposed denial, 
termination, or nonrenewal of 
participation, or imposition of a civil 
money penalty or other remedies.

(e) When remedies are imposed. (1) 
Notwithstanding any provision of State 
law, the State must impose all remedies 
timely on any provider of services 
participating in the Medicaid program—
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(1) After notifying the facility timely of 
the deficiencies and impending 
remedies: and

Oil Except as specified in. paragraph,
(e)(2) of this section, during any 
pending hearing that may be requested* 
by the provider of services, as provided 
in paragraph (b) of this section..

(2) The State must not collect a  civil 
money penalty until a  final 
administrative decision is  made that 
supports the imposition of the penalty.. *

(fl Non-State operated NF„ In the case 
of a non-State operated NF upon which 
remedies have been imposed, the State 
must give the facility—

(1) Notice,, as specified in paragraph 
(hi o f  this section*. an<t

(2) An opportunity for a full 
evidentiary hearing an the issue of the 
noncompllance that led to the 
imposition of enforcement actions, 
except for State monitoring and loss of 
nurse aide training;, as provided in
§ 488.406 of this chapter..

(g) Remedies imposed during pending 
hearing Except far the collection of 
civil money penalties, the State must 
impose all such remedies during any 
pending hearing

(h) Contents of notice. The notice to 
the facility must include—

(.1) The* basis for the decision; and
(2) A statement of deficiencies on 

which the decision is based.
(i) Required elements of hearing The 

hearing must, at a minimum, include—
(1) An opportunity for the facility to 

appear before an impartial decision 
maker to refute the certification of 
noncompliance upon which the denial, 
termination, nonrenewal o f 
participation for ICFs/MR, oi upon 
which the denial, termination, or 
imposition, of other remedies for NFs are 
based;

(2) An opportunity for the facility to« 
be represented by counsel or another'' 
representative;.

(3) An opportunity for the facility or 
its representatives to be heard in person, 
to call witnesses, and to present 
documentary evidence;, and

(4) A written decision by the impartial 
decision maker,, setting forth« the reasons 
for the decision and the evidence upon 
which the« decision is based.

(j) In civil money penalty cases* a  
State’s conclusion about a NF’s level of 
noncompliance must be upheld unless 
clearly erroneous.

(k) Dually participating facilities. If a  
NF is also participating or seeking to 
participate in Medicare as. a« SMF, and 
the basis for the State’s denial or 
termination, of participation in Medicaid 
is also a basis for denial or termination 
of participation in Medicare, the. State 
must advise, the facility that-—

(1 ) The appeal procedures specified 
for Medicare facilities in part 493 oi this 
chapter apply; and

(Zj A final decision entered under the 
Medicare review procedures is binding - 
for the purposes ofMedrcaid 
participation and Medicare 
participation in a dually participating 
facility or a facility seeking to 
participate in Medicare and Medicaid,

(1) If HCFA determines that a  NF is 
not in substantial compliance, with 
participation requirements* thereby 
resulting ha HCFA’s  imposition of 
alternative remedies, or if  HCFA dénia», 
or terminates the provider agreement(s) 
of suck a  facility, and the findings and 
proposed remedies of HCFA prevail in 
accordance with § 488«. 452 of this

498 of this chapter, in lieu of the 
procedures specified in this subpart

7., Section 431.154 is amended by 
revising the section heading and 
paragraph (a) to read as follows:

§431.154 Informal reconsideration for 
ICFs/MR.

(a) If the State decides to« provide the 
opportunity for aai evidentiary hearing 
required by § 431.153(a) onfy after the 
effective dato of a* denial, or nonrenewal 
of participation-, the State must offer the 
facility an informal reconsideration, to 
be completed before the effective date.
*  1 r *  *  * -

8. Section 431.610. is amended by 
adding a new paragraph (a)f3k revising 
the introductory text in paragraph (g), 
and revising paragraphs (g)(2) to read as 
follows:

§ 431.616 Relations.with standard-setting 
and survey agencies.

(a) * *  *
(3) Section 1919(g)(1)(A) of the* Act, 

concerning responsibilities of the State 
for certifying the compliance o#non- 
State operated NFs with requirements of 
participation in the State’s Medicaid 
program.
* * * * *

(g) Responsibilities o f survey agency. 
The plan must provide that, to  
certifying NFs and ICFs/MR, the survey 
agency designated1: under paragraph (e) 
of this section will—
* *  * * *

(2) Have qualified personnel perform 
on-site inspections periodically as 
appropriate based on the timeframes in 
the correction plan and—

(i) At least once duriag eaeh 
certification period or more frequently if 
there is  a  compliance question; and

(sirl For non-State operated NFs; 
within the timeframes specified to 
§ 488.308 of this chapter.
it  i s  i f  i s  i s

C. Part: 435 is amended as follows:

PART 435—ELIGIBILITY IN THE 
STATES, DISTRICT OF COLUMBIA, 
THE NORTHERN MARIANA ISLANDS, 
AND AMERICAN SAMOA

f . The authority citation for part 435 
continues, to read as follows:

Authority: Sec. 1102 of the. Social Security 
Act (42 IF.S.C. 13021

2. Section 435.1009  is amended by 
revising in the definition oi Publicly 
operated community residence! that 
serves no more than 16 residents the 
introductory' text of the definition, 
paragraph (jb) introductory text, and 
paragrapgfc (b)(4) and removing the 
definition of Resident o f an 
intermediate? care facility to read« as 
follows:

§435.1009 Definitions relating to 
institutional status.
* * * * *

Publicly operated community 
residence that serves no-mare than 16 
residents is  defined to 20 CFR 
416.231 (bJC6Kih A summary o f that 
definition is repeated here for the 
information o f readers*
* * * * *

(hi A publicly operated community 
residence does not include the- 
following facilities, even though they 
accommodate 16 or fewer residents; 
* * > # * * •

(41 Hospitals, nursing facilities, and1 
intermediate care facilities for the 
mentally retarded.
* * #• * *

D. Part 440 is amended as follows:

PART 440—SERVICES: GENERAL 
PROVISIONS

1. The authority citation for part 441 
continues toread as follows:

Authority: Sec. 1102 of the Social Security 
Act (42 U.SjC. 1302);

2. Section 440.46 is revised to read as 
Follows:

§ 440.40 Nursing facility services for 
Individuals age 21 or elder (other than 
services in an institution for mental 
diseases). EPSDT, and family planning 
services and supplies.

(a) Nursing facility services. (1) 
“Nursing facility services for 
individuals age; 21 or odder, other than 
services to an institution for mental 
diseases” , means services that are«—

(i) Needed on a daily basis: and 
required to be provided on an inpatient
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basis under §§409.31 through 409.35 of 
this chapter.

(ii) Provided by—
(A) A facility or distinct part of a 

facility that is certified to meet the 
requirements for participation under 
subpart C of part 442 of this chapter, as 
evidenced by a valid agreement between 
the Medicaid agency and the facility for 
providing nursing facility services and 
making payments for services under the 
plan; or

(B) If specified in the State plan, a 
swing-bed hospital that has an approval 
from HCFA to furnish skilled nursing 
facility services in the Medicare 
program; and

(iii) Ordered by and provided under 
the direction of a physician.

(2) Nursing facility services includes 
services provided by any facility located 
on an Indian reservation and certified 
by the Secretary as meeting the 
requirements of subpart B of part 483 of 
this chapter.

(b) EPSDT. “Early and periodic 
screening and diagnosis and treatment” 
means—

(1) Screening and diagnostic services 
to determine physical or mental defects 
in recipients under age 21; and

(2) Health care, treatment, and other 
measures to correct or ameliorate any 
defects and chronic conditions 
discovered. (See subpart B of part 441 
of this chapter.)

3- Section 440.140 is revised to read 
as follows:

§ 440.140 Inpatient hospital services, 
nursing facility services, and intermediate 
care facility services for individuals age 65 
or older in institutions for mental diseases.

(a) Inpatient hospital services. 
“Inpatient hospital services for 
individuals age 65 or older in 
institutions for mental diseases” means 
services provided under the direction of 
a physician for the care and treatment 
of recipients in an institution for mental 
diseases that meets the requirements 
specified in § 482.60(b), (c), and (e) of 
this chapter and-—

(1) Meets the requirements for 
utilization review in § 482.30(a), (b), (dj, 
and (e) of this chapter; or

(2) Has been granted a waiver of those 
utilization review requirements under 
section 1903(i)(4) of die Act and Subpart 
H of Part 456 of this chapter.

(b) Nursing facility services. “Nursing 
facility services for individuals age 65 or 
older in institutions for mental 
diseases” means nursing facility 
services as defined in § 440.40 and in 
subpart B of part 483 of this chapter that 
are provided in institutions for mental 
diseases, as defined in § 435.1009 of this 
chapter.

4. Section 440.150 is revised to read 
as follows:

§ 440.150 Intermediate care facility (ICF/ 
MR) services.

(a) “ICF/MR services” means those 
items and services furnished in an 
intermediate care facility for the 
mentally retarded if the following 
conditions are met:

(1) The facility fully meets the 
requirements for a State' license to 
provide services that are above the level 
of rqom and board;

(2) The primary purpose of the ICF/ 
MR is to furnish health or rehabilitative 
services to persons with mental 
retardation or persons with related 
conditions;

(3) The ICF/MR meets the standards 
specified in subpart I of part 483 of this 
chapter.

(4) The recipient with mental 
retardation for whom payment is 
requested is receiving active treatment, 
as specified in § 483.440 of this chapter.

(5) The ICF/MR has been certified to 
meet the requirements of subpart C of 
part 442 of this chapter, as evidenced by 
a valid agreement between the Medicaid 
agency and the facility for furnishing 
ICF/MR services and making payments 
for these services under the plan.

(b) ICF/MR services may be furnished 
in a distinct part of a facility other than 
an ICF/MR if the distinct part—-

(1) Meets all requirements for an ICF/ 
MR, as specified in subpart I of part 483 
of this chapter;

(2) Is clearly an identifiable living 
unit, such as an entire ward, wing, floor 
or building;

(3) Consists of all beds and related 
services in the unit;

(4) Houses all recipients for whom 
payment is being made for ICF/MR 
services; and

(5) Is approved in writing by the 
survey agency.

5. A new § 440.155 is added to read 
as follows:

§440.155 Nursing facility services, other 
than in institutions for mental diseases.

(a) “Nursing facility services, other 
than in an institution for mental 
diseases” means services provided in a 
facility that—

(!) Fully meets the requirements for a 
State license to provide, on a regular 
basis, health-related services to 
individuals who do not require hospital 
care, but whose mental or physical 
condition requires services that—

(1) Are above the level of room and 
board; and

(ii) Can be made available only 
through institutional facilities;

(2) Has been certified to meet the 
requirements of subpart C of part 442 of

this chapter as evidenced by a valid 
agreement between the Medicaid agency 
and the facility for providing nursing 
facility services and making payments 
for services under the plan; and

(b) “Nursing facility services” include 
services—

(1) Considered appropriate by the 
State and provided by a Christian 
Science sanatorium operated, or listed 
and certified, by the First Church of 
Christ, Scientist, Boston, Mass.; or -

(2) Provided by a facility located on 
an Indian reservation that—

(i) Furnishes, on a regular basis, 
health-related services; and

(ii) Is certified by the Secretary to 
meet the standards in Subpart E of Part 
442 of this chapter.

(c) “Nursing facility services” may 
include services provided in a distinct 
part of a facility other than a nursing 
facility if the distinct part—

(1) Meets all requirements for a 
nursing facility ;

(2) Is an identifiable unit, such as an 
entire ward or contiguous ward, a wing, 
floor, or building;

(3) Consists of all beds and related 
facilities in the unit;

(4) Houses all recipients for whom 
payment is being made for nursing 
facility services, except as provided in 
paragraph (d) of this Section;

(5) Is clearly identified; and
(6) Is approved in writing by the 

survey agency.
(d) If a State includes as nursing 

facility services those services provided 
by a distinct part of a facility other than 
a nursing facility, it may not require 
transfer of a recipient within or between 
facilities if, in the opinion of the 
attending physician, it might be harmful 
to the physical or mental health of the 
reqipient.

(e) Nursing facility services may 
include sendees provided in a swing- 
bed hospital that has an approval to 
furnish nursing facility services.

E. Part 441 is amended as follows:

PART 441—SERVICES: 
REQUIREMENTS AND LIMITS 
APPLICABLE TO SPECIFIC SERVICES

1. The authority citation for part 441 
continues to read as follows:

Authority: Sec. 1102 of the Social Security 
Act (42 U.S.E. 1302).

2. Section 441.11 is revised to read as 
follows:

§ 441.11 Continuation of FFP for 
institutional services.

(a) Basic conditions for continuation 
o f FFP. FFP may be continued for up to 
30 days after the effective date of 
termination or eviration of a provider
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agreement, if the following conditions 
are met;

(1) The Medicaid payments ace for 
recipients admitted! to to© facility before 
the effective date of termination a®' 
expiration.

(2) The State agency is making 
reasonable efforts to transfer those, 
recipients to other facilities orto 
alternate care..

(b) When the 30*day period begins.
The 3iKday period begins oraoneoftoe 
following:

(1) The effective date of termination of 
the facility’s, provider agreement by 
HCFA;

(¡21 The effective date of termination of 
the facility’s Medicaid provider 
agreement By the Medicaid, agency on 
its own volition; or

(3) In the case of an ICF/MR, the later 
o f—

(i) The effective date of termination or 
nonrenewal of the facility’s provider 
agreement by the Medicaid agency* on 
its own volition; or

(ii) The date of issuance of an 
administrative hearingdecision that 
upholds toe agency’»termination or 
nonrenewal action.

(c) Services for which FFP may be 
continued. FFP may be continued for 
any of toe following services,, as defined 
in subpart A of part 440 of this chapter:

(1) Inpatient hospital services.
(2) Inpatient hospital services for 

individuals age 65 or older in an 
institution for mental diseases.

(3) Nursing facility services for 
individuals age 2T or older.

(4) Nursing facility services for 
individuals age 65  or older in an 
institution for mental diseases.

(5) Inpatient psychiatric services for 
individuals under age 2 !.

(6-)’- Nursing facility services for 
individuals under 21.

(?) totermedlate care facility services 
for the mentally retarded.

F. Part 442 is amended as follows:

PART 442—STANDARDS FOR 
PAYMENT FOR NURSING FACILITIES 
AND INTERMEDIATE CARS 
FACILITIES FOR THE MENTALLY 
RETARDED

1. The authority citation for part 442 
continues to read as follows:

Authority: Sec* 1102'of the Social Security 
Act (42 U.S.G. 13021. unless otherwise 
indicated.

2. The heading for part 442 is revised 
as set forth above.

3. Section 442.1 is amended by 
revising paragraph (a) to read as follows:

§442.1 Basis and purpose.
(a); This part states requirements for 

provider agreements for facility

certification relating: to the pro vision of 
services furnished By nursing facilities 
and intermediate care, facilities for the. 
mentally retarded. This part is based on 
the following sections®! toe. Act:

Section 1902(a)(4), administrative methods 
for proper and efficient operation of the: State 
plan;

Section 1902{a)(2?)-, provider agreements;
Section 1902(a)(2&), nursing facility 

standards;
Section 1902(a)(33)(H)i State survey agency 

functions;. Section 1902(1), circumstances and 
procedures for denial of payment mid 
termination o f  provider agreement's in certain, 
case»;

Section 1905fc)v, definition of nursing 
facility;

Section 1905(d),. definition o£ intermediate 
care facility for the mentally retarded;

Section 1905 (#J, definition of nursing- 
facility services;

Section 1 9 1 0 , certification, and approval of 
ICFs/MR and of RHGs;

Section 1913, hospital providers of nursing 
facility services;

Section 1919 (g) and (h), survey,, 
certification and enforcement of nursing 
facilities; and

Section 1922, correction and reduction 
plans for intermediate cara fecilities for the 
mentally retarded.
* *. *■  *  *

4. Section 442.2 is amended by 
removing toe definition Immediate 
jeopardy or immediate threat and 
adding in alphabetical order the 
definition o í Immediate, jeopardy to read 
as follows:

§442.2 Terms.
*  *  *  *s  *

Immediate1 jeopardy means a situation; 
in which immediate corrective action is 
necessary becaus© the provider's 
noncompliance with one or more 
requirements of participation or 
conditions of participation has caused« 
or is likely to cause, serious injury,, 
harm, impairment, or death to an 
individual receiving care in a facility.
*- * * * *

5). Section 442.12 is amended by 
revising paragraph (c) to read as followsr

§ 442.12 Provider agreement: General 
requirements.* * * * *

(c) Conformance withi certification 
condition. An agreement must be in 
accordance with to» certification 
provisions set by the Secretary or the 
survey agency under subpart G of this 
part for ICFs/MR or subpart E  of part 
488 of this chapter for NFs..
* * * ’ * *

6. Section 442.13 is amended by 
revising paragraphs (b) and (cf ter read 
as follows:

§ 442.13 Effective date o f agreement.
*  ' *  #■  ■ *  ■ * *  ■

(BJ A ll Federal requirements are met 
on the date o f  the survey. The agreement 
must be effective on the date the on-site 
survey is completed (or on the day 
following the expiration o f a current 
agreement) if, on the date of the survey 
the provider meets alT Federal* health 
and safety conditions o f participation, or 
requirements for NFs and any other 
requirements imposed By the,Medicaid- 
agency.

(c) A lt Federal requirements are not 
met on the date o f the survey. IT toe 
provider fails to meet any of the 
requirements specified* in paragraph (b) 
of this section, toe agreement must be, 
effective on the earlier of the following 
dates:

(1) The date on which the provider 
meets all requirements.

(2) ' The date on which an ICF/MR—
(i) Is found to meet all conditions of 

participation; and
(ii) The facility submits an acceptable 

plan of correction for lower level 
deficiencies« or an approvable waiver 
request, or both..

(3) The date on which a NF—
(1) Is in  substantial'compliance, as- 

defined in  § 488.3Q1 of this title; and
(ii) Submits, an acceptable plan of 

correction, if applicable, or an 
approvable: waiver request,! or both.

7. Section 442.14 is  amended by 
revising paragraph (b)(2) to read as 
follows:

§442.14 Effect of change of ownership. 
* * * * *

(b)* * *
(2) Any expiration date for ICFs/MR.

* * * * *.

Section 442. 15 is amended* by 
removing paragraph (d) and revising the 
section beading to read as follows:

§ 442.15 Duration of agreement for ICFs/ 
MR.
* * * * *

9. Section 442.16 is amended by 
revising the section heading to read as 
follows:

§442.16 Extension of agreement for ICFs/ 
MR.
* * * * *

10-. Section 442JÎQ is amended by 
revising paragraphs, (a)(1),. (a)(2.)^)(4); 
and (ah?) to read as follows:

§ 442.30 Agreement as evidence of 
certification.

(a)* * *
f l)  The survey agency failed to apply 

thé applicable requirements under 
subpart B of part 483 of this chapter for 
NFs or subpart I of part 483 of this
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chapter, which set forth the conditions 
of participation for ICFs/MR.

(2) The survey agency failed to follow 
the rules and procedures for 
certification set forth in subpart C of this 
part, subpart E of part 488, and 
§431.610 of this subchapter;
*  *  *  ft  k

(4) The agency failed to use the 
Federal standards, and the forms, 
methods and procedures prescribed by 
HCFA as required under § 431.610(f)(1) 
or § 488.318(b) of this chapter, for 
determining the qualifications of 
providers; or
k  k  1c 1c' 1c

(7) Required elements of the NF 
survey process fails to include all of the 
following:
•k k  k  k  k - i

11. Section 442.40 is amended by 
revising the section heading and 
paragraphs (b)(1), (b)(2)(h), and (c)(1) to 
read as follows:
§ 442.40 Availability of FFP during appeals 
for ICFs/MR.
*  k  k  k  k

(b) Scope, applicability, and effective 
date. (1) Scope. This section sets forth 
the extent of FFP in State Medicaid 
payments to an ICF/MR after its 
provider agreement has been terminated 
or has expired and not been renewed.

(2) *  *  *
(ii) When the State acts under 

instructions from HCFA, FFP ends on 
the date specified by HCFA (HCFA 
instructs die State to terminate the 
Medicaid provider agreement when 
HCFA in validating a State survey 
agency certification, determines that an 
ICF/MR does not meet the requirements 
for participation.)
k  k  k  k  . k

(c) Basic rules. (1) Except as provided 1 
in paragraphs (d) and (e) of this section, 
FFP in payments to an ICF/MR ends on 
the effective date of termination of the 
facility’s provider agreement, or if the 
agreement is not terminated, on the 
effective date of expiration.
*  k  k  k  k

12. Section 442.42 is amended by 
revising paragraph (a) to read as follows:

§ 442.42 FFP under a retroactive provider 
agreement following appeal.

(a) Basic rule. Except as specified in 
paragraph (b) of this section, if an NF or 
ICF/MR prevails on appeal from 
termination or, in the case of an ICF/ 
MR, nonrenewal of a provider 
agreement, and the State issues a 
retroactive agreement, FFP is available 
beginning with the retroactive effective 
date, which must be determined in 
accordance with § 442.13.
k  k  k  k  k

13. The heading for subpart C is 
revised to read as follows:

Subpart C—Certification of ICFs/MR

§442.101 [Amended]
14. Section 442.101(d) is amended as 

follows:
a. In paragraph (d)(1), “subpart D” is 

removed and “subpart I” is added.
b. In paragraph (d)(2), “subpart D.” is 

removed and “subpart I of part 483 of 
this chapter.” is added.

15. Section 442.105 is amended by 
revising the section heading, the 
introductory text, and paragraphs (c)(1), 
and (d)(1) to read as follows:

§ 442.105 Certification of ICFs/MR with 
deficiencies: General provisions.

If a survey agency finds a facility 
deficient in meeting the standards for 
ICFs/MR, as specified under subpart I of 
part 483 of this chapter, the agency may 
certify the facility for Medicaid 
purposes under the following 
conditions:
k  k  k  " k  k

(c) * * *
(1) Was unable to stay in compliance 

with the standard for ICFs/MR for 
reasons beyond its control, or despite 
intensive efforts to comply; and
k  ■ k  / , *  ★

(d) * * *
(1) Did achieve compliance with the 

standard for ICFs/MR at some time 
during the prior certification period;
* ★  * * *

16. The heading for § 442.109 is 
revised to read as follows:

§ 442.109 Certification period for ICFs/MR: 
General provisions.
* * *' *

17. The heading for § 442.110 and 
paragraph (a) are revised to read as 
follows:

§ 442.110 Certification period for ICFs/MR 
with standard-level deficiencies.

(a) Facilities with deficiencies maybe 
certified under § 442.105 for the period 
specified in either paragraph (b) or (c) 
of this section.
k  k  k  k  k

§ 442.116 [Removed]
18. Section 442.116 is removed.
19. Section 442.117 is amended by 

revising the section heading end 
paragraph (a) to read as follows:

§ 442.117 Termination of certification for 
ICFs/MR whose deficiencies pose 
immediate jeopardy.

(a) A survey agency must terminate a 
facility’s certification if it determines 
that—

(1) The facility no longer meets 
conditions of participation for ICFs/MR

as specified in subpart I of part 483 of 
this chapter.

(2) The facility’s deficiencies pose 
immediate jeopardy to residents’ health 
and safety.
k  k  • k '  k  k

20. Section 442.118 is amended by 
removing paragraph (c) and revising the 
section heading, paragraphs (a), (b)(1) 
and (b)(3)(i) to read as follows:

§442.118 Denial of payments for new 
admissions to an ICF/MR.

(a) Basis for denial o f payments. The 
Medicaid agency may deny payment for 
new admissions to an ICF/MR that no 
longer meets the applicable conditions 
of participation specified under subpart 
I of part 483 of this chapter.

(b) * * *
(1) Provide the facility up to 60 days 

to correct the cited deficiencies and 
comply with conditions of participation 
for ICFs/MR.
★  *  k  k  k

(3 )  * * *
(i) The opportunity for the facility to 

present, before a State Medicaid official 
who was not involved in making the 
initial determination, evidence or 
documentation, in writing or in person, 
to refute the decision that the facility is 
out of compliance with the conditions 
of participation for ICFs/MR.
★  *  *  ' k  k

21. Section 442.119 is amended by 
revising the section heading, paragraph
(a)(1) and (b)(1) to read as follows:

§ 442.119 Duration of denial of payments 
and subsequent termination of an ICF/MR.

(a) * * *
(1) The facility has corrected the 

deficiencies or is malting a good faith 
effort to achieve compliance with the 
conditions of participation for ICFs/MR; 
or
★  * * * *

(b) * * *
(1) Upon the agency’s finding that the 

facility has been unable to achieve 
compliance with the conditions of 
participation for ICFs/MR during the 
period that payments for new 
admissions have been denied;
k  k  k  k  k .

G. Part 447 is amended as follows:

PART 447—PAYMENTS FOR 
SERVICES

1. The authority citation for part 447 
continues to read as follows: '

Authority: Sec. 1102 of the Social Security 
Act (42 U.S.C. 1302).

2. Section 447.280 is revised to read 
as follows:
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§ 447.280 Hospital providers of NF 
services (swing-bed hospitals).

(a) General rule. If the State plan 
provides for NF services furnished by a 
swing-bed hospital, as specified in
§§ 440.40(a) and 440.150(f) of this 
chapter, the methods and standards 
used to determine payment rates for 
routine NF services must—

(1) Provide for payment at the average 
rate per patient day paid to NFs, as 
applicable, for routine services 
furnished during the previous calendar 
year; or

(2) Meet the State plan and payment 
requirements described in this subpart, 
as applicable.

(b) Application o f the rule. The 
payment methodology used by a State to 
set payment rates for routine NF 
services must apply to all swing-bed 
hospitals in the State.

H, Part 483 is amended as follows:

PART 483—REQUIREMENTS FOR 
STATES AND LONG TERM CARE 
FACILITIES

I . The authority citation for part 483 
is revised to read as follows:

Authority: Secs, 1102 ,1819(a)-(h), 1861 (j) 
and (1), 1863,1871,1902(a)(28), 1905 (a), (c) 
and (d), and 1919(a)-(h) of the Social 
Security Act (42 U.S.C. 1302 ,1395i-3(a)-(h), 
1395x (j) and (1), 1395z, 1395hh,
1396a(a)(28), and 1396d (a), (c) and (d), and 
1396r(a)—(h)), unless otherwise noted.

2. Section 483.75 is amended by 
revising the heading to read as follows:

§ 483.75 Administration. 
* * * * *

I. Part 488 is amended as follows:

PART 488—SURVEY, CERTIFICATION, 
AND ENFORCEMENT PROCEDURES

1. The heading for part 488 is revised 
as set forth above.

2. The authority citation for part 488 
is revised to read as follows:

Authority: Secs. 1102,1128 ,1128A, 1814, 
1819,1861,1863,1864,1865,1866,1871, 
1880,1881,1883,1902, and 1919 of the 
Social Security Act (42 U.S.C. 1302,1320a- 
7 ,1320a-7a, 1395f, 1395i-3,1395x, 1395z, 
1395aa, 1395bb, 1395cc, 1395hh, 1395qq/ 
1395rr, 1395tt, 1396a, and 1396r).

3. Section 488.11 is amended by 
revising paragraph (b) to read as follows:

§ 488.11 State survey agency functions.
* * * * *

(b) Conduct validation surveys of 
accredited facilities as provided in 
§ 488.6; and 
* * * * *

5. Section 488.14 is revised to read as 
follows:

§ 488.14 Effect of PRO review.
When a PRO is conducting review 

activities under section 1154 of the Act 
and Part 466 of this chapter, its 
activities are in lieu of the utilization 
review and evaluation activities 
required of health care institutions 
under sections 1861(e)(6), and 1861(k) 
of the Act.

6. Section 488.18 is amended by
- revising paragraphs (a) and (b) to read 

as follows:

§ 488.18 Documentation of findings.
(a) The findings of the State agency 

with respect to each of the conditions of 
participation, requirements (for SNFs 
and NFs), or conditions for coverage 
must be adequately documented. When 
the State agency certifies to the 
Secretary that a provider or supplier is 
not in compliance with the conditions 
or requirements (for SNFs and NFs), and 
therefore not eligible to participate in 
the program, such documentation 
includes, in addition to the description 
of the specific deficiencies which 
resulted in the agency’s 
recommendation, any provider or 
supplier response.

(b) If a provider or supplier is certified 
by the State agency as in compliance 
with the conditions or participation 
requirements (for SNFs and NFs) or as 
meeting the requirements for special 
certification (see § 488.54), with 
deficiencies not adversely affecting the 
health and safety of patients, the 
following information will be 
incorporated into the finding:

(1) A statement of the deficiencies 
that were found.

(2) A description of further action that 
is required to remove the deficiencies.

(3) A time-phased plan of correction 
developed by the provider and supplier 
and concurred with by the State agency.

(4) A scheduled time for a resurvey of 
the institution or agency to be 
conducted by the State agency within 90 
days following the completion of the 
survey.
* * * * *

7. Section 488.20 is amended by 
revising paragraph (a) to read as follows:

§ 488.20 Periodic review of compliance 
and approval.

(a) Determinations by HCFA to the 
effect that a provider or supplier is in 
compliance with the conditions of 
participation, or requirements (for SNFs 
and NFs), or the conditions for coverage 
are made as often as HCFA deems 
necessary and may be more or less than 
a 12-month period, except for SNFs,
NFs and HHAs. (See § 488.308 for 
special rules for SNFs and NFs.)
* * ★ it *

8. Section 488.24 is revised to read as 
follows:

§ 488.24 Certification of noncompliance.
(a) Special rules for certification of 

noncompliance for SNFs and NFs are 
set forth in § 488.330.

(b) The State agency will certify that 
a provider or supplier is not or is no 
longer in compliance with the 
conditions of participation or conditions 
for coverage where the deficiencies are 
of such character as to substantially 
limit the provider’s or supplier’s 
capacity to furnish adequate care or 
which adversely affect tiie health and 
safety of patients; or

(c) If HCFA determines that an 
institution or agency does not qualify 
for participation or coverage because it 
is not in compliance with the conditions 
of participation or conditions for 
coverage, or if a provider’s agreement is 
terminated for that reason, the 
institution or agency has the right to 
request that the determination be 
reviewed. (Appeals procedures are set 
forth in Part 498 of this chapter.)

9. Section 488.26 is revised to read as 
follows:

§ 488.26 Determining compliance.
(a) Additional rules for certification of 

compliance for SNFs and NFs are set 
forth in § 488.330.

(b) The decision as to whether there 
is compliance with a particular 
requirement, condition of participation, 
or condition for coverage depends upon 
the manner and degree to which the 
provider or supplier satisfies the various 
standards within each condition. 
Evaluation of a provider’s or supplier’s 
performance against these standards 
enables the State survey agency to 
document the nature and extent of 
deficiencies, if any, with respect to a 
particular function, and to assess the 
need for improvement in relation to the 
prescribed conditions.

(c) The State survey agency must 
adhere to the following principles in 
determining compliance with 
participation requirements:

(1) The survey process is the means to 
assess compliance with Federal health, 
safety and quality standards;

(2) The survey process uses resident 
outcomes as the primary means to 
establish the compliance status of 
facilities. Specifically surveyors will 
directly observe the actual provision of 
care and services to residents, and the 
effects of that care, to assess whether the 
care provided meets the needs of 
individual residents;

(3) Surveyors are professionals who 
use their judgment, in concert with
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Federal forms and procedures, to 
determine compliance;

(4) Federal procedures are used by all 
surveyors to ensure uniform and 
consistent application and 
interpretation of Federal requirements;

(5) Federal forms are used by all 
surveyors to ensure proper recording of 
findings and to document the basis for 
the findings.

(d) The State survey agency must use 
the survey methods, procedures, and 
forms that are prescribed by HCFA.

(e) The State survey agency must 
ensure that a facility’s actual provision 
of care and services to residents and the 
effects of that care on residents are 
assessed in a systematic manner.

10. Section 488.28 is revised to read 
as follows:

§ 488.28 Providers or suppliers, other than 
SNFs and NFs, with deficiencies.

fa) If a provider or supplier is found 
to be deficient with respect to one or 
more of the standards in the conditions 
of participation or conditions for 
coverage, it may participate in or be 
covered under the Health Insurance for 
the Aged and Disabled Program only if 
the facility has submitted an acceptable 
plan of correction for achieving 
compliance within a reasonable period 
of time acceptable to the Secretary.

(b) The existing deficiencies noted 
either individually or in combination 
neither jeopardize the health and safety 
of patients nor are of such character as 
to seriously limit the provider’s capacity 
to render adequate care.

(c jm  If it is determined during a 
survey that a provider or supplier is not 
in compliance with one or more of the 
standards, it is granted a reasonable 
time to achieve compliance.

(2) The amount of time depends upon 
the—

(i) Nature of the deficiency; and
(ii) State survey agency’s judgment as 

to the capabilities of the facility to 
provide adequate and safe care.

(d) Ordinarily a provider or supplier 
is expected to take the steps needed to 
achieve compliance within 80 days of 
being notified of the deficiencies but the 
State survey agency may recommend 
that additional time be granted by the 
Secretary in individual situations, if in 
its judgment, it is not reasonable to 
expect compliance within 60 days, for 
example, a facility must obtain the 
approval of its governing body, or 
engage in competitive bidding.

$488.50 [Removed]
11. Section 488.50 is removed.
4. A new subpart E is added to read 

as follows:

Subpart E—Survey and Certification of 
Long-Term Care Facilities
Sec.
488.300 Statutory basis.
488.301 Definitions.
488.303 State plan requirement.
488.305 Standard surveys.
488.307 Unannounced surveys.
488.308 Survey frequency.
488.310 Extended survey.
488.312 Consistency of survey results. 
488.314 Survey teams.
488.318 Inadequate survey performance. 
488.320 Sanctions for inadequate survey 

performance.
488.325 Disclosure of results of surveys and 

activities.
488 330 Certification of compliance and 

noncompliance.
488.331 Informal dispute resolution.
488.332 Investigation of complaints of 

violations end monitoring of compliance.
488.334 Educational programs.
488.335 Action on complaints of resident 

neglect and abuse, and misappropriation 
of resident property.

Subpart 1 —Survey and Certification of 
Long-Term Care Facilities

§ 488.300 Statutory basis.
Sections 1819 and 1919 of the Act 

establish requirements for surveying 
SNFs and NFs to determine whether 
they meet the requirements for 
participation in die Medicare and 
Medicaid programs.

§ 408.301 Definitions.
As used in this subpart—
Abbreviated standard survey means a 

survey other than a standard survey that 
gathers information primarily through 
resident-centered techniques on facility 
compliance with the requirements for 
participation. An abbreviated standard 
survey may be premised cm complaints 
received; a change of ownership, 
management, or director of nursing; or 
other indicators of specific concern.

Abuse means the willful infliction of 
injury, unreasonable confinement, 
intimidation, or punishment with 
resulting physical harm, pain or mental 
anguish.

Deficiency means a SNF’s or NFs 
failure to meet a participation 
requirement specified in the Act or in 
part 483, subpart B of this chapter.

Dually participating facility means a 
facility that has a provider agreement in 
both the Medicare and Medicaid 
programs.

Extended survey means a survey that 
evaluates additional participation 
requirements subsequent to finding 
substandard quality of care during a 
standard survey.

Facility means a SNF or NF, or a 
distinct part SNF or NF, in accordance 
with § 483.5 of this chapter.

Immediate fam ily means husband or 
wife; natural or adoptive parent, child 
or sibling; stepparent, stepchild, 
stepbrother, or stepsister; father-in-law, 
mother-in-law, son-in-law, daughter-in- 
law, brother-in-law, or sister-in-law; 
grandparent or grandchild.

Immediate Jeopardy means a situation 
in which the provider’s noncompliance 

-with one or more requirements of 
participation has caused, or is likely to 
cause, serious injury, harm, impairment, 
or death to a resident.

Misappropriation o f resident property 
means the deliberate misplacement, 
exploitation, or wrongful, temporary or 
permanent use of a resident’s belongings 
or money without the resident’s 
consent.

Neglect means failure to pro vide 
goods and services necessary to avoid 
physical harm, mental anguish, or 
mental illness.

Noncomplianee means any deficiency 
that causes a facility to not be in 
substantial compliance.

Nurse aide means an individual, as 
defined in § 483.75(e)(1) of this chapter.

Nursing facility (NF) means a 
Medicaid nursing facility.

Partial extended survey means a 
survey that evaluates additional 
participation requirements subsequent 
to finding substandard quality of care 
during an abbreviated standard survey.

Skilled nursing facility (SNF) means a 
Medicare nursing facility.

Standard survey means a periodic, 
resident-centered inspection which 
gathers information about the quality of 
service furnished in a facility to 
determine compliance with the 
requirements for participation.

Substandard quality o f care means 
one or more deficiencies related to 
participation requirements under 
§ 483.13, Resident behavior and facility 
practices, § 483.15, Quality of life, or 
§ 483.25, Quality of care of this chapter, 
which constitute either immediate 
jeopardy to resident health or safety; a 
pattern of or widespread actual harm 
that is not immediate jeopardy; or a 
widespread potential for more than 
minimal beam, but less than immediate 
jeopardy, with no actual harm.

Substantial compliance means a level 
of compliance with the requirements of 
participation such that any identified 
deficiencies pose no greater risk to 
resident health or safety than the 
potential for causing minimal harm.

Validation survey means a survey 
conducted by the Secretary within 2 
months following a standard survey, 
abbreviated standard survey, partial 
extended survey, or extended survey for 
the purpose of monitoring State survey 
agency performance.
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§ 488.303 State plan requirement
(a) A State plan must provide that the 

requirements of this subpart and subpart 
F of this part are met, to the extent that 
those requirements apply to the 
Medicaid program.

(b) A State may establish a program to 
reward, through public recognition, 
incentive payments, or both, nursing 
facilities that provide the highest quality 
care to Medicaid residents. For purposes 
of section 1903(a)(7) of the Social 
Security Act, proper expenses incurred 
by a State in carrying out such a 
program are considered to be expenses 
necessary for the proper and efficient 
administration of the State plan.

(c) A State must conduct periodic 
educational programs for the staff and 
residents (and their representatives) of 
NFs in order to present current 
regulations, procedures, and policies 
under this subpart and subpart F of this 
part.

(d) Required remedies for a non-State 
operated NF. A State must establish the 
following remedies or an approved 
alternative to the following remedies for 
imposition against a non-State operated 
NF:

(1) Termination of the provider 
agreement.

(2) Temporary management.
(3) Denial of payment for new 

admissions.
(4) Civil money penalties.
(5) Closure of the facility in 

emergency situations or transfer of 
residents, or both.

(6) State monitoring.
(e) Optional remedies for a non-State 

operated NF. A State may establish the 
following remedies for imposition 
against a non-State operated NF:

(1) Directed plan of correction.
(2) Directed m-service training.
(3) Alternative or additional State 

remedies.
(f) Alternative or additional State 

remedies. If a State uses remedies that 
are in addition to those specified in 
paragraph (d) or (e) of this section, or 
alternative to those specified in 
paragraph (d) of this section (other than 
termination of participation), it must—

(1) Specify those remedies in the State 
plan; and
^(2) Demonstrate to HCFA’s 

satisfaction that those alternative 
remedies are as effective in deterring 
noncompliance and correcting 
deficiencies as the remedies listed in 
paragraphs (d) and (e) of this section.

§488.305 Standard surveys.
(a) For each SNF and NF, the State 

survey agency must conduct standard 
surveys that include all of the following:

(1) A case-mix stratified sample of 
residents; »

(2) A survey of the quality of care 
furnished, as measured by indicators of 
medical, nursing, and rehabilitative 
care, dietary and nutrition services, 
activities and social participation, and 
sanitation, infection control, and the 
physical environment;

(3) An audit of written plans of care 
and residents’ assessments to determine 
the accuracy of such assessments and 
the adequacy of such plans of care; and

(4) A review of compliance with 
residents’ rights requirements set forth 
in sections 1819(c) and 1919(c) of the 
Act.

(b) The State survey agency’s failure 
to follow the procedures set forth in this 
section will not invalidate otherwise 
legitimate determinations that a 
facility’s deficiencies exist.

§ 488.307 Unannounced surveys.
(a) Basic rule. All standard surveys 

must be unannounced.
(b) Review of survey agency’s 

scheduling and surveying procedures. 
(1) HCFA reviews on an annual basis 
each State survey agency’s scheduling 
and surveying procedures and practices 
to ensure that survey agencies avoid 
giving notice of a survey through the 
scheduling procedures and the conduct 
of the surveys.

(2) HCFA takes corrective action in 
accordance with the nature and 
complexity of the problem when survey 
agencies are found to have notified a 
SNF or NF through their scheduling or 
procedural policies. Sanctions for 
inadequate survey performance are in 
accordance with § 488.320.

(c) Civil money penalties. An 
individual who notifies a SNF or NF, or 
causes a SNF or NF to be notified, of the 
time or date on which a standard survey 
is scheduled to be conducted is subject 
to a Federal civil money penalty not to 
exceed $2,000.

§ 488.308 Survey frequency.
(a) Basic period. The survey agency 

must conduct a standard survey of each 
SNF and NF not later than 15 months 
after the last day of the previous 
standard survey.

(b) Statewide average interval. (1) The 
statewide average interval between 
standard surveys must be 12 months or 
less, computed in accordance with 
paragraph (d) of this section.

(2) HCFA takes corrective action in 
accordance with the nature of the State 
survey agency’s failure to ensure that 
the 12-month statewide average interval 
requirement is met. HCFA’s corrective 
action is in accordance with § 488.320.

(c) Other surveys. The survey agency 
may conduct a survey as frequently as 
necessary to

il) Determine whether a facility 
complies with the participation 
requirements; and

(2) Confirm that the facility has 
corrected deficiencies previously cited.

(d) Computation o f statewide average 
interval. The statewide average interval 
is computed at the end of each Federal 
fiscal year by comparing the last day of 
the most recent standard survey for each 
participating facility to the last day of 
each facility’s previous standard survey.

(e) Special surveys. (1) The survey 
agency may conduct a standard or an 
abbreviated standard survey to 
determine whether certain changes have 
caused a decline in the quality of care 
furnished by a SNF or a NF, within 60 
days of a change in the following:

(1) Ownership;
(ii) Entity responsible for management 

of a facility (management firm);
(iii) Nursing home administrator; or
(iv) Director of nursing.
(2) . The survey agency must review all 

complaint allegations and conduct a 
standard or an abbreviated standard 
survey to investigate complaints of 
violations of requirements by SNFs and 
NFs if its review of the allegation 
concludes that—

(j) A deficiency in one or more of the 
requirements may have occurred; and

(ii) Only a survey can determine 
whether a deficiency or deficiencies 
exist.

(3) The survey agency does not 
conduct a survey if the complaint raises 
issues that are outside the purview of 
Federal participation requirements.

§ 488.310 Extended survey.
(a) Purpose o f survey. The purpose of 

an extended survey is to identify the 
policies and procedures that caused the 
facility to furnish substandard quality of 
care.

(b) Scope o f extended survey. An 
extended survey includes all of the 
following:

(1) Review of a larger sample of 
resident assessments than the sample 
used in a standard survey.

(2) Review of the staffing and in- 
service training.

(3) If appropriate, examination of the 
contracts with consultants.

(4) A review of the policies and 
procedures related to the requirements 
for which deficiencies exist.

(5) Investigation of any participation
requirement at the discretion of the 
survey agency. -

(c) Timing and basis for survey. The 
survey agency must conduct an 
extended survey not later than 14 
calendar days after completion of a 
standard survey which found that the 
facility had furnished substandard 
quality of care.
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§488.312 Consistency of survey results.
HCFA does and the survey agency, 

must implement programs to measure 
accuracy and improve consistency in 
the application of survey results and 
enforcement remedies.

§488.314 Survey teams.
(a) Team composition. (1) Surveys 

must be conducted by a 
multidisciplinary team of professionals, 
which must include a registered nurse.

(2) Examples of professionals include, 
but are not limited to, physicians, 
physician assistants, nurse practitioners, 
physical, speech, or occupational 
therapists, registered professional 
nurses, dieticians, sanitarians, 
engineers, licensed practical nurses, or 
social workers.

(3) The State determines what 
constitutes a professional, subject to 
HCFA approval.

(4) Any of the following 
circumstances disqualifies a  surveyor 
for surveying a particular facility:

(i) The surveyor currently works, or, 
within the past two years, has worked 
as an employee, as employment agency 
staff at the facility, or as an officer, 
consultant, or agent for the facility to be 
surveyed.

(ii) The surveyor has any financial 
interest or any ownership interest in the 
facility.

(iii) The surveyor has an immediate 
family member who has a relationship 
with a facility described in paragraphs
(a)(2) (i) or (ii) of this section.

(iv) The surveyor has an immediate 
family member who is a resident in the 
facility to be surveyed. For purposes of 
this section, an immediate family 
member is defined at § 488.301 of this 
part,

(b) HCFA training. HCFA provides 
comprehensive training to surveyors, 
including at least the following:

(1) Application and interpretation of 
regulations for SNFs and NFs.

(2) Techniques and survey procedures 
for conducting standard and extended 
surveys.

(3) Techniques for auditing resident 
assessments and plans of care.

(c) Required surveyor training. (1) 
Except as specified in paragraph (c)(3) 
of this section, the survey agency may 
not permit an individual to serve as a 
member of a survey team unless the 
individual has successfully completed a 
training and testing program prescribed 
by the Secretary.

(2) The survey agency must have a 
mechanism to identify and respond to 
in-service training needs of the 
surveyors.

(3) The survey agency may permit an 
individual who has not completed a

training program to participate in a 
survey as a trainee if accompanied on
site by a surveyor who has successfully 
completed the required training and 
testing program.

§488.318 Inadequate survey performance.
(a) HCFA considers survey 

performance to be inadequate if the 
State survey agency—

(1) Indicates a pattern of failure to—
(1) Identify deficiencies and the failure 

cannot be explained by changed 
conditions in the facility or other case 
specific factors;

(ii) Cite only valid deficiencies;
(iii) Conduct surveys in accordance 

with the requirements of this suhpart; or
(iv) Use Federal standards, protocols, 

and the forms, methods and procedures 
specified by HCFA in manual 
instructions; or

(2) Fails to identify an immediate 
jeopardy situation.

(d) Inadequate survey performance 
does not—

(1) Relieve a SNF or NF of its 
obligation to meet all requirements for 
program participation; or

(2) Invalidate adequately documented 
deficiencies.

§ 488.320 Sanctions for inadequate survey 
performance.

fa) Annual assessment o f survey 
performance, HCFA assesses the 
performance of the State ’s survey and 
certification program annually.

(b) Sanctions for inadequate survey 
performance. When a State 
demonstrates inadequate survey 
performance, as specified in § 488.318, 
HCFA notifies the survey agency of the 
inadequacy and takes action in 
accordance with paragraphs (c) and (d) 
of this section.

(c) Medicaid facilities. (1) For a 
pattern of failure to identify deficiencies 
in Medicaid facilities, HCFA—

(1) Reduces FFP, as specified in 
paragraph (e) of this section, and if 
appropriate;

(ii) Provides for training of survey 
teams.

(2) For other survey inadequacies in 
Medicaid facilities, HCFA provides for 
training of survey teams.

(d) Medicare facilities. For all survey 
inadequacies in Medicare facilities, 
HCFA—

(1) Requires that the State survey 
agency submit a plan of correction;

(2) Provides for training of survey 
teams;

(3) Provides technical assistance on 
scheduling and procedural policies;

(4) Provides HCFA-directed 
scheduling; or

(5) Initiates action to terminate the 
agreement between the Secretary and

the State under section 1864 of the Act, 
either in whole or in part

(e) Reduction o f FFP. In reducing FFP 
for inadequate survey performance, 
HCFA uses the formula specified in 
section 1919(g)(3)(C) of the Act, that is 
33 percent multiplied by a fraction—

(1) The numerator of which is equal 
to the total number of residents in the 
NFs that HCFA found to be 
noncompliant during validation surveys 
for that quarter; and

(2) The denominator of which is equal 
to the total number of residents in the 
NF§ in which HCFA conducted 
validation surveys during that quarter.

(f) Appeal o f FFP reduction. When a 
State is dissatisfied with HCFA’s 
determination to reduce FFP, the State 
may appeal the determination to the 
Departmental Appeals Board, using the 
procedures specified in 45 CFR part 16.

§ 488.325 Disclosure of results of surveys 
and activities.

(a) Information which must be 
provided to public. As provided in 
sections 1819(g)(5) and 1919(g)(5) of the 
Act, the following information must be 
made available to the public, upon the 
public’s request, by the State or HCFA 
for all surveys and certifications of SNFs 
and NFs:

(1) Statements of deficiencies and 
providers’ comments,

(2) A list of isolated deficiencies that 
constitute no actual harm, with the 
potential for minimal harm.

(3) Approved plans of correction.
(4) Statements that the facility did not 

submit an acceptable plan of correction 
or failed to comply with the conditions 
of imposed remedies.

(5) Final appeal results.
(6) Notice or termination of a facility.
(7) Medicare and Medicaid cost 

reports.
(8) Names of individuals with direct 

or indirect ownership interest in a SNF 
or NF, as defined in § 420.201 of this 
chapter.

(9) Names of individuals with direct 
or indirect ownership interest in a SNF 
or NF, as defined in § 420.201 of this 
chapter, who have been found guilty by 
a court of law of a criminal offense in 
violation of Medicare or Medicaid law.

(b) Charge to public for information. 
HCFA and the State may charge the 
public for specified services with 
respect to requests for information in 
accordance with—

(1) Section 401.140 of this chapter, for 
Medicare; or

(2) State procedures, for Medicaid.
(c) How public can request 

information. The public may request 
information in accordance with 
disclosure procedures specified in 45 
CFR part*5.
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(d) When information must be 
disclosed. The disclosing agency must 
make available to the public, upon the 
public’s request, information concerning 
all surveys and certifications of SNFs 
and NFs, including statements of 
deficiencies, separate listings of any 
isolated deficiencies that constitute no 
actual harm, with the potential for 
minimal harm, and plans of correction 
(which contain any provider response to 
the deficiency statement) within 14 
calendar days after each item is made 
available to the facility.

(e) Procedures for responding to 
requests. The procedures and time 
periods for responding to requests are in 
accordance with—

(1) Section 401.136 of this chapter for 
documents maintained by HCFA; and

(2) State procedures for documents 
maintained by the State.

(f) Information that must be provided 
to the State’s long-term care 
ombudsman. The State must provide 
the State’s long-term care ombudsman 
with the following:

(1) A statement of deficiencies 
reflecting facility noncompliance, 
including a separate list of isolated 
deficiencies that constitute no harm 
with the potential for minimal harm.

(2) Reports of adverse actions 
specified at § 488.206 imposed on a 
facility.

(3) Written response by the provider.
(4) A provider’s request for an appeal 

and the results of any appeal.
(g) Information which must be 

provided to State by a facility with 
substandard quality o f care. (1) To 
provide for the notice to physicians 
required under sections 1819(g)(5)(C) 
and 1919(g)(5)(C) of the Act, not later 
than 10 working days after receiving a 
notice of substandard quality of care, a 
SNF or NF must provide the State with 
a list of—

(1) Each resident in the facility with 
respect to which such finding was 
made; and

(ii) The name and address of his or 
her attending physician.

(2) Failure to disclose the information 
timely will result in termination of 
participation or imposition of 
alternative remedies.

(h) Information the State must 
provide to attending physician and 
State board. Not later than 20 calendar 
days after a SNF or NF complies with 
paragraph (g) of this section, the State 
must provide written notice of the 
noncompliance to—

(1) The attending physician of each 
resident in the facility with respect to 
which a finding of substandard quality 
of care was made; and

(2) The State board responsible for 
licensing the facility’s administrator.

(1) Access to information by State 
Medicaid fraud control unit. The State 
must provide access to any survey and 
certification information incidental to a 
SNF’s or NF’s participation in Medicare 
or Medicaid upon written request by the 
State Medicaid fraud control unit 
established under part 1002, subpart C, 
of this title, consistent with current 
State laws.

§ 488.330 Certification of compliance or 
noncompliance.

(a) General rules—(1) Responsibility 
fo r certification, (i) The State survey 
agency surveys all facilities for 
compliance or noncompliance with . 
requirements for long term care 
facilities. The survey by the State survey 
agency may be followed by a Federal 
validation survey.

(A) The State certifies the compliance 
or noncompliance of non-State operated 
NFs. Regardless of the State entity doing 
the certification, it is final, except in the 
case of a complaint or validation survey 
conducted by HCFA, or HCFA review of 
the State’s findings.

(B) HCFA certifies the compliance or 
noncompliance of all State-operated 
facilities.

(C) The State survey agency certifies 
the compliance or noncompliance of a 
non-State operated SNF, subject to the 
approval of HCFA.

(D) The State survey agency certifies 
compliance or noncompliance for a 
dually participating SNF/NF. In the case 
of a disagreement between HCFA and 
the State survey agency, a finding of 
noncompliance takes precedence over 
that of compliance.

(ii) In the case of a validation survey, 
the Secretary’s determination as to the 
facility’s noncompliance is binding, and 
takes precedence over a certification of 
compliance resulting from the State 
survey. -

(2) Basis fo r certification, (i) 
Certification by the State is based on the 
survey agency findings.

(ii) Certification by HCFA is based on 
either the survey agency findings (in the 
case of State-operated facilities), or, in 
the case of a validation survey, on 
HCFA’s own survey findings.

(b) Effect o f certification—{1 ) 
Certification o f comphance. A 
certification of comphance constitutes a 
determination that die facility is in 
substantial compliance and is eligible to 
participate in Medicaid as a NF, or in 
Medicare as a SNF, or in Medicare and 
Medicaid as a dually participating 
facility.

(2) Certification o f noncompliance. A 
certification of noncompliance requires

denial of participation for prospective 
providers and enforcement action for 
current providers in accordance with 
subpart F of this part. Enforcement 
action must include one of the 
following:

(i) Termination of any Medicare or 
Medicaid provider agreements that are 
in effect.

(ii) Application of alternative 
remedies instead of, or in addition to, 
termination procedures.

(c) Notice o f certification o f 
noncompliance and resulting action.
The notice of certification of 
noncompliance is sent in accordance 
with the timeframes specified in
§ 488.402(f), and resulting action is 
issued by HCFA, except when the State 
is taking the action for a non-State 
operated NF.

(d) Content o f notice a f certification o f 
noncompliance. The notice of 
certification of noncompliance is sent in 
accordance with the timeframes 
specified in § 488^402(f) and includes 
information on all of the following:

(1) Nature of noncompliance.
(2) Any alternative remedies to be 

imposed under subpart F of this part.
(3) Any termination or denial of 

participation action to be taken under 
this part.

(4) The appeal rights available to the 
facility under this part.

(5) Timeframes to be met by the 
provider and certifying agency with 
regard to each of the enforcement 
actions or appeal procedures addressed 
in the notice.

(e) Appeals. (1) Notwithstanding any 
provision of State law, the State must 
impose remedies promptly on any 
provider of services participating in the 
Medicaid program—

(1) After promptly notifying the 
facility of the deficiencies and 
impending remedy or remedies; and

(ii) Except for civil money penalties, 
dining the pendency of any hearing that 
may be requested by the provider of 
services.

(2) HCFA imposes remedies promptly 
on any provider of services participating 
in the Medicare or Medicaid program or 
any provider of services participating in 
both the Medicare and Medicaid 
programs—

(i) After promptly notifying the 
facility of the deficiencies and 
impending remedy or remedies; and

(ii) Except for civil money penalties, 
during any pending hearing that may be 
requested by the provider of services.

(3) The provisions of part 498 of this 
chapter apply when the following 
providers request a hearing on a denial 
of participation, or certification of 
noncompliance leading to an
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enforcement remedy (including 
termination of the provider agreement), 
except State monitoring:

(1) All State-operated facilities;
(ii) SNFs and dually participating 

SNF/NFs; and
(iii) Any other facilities subject to a 

HCFA validation survey or HCFA 
review of the State’s findings.

(4) The provisions of part 431 of this 
chapter apply when a non-State 
operated Medicaid NF, which has not 
received a HCFA validation survey or 
HCFA review of the State’s findings, 
requests a hearing on the State’s denial 
of participation, termination of provider 
agreement, or certification of 
noncompliance leading to an alternative 
remedy, except State monitoring.

■ (f) Provider agreements. HCFA or the 
Medicaid agency may execute a 
provider agreement when a prospective 
provider is in substantial compliance 
with all the requirements for 
participation for a SWF or NF, 
respectively.

(g) Special rules for Federal validation 
surveys. (1) HCFA may make 
independent certifications of a NF’s, 
SNF’s, or dually participating facility’s 
noncompliance based on a HCFA 
validation survey.

(2) HCFA issues the notice of actions 
affecting facilities for which HCFA did 
validation surveys.

(3) For non-State-operated NFs and 
non-State-operated dually participating 
facilities, any disagreement between 
HCFA and the State regarding the 
timing and choice of remedies is 
resolved in accordance with §488.452.

(4) Either HCFA or the survey agency, 
at HCFA’s option, may revisit the 
facility to ensure that corrections are 
made.

§488.331 Informal dispute resolution.
(a) Opportunity to refute survey 

findings. (1) For non-Federal surveys, 
the State must offer a facility an 
informal opportunity, at the facility’s 
request, to dispute survey findings upon 
the facility’s receipt of the official 
statement of deficiencies.

(2) For Federal surveys, HCFA offers 
a facility an informal opportunity, at the 
facility’s request, to dispute survey 
findings upon the facility’s receipt of 
the official statement of deficiencies.

(b) (1) Failure of the State or HCFA, as 
appropriate, to complete informal 
dispute resolution timely cannot delay 
the effective date of any enforcement 
action against the facility.

(2) A facility may not seek a delay of 
any enforcement action against it on the 
grounds that informal dispute resolution 
has not been completed before the 
effective date of the enforcement action.

(c) If a provider is subsequently 
successful, during the informal dispute 
resolution process, at demonstrating 
that deficiencies should not have been 
cited, the deficiencies are removed from 
the statement of deficiencies and any 
enforcement actions imposed solely as a 
result of those cited deficiencies are 
rescinded.

(d) Notification. Upon request, HCFA 
does and the State must provide the 
facility with written notification of the 
informal dispute resolution process.

§488.332 Investigation of complaints of 
violations and monitoring of compliance.

(a) Investigation o f complaints. (1)
The State survey agency must establish 
procedures and maintain adequate staff 
to investigate complaints of violations of 
participation requirements.

(2) The State survey ageney takes 
appropriate precautions to protect a 
complainant’s anonymity and privacy, if 
possible.

(3) If arrangements have been made 
with other State components for 
investigation of complaints, the State 
must have a means of communicating 
information among appropriate entities, 
and the State survey agency retains 
responsibility for the investigation 
process.

(4) If, after investigating a complaint, 
the State has reason to believe that an 
identifiable individual neglected or 
abused a resident, or misappropriated a 
resident’s property, the State survey 
agency must act on the complaint in 
accordance with § 488.335.

(b) On-site monitoring. The State 
survey agency conducts on-site 
monitoring on an as necessary basis 
when—

(1) A facility is not in substantial 
compliance with the requirements and 
is in the process of correcting 
deficiencies;

(2) A facility has corrected 
deficiencies and verification of 
continued substantial compliance is 
needed; or

(3) The survey agency has reason to 
question the substantial compliance of 
the facility with a requirement of 
participation.

(c) Composition o f the investigative 
team. A State may use a specialized 
team, which may include an attorney, 
auditor and appropriate health 
professionals, to identify, survey, gather 
and preserve evidence, and administer 
remedies to nonCompliant facilities.

§ 488.334 Educational programs.
A State must conduct periodic 

educational programs for the staff and 
residents^ (and their representatives) of 
SNFs and NFs in order to present

current regulations, procedures, and 
policies on the survey, certification and 
enforcement process under this subpart 
and subpart F of this part.

§ 488.335 Action on complaints of resident 
neglect and abuse, and misappropriation of 
resident property.

(a) Investigation. (1) The State must 
review all allegations of resident neglect 
and abuse, and misappropriation of 
resident property and follow procedures 
specified in § 488.332.

(2) If there is reason to believe, either 
through oral or written evidence that an 
individual used by a facility to provide 
services to residents could have abused 
or neglected a resident or 
misappropriated a resident’s property, 
the State must investigate the allegation.

(3) The State must have written 
procedures for the timely review and 
investigation of allegations of resident 
abuse and neglect, and 
misappropriation of resident property.

(b) Source o f complaints. The State 
must review all allegations regardless of 
their source.

(c) Notification-—(1) Individuals to be 
notified. If the State makes a 
preliminary determination, based on 
oral or written evidence and its 
investigation, that the abuse, neglect or 
misappropriation of property occurred, 
it must notify in writing—

(1) The individuals implicated in the 
investigation; and

(ii) The current administrator of the 
facility in which the incident occurred.

(2) Timing o f the notice. The State 
must notify the individuals specified in 
paragraph (c)(1) of this section in 
writing within 10 working days of the 
State’s investigation.

(3) Contents o f the notice. The notice 
must include the—

(i) Nature of the allegation(s);
(ii) Date and time of the occurrence;
(iii) Right to a hearing;
(iv) Survey agency’s intent to report 

the substantiated findings in writing, 
once the individual has had the 
opportunity for a hearing, to the nurse 
aide registry or appropriate licensure 
authority;

(v) Fact that the individual’s failure to 
request a hearing in writing within 30 
days from the date of the notice will 
result in the^tfvey-agency reporting the 
substantiated findings to the nurse aide 
registry or appropriate licensure -x 
authority.

(vi) Consequences of waiving the right 
to a hearing;

(vii) Consequences of a finding 
through the hearing process that the 
alleged resident abuse or neglect, or 
misappropriation of resident property 
did occur; and
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t (viii) Fact that the individual has the 
right to be represented by an attorney at 
the individual’s own expense.

id) Conduct o f hearing. (1) The State 
must complete ¿be hearing and the 
hearing record within 120 days from the 
day it receives the request for a hearing.

(2) Hie State must hold the hearing at 
a reasonable place and time convenient 
for the individual.

(e) Factors beyond the individual’s  
control. A State must not make a finding  
that an individual has neglected a 
resident if the individual demonstrates 
that such neglect was caused by factors 
beyond the control of the individual.

(f) Report o f findings. If the finding is 
that the individual has neglected or 
abused a resident or misappropriated 
resident property or if the individual 
waives the right to a  hearing, the State 
survey agency, which may not delegate 
this responsibility, must report the 
findings in writing within 10 working 
days to

il) The individual;
(2) The current administrator of the 

facility in which the incident occurred; 
and

(3) The administrator of the facility 
that currently employs the individual, if 
different than the facility in which the 
incident occurred;

(4) The licensing authority for 
individuals used by the facility other 
than nurse aides, if  applicable; and

(5) The muse aide registry for nurse 
aides. The findings must be included in 
the registry within 10 working days of 
the findings, in accordance with
§ 483.156(c) of this chapter.

(g) Contents and retention o f report o f 
finding to the nurse aide registry. (1)
The report of finding must include 
information in accordance with
§ 483.156(c) of this chapter.

(2) The survey agency must retain the 
information as specified in paragraph
(g)(1) of this section, in accordance with 
the procedures specified in § 483.156(c) 
of this chapter.

(h) Survey agency responsibility. (1) 
The survey agency must promptly 
review the results of all complaint 
investigations and determine whether or 
not a facility has violated any 
requirements in part 483, subpart B of 
this chapter.

(2) If a facility is not in substantial 
compliance with the requirements in 
part 483, subpart B of this chapter, the 
survey agency initiates appropriate 
actions, as specified in subpart F  of this 
part.

5. A new subpart F is added to read 
as follows:

Subpart F—Enforcement of Compliance 
For Long-Term Care Facilities with 
Deficiencies
Sec.
488.400 Statutory basis.
488.401 Definitions.
488.402 General provisions.
488.404 Factors to be considered in

selecting remedies.
488.406 Available remedies.
488.408 Selection of remedies.
488.410 Action when there is immediate 

jeopardy.
488.412 Action when there is no immediate 

jeopardy.
488.414 Action when there is repeated 

substandard quality of care.
488.415 Temporary management.
488.417 Denial of payment for all new 

admissions.
488.418 Secretarial authority to deny all 

payments.
488.422 State monitoring.
488.424 Directed plan of correction.
488.425 Directed inservice training.
488.426 Closure of a facility or transfer of 

residents, or both.
488.430 Civil money penalties: Basis for 

imposing penalty.
488.432 Civil money penalties: When 

penalty is collected.
488.434 Civil money penalties: Notice of 

penalty.
488.436 Civil money penalties: Waiver of 

hearing, reduction of penalty amount. 
488.438 Civil money penalties: Amount of 

penalty.
488.440 Civil money penalties: Effective 

date and duration of penalty.
488.442 Civil money penalties: Due date for 

payment of penalty.
488.444 Civil money penalties: Settlement 

of penalties.
488.450 Continuation of payments to a 

facility with deficiencies.
488.452 State and Federal disagreements 

involving findings not in agreement in 
non-State operated NFs and dually 
participating facilities when there is no 
immediate jeopardy.

488.454 Duration of remedies.
488.456 Termination of provider agreement.

Subpart F—Enforcement of 
Compliance for Long-Term Care 
Facilities with Deficiencies

§ 488.400 Statutory basis.
Sections 1819(h) and 1919(h) of the 

Act specify remedies that may be used 
by the Secretary oar the State 
respectively when a SNF or a NF is not 
in substantial compliance with the 
requirements for participation in the 
Medicare and Medicaid programs.
These sections also provide for ensuring 
prompt compliance and specify that 
these remedies are in addition to any 
others available under State car Federal 
law, and, except for civil money 
penalties, are imposed prior to the 
conduct of a hearing.

§488.401 Definitions.
As used in this subpart—
New admission means a resident who 

is admitted to the facility on or after the 
effective date of a denial of payment 
remedy and, i f  previously admitted, has 
been discharged before that effective 
date. Residents admitted before the 
effective date of the denial of payment, 
and taking temporary leave, are not 
considered new admissions, nor subject 
to the denial of payment.

Plan o f correction means a plan 
developed by the facility and approved 
by the certifying agency which describes 
the actions the facility will take to 
correct deficiencies and specifies the 
date by which those deficiencies will be 
corrected.

§ 488.402 General provisions.
(a) Purpose o f remedies. The purpose 

of remedies is to ensure prompt 
compliance with program requirements.

(b) Basis for imposition and duration 
o f remedies. When HCFA or the State 
chooses to apply one or more remedies 
specified in § 488.406, the remedies are 
applied on the basis of noncompliance 
found during surveys conducted by 
HCFA or by the survey agency.

(cj Number o f remedies. HCFA or the 
State may apply one or more remedies 
for each deficiency constituting 
noncompliance or for all deficiencies 
constituting noncompliance.

(d) Plan o f correction requirement (1) 
Except as specified in paragraph (d)(2) 
of this section, regardless of which 
remedy is applied, each facility that has 
deficiencies with respect to program 
requirements must submit a plan of 
correction for approval by HCFA or the 
survey agency.

(2) Isolated deficiencies. A facility is 
not required to submit a plan of 
correction when it has deficiencies that 
are isolated and have a potential for 
minimal harm, but no actual harm has 
occurred.

(e) Disagreement regarding remedies.
If the State and HCFA disagree on the 
decision to impose a remedy, the 
disagreement is resolved in accordance 
with § 488.452,

(f) Notification requirements—(1) A ll 
facilities other than non-State operated 
NFs. Except when the State is taking 
action against a non-State operated NF, 
HCFA gives the provide!1 notice of the 
remedy, including the—

(1) Nature of the noncompliance;
(ii) Which remedy is imposed;
(iii) Effective date of the remedy; and
(iv) Right to appeal the determination 

leading to the remedy.
(2) Non-State operated NF. When a 

State is taking action against a non-State 
operated NF, the State’s notice must
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include the same information required 
by HCFA in paragraph (f)(1) of this 
section.

(3) Immediate jeopardy—2 day notice. 
Except for civil money penalties and 
State monitoring imposed when there is 
immediate jeopardy, for all remedies 
specified in §488.406 imposed when 
there is immediate jeopardy, the notice 
must be given at least 2 calendar days 
before the effective date of the 
enforcement action.

(4) No immediate jeopardy—15 day 
notice. Except for civil money penalties 
and State monitoring, notice must be 
given at least 15 calendar days before 
the effective date of the enforcement 
action in situations in which there is no 
immediate jeopardy.

(5 ) Latest date o f enforcement action. 
The 2 and 15-day notice periods begin 
when the facility receives the notice, 
but, in no event will the effective date 
of the enforcement action be later than 
20 calendar days after the notice is sent.

(6) Civil money penalties. For civil 
money penalties, the notices must be 
given in accordance with the provisions 
of §§ 488.434 and 488.440.

(7) State monitoring—immediate 
jeopardy. For State monitoring imposed 
when there is immediate jeopardy, iio 
prior notice is required.

§ 488.404 Factors to be considered in 
selecting remedies.

(a) Initial assessm ent.ln order to 
select the appropriate remedy, if any, to 
apply to a facility with deficiencies, 
HCFA and the State determine the 
seriousness of the deficiencies.

(b) Determining seriousness o f 
deficiencies. To determine the 
seriousness of the deficiency, HCFA 
considers and the State must consider at 
least the following factors:

(1) Whether a facility’s deficiencies 
constitute—

(1) No actual harm with a potential for 
minimal harm;

(ii) No actual harm with a potential 
for more than minimal harm, but not 
immediate jeopardy;

(iii) Actual harm that is not 
immediate jeopardy; or

(iv) Immediate jeopardy to resident 
health or safety.

(2) Whether the deficiencies—
(i) Are isolated;
(ii) Constitute a pattern; or
(iii) Are widespread.
(c) Other factors which m aybe 

considered in choosing a remedy within 
a remedy category. Following the initial 
assessment, HCFA and the State may 
consider other factors, which may 
include, but are not limited to the 
following:

(1) The relationship « f  the one 
deficiency to other deficiencies 
resulting in noncompliance.

(2) The facility’s prior history of 
noncompliance in general and 
specifically with reference to the cited 
deficiencies. ■

§488.406 Available remedies.
(a) General. In addition to the remedy 

of termination of the provider 
agreement, the following remedies are 
available:

(1) Temporary management;
(2) Denial of payment including—
(i) Denial of payment for all 

individuals, imposed by HCFA, to a—
(A) Skilled nursing facility, for 

Medicare;
(B) State, for Medicaid; or
(ii) Denial of payment for all new 

admissions;
(3) Civil money penalties;
(4) State monitoring;
(5) Closure of the facility by the State 

in emergency situations or transfer of 
residents, or both;

(6) Directed plan of correction;
(7) Directed in-service training; and
(8) Alternative or additional State 

remedies approved by HCFA.
(b) Remedies that must be established. 

At a minimum, the State must establish 
the following remedies or approved 
alternatives to the following remedies:

(1) Termination of the provider 
agreement.

(2) Temporary management.
(3) Denial of payment for new 

admissions.
(4) Civil money penalties.
(5) Closure of die facility in 

emergency situations or transfer of 
residents, or both.

(6) State monitoring.
(c) State plan requirement. If a State 

wishes to use remedies for 
noncompliance that are either 
additional or alternative to those 
specified in paragraphs (a) or (b) of this 
section, it must—

(1) Specify those remedies in the State 
plan; and

(2) Demonstrate to HCFA’s 
satisfaction that those remedies are as 
effective as the remedies listed in 
paragraph (a) of this section, for 
deterring noncompliance and correcting 
deficiencies.

(d) State remedies in dually 
participating facilities. If the State’s 
remedy is unique to the State plan and 
has been approved by HCFA, then that 
remedy, as imposed by the State under 
its Medicaid authority, may be imposed 
by HCFA against the Medicare provider 
agreement of a dually participating 
facility.

§ 488.408 Selection of remedies.
(a) Categories o f remedies. In this 

section, the remedies specified in
§ 488.406(a) are grouped into categories 
and applied to deficiencies according to 
how serious the noncompliance is.

(b) Application o f remedies. After 
considering the factors specified in
§ 488.404, as applicable, if  HCFA and 
the State choose to impose remedies, as 
provided in paragraphs (c)(1), (d)(1) and
(e)(1) of this section, for facility 
noncompliance, instead of, or in 
addition to, termination of the provider 
agreement, HCFA does and the State 
must follow the criteria set forth 
paragraphs (c)(2), (d)(2), and (e)(2) of 
this section, as applicable.

(c) Category 1. (1) Category 1 remedies 
include the following:

(1) Directed plan or correction.
(ii) State monitoring.
(iii) Directed in-service training.
(2) HCFA or the State must apply one 

or more of the remedies in Category 1 
when there—

(i) Are isolated deficiencies that 
constitute no actual harm with a 
potential for more than minimal harm 
but not immediate jeopardy; or

(ii) Is a pattern of deficiencies that 
constitutes no actual harm with a 
potential for more than minimal harm 
but not immediate jeopardy.

(3) Except when the facility is in 
substantial compliance, HCFA or the 
State may apply one or more of the 
remedies in Category 1 to any 
deficiency.

(d) Category 2. (1) Category 2 
remedies include the following:

(1) Denial of payment for new 
admissions.

(ii) Denial of payment for all 
individuals imposed only by HCFA.

(iii) Civil money penalties of $50- 
3,000 per day.

(2) HCFA applies one or more of the 
remedies in Category 2, or, except for 
denial of payment for all individuals, 
the State must apply one or more of the 
remedies in Category 2 when there are—

(i) Widespread deficiencies that 
constitute no actual harm with a 
potential for more than minimal harm 
but not immediate jeopardy; or

(ii) One or more deficiencies that 
constitute actual harm that is not 
immediate jeopardy.

(3) Except when the facility is in 
substantial compliance, HCFA or the 
State may apply one or more of the 
remedies in Category 2 to any 
deficiency.

(e) Category 3. (1) Category 3 remedies 
include the following:

(i) Temporary management.
(ii) Immediate termination.
(iii) Civil money penalties of $3,050- 

$10,000 per day.
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(2) When there are one or more 
deficiencies that constitute immediate 
jeopardy to resident health or safety—

(l) HCFA does and the State must do 
one or both of the following:

(A) Impose temporary management; or
(B) Terminate the provider agreement;
(ii) HCFA and the State may impose

a civil money penalty of $3,050-$10,000 
per day, in addition to imposing the 
remedies specified in paragraph (e)(2)(i) 
of this section.

(3) When there are widespread 
deficiencies that constitute actual harm 
that is not immediate jeopardy, HCFA 
and the State may impose temporary 
management, in addition to Category 2 
remedies.

(f) Plan o f correction. (1) Except as 
specified in paragraph (F)(2) of this 
section, each facility that has a 
deficiency with regard to a requirement 
for long term care facilities must submit 
a plan of correction for approval by 
HCFA or the State, regardless of—

(1) Which remedies are imposed; or
(ii) The seriousness of the

deficiencies.
(2) When there are only isolated 

deficiencies that HCFA or the State 
determines constitute no actual harm 
with a potential for minimal harm, the 
facility need not submit a plan of 
correction.

(g) Appeal o f a certification of 
noncompliance. (1) A facility may 
appeal a certification of noncompliance 
leading to an enforcement remedy.

(2) A facility may not appeal the 
choice of remedy, including the factors 
considered by HCFA or the State in 
selecting the remedy, specified in 
§488.404.

§ 488.410 Action when there is immediate 
jeopardy.

(a) If there is immediate jeopardy to 
resident health or safety, the State must 
(and HCFA does) either terminate the 
provider agreement within 23 calendar 
days of the last date of the survey or 
appoint a temporary manager to remove 
the immediate jeopardy. The rules for 
appointment of a temporary manager in 
an immediate jeopardy situation are as 
follows:

(1) HCFA does and the State must 
notify the facility that a temporary 
manager is being appointed.

(2) If the facility fails to relinquish 
control to the temporary manager,
HCFA does and the State must 
terminate the provider agreement within 
23 calendar days of the last day of the 
survey, if the immediate jeopardy is not 
removed. In these cases, State 
monitoring may be imposed pending 
termination.

(3) If the facility relinquishes control 
to the temporary manager, the State

must (and HCFA does) notify the facility 
that, unless it removes the immediate 
jeopardy, its provider agreement will be 
terminated within 23 calendar days of 
the last day of the survey.

(4) HCFA does and the State must 
terminate the provider agreement within 
23 calendar days of the last day of 
survey if the immediate jeopardy has 
not been removed.

(b) HCFA or the State may also 
impose other remedies, as appropriate.

(c) (1) In a NF or dually participating 
facility, if either HCFA or the State finds 
that a facility’s noncompliance poses 
immediate jeopardy to resident health 
or safety, HCFA or the State must notify 
the other of such a finding.

(2) HCFA will or the State must—
(i) Take immediate action to remove 

the jeopardy and correct the 
noncompliance through temporary 
management; or

(ii) Terminate the facility’s 
participation under the State plan. If 
this is done, HCFA will also terminate 
the facility’s participation in Medicare if 
it is a dually participating facility.

(d) The State must provide for the safe 
and orderly transfer of residents when 
the facility is terminated.

(e) If the immediate jeopardy is also 
substandard quality of care, the State 
survey agency must notify attending 
physicians and the State board 
responsible for licensing the facility 
administrator of the finding of 
substandard quality of care, as specified 
in § 488.325(h).

§ 488.412 Action when there is no 
immediate jeopardy.

(a) If a facility's deficiencies do not 
pose immediate jeopardy to residents’ 
health or safety, and the facility is not 
in substantial compliance, HCFA or the 
State may terminate the facility’s 
provider agreement or may allow the 
facility to continue to participate for no 
longer than 6 months from the last day 
of the survey if—

(1) The State survey agency finds that 
it is more appropriate to impose 
alternative remedies than to terminate 
the facility’s provider agreement;

(2) The State survey agency has 
submitted a plan of correction approved 
by HCFA; and

(3) The facility in the case of a 
Medicare SNF or the State in the case 
of a Medicaid NF agrees to repay to the 
Federal government payments received 
after the last day of the sürvey that first 
identified the deficiencies if corrective 
action is not taken in accordance with 
the approved plan of correction.

(b) If a facility does not meet the 
criteria for continuation of payment 
under paragraph (a) of this section,

HCFA will and the State must terminate 
the facility’s provider agreement.

(c) HCFA does and the State must 
deny payment for new admissions when 
a facility is not in substantial 
compliance 3 months after the last day 
of the survey.

(d) HCFA terminates the provider 
agreement for SNFs and NFs, and stops 
FFP to a State for a NF for which 
participation was continued under 
paragraph (a) of this section, if the 
facility is not in substantial compliance 
within 6 months of the last day of the 
survey.

§ 488.414 Action when there is repeated 
substandard quality of care.

(a) General. If a facility has been 
found to have provided substandard 
quality of care on the last three 
consecutive standard surveys, as 
defined in § 488.305, regardless of other 
remedies provided—

(1) HCFA imposes denial of payment 
for all new admissions, as specified in 
§ 488.417, or denial of all payments, as 
specified in § 488.418;
1 * (2) The State must impose denial of 
payment for all new admissions, as 
specified in § 488.417; and

(3) HCFA does and the State survey 
agency must impose State monitoring, 
as specified in § 488.422, until the 
facility has demonstrated to the 
satisfaction of HCFA or the State, that it 
is in substantial compliance with all 
requirements and will remain in 
substantial compliance with all 
requirements.

(b) Repeated noncompliance. For 
purposes of this section, repeated 
noncompliance is based on the repeated 
finding of substandard quality of care 
and not on the basis that the substance 
of the deficiency or the exact tag 
number for the deficiency was repeated.

(c) Standard surveys to which this 
provision applies. Standard surveys 
completed by the State survey agency 
on or after October 1,1990, are used to 
determine whether the threshold of 
three consecutive standard surveys is 
met.

(d) Program participation. (1) The 
determination that a certified facility 
has repeated instances of substandard 
quality of care is made without regard 
to any variances in the facility’s 
program participation (that is, any 
standard survey completed for 
Medicare, Medicaid or both programs 
will be considered).

(2) Termination would allow the 
count of repeated substandard quality of 
care surveys to start over.

(3) Change of ownership, (i) A facility 
may not avoid a remedy on the basis
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that it underwent a change of 
ownership.

(ii) In a facility that has undergone a 
change of ownership, HCFA does not 
and the State may not restart the count 
of repeated substandard quality of care 
surveys unless the new owner can 
demonstrate to the satisfaction of HCFA 
or the State that the poor past 
performance no longer is a factor due to 
the change in ownership.

(e) Facility alleges corrections or 
achieves compliance after repeated 
substandard quality of care is  identified.
(1) If a penalty is imposed for repeated 
substandard quality of care, it will 
continue until the facility has 
demonstrated to the satisfaction of 
HCFA or the State that it is in 
substantial compliance with the 
requirements and that it will remain in 
substantial compliance with die 
requirements for a period of time 
specified by HCFA or the State.

(2) A facility will not avoid the 
imposition of remedies or the obligation 
to demonstrate that it will remain in 
compliance when it—

(1) Alleges correction of the 
deficiencies cited in the most recent 
standard survey; or

(ii) Achieves compliance before the 
effective date of the remedies.

§488.415 Temporary management
(a) Definition. Temporary 

management means the temporary 
appointment by HCFA o t  the State of a 
substitute facility manager or 
administrator with authority to hire, 
terminate or reassign staff, obligate 
facility funds, alter facility procedures, 
and manage the facility to correct 
deficiencies identified in die facility’s 
operation.

(b) Qualifications, The temporary 
manager must—

11) Be qualified to oversee correction 
of deficiencies on die basis of 
experience mid education, as 
determined by the State;

(2) Not have been found guilty of 
misconduct fey any licensing board or 
professional society in any State;

(3) Have, or a member of his or her 
immediate family have, no financial 
ownership interest in the facility; and

(4) Not currently serve cor, within the 
past 2 years, have served as a member 
of the staff of the facility

(c) Payment o f saiary. The temporary 
manager’s salary—

(ll is paid directly by the facility 
while the temporary manager is 
assigned to that facility; and

(21 Must be at least equivalent to the 
sum of the following—

(i) The prevailing salary paid by 
providers for positions of this type in

what the State considers to be the 
facility’s geographic area;

{iij Additional costs that would have 
reasonably been incurred by the 
provider if  such person had been in an 
employment relationship; and

(iii) Any other costs incurred by such 
a person in furnishing services under 
such an arrangement or as otherwise set 
by the State.

(3) May exceed the amount specified 
in paragraph (c)(2) of this section if the 
State is otherwise unable to attract a 
qualified temporary manager.

(d) Failure to relinquish authority to 
temporary management—(1)
Termination o f provider agreement If a 
facility fails to relinquish authority to 
the temporary manager as described in 
this section, HCFA will or the State 
must terminate the provider agreement 
in accordance with § 488.456;

(2) Failure to pay salary o f temporary 
manager. A facility’s failure to pay the 
salary of the temporary manager is. 
considered a failure to relinquish 
authority to temporary management.

(e) Duration o f temporary 
management Temporary management 
ends when the facility meets any of die 
conditions specified in § 488.454(c).

§ 488.417 Denial of payment for ail new 
admissions.

(a) Optional denial of payment.
Except as specified in paragraph (b) of 
this section, HCFA or die State may 
deny payment for all new admissions 
when a facility is not in substantial 
compliance with the requirements, as 
defined in ^  488.401, as follows:

(1) Medicare facilities. In the case of 
Medicare facilities, HCFA may deny 
payment to the facility.

(2) Medicaid facilities. In the case of 
Medicaid facilities—

(i) The State may deny payment to the 
facility; and

(ii) HCFA may deny payment to the 
State for all new Medicaid admissions 
to die facility. ,

(b) Required denial o f paym ent HCFA 
does or the State must deny payment for 
all new admissions when—

(1) The facility is not in substantial 
compliance, as defined in §488.401,3 
months after the last day of the survey 
identifying the noncompliance; or

(2) The State survey agency has cited 
a facility with substandard quality of 
care on the last three consecutive 
standard surveys.

(c) Resumption o f payments :
Repeated instances o f substandard 
quality o f care. When a facility has 
repeated instances of substandard 
quality of care, payments to the facility 
or, under Medicaid, HCFA payments to 
the State on behalf of the facility, 
resume on the date that—

(1) The facility achieves substantial 
compliance as indicated by a revisit or 
written credible evidence acceptable to 
HCFA (under Medicare) or the State 
(under Medicaid); and

(2) HCFA (under Medicare) or the 
State (under Medicaid) believes that the 
facility is capable of remaining in 
substantial compliance.

(d) Resumption o f payments: No 
repeated instances of substandard 
quality o f care. When a facility does not 
have repeated instances of substandard 
quality of care, payments to the facility 
or, under Medicaid, HCFA payments to 
the State on behalf of the facility, 
resume prospectively on the date that 
the facility achieves substantial 
compliance, as indicated by a revisit or 
written credible evidence acceptable to 
HCFA (under Medicare) or the State 
(under Medicaid).

(e) Restriction. No payments to a 
facility or, under Medicaid, HCFA 
payments to the State on behalf of the 
facility, are made for the period between 
the date that the—

(1) Denial of payment remedy is 
imposed; and ,

(2) Facility achieves substantial 
compliance, as determined by HCFA or 
the State.

§ 488.418 Secretarial authority to deny alt 
payments.

(a) HCFA option to deny all payment. 
If a facility has not met a requirement, 
in addition to the authority to deny 
payment for all new admissions as 
specified in § 488.417, HCFA may deny 
any further payment for all Medicare 
residents in the facility and to the State 
for all Medicaid residents in the facility.

(b) Prospective resumption o f 
payment. Except as provided in 
paragraphs (d) and (e) of this section, if 
the facility achieves substantial 
compliance, HCFA resumes payment 
prospectively from the date that it 
verifies as the date that the facility 
achieved substantial compliance.

(c) Restriction on payment after 
denial o f payment is imposed. If 
payment to the facility or to the State 
resumes after denial of payment for all 
residents, no payment is made for the 
period between the date that—

(1) Denial of payment was imposed; 
and

(2) HCFA verifies as the date that the 
facility achieved substantial 
compliance.

(d) Retroactive resumption of 
payment. Except when a facility has 
repeated instances of substandard 
quality of care, as specified in paragraph
(e) of this section, when HCFA or the 
State finds that the facility was in 
substantial compliance before the date
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of the revisit, or before HCFA or the 
survey agency received credible 
evidence of such compliance, payment 
is resumed on the date that substantial 
compliance was achieved, as 
determined by HCFA.

(e) Resumption o f payment—repeated 
instances o f substandard care. When 
HCFA denies payment for all Medicare 
residents for repeated instances of 
substandard quality of care, payment is 
resumed when—

(1) The facility achieved substantial 
compliance, as indicated by a revisit or 
written credible evidence acceptable to 
HCFA; and

(2) HCFA believes that the facility 
will remain in substantial compliance.

§ 488.422 State monitoring.
(a) A State monitor—
(1) Oversees the correction of 

deficiencies specified by HCFA or the 
State survey agency at the facility site 
and protects the facility’s residents from 
harm;

(2) Is an employee or a contractor of 
the survey agency;

(3) Is identified by the State as an 
appropriate professional to monitor 
cited deficiencies;

(4) Is not an employee of the facility;
(5) Does not function as a consultant 

to the facility; and
; (6) Does not have an immediate 

family member who is a resident of the 
facility to be monitored.

(b) A State monitor must be used 
when a survey agency has cited a 
facility with substandard quality of care 
deficiencies on the last 3 consecutive 
standard surveys.

(c) State monitoring is discontinued 
when—

(1) The facility has demonstrated that 
it is in substantial compliance with the 
requirements, and it will remain in 
compliance for a period of time 
specified by HCFA or the State; or

(2) Termination procedures are 
completed.

§ 488.424 Directed plan of correction.
HCFA, the State survey agency, or the 

temporary manager (with HCFA or State 
approval) may develop a plan of 
correction and HCFA, the State, or the 
temporary manager require a facility to 
take action within specified timeframes.

§ 488.425 Directed inservice training.
(a) Required training. HCFA or the 

State agency may require the staff of a 
facility to attend an inservice training 
program if—

(1) The facility has a pattern of 
deficiencies that indicate 
noncompliance; and

(2) Education is likely to correct the 
deficiencies.

(b) Action following training. After the 
staff has received inservice training, if 
the facility has not achieved substantial 
compliance, HCFA or the State may 
impose one or more other remedies 
specified in § 488.206.

(c) Payment. The facility pays for 
directed inservice training.

§ 488.426 Closure of a facility or transfer 
of residents, or both.

(a) Closure o f facility or transfer o f 
residents, or both, during an emergency. 
In an emergency, the State has the 
authority to

il) Transfer Medicaid and Medicare
residents to another facility; or

(2) Close the facility and transfer the 
Medicaid and Medicare residents to 
another facility.

(b) Required transfer in immediate 
jeopardy situations. When the State or 
HCFA terminates a facility’s provider 
agreement foMrdeficiency-that 
constitutes immediate jeopardy, the 
State arranges for the safe and orderly 
transfer of all Medicare and Medicaid 
residents to another facility.

(c) A ll other situations. Except for 
immediate jeopardy situations, as 
specified in paragraph (b) of this 
section, when the State or HCFA 
terminates a facility’s provider 
agreement, the State arranges for the 
safe and orderly transfer of all Medicare 
and Medicaid residents to another 
facility.

§ 488.430 Civil money penalties: Basis for 
imposing penalty.

(a) HCFA or the State may impose a 
civil money penalty for the number of 
days a facility is not in substantial 
compliance with one or more 
participation requirements, regardless of 
whether or not the deficiencies 
constitute immediate jeopardy.

(b) HCFA or the State may impose a 
civil money penalty for the nuriiber of 
days of past noncompliance since the 
last standard survey, including the 
number of days of immediate jeopardy.

§ 488.432 Civil money penalties: When 
penalty is collected.

(a) When facility requests a hearing.
(1) A facility must request a hearing on 
the determination of die noncompliance 
that is the basis for imposition of the 
civil money penalty within the time 
specified in—

(1) Section 498.40 of this chapter for 
a

(A) SNF;
(B) Dually participating facility; or
(C) State-operated NF.
(ii) Section 431.153 of this chapter for 

a non-State operated NF.
(2) If a facility requests a hearing 

within the time specified in paragraph

(a)(1) of this section, HCFA or the State 
initiates collection of the penalty when 
there is a final administrative decision 
that upholds HCFA’s or the State’s 
determination of noncompliance after 
the facility achieves substantial 
compliance or is terminated.

(b) When facility does not request a 
hearing. If a facility does not request a ' 
hearing, in accordance with paragraph 
(a) of this section, HCFA or the State 
initiates collection of the penalty when 
the facility—

(1) Achieves substantial compliance; 
or

(2) Is terminated.
(c) When facility waives a hearing. If 

a facility waives its right to a hearing in 
writing, as specified in § 488.436, HCFA 
or the State initiates collection of the 
penalty when the facility—

(1) Achieves substantial compliance; 
or

(2) Is terminated.
(d) Accrual and computation of 

penalties for a facility that—
(1) Requests a hearing or does not 

request a hearing are specified in 
§488.440;

(2) Waives its right to a hearing in 
writing, are specified in §§ 488.436(b) 
and 488.440.

(e) The collection of civil money 
penalties is made as provided in 
§488.442.

§488.434 Civil money penalties: Notice of 
penalty.

(a) HCFA notice o f penalty. (1) HCFA 
sends a written notice of intent to 
impose the penalty to the facility for all 
facilities except non-State operated NFs 
when the State is imposing the penalty.

(2) Content o f notice. The notice that 
HGFA sends includes—

(i) The nature of the noncompliance;
(ii) The statutory basis for the penalty;
(iii) The amount of penalty per day of 

noncompliance;
(iv) Any factors specified in

§ 488.438(f) that were considered when 
determining the amount of the penalty;

(v) The date on which the penalty 
begins to accrue;

(vi) When the penalty stops accruing;
(vii) When the penalty is collected; 

and
(viii) Instructions for responding to 

the notice, including a statement of the 
facility’s right to a hearing, and the 
implication of waiving a hearing, as 
provided in § 488.436.

(b) State notice o f penalty.
(1) The State must notify the facility 

in accordance with State procedures for 
all non-State operated NFs when the 
State takes the action.

(2) The State’s notice must—
(i) Be in writing; and
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(ii) Include, at a minimum, the 
information specified in paragraph (a)(2) 
of this section.

§ 488.436 Civil money penalties: Waiver of 
hearing, reduction of penalty amount

(a) Waiver of a hearing. The facility 
may waive the right to a hearing, in 
writing, within 60 days from the date of 
the notice of intent to impose the civil 
money penalty.

(b) Reduction o f penalty amount (1)
If the facility waives its right to a 
hearing in accordance with the 
procedures specified in paragraph (a) of 
this section, HCFA or the State reduces 
the civil money penalty amount by 35 
percent.

(2) If the facility does not waive its 
right to a hearing in accordance with the 
procedures specified in paragraph (a) of 
this section, the civil money penalty is 
not reduced by 35 percent.

§ 488.436 Civil money penalties: Amount 
of penalty.

(a) Amount o f penalty. Tim penalties 
are within the following ranges, set at 
$50 increments:

(1) Upper range—$3,050-$10,000. 
Penalties in the range of $3,Q50-^$1Q,000 
per day are imposed for deficiencies 
constituting immediate jeopardy, and as 
specified in paragraph (d)(2) of this 
section.

(2) Lower range—$50-$3,000.
Penalties in the range of $50-$3,000 per 
day are imposed for deficiencies that do 
not constitute immediate jeopardy, but 
either caused actual harm, or caused no 
actual harm , but have the potential for 
more than minimal harm.

(b) Basis for penalty am ount The 
amount of penalty is based on HCFA’s 
or the State’s assessment of factors listed 
in paragraph (f) of this section.

fc) Decreased penalty amounts.
Except as specified in paragraph (d)(2) 
of this section, if immediate jeopardy is 
removed, but the noncompliance 
continues, HCFA or the State will shift 
the penalty amount to the lower range.

(d) increased penalty amounts. (1) 
Before the hearing, HCFA or the State 
may propose to increase die penalty 
amount for facility noncompliance 
which, after imposition of a lower level 
penalty amount, becomes sufficiently 
serious to pose immediate jeopardy.

(2) HCFA does and the State must 
increase the penalty amount for any 
repeated deficiencies for which a lower 
level penalty amount was previously 
imposed, regardless of whether the 
increased penalty amount would exceed 
the range otherwise reserved for 
nonimmediate jeopardy deficiencies.

(3) Repeated deficiencies are 
deficiencies in the same regulatory

grouping of requirements found at the 
last survey, subsequently corrected, and 
found again at the next survey.

(e) Review o f the penalty. When an 
administrative law judge or State 
hearing officer (or higher administrative 
review authority) finds that the basis for 
imposing a civil money penalty exists, 
as specified in § 488.430, the 
administrative law judge or State 
hearing officer (or higher administrative 
review authority) may not—

(1) Set a penalty of zero or reduce a 
penalty to zero;

(2) Review the exercise of discretion 
by HCFA or the State to impose a civil 
money penalty; and

(3) Consider any factors in reviewing 
the amount of the penalty other than 
those specified in paragraph (f) of this 
section.

(f) Factors affecting the amount o f  
penalty. In determining the amount of 
penalty, HCFA does or the State must 
take into account the following factors:

(1) The facility’s history of 
noncompiiance, including repeated 
deficiencies.

(2) The facility’s financial condition.
(3) The factors specified in § 488.404.
(4) The facility’s degree o f culpability. 

Culpability for purposes of this 
paragraph includes, but is not limited 
to, neglect, indifference, or disregard for 
resident care, comfort or safety. The 
absence of culpability is not a mitigating 
circumstance in reducing the amount of 
the penalty.

§ 488.440 Civil money penalties: Effective 
date and duration of penalty.

(a) When penalty begins to accrue.
The civil money penalty may start 
accruing as early as the date that the 
facility was first out of compliance, as 
determined by HCFA or the State.

(b) Duration o f penalty. The civil 
money penalty is computed and 
collectible, as specified in §§488.432 
and 488.442, for the number of days of 
noncompliance until the date the 
facility achieves substantial compliance, 
or, if applicable, the date of termination 
when—

(1) HCFA’s or the State’s  decision of 
noncompiiance is upheld after a final 
administrative decision;

(2) The facility waives its right to a 
hearing in accordance with § 488.436; or

(3) The time for requesting a hearing 
has expired and HCFA or the State has 
not received a hearing request from the 
facility.

(c) The entire accrued penalty is due 
and collectible, as specified in the 
notice sent to the provider under 
paragraphs (d) and (e) of this section.

(d) When a facility achieves 
substantial compliance, HOF A does or

the State must send a separate notice to 
the facility containing—

(1) The amount of penalty per day;
(2) The number of days involved;
(3) The total amount due;
(4) The due date of the penalty; and ,
(5 ) The rate of interest assessed on the

unpaid balance beginning on the due 
date, as provided in § 488.442.

(e) In the case of a terminated facility,
HCFA does or the State must send this 
penalty information after the— *

(1) Final administrative decision is 
made;

(2) Facility has waived its right to a 
hearing in accordance with § 488.436; or

(3) Time for requesting a hearing has 
expired and HCFA or the state has not 
received a hearing request from the 
facility.

(f) Accrual o f penalties when there is 
no immediate jeopardy. (1) In the case 
of noncompiiance that does not pose 
immediate jeopardy, die daily accrual of 
civil money penalties is imposed for the 
days of noncompiiance prior to the 
notice specified in § 488.434 and an 
additional period of no longer than 6 
months following the last day of the 
survey.

(2) After the period specified in 
paragraph (f)(1) of this section, if the 
facility has not achieved substantial 
compliance, HCFA terminates the 
provider agreement and the State may 
terminate the provider agreement.

(g) Accrual of penalties when there is  
immediate jeopardy. (1) When a facility 
has deficiencies that pose immediate 
jeopardy, HCFA does or the State must 
terminate the provider agreement within 
23 calendar days after the last day of the 
survey if the immediate jeopardy 
remains.

(2) The accrual of the civil money 
penalty stops on the day the provider 
agreement is terminated.

(h) Documenting substantial 
compliance. (1) If an on-site revisit is 
necessary to confirm substantial 
compliance and the provider can supply 
documentation acceptable to HCFA or 
the State agency that substantial 
compliance was achieved on a date 
preceding the revisit, penalties only 
accrue until that date of correction for 
which there is written credible 
evidence.

(2) If an on-site revisit is not necessary 
to confirm substantial compliance, 
penalties only accrue until the date of 
correction for which HCFA or the State 
receives and accepts written credible 
evidence.

§ 488.442 Civil money penalties: Due date 
for payment of penalty.

(a) When payments are due—(1) After 
a final administrative decision. A civil
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money penalty payment is due 15 days 
after a final administrative decision is 
made when—

(1) The facility achieves substantial 
compliance before the final 
administrative decision; or

(ii) The effective date of termination 
occurs before the final administrative 
decision,

(2) When no hearing was requested. A 
civil money penalty payment is due 15 
days after the time period for requesting 
a hearing has expired and a hearing 
request was not received when—

fij The facility achieved substantial 
compliance before the hearing request 
was due; or

(ii) The effective date of termination 
occurs before the hearing request was 
due.

(3) After a request to waive a hearing. 
A  civil money penalty payment is due
15 days after receipt of the written 
request to waive a hearing when—

(i) The facility achieved substantial 
compliance before HCFA or the State 
received the written waiver of hearing; 
or

(ii) The effective date of termination 
occurs before HCFA or the State 
received the written waiver of hearing.

(4) After substantial compliance is 
achieved. A civil money penalty 
payment is due 15 days after substantial 
compliance is achieved when—

(i) The final administrative decision is 
made before the facility came into 
substantial compliance;

(ii) The facility did not file a timely 
hearing request before it came into 
substantial compliance; or

(iii) The facility waived its right to a 
hearing before it came into substantial 
compliance;.

(5) After the effective date o f 
termination. A civil money penalty 
payment is due 15 days after the 
effective date of termination, i f  before 
the effective date of termination—

(i) The final administrative decision 
was made;

(ii) The time for requesting a hearing 
has expired and the facility did not 
request a hearing; or

(iii) The facility waived its right to a 
hearing.

(6) In the cases specified in paragraph 
(a)(4) of this section, the period of 
noncompliance may not extend beyond 
6 months from the last day of the 
survey.

(b) Deduction o f penalty from amount 
owed. The amount of the penalty, when 
determined, may be deducted from any 
sum then or later owing by HCFA or the 
State to the facility.

(c) Interest—(1) Assessment. Interest 
is assessed on the unpaid balance of the 
penalty, beginning on the due date.

(2) Medicare interest. Medicare rate of 
interest is—

(i) Fixed by the Secretary of the 
Treasury after taking into consideration 
private consumer rates of interest 
prevailing on the date of the notice of 
the penalty amount due (published 
quarterly in the Federal Register by 
HHS under 45 CFR 30.13(a)); or

(ii) The current value of finds 
(published annually in the Federal 
Register by the Secretary of the 
Treasury, subject to quarterly revisions).

(3) Medicaid interest. The interest rate 
for Medicaid is determined by the State.

(d) Civil money penalties and 
corresponding interest collected by 
HCFA or the State from Medicare and 
Medicaid facilities must be returned to 
the Medicare Trust Fund or the State, 
respectively.

(e) Collection from dually 
participating facilities. Civil money 
penalties collected from dually 
participating facilities are returned to 
the Medicare Trust Fund and the State 
in proportion commensurate with the 
relative proportions of Medicare and 
Medicaid beds at the facility actually in 
use by residents covered by the 
respective programs on the date the civil 
money penalty begins to accrue.

(f) Penalties collected by the State. 
Civil money penalties collected by the 
State must be applied to the protection 
of the health or property of residents of 
facilities that the State or HCFA finds 
deficient.'such as—

(1) Payment for the cost of relocating 
residents to other facilities;

(2) State costs related to the operation 
of a facility pending correction of 
deficiencies or closure; and

(3) Reimbursement of residents for 
personal funds or property lost at a 
facility as a result of actions by the 
facility or by individuals used by the 
facility to provide services to residents.

§ 488.444 Civil money penalties:
Settlement of penalties.

(a) HCFA has authority to settle cases 
at any time prior to a final 
administrative decision for Medicare- 
only SNFs, State-operated facilities, or 
other facilities for which HCFA’s 
enforcement action prevails, in 
accordance with § 488.330.

(b) The State has the authority to 
settle cases at any time prior to the 
evidentiary hearing decision for all 
cases in which the State’s enforcement 
action prevails.

§ 488.450 Continuation of payments to a 
facility with deficiencies.

(a) Criteria. (1) HCFA may continue 
payments to a fatality not in substantial 
compliance for the periods specified in

paragraph (c) of this section if the 
following criteria are met:

(1) The State survey agency finds that 
it is more appropriate to impose 
alternative remedies than to terminate 
the facility;

(ii) The State has submitted a plan 
and timetable for corrective action 
approved by HCFA; and

(iii) The facility, in the case of a 
Medicare SNF, or the State, in the case 
of a Medicaid NF, agrees to repay the 
Federal government payments received 
under this provision if corrective action 
is not taken in accordance with the 
approved plan and timetable for 
corrective action.

(2) HCFA or the State may terminate 
the SNF or NF agreement before the end 
of the correction period if  the criteria in 
paragraph (a)(1) of this section are not 
met.

(b) Cessation o f payments. If 
termination is not sought, either by 
itself or along with another remedy or 
remedies, or any of the criteria set forth 
in paragraph (a)(1) if this section are not 
met or agreed to by either the facility or 
the State, the facility or State will 
receive no Medicare or Federal 
Medicaid payments, as applicable, from 
the last day of the survey.

(c) Period o f continued payments, if 
the conditions in paragraph (a)(1) of this 
section are met, HCFA may continue 
payments to a Medicare facility of to the 
State for a Medicaid facility with 
noncompliance that does not constitute 
immediate jeopardy for up to 6 months 
from the last day of the survey.

(d) Failure to achieve substantial 
compliance. If the facility does not 
achieve substantial compliance by the 
end of the period specified in paragraph
(c) of this section,

(1) HCFA will—
(1) Terminate the provider agreement 

of the Medicare SNF in accordance with 
§ 488.456; or

(ii) Discontinue Federal funding to the 
SNF for Medicare; and

(iii) Discontinue FFP to the State for 
the Medicaid NF.

(2) The State may terminate the 
provider agreement for the NF.

§ 488.452 Stale and Federal disagreements 
involving findings not in agreement in non- 
State operated NFs and dually participating 
facilities when there is no immediate 
jeopardy.

The following rules apply when 
HCFA and the State disagree over 
findings of noncompliance or 
application of remedies in a non-State 
operated NF or dually participating 
facility:

(a) Disagreement over whether facility 
has met requirements. (1) The State’s
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finding of noncompliance takes 
precedence when—

(1) HCFA finds that a NF or a dually 
participating facility is in substantial 
compliance with the participation 
requirements; and

(ii) The State finds that a NF or dually 
participating facility has not achieved 
substantial compliance.

(2) HCFA’s findings of noncompliance 
take precedence when—

(i) HCFA finds that a NF or a dually 
participating facility has not achieved 
substantial compliance; and

(ii) The State finds that a NF or a 
dually participating facility is in 
substantial compliance with the 
participation requirements.

(3) When HCFA’s survey findings take 
precedence, HCFA may—

(i) Impose any of the alternative 
remedies specified in § 488.406;

(ii) Terminate the provider agreement 
subject to the applicable conditions of 
§488.450; and

(iii) Stop FFP to the State for a NF.
(b) Disagreement over decision to 

terminate. (1) HCFA’s decision to 
terminate the participation of a facility 
takes precedence when—

(1) Both HCFA and the State find that 
the facility has not achieved substantial 
compliance; dnd

(ii) HCFA, but not the State, finds that 
the facility’s participation should be 
terminated. HCFA will permit 
continuation of payment during the 
period prior to the effective date of 
termination not to exceed 6 months, if 
the applicable conditions of § 488.450 
are met.

(2) The State’s decision to terminate a 
facility’s participation and the 
procedures for appealing such 
termination, as specified in § 431.153(c) 
of this chapter, takes precedence 
when—

(i) The State, but not HCFA, finds that 
a NF’s participation should be 
terminated; and

(ii) The State’s effective date for the 
termination of the NF’s provider 
agreement is no later than 6 months 
after the last day of survey.

(c) Disagreement over timing of 
termination o f facility. The State’s 
timing of termination takes precedence 
if it does not occur later than 6 months 
after the last day of the survey when 
both HCFA and the State find that—

(1) A facility is not in substantial 
compliance; and

(2) The facility’s participation should 
be terminated. •

(d) Disagreement over remedies. (1) 
When HCFA or the State, but not both, 
establishes one or more remedies, in 
addition to or as an alternative to 
termination, the additional or

alternative remedies will also apply 
when—

(1) Both HCFA and the State find that 
a facility has not achieved substantial 
compliance; and

(ii) Both HCFA and the State find that 
no immediate jeopardy exists.

(2) Overlap of remedies. When HCFA 
and the State establish one or more 
remedies, in addition to or as an 
alternative to termination, only the 
HCFA remedies apply when both HCFA 
and the State find that a facility has not 
achieved substantial compliance.

(e) Regardless of whether HCFA’s or 
the State’s decision controls, only one 
noncompliance and enforcement 
decision is applied to the Medicaid 
agreement, and for a dually 
participating facility, that same decision 
will apply to the Medicare agreement.

§488.454 Duration of remedies.
(a) Except as specified in paragraph 

(b) of this section, alternative remedies 
continue until—

(1) The facility has achieved 
substantial compliance, as determined 
by HCFA or the State based upon a 
revisit or after an examination of 
credible written evidence that it can 
verify without an on-site visit; or

(2) HCFA or the State terminates the 
provider agreement.

(b) In the cases of State monitoring 
and denial of payment imposed for 
repeated substandard quality of care, 
remedies continue until—

(1) HCFA or the State determines that 
the facility has achieved substantial 
compliance and is capable of remaining 
in substantial compliance; or

(2) HCFA or the State terminates the 
provider agreement.

(c) In the case of temporary 
management, the remedy continues 
until—

(1) HCFA or the State determines that 
the facility has achieved substantial 
compliance and is capable of remaining 
in substantial compliance*

(2) HCFA or the State terminates the 
provider agreement; or

(3) The facility which has not 
achieved substantial compliance 
reassumes management control. In this 
case, HCFA or the State initiates 
termination of the provider agreement 
and may impose additional remedies.

(d) If the facility can supply 
documentation acceptable to HCFA or 
the State survey agency that it was in 
substantial complmnce, and was 
capable of remaijpilpg in substantial 
compliance, if nebessary, on a date 
preceding that of the revisit, the 
remedies terminate on the date that 
HCFA or the State can verify as the date 
that substantial compliance was 
achieved.

§ 488.456 Termination of provider 
agreement.

(a) Effect o f termination. Termination 
of the provider agreement ends—

(1) Payment to the facility; and
(2) Any alternative remedy.
(b) Basis for termination. (1) HCFA 

and the State may terminate a facility’s 
provider agreement if a facility—

(1) Is not in substantial compliance 
with the requirements of participation, 
regardless of whether or not immediate 
jeopardy is present; or

(ii) Fails to submit an acceptable plan 
of correction within the timeframe 
specified by HCFA or the State.

(2) HCFA and the State terminate a 
facility’s provider agreement if a 
facility—

(i) Fails to relinquish control tathe 
temporary manager, if that remedy is 
imposed by HCFA or the State; or

(ii) Does not meet the eligibility 
criteria for continuation of payment as 
set forth in § 488.412(a)(1).

(c) Notice o f termination. Before 
terminating a provider agreement,
HCFA does and the State must notify 
the facility arid the public—

(1) At least 2 calendar days before the 
effective date of termination for a 
facility with immediate jeopardy 
deficiencies; and

(2) At least 15 calendar days before 
the effective date of termination for a 
facility with non-immediate jeopardy 
deficiencies that constitute 
noncompliance.

(d) Procedures for termination. (1) 
HCFA terminates the provider 
agreement in accordance with 
procedures set forth iri § 489.53 of this 
chapter; and

(2) The State must terminate the 
provider agreement of a NF in 
accordance with procedures specified in 
parts 431 and 442 of this chapter.

PART 489—PROVIDER AGREEMENTS 
AND SUPPLIER APPROVAL

I. Part 489 is amended as follows:
1. The authority citation for part 489 

is revised to read as follows:
Authority: Secs. 1102,1819,1881,

1864(m), 1866, and 1871 of the Social 
Security Act (42 U.S.C. 1302 ,1395i—3 ,1395x, 
1395aa(m), 1395cc, and 1395hh).

2. The heading for part 489 is revised 
as set forth above.

3. In § 489.3, the definition of 
“immediate jeopardy” is revised to read 
as follows:

§ 489.3 Definitions.
* ★ * ft *

Immediate jeopardy means a situation 
in which immediate corrective action is 
necessary because the provider’s
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noncompliance with one or more 
requirements of participation has 
caused, or is likely to cause, serious 
injury, harm, impairment, or death to a 
resident.
* * * it ft

§469.11 [Amended]
4. Section 489.11 is amended by 

removing paragraph (c)(3).
5. Section 489*12 is amended by 

revising paragraph (a) to read as follows:

§ 489.12 Decision to deny an agreement.
(a) Bases for denial. HCFA may refuse 

to enter into an agreement for any of the 
following reasons:

(1) Principals of the prospective 
provider have been convicted of fraud 
(see §420.204 of this chapter);

(2) The prospective provider has 
failed to disclose ownership and control 
interests in accordance with § 420.206 
of this chapter; or

(3) The prospective provider is unable 
to give satisfactory assurance of 
compliance with the requirements of 
title XVIH of the Act.
* * '•* * *

6. Section 489.13 is revised to read as 
follows:

§ 489.13 Effective date of agreement
(a) A ll Federal requirements are met 

on the date of the survey. The agreement 
is effective on the date the on-site 
survey is completed if, on the date of 
the survey, the provider meets all 
Federal health and safety conditions of 
participation or requirements (for 
SNFs), and any other requirements 
imposed by HCFA.

(b) A ll Federal requirements are not 
met on the date o f the survey. If the 
provider fails to meet any of the 
requirements specified in paragraph (a) 
of this section, the agreement will be 
effective on the earlier of the following 
dates:

(1) The date on which the provider 
meets all requirements.

(2) Except for SNFs, the date on 
which the provider is found to meet all 
conditions of participation and submits 
a plan of correction acceptable to HCFA 
for lower-level deficiencies or an 
approvable waiver request, or both:

(3) The date on which a SNF—*
(i) Is in substantial compliance, as 

defined in § 488.301; and
(ii) Submits an acceptable plan of 

correction, if applicable, or an 
approvable waiver request, or both.

§ 489.15 [Removed]
7. Section 489.15 is removed.

§ 489.16 [Removed]
8. Section 489.16 is removed.

9. Section 489.18 is amended by 
revising paragraph (d) to read as 
follows:

§ 489.18 Change of ownership or teasing: 
Effect on provider agreement.
* * * * *

(d) Conditions that apply to assigned 
agreements. An assigned agreement is 
subject to all applicable statutes and 
regulations and to the terms and 
conditions under which it was 
originally issued including, but not 
limited to, the following: >,

(1) Any existing plan of correction.
(2) Compliance with applicable health 

and safety standards.
(3) Compliance with the ownership 

and financial interest disclosure 
requirements of part 420, subpart C, of 
this chapter.

(4) Compliance with civil rights 
requirements set forth in 45 CFR Parts 
80, 84, and 90.
it it * ~ * it

10. Section 489.53 is amended by 
removing and reserving paragraph (b), 
adding a new paragraph (a)(13), and 
revising paragraph (c) to read as follows:

§ 489.53 Termination by HCFA.
(a) * * *
(13) It refuses to permit photocopying 

of any records or other information by, 
or on behalf of HCFA, as necessary to 
determine or verify compliance with 
participation requirements.

(b) (Reserved]
(c) Notice o f termination—(1) Timing: 

Basic rule. Except as provided in
§ 488.456 of this chapter, HCFA gives 
the provider notice of termination at 
least 15 days before the effective date of 
termination of the provider agreement.

(2) Immediate jeopardy deficiencies. 
For a provider or supplier with 
deficiencies that pose immediate 
jeopardy to residents’ or patients’ health 
or safety, HCFA gives notice of 
termination at least 2 days before the 
effective date of termination of the 
provider agreement.

(3) Content of notice. The notice states 
the reasons for, and the effective date of, 
the termination, and explains the extent 
to which services may continue after 
that date, in accordance with § 489.55.

(4) Notice to public. HCFA 
concurrently gives notice of the 
termination to the public.
M  it ft ft ft

Subpart F—[Removed]

10. Subpart F, consisting of §§ 489.60, 
489.62, 489.64, and 489.66 is removed.

PART 498—APPEALS PROCEDURES 
FOR DETERMINATIONS THAT AFFECT 
PARTICIPATION IN THE MEDICARE 
PROGRAM AND FOR 
DETERMINATIONS THAT AFFECT THE 
PARTICIPATION OF ICFS/MR AND 
CERTAIN NFS IN THE MEDICAID 
PROGRAM

K. Part 498 is amended as follows:
1. The authority citation for part 498 

is revised to read as follows:
Authority: Secs. 205(a), 1102,1819, 

1861(aa), 1869(c), 1871,1872, and 1919 of 
the Social Security Act (42 U.S.C. 405(a), 
1302 ,1395i—3 ,1395x(aa), 1395ff(c), 1395hh. 
1395ii and 1396r(g) and (h)), unless 
otherwise noted.

2. The heading of part 498 is revised 
as set forth above.

3. Section 498.1 is amended by 
adding a new paragraph (h) to read as 
follows:

§ 498.1 Statutory basis.
* * * * i t

(h) Section 1128A of the Act provides 
that HCFA will not collect a civil money 
penalty while a SNF or NF has a final 
administrative decision pending on the 
noncompliance that led to the 
imposition of the civil money penalty.

4. Section 498.2 is amended by 
revising the definition of Provider to 
read as follows:

§ 498.2 Definitions. 
* * * * *

Provider means a hospital, rural 
primary care hospital (RPCH), skilled 
nursing facility (SNF), comprehensive 
outpatient rehabilitation facility (CORF), 
home health agency (HHA), or hospice, 
that has in effect an agreement to 
participate in Medicare, a musing 
facility (NF), or intermediate care 
facility for the mentally retarded (ICF/ 
MR) that has in effect an agreement to 
participate in Medicaid, or a clinic, 
rehabilitation agency, or public health 
agency that has a similar agreement but 
only to furnish outpatient physical 
therapy or outpatient speech pathology 
services, and “prospective provider” 
means any of the listed entities that 
seeks to participate in Medicare as a 
provider.
* * * * *

5. Section 498.3 is amended by 
revising paragraph (b)(7), adding new 
paragraphs (b)(12) and (b)(13), revising 
paragraphs (d)(1) and (d)(10), 
redesignating paragraphs (d)(ll) and
(d)(12) as (d)(13) and (d)(14), 
respectively, and adding new 
paragraphs (d)(ll) and (d)(12), to read as 
follows:

§ 498.3 Scope and applicability. 
* * * * *
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(b)* * *
(7) Except for SNFs and NFs, the 

termination of a provider agreement in 
accordance with § 489.53 of this 
chapter, or the termination of a rural 
health clinic agreement in accordance 
with § 405.2404 of this chapter, or the 
termination of a Federally qualified 
health center agreement in accordance 
with § 405.2400 of this chapter.
* * * * *

(12) Except as provided at
§ 498.3(d)(ll). for SNFs and NFs, the 
finding of noncompliance leading to the 
imposition of enforcement actions 
specified in § 488.406 of this chapter, 
but not the determination as to which 
remedy to impose. The scope of review 
on the imposition of a civil money 
penalty is specified in § 488.438(e) of 
this chapter.

(13) The level of noncompliance 
found by HCFA in a SNF or NF only if 
a successful challenge on this issue 
would affect the range of civil money 
penalty amounts that HCFA could 
collect.

(d) * * *
(I) The finding that a provider or 

supplier determined to be in 
compliance with the conditions of 
participation or the conditions for 
coverage has deficiencies. 
* * * * *

(10) With respect to an SNF or NF that 
is not in substantial compliance with 
the requirements, the finding that the 
SNF’s or NF’s deficiencies pose 
immediate jeopardy to residents’ health 
or safety, except as provided in 
paragraph (b)(14) of this section.

(II) For SNFs and NFs, the 
imposition of State monitoring or loss of 
nurse aide training.

(12) Except as provided in paragraph 
(b)(14) of this section, a determination 
by HCFA concerning the level of 
noncompliance in an SNF or NF.
★ * if it ic

6. A new § 498.4 is added to read as 
follows:

§ 498.4 NFs subject to appeals process in 
part 498.

A NF is considered a provider for 
purposes of this part when-it has in 
effect an agreement to participate in 
Medicaid, including an agreement to 
participate in both Medicaid and 
Medicare and it is a-—

(a) State-operated NF; or
(b) Non State-operated NF that is 

subject to compliance action as a result 
of—

(1) A validation survey by HCFA; or
(2) HCFA’s review of the State’s 

survey findings.
7. Section 498.5 is amended by 

revising paragraphs (f)(1), (i)(2), and
(j)(l) to read as follows:

§ 498.5 Appeal rights.
* it ic it *

(f) Appeal rights o f suppliers and 
prospective suppliers. (1) Any supplier 
or prospective supplier dissatisfied with 
the hearing decision may request 
Departmental Appeals Board review of 
the ALJ’s decision.
it it it it it

(1) Appeal rights for suspended or 
excluded practitioners, providers, or 
suppliers.
* * * * *

(2) Any suspended or excluded 
practitioner, provider, or supplier 
dissatisfied with a hearing decision may 
request Departmental Appeals Board 
review and has a right, to seek judicial

review of the Board’s decision by filing 
an action in Federal district court.
* it it it it

(j) Appeal rights fo r  Medicaid ICFs/ 
MR terminated by HCFA. (1) Any 
Medicaid ICF/MR that has had its 
approval cancelled by HCFA in 
accordance with § 498.3(b)(8) has a right 
to a hearing before an ALJ, to request 
Departmental Appeals Board review of 
the hearing decision, and to seek 
judicial review of the Board’s decision.
it it it it *

8. Section 498.61 is revised to read as 
follows:

§ 498.61 Evidence.

(a) Evidence may be received at the 
hearing even though inadmissible under 
the rules of evidence applicable to court 
procedure. The ALJ rules on the 
admissibility of evidence.

(b) In civil money penalty cases, 
HCFA’s conclusions as to a SNF’s or 
NF’s level of noncompliance must be 
upheld unless clearly erroneous.
(Catalog of Federal Domestic Assistance 
Program No. 93.778, Medical Assistance 
Program; No. 93.773, Medicare Hospital 
Insurance)

Editorial Note: This document was 
received by the Office of the Federal Register 
on November 3,1994.

Dated: June 13,1994.
Bruce C. Vladeck,
A dm inistrator, H ealth Care Financing 
A dm inistration.

Dated: July 25,1994.
Donna E. Shalala,
Secretary.
[FR Doc. 94-27703 Filed 11-9-94; 8:45 am] 
BILLING CODE 4120-01 -M





5 6 2 5 4  Federal Register / Vol. 59, No. 217 / Thursday, November 10, 1994 / Proposed Rules

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

7 CFR Part 956
[Docket No. 94AM A-FV-956-1 ; FV93-956- 
1PR]

Sweet Onions Grown in the Walla 
Walla Valley of Southeast Washington 
and Northeast Oregon; Recommended 
Decision and Opportunity To File 
Written Exceptions to the Proposed 
Marketing Agreement and Order
AGENCY: Agricultural Marketing Service, 
USDA.
ACTION: Proposed rule.

SUMMARY: This recommended decision 
proposes the issuance of a marketing 
agreement and order for Walla Walla 
Sweet Onions in southern Washington 
and northeast Oregon. For the purposes 
of this document, the term “Walla Walla 
Sweet Onions” refers to sweet onions 
grown in the proposed production area, 
which consists of designated parts of 
Walla Walla County, Washington, and 
designated parts of Umatilla County, 
Oregon. The proposed order and 
agreement would authorize production 
and marketing research and marketing 
development and promotion projects, 
including paid advertising, and would 
authorize container markings. The order 
would be administered by a ten-member 
committee consisting of six producer 
members, three handler members, and a 
public member. The order would be 
financed by assessments on handlers of 
Walla Walla Sweet Onions grown in the 
production area. A primary objective of 
this program would be to improve 
producer returns by strengthening 
consumer demand through various 
promotional activities and by reducing 
production and marketing costs through 
production and marketing research. 
Walla Walla Sweet Onion producers 
would vote in a referendum to 
determine if they favor issuance of the 
proposed marketing order.
DATES: Comments must be received by 
December 12,1994.
ADDRESSES: Four copies of all comments 
should be sent to the Hearing Clerk, 
United States Department of Agriculture 
(USDA), Room 1079, South Building, 
Washington, D.C. 20250-9200. All 
written comments will be made 
available for public inspection at the 
Office of the Hearing Clerk during 
regular business hours.
FOR FURTHER INFORMATION CONTACT: Gary 
D, Olson, Northwest Marketing Field 
Office, Marketing Order Administration 
Branch, Fruit and Vegetable Division, 
AMS, USDA, 1220 S.W. Third Avenue,

Room 369, Portland, Oregon, 97204; 
telephone: (503)326-2724, FAX: 
(503)326-7440; or Robert F. Matthews, 
Marketing Order Administration 
Branch, Fruit and Vegetable Division, 
AMS, USDA, P.O. Box 96456, Room 
2523—S, Washington, D.C. 20090-6456; 
telephone: (202)690-0464, FAX: 
(202)720-5698. ''
SUPPLEMENTARY INFORMATION: Prior 
documents in this proceeding: Notice of 
Hearing, issued October 26,1993, and 
published in the Federal Register on 
October 29,1993 {58 FR 581051.

This administrative action is governed 
by the provisions of sections 556 and 
557 of Title 5 of the United States Code, 
and is therefore excluded from the 
requirements of Executive Order 12866.

Preliminary Statement: Notice is 
hereby given of the filing with the 
Hearing Clerk of this recommended 
decision with respect to a proposed 
marketing agreement and order 
regulating the handling of sweet onions 
grown in the Walla Walla Valley of 
Southeast Washington and Northeast 
Oregon. This notice is issued pursuant 
to the provisions of the Agricultural 
Marketing Agreement Act of 1937, as 
amended [7 U.S.C. 601-674], hereinafter 
referred to as the Act, and the applicable 
rules of practice and procedure 
governing the formulation of marketing 
agreements and marketing orders [7 CFR 
Part 9001.

The proposed Federal marketing 
agreement and order (order) were 
formulated on the record of a public 
hearing held at the Education Service 
District Building in Walla Walla, 
Washington, on November 15,1993.
The hearing was held pursuant to the 
provisions of the Act. Approximately 25 
witnesses, including Walla Walla Sweet 
Onion producers, handlers* and a 
Washington State University researcher, 
testified in support of the order. 
Proponents emphasized that Walla 
Walla Sweet Onion producers need a 
Federal marketing order to effectively 
compete with other sweet onion 
producing areas. No one present at the 
hearing testified in opposition to the 
proposed order. At the close of the 
hearing, January 15,1994, was 
established as the date by which briefs, 
statements, and proposed corrections to 
the transcript were due. None were 
filed.

The proponents testified that Walla 
Walla Sweet Onion producers, in order 
to remain competitive with other sweet 
onion producing areas, must conduct 
research and promotion programs to 
reduce production and marketing costs 
and increase sales. Such programs 
should include production and

marketing research projects and 
promotion projects, including paid 
advertising.

Testimony indicated that voluntary 
research and development efforts by the 
Walla Walla Sweet Onion industry have 
not been successful because of the lack 
of a coherent research and development 
plan with broad-based industry support. 
Also, a relatively small percentage of the 
U.S. onion crop is produced in the 
proposed production area in Walla 
Walla County, Washington, and 
Umatilla County, Oregon, and 
individual producers and handlers 
cannot implement an effective research, 
marketing development, and promotion 
program. By contrast, most other onion 
growing areas in the United States are 
large enough to convince private 
entities, such as seed companies, to 
conduct production research and 
developmental efforts with the result 
being new varieties specifically suited 
to those areas. Proponents believe that 
an industry-wide program is therefore 
necessary to enable the pooling of 
resources to address common problems. 
A single producer or even two or three 
producers cannot marshal the resources 
necessary to conduct effective research, 
marketing, and promotion programs.

Sm all Business Consideration: In 
accordance with the Regulatory 
Flexibility Act (RFA) (5 U.S.C. 601 et 
seq.}, the Administrator of the 
Agricultural Marketing Service 
considered the economic impact of this 
action on small entities. The record 
indicates that there are approximately 
nine handlers of Walla Walla Sweet 
Onions in the proposed production area 
and 50 producers. Small agricultural 
service firms have been defined by the 
Small Business Administration (SBA) 
(13 CFR 121.601) as those whose annual 
receipts are less than $5,000,000, and 
small agricultural producers as those 
having annual receipts of less than 
$500,000. The majority of the handlers 
and producers may be classified as 
small entities.

During the 1992 season, commercial 
shipments of Walla Walla Sweet Onions 
totaled about 390,000 hundredweight at 
an average f.o.b. price of $16.60 per 
hundredweight for a total value of 
$6,474,000. An indeterminate volume, 
probably about 10 percent, was sold at 
roadside stands. While there is a great 
variance in the size of individual 
handlers* operations, the record 
indicates that nearly all of the handlers 
that would be regulated under this order 
would qualify as small firms under the 
SBA’s definition. Witnesses testified 
that because most of the producers and 
handlers of Walla Walla Sweet Onions 
are small, they are unable to
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individually finance the types of 
research and promotion efforts needed 
by the industry. A marketing order 
program would provide a means for 
these small entities to pool their 
resources and work together to solve 
their common problems. Witnesses 
testified that such action is necessary for 
this relatively small industry to remain 
profitable in the face of intense 
competition from larger industries.

Acreage and supplies of Walla Walla 
Sweet Onions have declined in recent 
years, and proponents believe that the 
order would provide a much needed 
means of halting the drop in grower 
returns experienced in past seasons.
This would be achieved by 
strengthening demand and developing 
new markets for existing supplies and 
encouraging increased production. Also, 
costs could be reduced through 
production research. Thus, the order 
would be expected to have a positive 
impact on producer returns.

The order would authorize the 
collection of assessments from handlers 
of Walla Walla Sweet Onions grown in 
the designated parts of Walla Walla 
County, Washington, and Umatilla 
County, Oregon. Assessment funds 
would be used to finance production 
research projects that could reduce costs 
by reducing the occurrence of onion 
diseases, controlling plant pests, and 
developing varieties with more 
desirable flavor, quality, and size. 
Assessment funds could also be used to 
strengthen demand and expand markets 
for Walla Walla Sweet Onions through 
marketing research and development, 
and product promotion programs, 
including paid advertising. Projects to 
develop better methods of handling, 
shipping or storing onions, to explore 
additional or alternative uses of onions, 
to check nutritive values, and similar 
research are some examples of 
marketing research. Examples of 
marketing development projects include 
exploring marketing possibilities, 
contacting buyers, distributing 
educational material relating to the 
handling and marketing of onions, and 
the dissemination of the results of 
current or past marketing research 
projects.

The order would be administered by 
a committee composed of Walla Walla 
Sweet Onion producers, handlers, and a 
public member nominated by growers 
and handlers and selected by the 
Secretary of Agriculture (Secretary). 
Daily administration of the order would 
be carried out by a staff hired by the 
committee. The order would not 
regulate the production of Walla Walla 
Sweet Onions and would place no 
restriction on the quality or quantity of

Walla Walla Sweet Onions that could be 
handled.

The principal requirements of the 
order that would affect handlers would 
be the requirements that they pay 
assessments on fresh market shipments 
of Walla Walla Sweet Onions to fund 
research and promotion programs and 
that container markings would be 
regulated. The amount of the assessment 
rate is not specified in the proposed 
order, but witnesses at the hearing 
indicated that an appropriate rate might 
be five cents per 50-pound bag for 
administrative costs; research and 
promotion costs could require an 
additional five to seven cents per bag or 
more. Any assessment rate to cover 
committee expenses that may be 
established would be recommended by 
the committee to the Secretary for 
approval.

The order would also impose some 
reporting and recordkeeping 
requirements on handlers. Handler 
testimony indicated that the expected 
burden that would he imposed with 
respect to these requirements would be 
negligible. Most of the information that 
would be reported to the committee is 
already compiled by handlers for other 
uses and is readily available. In 
compliance with Office of Management 
and Budget (OMB) regulations (5 CFR 
Part 1320) which implement the 
Paperwork Reduction Act of 1980 (44 
U.S.C. Chapter 35) and section 3504(h) 
of that Act, the information collection 
and recordkeeping requirements that 
may be imposed by this order would be 
submitted to OMB for approval. Those 
requirements would not become 
effective prior to OMB approval. Any 
requirements imposed would be 
evaluated against the potential benefits 
to be derived and it is expected that any 
added burden resulting from increased 
recordkeeping would not be significant 
when compared to those anticipated 
benefits.

Reporting and recordkeeping 
requirements issued under comparable 
marketing order programs impose an 
average annual burden on each 
regulated handler of about one hour 
with a two year record requirement. It 
is reasonable to expect that a 
comparable burden may be imposed 
under this order oh the estimated nine 
handlers of Walla Walla Sweet Onions.

The Act requires that prior to the 
issuance of an order, a referendum be 
conducted of affected producers to 
determine if they favor issuance of the 
order. The ballot material that will be 
used in conducting the referendum will 
be submitted to and approved by OMB 
prior to use. It is estimated that it would 
take an average of 10 minutes for each

of the approximately 50 Walla Walla 
Sweet Onion growers to participate in 
the voluntary referendum balloting. 
Additionally, it has been estimated that 
it would take approximately ten 
minutes for each of the nine handlers to 
complete the marketing agreement. In 
determining that the order would not 
have a significant economic impact on 
a substantial number of small entities, 
all of the issues discussed above were 
considered. The order provisions have 
been carefully reviewed and every effort 
has been made to eliminate any 
unnecessary costs or requirements. 
Although the order may impose some 
additional costs and requirements on 
handlers, it is anticipated that the order 
would help to strengthen demand for 
Walla Walla Sweet Onions. Therefore, 
any additional costs should be offset by 
the benefits derived from expanded 
markets and sales benefitting handlers 
and producers alike. Accordingly, it is 
determined that the order would not 
have a significant economic impact on 
a substantial number of small handlers 
or producers.

M aterial Issues: Thè material issues 
presented on the record of the hearing 
are as follows:.

1. Whether the handling of Walla 
Walla Sweet Onions grown in the 
proposed production area is in the 
current of interstate or foreign 
commerce, or directly burdens, 
obstructs, or affects such commerce;

2. Whether the economic and 
marketing conditions are such that they 
justify a need for an order which will 
tend to effectuate the declared policy of 
the Act;

3. What the definition of the 
production area and the commodity to 
be covered by the order should be;

4. What the identity of the persons 
and the marketing transactions to be 
regulated should be; and

5. What the specific terms and 
provisions of the order should be, 
including:

(a) The definition of terms used 
therein which are necessary and 
incidental to attain the declared policy 
and objectives of the order and the Act;

(b) The establishment, composition, 
maintenance, procedures, powers and 
duties of a committee that would be the 
local administrative agency for assisting 
the Secretary in the administration of 
the order;

(c) The authority to incur expenses 
and the procedure to levy assessments 
on handlers to obtain revenue for paying 
such expenses;

(d) The authority to establish or 
provide for the establishment of 
production and marketing research and
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marketing development projects, 
including paid advertising;

(e) The authority to establish 
regulations for container markings and 
safeguards for such regulations;

(f) The establishment of requirements 
for handler reporting and 
recordkeeping;

(g) The requirement of compliance 
with all provisions of the order and with 
any regulations issued under it, and

(h) Miscellaneous provisions as set 
forth in §§ 956.85 through 956.96 of the 
Notice of Hearing published in the 
Federal Register of October 29,1993 (58 
FR 58105] which are common to all 
orders, and other terms and conditions 
published at §§956.97 through 956:69 
that are common to marketing 
agreements only.

Findings and Conclusions:
The following proposed findings and 

conclusions on the material issues are 
based on the record of the hearing.

1. The record indicates that the 
handling of Walla Walla Sweet Onions 
grown in designated parts of Walla 
Walla County, Washington, and 
designated parts of Umatilla County, 
Oregon, is in the current of interstate or 
foreign commerce or directly burdens, 
obstructs or affects such commerce. The 
proposed production area is discussed 
in material issue 3.

The record evidence shows that in 
July 1989,49 percent of the commercial 
shipments of Walla Walla Sweet Onions 
were marketed in Seattle, Washington. 
That percentage increased over the 
following four years, and, in 1993,71 
percent of the volume moved to outlets 
inside the State, the remaining 29 
percent going to both eastern and 
western destinations outside 
Washington and Oregon. An 
indeterminate volume of Walla Walla 
Sweet Onions is sold within the 
proposed production area at roadside 
stands, and some are marketed 
throughout the United States. A 
negligible percentage of the crop is 
processed. The record indicates that no 
Walla Walla Sweet Onions are currently 
exported, but that they may be in the 
future.

In addition to Seattle, the record 
indicates that other major markets for 
Walla Walla Sweet Onions include 
Chicago, Illinois, and San Francisco, 
California. USDA Market News reports 
show that these three markets accounted 
for about 12 percent of commercial 
shipments in June, July, and August of
1992. Walla Walla Sweet Onions also 
were marketed (in descending order of 
volume marketed) in Los Angeles, 
California; Atlanta, Georgia; Boston, 
Massachusetts; New York, New York; 
Baltimore, Maryland; Cincinnati, Ohio;

St. Louis, Missouri; Dallas, Texas; 
Miami, Florida; Pittsburgh, 
Pennsylvania; and Detroit, Michigan.

Record evidence shows that any 
handling of Walla Walla Sweet Onions 
in fresh market channels, including 
intrastate shipments, exerts an influence 
on all other handling of such onions and 
vice versa. Therefore, because such 
shipments directly burden, obstruct, or 
affect such commerce, all handling of 
Walla Walla Sweet Onions grown in the 
proposed production area should be 
covered by the order, and an order for 
Walla Walla Sweet Onions is supported 
by the evidence in the record of hearing.

2. The record indicates that onions are 
grown in each of the 50 States, but 
commercial production is concentrated 
in a few. There are three major seasonal 
groups of U.S. dry onions. They include 
spring onions produced mainly in 
Georgia, Texas, and California; summer 
non-storage onions grown in New 
Mexico, Texas, and Washington; and 
summer storage onions produced mostly 
in Colorado, Idaho, Michigan, New 
York, Ohio, Oregon, Utah, Minnesota, 
Washington, and Wisconsin.

The record also indicates that during 
its season, the Walla Walla Sweet Onion 
industry faces strong competition from 
other summer non-storage onion 
suppliers. Two major competitors are 
New Mexico, which, in 1992 accounted 
for 74 percent of the summer non
storage crop, and the High Plains and 
Trans-Pecos areas of Texas, with 17 
percent of the crop.

The shipping season for Walla Walla 
Sweet Onions runs from late June 
through early August each year. About 
23 percent of the volume moves in June, 
about 40 percent in July, and the 
remaining 37 percent is shipped in 
August.

As is true with other commodities, 
sellers of onions conduct their 
businesses to obtain maximum returns 
for the product they have for sale. 
Handlers and other sellers therefore 
continually survey all accessible 
markets so that they may take advantage 
of the best possible prices available. 
Further, they constantly attempt to 
develop demand and seek new markets 
for their product. Likewise, onion 
buyers consider prices and availability 
of onions from all sources in making 
their purchasing decisions. Frequent 
market news reports of onion prices are 
available in shipping areas, and means 
of rapid communication are readily 
available. For these reasons, onion 
supplies and prices in any one location 
are promptly known elsewhere and 
have a direct effect on onion supplies 
and prices in other locations.

Summer storage onions normally 
account for over half the U.S. dry onion 
crop. About 55 percent of the 1993 dry 
onion crop was summer storage 
compared to 59 percent in 1992. The 
two principal types of onions grown for 
the summer storage crop are globe and 
sweet Spanish type onions. Globe 
onions are the dominant type grown in 
the midwest and east and are not 
generally adaptable to production in the 
southern States. They tend to have a 
strong flavor, are firm to hard to the 
touch, and keep well under proper 
storage conditions. Spanish type onions 
are particularly well adapted to 
production in the western States. They 
are noted for their milder, sweeter 
flavor, but have a more limited storage 
life than globes. Onions grown in the 
northern States are harvested primarily 
in July and August, and the bulk of the 
crop is placed in storage. Marketing of 
the late-summer onion crop begins 
shortly after harvest and continues 
through the fall and winter and into the 
spring months.

Spring non-storage onions rank 
second in seasonal importance. 
Production totaled eight million 
hundredweight in 1993,14 percent of 
the U.S. totaL Spring crop onions are 
grown primarily in the southern States 
and are principally of the Grano and 
Granex types. These types of onions are 
typically sweeter and milder than the 
globe type. Additionally, they are more 
tender and perishable than either the 
globe or Spanish type onion. Unlike the 
summer storage onion crop, the spring 
crop is marketed relatively soon after 
harvest. Major producers of the spring 
onion crop are California, Texas, 
Arizona, and Georgia.

Summer non-storage production 
reached only 4.8 million hundredweight 
in 1993, but this was a record crop for 
summer non-storage production; the 
1992 crop was 4.3 million 
hundredweight.

Testimony indicated that onions were 
first planted commercially in Walla 
Walla County, Washington, located in 
what is now known as the Walla Walla 
Valley around the year 1900. According 
to testimony, it was discovered that the 
unique growing conditions in this area 
of southeastern Washington and 
northeastern Oregon, particularly the 
low sulfur content of die soil, yielded a 
sweeter, milder onion than those grown 
elsewhere, in 1915,500 carlots 
consisting of 3 0 0 100-pound sacks each 
were grown and shipped from the 
outskirts of Walla Walla.

The record indicates that the majority 
of current commercial non-storage 
onion production in Washington is in 
the Walla Walla Valley. Testimony
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shows that separate acreage, price, and 
production statistics are not available 
for the Walla Walla Valley alone, but 
also include other areas in Washington, 
such as the Tri-cities area, the Yakima 
Valley, and the Columbia River Basin. 
The record indicates that neither the 
National Agricultural Statistics Service 
(NASS) nor State reporting services for 
Washington and Oregon report separate 
statistics for Walla Walla Sweet Onions. 
Such statistics are grouped together as 
summer-non storage onions. Witnesses 
testified that Walla Walla Sweet Onion 
acreage is included in the total for 
Washington non-storage onions, so that 
any figure representing Walla Walla 
Sweet Onions is necessarily an estimate. 
Moreover, no statistical data are 
available for Umatilla County, Oregon, 
although one witness testified that 
perhaps 150 to 200 acres of Walla Walla 
Sweet Onions may be grown. As 
reported by NASS, summer non-storage 
onions grown in Washington in 1980 
totaled 780 acres, increasing until 1988 
when 1,600 acres were harvested. Since 
then, acreage has declined to 1,000 acres 
in 1992. Testimony was offered that 
Walla Walla Sweet Onion acreage has 
been declining at the rate of about 100 
acres per year. Moreover, although 
harvested acreage in Washington for 
1991 was reported as 900 acres, the 
record indicates that the total number of 
acres of sweet onions harvested in the 
Walla Walla Valley was as little as half 
that, the remaining acreage being in 
other areas in the State.

Washington summer rton-storage 
acreage currently accounts for about .71 
percent of the U.S. annual total, and an 
estimated 9 percent of the summer non
storage crop. Washington accounts for 
less than a tenth of summer non-storage 
onion production, however, because 
Washington’s acreage is much less than 
that of competing growing areas in New 
Mexico and Texas. The record indicates 
that the average yield for the 
Washington summer non-storage onion 
crop in 1992 was about 390 
hundredweight per acre. This compares 
with the average yield for all summer 
non-storage onions of 341 
hundredweight per acre.

Walla Walla Sweet Onion plantings 
begin about September 10 and end as 
late as October. The majority of growers 
attempt to have most of the crop planted 
by mid- to late-September. Since the 
growing season spans the winter 
months, freeze damage to Walla Walla 
Sweet Onions is a risk growers face each 
year. Harvest typically begins in the 
following June. Walla Walla Sweet 
Onions are shipped from June through 
August, with peak volume moving in 
July. Statistical data indicate that

production of non-storage onions in 
Washington has risen in recent years, 
totaling 29.7 million pounds in 1991, 
39.0 million pounds in 1992, and 36.0 
million pounds in 1993.

The record indicates that one 
weakness in current post harvest 
handling practices is storage life.
Current produced varieties of Walla 
Walla Sweet Onions are highly 
perishable and cannot be stored for 
extended periods. Preliminary research 
has shown that the life of Walla Walla 
Sweet Onions can be extended by low 
temperature storage. Additionally, the 
identification of varieties with longer 
storage capability would benefit the 
industry.

The record indicates that further 
extending the storage life of Walla Walla 
Sweet Onions has become a critical 
need of the industry, particularly in 
view of its competitive pressures. 
Witnesses testified that the relatively 
short life of Walla Walla Sweet Onions 
accentuates the industry’s marketing 
risks by adding an urgency to move the 
produce quickly into wholesale and 
retail channels without regard to 
existing supplies and prices in those 
markets. The proposed order would 
authorize production research projects 
to address these problems.

Season average prices for Washington 
summer non-storage onions decreased 
31 percent to $16.60 per hundredweight 
in 1992. Prices reached a record high in
1991 at $23.90 per hundredweight. The
1992 crop was valued at $6.5 million, 
which was an 8 percent decrease from 
the previous season. Monthly prices 
generally decrease during the peak 
harvesting in the State of Washington. 
There are no separate price data 
available for Umatilla County. However, 
given the small production area, such 
prices from the Walla Walla Valley area 
of Umatilla County should be similar to 
those of the adjacent area of 
Washington.

Monthly prices received foi 
Washington summer non-storage onions 
decreased 9 percent from June 1992, to 
August, 1992 ($17.50 per 
hundredweight to $16.00 per 
hundredweight). Prices for 1991 were 
considerably higher, beginning at $29.40 
per hundredweight and ending at 
$20.00 per hundredweight. The five- 
year average non-storage onion prices in 
Washington (1988-1992) for the period 
June through August, respectively, was 
$20.94, $16.94, and $14.06 per 
hundredweight. This compared with 
total U.S. five-year non-storage onion 
average prices of $12.22, $14.20, and 
$12.16 per hundredweight for the same 
period. U.S. summer non-storage prices . 
in June of 1992 were 37 percent lower

than Washington summer non-storage 
prices during that period, but prices 
began to even out in August of 1992 at 
$16.00 per hundredweight for 
Washington summer non-storage onions 
and rose 23 percent to $15.80 per 
hundredweight for the U.S. total for 
non-storage onions.

According to testimony, a major share 
of the Walla Walla Sweet Onion market 
is being lost to two major competitors, 
South Texas onions and those from 
Vidalia, Georgia. Onions grown in these 
areas are covered by Federal marketing 
order programs that fund promotion and 
advertising activities and, therefore, 
help to make buyers and consumers 
more aware of the favorable attributes of 
the onions.

Marketing order programs for Idaho- 
Eastern Oregon onions regulate the 
handling of onions grown on 
approximately 17,600 acres; the South 
Texas program has about 14,200 acres; 
and the Vidalia program covers about 
8,000 acres. The industry believes that 
a research and promotion program is 
necessary to expand Walla Walla 
markets.

Witnesses attributed the recent 
downward trend in Walla Walla Sweet 
Onion prices in part to increasing 
competitive pressures from other, larger 
onion growing areas. Testimony 
indicated that while the Walla Walla 
Sweet Onion is considered unique in its 
sweetness, other areas have or are 
developing sweet varieties of onions to 
capitalize on the strong consumer 
demand for sweet onions. For example, 
the South Texas onion industry has 
funded, through a Federal marketing 
order, varietal research to develop an 
onion variety with the desired 
characteristics of being mild tasting and 
sweet. This variety, called the Texas 
Grano 1015 Y, has been actively 
promoted. The record indicates that the 
South Texas onion industry budgeted 
funds for research and market 
development activities through its 
marketing order. Additionally, handlers . 
in Idaho and Eastern Oregon, also under 
a Federal marketing order program, 
budgeted funds during the same period 
for promotion and research of its sweet 
Spanish onion. Witnesses attributed the 
success these other growing areas have 
had to their ability to pool available 
resources under their respective 
marketing orders. Proponents testified 
that the research and promotion 
activities conducted by competitors 
have assisted those competing 
industriessn developing and promoting 
sweeter onion varieties that are 
challenging the Walla Walla Sweet 
Onion for its share of the onion market.
It is believed that a similar program is
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necessary for Walla Walla Sweet Onions 
to remain profitable in this competitive 
industry.

The record indicates that most 
Northwest residents are familiar with 
the taste and' origin of the Walla Walla 
Sweet Onion. The record also indicates 
that they are aware of its unique flavor 
characteristics and are loyal customers. 
However, as the Walla Walla industry 
has grown, the development of new 
markets has become necessary. 
Testimony demonstrated the need to 
differentiate the Walla Walla Sweet 
Onion from other onions available in 
the marketplace to gamer customer 
loyalty in markets located outside 
Washington and Oregon.

The record indicates that most Walla 
Walla Sweet Onion growers and 
handlers are not sufficiently large to 
finance promotion and research 
programs on an individual basis. In 
addition, public funds to finance such 
projects are scarce. Heretofore, the 
Walla Walla Sweet Onion industry has 
attempted to operate and fund research 
and development projects under 
voluntary programs. Eventually, these 
programs ceased to operate because of 
inadequate support and financing. 
Witness testimony unanimously 
supported a marketing order program to 
be financed by all handlers, to 
strengthen consumer demand through 
promotion of the commodity and 
reducing costs through production 
research.

Witnesses also testified that market 
research, in the form of data collection 
and analysis, would be an essential part 
of an overall marketing and promotion 
strategy. Currently, limited data is 
gathered with respect to Walla Walla 
Sweet Onions. To effectively promoteV 
and market Walla Walla Swee^ Onions;; 
proponents testified that additional ^  
knowledge of market conditions and 
access to complete data is necessary to 
make prudent decisions for focusing 
promotional efforts and promoting the 
efficient allocation of resources.

The record indicates that many 
onions sold as Walla Walla Sweet 
Onions do not have the same mild 
flavor and other characteristics of Walla 
Walla Sweet Onions grown in the 
proposed production area. Several 
witnesses testified that often such 
onions were identified as Walla Walla 
Sweet Onions grown in other states or 
areas near the Walla Walla Valley. 
Testimony indicates that the growers of 
the Walla Walla Valley have spent time 
and effort attempting to market the 
Walla Walla Sweet Onion as one they 
believe has unique characteristics 
because of the area in which the onions 
are grown. These growers believe that

such efforts have been offset by growers 
and handlers selling onions produced 
outside the proposed production area as 
Walla Walla Sweet Onions. Testimony 
indicated that 40 percent of the onions 
sold and described as Walla Walla 
Sweet Onions were grown outside the 
proposed production area and, 
therefore, were not true Walla Walla 
Sweet Onions.

In summary, a number of problems 
were identified in the record that could 
be resolved through a marketing order 
that would enable the Walla Walla 
industry to work together collectively. 
Identifying varieties that have good 
seedling survival rate, a low 
susceptibility to cold damage, good 
eating quality, and increased storage 
capability would add stability to the 
supply and quality of the Walla Walla 
Sweet Onion crop, and could increase 
yields and reduce costs. The marketing 
order program could assist handlers in 
solving mutual post harvest handling 
problems, in the interest of increasing 
the quality of their offerings, reducing 
costs and increasing returns. Finally, 
authorizing industry financing of 
promotion and advertising programs 
would enable the industry to increase 
consumer awareness of its unique 
commodity, strengthen demand and 
increase sales.

In view of the foregoing, it is 
concluded that there is a need for a 
marketing order for Walla Walla Sweet 
Onions grown in designated parts of 
Washington and Oregon. The order 
would meet many of the needs of the 
industry and would tend to effectuate 
the declared policy of the Act.

3. A definition of the term 
“production area” should be included 
in tiae order to delineate the area in 
which Walla Walla Sweet Onions must 
be grown before the handling thereof is 
subject to the marketing order. Such 
term should include designated parts of 
Walla Walla County, Washington, and 
Umatilla County, Oregon.

The area defined in the proposed 
order comprises what is generally 
recognized as the Walla Walla Valley of 
Washington and Oregon. The counties 
included are contiguous and share 
essentially the same growing, harvesting 
and marketing conditions with respect 
to Walla Walla Sweet Onions. While 
production of Walla Walla Sweet 
Onions is currently concentrated in the 
two counties of Walla Walla and 
Umatilla, onions of all types are grown 
throughout the proposed production 
area, as well as adjacent areas.

At the hearing, a witness proposed 
revising the definition of production 
area appearing in the Notice of Hearing 
to include an area north of the Touchet

River in Washington. However, 
testimony indicated that this area is dry 
land of a different soil type. Further, it 
does not have a history of Walla Walla 
Sweet Onion production, so that onions 
produced there may not have the same 
quality attributes as others from the 
proposed production area. The area as 
defined accounts for much of the 
current sweet onion acreage in 
Washington and Oregon and, according 
to record evidence, is generally 
recognized by the onion trade and 
consumers as comprising the Walla 
Walla Sweet Onion region of 
Washington and Oregon. This is because 
of the unique soil and growing 
conditions in the highly localized area. 
Furthermore, the production area as 
defined in the marketing order is the 
smallest practicable geographic area to 
which the order should be applied, 
consistent with carrying out the 
declared policy of the Act.

The term “Walla Walla Sweet Onion” 
should be defined to specify the 
commodity covered by the proposed 
order and to which the terms and 
provisions of the marketing order would 
be applicable. The record indicates that 
a “Walla Walla Sweet Onion” may be 
any of a number of onion varieties 
grown in the production area, rather 
than one specific variety of onion. 
However, testimony indicated that 
onions acquire special characteristics 
when grown in the proposed production 
area. This is due in part to the low 
sulfur content of the soil. Further, 
according to testimony, the term “Walla 
Walla Sweet Onion” has a specific 
meaning in the onion trade, and 
consumers perceive Walla Walla Sweet 
Onions as a unique commodity distinct 
from other onions. For these reasons, 
the term “Walla Walla Sweet Onion” 
should be defined to mean all varieties 
of the genus and species Allium  cepa, 
except sweet Spanish types, grown in 
the proposed production area.

To provide for the possibility that 
other types of onions that have 
characteristics similar to what is now 
known as the “Walla Walla Sweet 
Onion” may be grown in the production 
area in the future, the committee should 
be authorized, upon approval of 
Secretary, to add those types ofonfrms 
to the types included under the term 
“Walla Walla Sweet Onion.” This 
would be accomplished through 
informal rulemaking procedures.

The definition should indude dry 
onions, onions grown for transplanting, 
and salad onions. The definition in the 
order as originally proposed also 
included onion seed. However, 
testimony indicated that regulating seed 
was not necessary, as the intent of the
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proponents is to define Walla Walla 
Sweet Onions as only those sweet 
onions grown in the production area. 
Accordingly, if onions are grown 
outside the proposed production area 
from seed produced within that area, 
the resulting onions would not be true 
Walla Walla Sweet Onions. Testimony 
indicated that this is because of the soil 
and climate unique to the Walla Walla 
River Valley, comprising designated 
parts of Walla Walla County, 
Washington, and Umatilla County, 
Oregon. Accordingly, the term “seeds” 
should not be included in the proposed 
definition of Walla Walla Sweet Onions.

4. The term “handler” is synonymous 
with the term “shipper” and should be 
defined to identify the persons who 
would be subject to regulation under the 
order. Such term should apply to any 
person, except a common or contract 
carrier transporting Walla Walla Sweet 
Onions owned by another person, who 
first performs any of the activities 
within the scope of the term “handle” 
as hereinafter defined. The definition 
identifies persons who would be 
responsible for meeting the 
requirements of the order, including 
paying assessments and submitting 
reports.

Common or contract carriers 
transporting Walla Walla Sweet Onions 
owned by another person would not be 
considered as handlers, even though 
they transport Walla Walla Sweet 
Onions, because such carriers do not 
have control over the Walla Walla Sweet 
Onions being transported. Nor are they 
the persons who cause the introduction 
of such Walla Walla Sweet Onions into 
the stream of commerce. The only 
interest of a common or contract carrier 
in such Walla Walla Sweet Onions is to 
transport them for a service charge to 
destinations determined by others.

Growers who handle their own Walla 
Walla Sweet Onions or Walla Walla 
Sweet Onions grown by others would be 
considered handlers under the order. 
Any person who purchases Walla Walla 
Sweet Onions from growers and 
performs any other handling function 
such as grading and packing such Walla 
Walla Sweet Onions would be a 
handler.

The term “handle” should be defined 
in the order to establish the specific 
functions that would place Walla Walla 
Sweet Onions in the current of 
commerce within the production area or 
between the production area and any 
point outside thereof, and to provide a 
basis for determining which frmctions 
are subject to regulation under authority 
of the marketing order. "Handle” and 
“ship” are used synonymously and the 
definition should so indicate.

The record indicates that the term 
“handle” should include the acts of 
packaging, loading, transporting or 
selling Walla Walla Sweet Onions. 
However, the term “handle” should not 
include the transportation, sale or 
delivery of field-run Walla Walla Sweet 
Onions to a handler within the 
production area or to a handler outside 
the production area but within Walla 
Walla County, Washington, or Umatilla 
County, Oregon, to have such onions 
prepared for market. In this case, the 
onions have not yet been prepared for 
market nor are they in their existing 
condition being transported to market. 
Most sellers and buyers do not consider 
them as yet suitable or appropriate for 
commercial transactions and, as such, 
they have not yet entered the stream of 
commerce.

Walla Walla Sweet Onion producers 
sometimes market their Walla Walla 
Sweet Onions themselves. In such cases, 
those growers would be the first 
handlers of Walla Walla Sweet Onions 
and would be responsible for paying 
assessments and Complying with other 
order requirements.

5. (a) Certain terms should be defined 
for the purpose of designating 
specifically their applicability and 
limitations whenever they are used in 
the order. The definition of terms 
discussed below is necessary and 
incidental to attain the declared policy 
and objectives of the order and Act.

“Secretary” should be defined to 
mean the Secretary of Agriculture of the 
United States, or any officer, or 
employee of the United States 
Départaient of Agriculture who has been 
or who may be delegated the authority 
to act for the Secretary.

“Act” should be defined to mean the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 U.S.C. 601-674). 
This is the statute under which the 
proposed regulatory program would be 
operative, and this definition avoids the 
need to refer to the citation throughout 
the order.

“Person” should be defined to mean 
an individual, partnership, corporation, 
association, or any other business unit. 
This definition is the same as that 
contained in the Act and insures that it 
has the same meaning in the order as it 
has in the Act. ;

The term “registered handler” should 
be defined to mean a person who is a 
handler with adequate facilities for 
procuring and sorting, grading, 
packaging, and performing any other 
handling function or who is a handler 
with access to such facilities. This 
provision would require all Walla Walla 
Sweet Onion handlers to register with 
the committee after meeting certain

qualifications. Some handlers may have 
grading and storage facilities outside of 
the production area. Handler 
registration would aid the committee in 
determining compliance with order 
requirements. Registration also would 
enable the committee to obtain the 
necessary information to levy 
assessments.

No testimony was presented 
concerning the actual method of 
registration. However, based on similar 
orders using handler registration the 
committee should be authorized to 
recommend, for approval of the 
Secretary, procedures with respect to 
handler registration. This provision has 
been added to the definition of 
registered handler.

The term “container” should be 
defined as a box, bag, crate, hamper, 
basket, package, or any other receptacle 
used in packaging, transporting, sales, 
shipment, or other handling of Walla 
Walla Sweet Onions. It is necessary to 
define the term since it may be used 
throughout the proposed order and any 
rules established thereunder.

The term “producer” should be 
synonymous with “grower” and should 
be defined to identify those persons 
who are eligible to vote for, and serve 
as, producer members and alternate 
producer members on the committee 
and those who may vote in any 
referendum. The term should mean any 
person engaged in a proprietary capacity 
in the production of Walla Walla Sweet 
Onions for market within the 
production area. Each business unit 
(such as a corporation or partnership) 
should be considered a single producer 
and should have a single vote in 
nomination proceedings and referenda. 
The term "producer” should include 
any person who owns or shares in the 
ownership of Walla Walla Sweet Onions 
such as a landowner landlord, tenant, or 
sharecropper. A person who owns and 
farms land resulting in that person’s 
ownership of the Walla Walla Sweet 
Onions produced on such land should 
be considered a producer. The same is 
true with respect to a person who rents 
and farms land resulting in that person’s 
ownership of all or part of the Walla 
Walla Sweet Onions produced on that 
land.

Likewise, any person who owns land 
which that person does not farm, but as 
rental for such land obtains the 
ownership of a portion of the Walla 
Walla Sweet Onions produced thereon, 
should be regarded as a producer for 
that portion of the Walla Walla Sweet 
Onions received as rent. The tenant on 
such land should be regarded as a 
producer for the remaining portion 
produced on such land.
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A joint venture is one whereby several 
persons contribute resources to a single 
endeavor to produce and market a Walla 
Walla Sweet Onion crop. In such 
venture, one party may be the farmer 
who contributes one or more factors 
such as labor, time, production facilities 
or cultural skills, and the other party 
may be a handler who contributes 
money and cultural, harvesting, and 
marketing supervision. Normally, a 
husband and wife operation would be 
considered a partnership. Any 
individual, partnership, family 
enterprise, organization, estate, or other 
business unit currently engaged in the 
production of Walla Walla Sweet 
Onions for market would be considered 
a producer under the order, and would 
be entitled to vote in referenda and 
committee nominations. Each party 
would have to have title to at least part 
of the crop produced, electing its 
disposition, and receiving the proceeds 
therefrom. This control could come 
from owning and farming land 
producing Walla Walla Sweet Onions, 
payment for farming services performed, 
or a landlord’s share of the crop for the 
use of the producing land. A landlord 
who only receives cash for the land 
would not be eligible to vote. A business 
unit would be able to cast only one vote 
regardless of the number and locations 
of its farms, but each separate legal 
entity would be entitled to vote.

A number of producers in the 
production area own or operate packing 
sheds. A producer who owns or 
operates a packing shed should not be 
precluded from qualifying as a producer 
under the order.

The term "Varieties” should mean all 
classifications, subdivisions, or types of 
Walla Walla Sweet Onions that are 
commonly recognized by the trade and 
officially recognized by the U.S. 
Department of Agriculture or 
recommended by the committee and 
approved by the Secretary.

Testimony indicated that only Walla 
Walla Sweet Onions or subdivisions or 
varieties thereof would be subject to any 
regulations issued pursuant to the 
proposed order, and that varieties of 
onions grown in the production area not 
possessing characteristics of Walla 
Walla Sweet Onions would not be 
included. Varieties not included would 
include hybrid varieties of the sweet 
Spanish storage type onion.

The term “Committee” should be 
defined to mean the administrative 
agency known as the Walla Walla Sweet 
Onion Committee established under the 
provisions of the order. Such a 
committee is authorized by the Act, and 
this definition is merely to avoid the

necessity of repeating the full name 
each time it is used.

The term "fiscal period” should be 
defined to mean the annual period for 
which the committee would plan the 
use of its funds. This period should be 
established to allow sufficient time prior 
to the time Walla Walla Sweet Onions 
are first shipped for the committee to 
organize and develop its budget for the 
ensuing season. However, it should also 
be set to minimize the incurring of 
expenses during a fiscal period prior to 
the time assessment income is available 
to defray such expenses.

The Notice of Hearing proposed that 
"fiscal period” mean the 12-month 
period beginning June 1 and ending the 
following May 31. Record evidence 
indicates that the harvesting and 
marketing cycle for Walla Walla Sweet 
Onions grown in the production area 
begins in June and ends in August. The 
fiscal period should coincide with the 
Walla Walla Sweet Onion crop year, 
because the industry typically plans its 
operation on this basis. Hearing 
testimony supported the fiscal period 
being established for a 12-month period 
beginning June 1 and ending May 31 of 
the next year.

However, based on future experience, 
it may be desirable to establish a fiscal 
period other than one ending on May 
31. Thus, authority should be included 
in the order to provide for the 
establishment of a different fiscal period 
if recommended by the committee and 
approved by the Secretary through 
informal rulemaking procedures. In any 
event, the beginning date of any new 
fiscal period should be sufficiently in 
advance of the harvesting season to 
permit the committee to formulate its 
marketing policy and perform other 
administrative functions. Also, it should 
be recognized that if at some future date 
there is a change in the fiscal period, 
such change would result in a transition 
period.

(b) Pursuant to the Act, it is desirable 
to establish an agency to administer the 
order locally as an aid to the Secretary 
in carrying out the declared policy of 
the Act and to provide for effective and 
efficient operation of the order. As« 
proposed in § 956.20, the Walla Walla 
Sweet Onion Committee should 
therefore be established and consist of 
ten members, including one public 
member. The record indicates that a 
committee composed of ten members, 
with a like number of alternates, would 
provide adequate representation and 
would provide for reasonable judgment 
and deliberation with respect to 
recommendations made to the 
Secretary, and in the discharge of other 
committee duties.

Since the order is intended to 
primarily benefit Walla Walla Sweet 
Onion producers, it is appropriate that 
the committee be comprised primarily 
of growers. Six of the ten committee 
members should therefore be Walla 
Walla Sweet Onion growers. Since the 
program would be financed by handlers, 
and handlers would be responsible for 
complying with the terms of the 
marketing order, however, it would be 
reasonable to provide for handler 
representation on the committee as well. 
For this reason, proponents proposed 
that, of the ten members on the 
committee, three of those members 
should be handlers.

The record indicates that producer 
members and their alternates should be 
selected from the production area at 
large. Since the production area is 
relatively small, this method should be 
adequate to ensure equitable 
representation on the committee. The 
record indicates that Walla Walla Sweet 
Onion production is currently located in 
Walla Walla County in Washington, and 
Umatilla County in Oregon, which 
together account for all of the 
production.

Hearing testimony indicated that the 
six persons selected to serve as grower 
members or alternates should be 
individuals who are producers, or 
officers or employees of producers. 
Persons selected to serve as handlers 
should be engaged in handling Walla 
Walla Sweet Onions. Such persons 
could be expected to have strong 
interests in the effects of committee 
decisions of Walla Walla Sweet Onion 
producers and handlers.

To help ensure that the committee 
will not have a meinbership with 
partiality toward a single handling 
entity, the proposal also contains a 
provision that, at the time of selection, 
no more than two producer members 
may be affiliated with the same handler.

Testimony indicates that a producer 
member should have at least three years 
experience in the production of Walla 
Walla Sweet Onions. The proponents 
believe that because committee 
membership is a heavy responsibility 
requiring a high degree of individual 
initiative for what is done and how it is 
done, and cultural practices for Walla 
Walla Sweet Onions are diverse, it 
would take three years of experience 
producing Walla Walla Sweet Onions in 
order to become knowledgeable about 
the industry.

At the hearing, witnesses supported 
adding a public member to the 
committee. While the influence of 
consumers would be implicitly present 
in the deliberations of the producer and 
handler committee members, and all
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meetings would be public, the 
appointment of a public member would 
offer many advantages. One would be 
direct communication between industry 
members and the public member, who 
would have no connection with the 
industry and whose opinions would 
afford the industry an opportunity to 
discuss its problems and concerns with 
someone Who would view these 
problems and concerns from outside the 
Walla Walla Sweet Onion industry.

The public representative and that 
person’s alternate should not be 
permitted to have a direct financial 
interest in the production, processing, 
financing, buying, packing, or marketing 
of Walla Walla Sweet Onions except as 
a consumer, nor be a director, officer, or 
employee of any firm so engaged. Such 
public representatives should be able to 
devote sufficient time and express a 
willingness to attend committee 
activities regularly and to familiarize 
themselves with die background and 
economics of the industry.

Proposed § 956.25 states that each 
member of the committee, including the 
public member, should have an 
alternate. This would ensure that all 
portions of the production area are 
adequately represented in the conduct 
of the committee’s business and that the 
continuity of operation is not 
interrupted. The order should provide 
that alternate members should meet the 
same qualifications as their respective 
members, except for tenure and growing 
experience. They would act in the place 
and stead of their respective members 
during temporary absences. In the case 
of the death, removal, resignation, or 
disqualification of a member, the 
alternate should serve as member until 
a new member is selected and has 
qualified.

Proposed § 956.21 states that, with the 
exception of initial members, the term 
of office of committee members and 
their respective alternates should be for 
three years and should begin on June 1 
and end on May 31, or for such other 
three year period as the committee may 
recommend and the Secretary approve. 
The record indicates that the term of 
office should begin on June 1 because 
that is considered the beginning of the 
Walla Walla Sweet Onion crop year.
The Walla Walla Sweet Onion shipping 
season generally ends in August and 
work begins again in September when 
growers begin seeding for the next year’s 
crop. At that point in time, it can be 
determined which growers have 
remained in business and qualify to 
serve on the committee.

A threeryear term would be 
appropriate because it would give 
members sufficient time to become

familiar with committee operations and 
enable them to make meaningful 
contributions at committee meetings. 
Furthermore, a three-year term would 
enable establishment of a rotation so 
that approximately one-third of the 
committee membership would 
terminate each year. S ta r r e d  terms 
would lend continuity to the committee 
by insuring that some experienced 
members would be on the committee at 
all times. Therefore, the order should 
provide that the terms shall be 
determined so that approximately one- 
third of the total committee membership 
terminates each year.

The Notice of Hearing proposed that 
the term of office for initial members 
and alternates should be established so 
that one-third of the initial producer 
and handler members and alternates 
would serve for a one-year term, one- 
third would serve for a two-year term, 
and one-third would serve for a three- 
year term. Since there would be only 
one public member, there is no need to 
provide for staggering that membership; 
the initial public member should serve 
a three-year term of office.

The effective date of the order, if 
issued, may not coincide with the 
specified beginning date of the terms of 
office of committee members and 
alternates. Therefore, a provision is 
necessary to adjust the initial terms of 
office. To accomplish this, the order 
should provide that the terms of office 
of the initial members and alternates 
shall begin as soon as possible after the 
effective date of the order.

In the event that the initial members 
are selected prior to June 1,1995, an 
example of how the initial terms of 
office could be adjusted is as follows: 
the initial one-year term would not end 
on May 31,1995, but would continue 
until May 31,1996. Similarly, the two- 
year and three-year terms would end on 
May 31,1997, and 1998, respectively. 
For the purposes of applying the tenure 
requirements of the proposed order, 
each of these initial terms would be 
considered as a one-year, a two-year, or 
a three-year term even though the actual 
period of the appointment may be 
several months longer.

To prevent unnecessary vacancies 
from occurring on the committee, the 
order should provide that members and 
alternates shall serve in such capacity 
for the term of office, or portion thereof, 
for which they are selected and have 
qualified, and until their respective 
successors are selected. However, so 
that there is a continual turnover in 
membership and infusion of new ideas, 
the order should provide that no 
member, including the public member, 
may serve more than two consecutive

terms on the committee unless 
specifically exempted by the Secretary. 
After serving two consecutive terms, a 
committee member should be eligible to 
serve as an alternate, but should be 
ineligible to serve as a member for a 
period of one year. These tenure 
requirements should not apply to 
alternate members.

Testimony indicates that there should 
be no tenure restriction on alternate 
members. The proponents believe that 
establishing a maximum of two three- 
year terms for alternate members would 
serve no useful purpose, but potentially 
could limit the pool of candidates for 
full committee membership. Testimony' 
also indicates that producers with less 
than three years experience growing 
Walla Walla Sweet Onions should be 
eligible for appointment to the 
committee as alternate members.

To guard against the possibility of a 
position remaining vacant because of a 
lack of eligible nominees or persons 
eligible to serve, the Secretary should 
have the authority to except an 
individual from tenure limitation. Such 
an exception would be made in special 
and unusual circumstances. Limiting, 
the tenure of committee membership as 
proposed would be in accordance with 
the Secretary’s “Guidelines for Fruit, 
Vegetable, and Specialty Crop 
Marketing Orders.”

The order should provide that the 
Secretary shall have the authority to 
select members and alternates of the 
committee, but the Walla Walla Sweet 
Onion growers and handlers should 
have the responsibility for 
recommending nominees to the 
Secretary for selection under proposed 
§ 956.22. The nomination procedure 
outlined in the order would provide a 
means of making available to the 
Secretary the names of prospective 
members and alternates desired by the 
industry to serve on the committee.

The record does not indicate how the 
initial committee should be nominated, 
but an often used method in such 
instances is for the Secretary to conduct 
a meeting to nominate initial industry 
committee members. All producers of 
record in the production area should 
receive notice of the meeting in 
sufficient time to enable them to attend. 
Nominations should be received and 
voted upon at these meetings. Those 
persons receiving the highest number of 
votes for each of the positions to be 
filled should be considered the nominee 
for that position. Handler nominations 
should be accomplished in the same 
way.

The committee should be responsible 
for conducting subsequent nomination 
meetings, and providing notice to Walla
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Walla Sweet Omen producers and- 
handlers of those meetings. The 
proposal in the Notice also provided 
that at least one nominee be submitted 
for each position for the Secretary’s 
consideration. Proposed §95-622 
provides that one nominee be 
designated for each member and 
alternate member position that is vacant 
or is about to become vacant . However, 
the Secretary would reserve the right to 
select any qualified candidate willing to 
serve.

Testimony indicates that it would be 
desirable to hoki nomination meetings 
in conjunction with other industry 
meetings, such as a shipper’s 
association, grower’s  association, or 
Extension Service meetings. Such a 
procedure would encourage higher 
attendance at the meetings.

Meetings heldfor nominating 
members and alternates« of subsequent 
committees should be held no later than 
April 1 of each year or such other date 
as the com m ittee may recommend and 
the Secretary may approve. Inasmuch as 
the term of office would begin June 1 of 
each year, nomination meetings should, 
be held in sufficient time to assure that 
appointments may be made prior to the 
beginning of each new term of office.

Nominations should be submitted in 
such manner and form as the Secretary 
may prescribe. One nominee should be 
designated for each position that is to be 
filled the following June 1. Sufficient 
information about each nominee should 
be provided so the Secretary can 
determine if such person is qualified for 
the position for which nominated.

Only Walla Walla Sw eet Onion 
producers should participate in 
designating nominees for producer 
members and alternates. Only Walla 
Walla Sweet Onion handlers would be 
entitled to vote for handler members. If 
a person both- produces and handles 
Walla Waha Sweet Onions, such person, 
may vote either as a producer or a 
handler, but not both. Each eligible 
person should be allowed to cast only 
one vote in the nomination process for 
each member and alternate member 
position that is  to be filled.

Provisions also should be made for 
the nomination and selection of a public 
member and alternate. The record 
indicates that nominees for the public, 
member and alternate should be 
selected by the .industry members of the 
committee every three years at the first 
meeting, following the selection of the 
current committee. The names of the 
nominees would then be forwarded to 
the Secretary for selection.

The order should provide that the 
members of the committee should be 
selected by the Secretary from persons

nominated or from- among other 
qualified persons, in accordance with 
proposed § 956.23. In the event 
nominations are not made within the 
time and in the manner specified ip  the 
order, the Secretary may select members 
and alternates without regard to 
nominations, in accordance with 
proposed §  956.27. Such, selection 
should be from qualified persons as 
provided in the order. Each person to be 
selected by the Secretary as a member 
or as an alternate member of the 
committee should, prior to selection, 
qualify by advising the Secretary that 
such person agrees to serve in the 
position for which nominated;

Proposed § 956.26 states that the order 
should provide a method for promptly 
filling any vacancies on the committee 
for unexpired terms of office. Theremay 
be vacancies caused by the death, 
removal, resignation, or disqualification 
of a  member or alternate. The order 
should provide that the Secretary 
should name a successor to fill an 
unexpired term from nominations made 
in the same manner as provided for 
nominating all other members and 
alternates. Any nomination meetings for 
filling vacancies should be held within 
a reasonable amount of time after a 
vacancy occurs.

In order to avoid holding meetings 
and electing nominees when other 
nominees: acceptable to the Walla W alla 
Sweet Onion industry are before the 
Secretary, the selection of members 
from nominees previously submitted 
but not selected should be permitted. 
This would allow, for example, the 
Secretary to appoint a person who 
received the second highest number of 
votés at the last nomination meeting for 
the position that hos beeome vacant.

As set forth in proposed § 956.28, the 
order should specify a procedure for the 
committee to conduct its meetings. It 
should provide that a majority of a ll 
members of the committee is necessary 
to constitute a quorum and to pass any 
motion or approve m y committee 
action. However; any action made 
pursuant to proposed § 956.61 
pertaining to recommendations for 
regulations, would require seven 
concurring votes. Accordingly, six 
members: of the ten-member committee 
must he present in (rider to  constitute a 
quorum and enable the committee to 
conduct a meeting. At least six 
affirmative votes should be required to 
pass any motion or approve any 
committee action, except when dealing 
with recommendations for regulations, 
which would require at least seven. The 
evidence of record is that at least seven 
committee members should be required 
to concur on any recommendations

pertaining to the imposition of container 
marking requirements because more is 
needed to protect minority interests 
while at the same time allowing 
majority rule. A simple majority would 
be sufficient for recommendations on 
other activities authorized under the 
marketing order, i.e., recommendations 
on production and marketing research 
and marketing development and 
promotion projects, mchtdmg paid , 
advertising, and the financing of these 
activities through handier assessments 
and voluntary contributions.

There may be times when it w ifi be 
impossible to assemble the committee 
promptly to meet an emergency 
situation. Therefore, the order also 
should enable committee members, and 
alternates when acting as members, to 
vote by mail, telegraph, telephone, 
facsimile, or other means of 
communication, provided that any vote 
cast orally be confirmed promptly in 
writing, if  an assembled meeting is held, 
all votes should be cast m person, to 
ensure that the person voting on a 
motion or committee action hears berth 
sides of the question before taking such 
action. The majority, quorum, and 
voting requirements should strH apply 
when voting by mail, telegraph, 
telephone, facsimile, or other means o f 
communication;..

Committee members and alternates 
will necessarily incur some expense 
w hile on committee business. 
Reasonable expenses, which may 
include travel, meals- and lodging, 
should be reimbursed to members while 
attending committee meetings or 
performing other duties under the order, 
in accordance with proposed § 956.29. 
Therefore, the order should provide that 
members, and alternates when serving 
as members of the committee, should 
serve without compensation but shall be 
reimbursed for such expenses 
authorized by the committee and 
necessarily incurred by them in 
attending committee meetings and in 
the performance of their duties under 
the order. Testimony indicates that ft 
should be at the discretion of the 
committee to pay expenses of alternate 
members who are requested to attend 
meetings regardless of whether their 
respective members are present.

The committee, under proposed 
§956.30, should be given those specific 
powers that are set forth in  section 
608c(7j(C} of the Act. Such powers are 
granted by the enabling statutory 
authority and are necessary for an 
administrative agency , such as the 
Walla Walla Sweet Onion Committee, to 
carry out its proper functions. It would 
be necessary for the committee to adopt 
rules and regulations, prescribe the
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terms on which applications or 
information is to be filed, and to set up 
procedural rules to administer this part. 
The committee also should have the 
power to investigate complaints of 
violations to the order and forward such 
information to the Secretary, and to 
recommend to the Secretary appropriate 
amendments to this part.

The committee’s duties as set forth in 
§ 956.31 of the proposed order are 
necessary for the discharge of its 
responsibilities. These duties are similar 
to thpse typically specified for 
administrative agencies under other 
programs of this nature. They pertain to 
specific activities authorized under the 
order» such as investigating and 
compiling information regarding Walla 
Walla Sweet Onion marketing 
conditions, and to the general operation 
of the order including hiring employees, 
appointing officers, and keeping records 
of all committee transactions. It is 
proposed that the marketing order 
delineate committee duties as follows:

(1) At the beginning of each fiscal 
period, or as soon thereafter as 
practicable, the committee should hold 
an organizational meeting at which a 
chairman and such other officers as may 
be necessary would be selected, any 
necessary subcommittees should be 
appointed, and such rules and 
regulations for the conduct of business 
should be adopted as may be advisable.

(2) The committee should act as 
intermediary between the Secretary and 
producers and handlers of Walla Walla 
Sweet Onions.

(3) Any available information 
requested by the Secretary should be 
furnished by the committee.

(4) The committee should appoint 
such employees, agents, and 
representatives as it may deem 
necessary, and determine salaries, 
benefits, and duties for each such 
persons.

(5) At such times as may be necessary, 
the committee should investigate and 
assemble data on the growing, 
harvesting, shipping, and marketing 
conditions of Walla Walla Sweet 
Onions. Furthermore, upon approval,pf 
the Secretary , the committee should 
engage in research and service activities 
that relate to the production, handling, 
or marketing of Walla Walla Sweet 
Onions.

(6) The committee should keep 
minutes, books, and records which 
clearly reflect all of its acts and 
transactions. These minutes, books, and 
records would be subject to examination 
at any time by the Secretary or an 
authorized agent or representative of the 
Secretary.

(7) The committee should ensure that 
its voting record on recommended 
regulations and other matters are 
available to producers and handlers.

(8) Prior to the beginning of each 
fiscal period, the committee should 
submit to the Secretary a budget of its 
proposed expenses for such fiscal 
period along with a recommendation for 
the assessment rate for such period.

(9) The committee should have its 
books audited by a competent 
independent accountant at least once 
each fiseal period, and at such other 
times as the committee may find 
necessary or as the Secretary may 
request. The audit report should show 
the receipt and expenditures of funds 
collected pursuant to this part. A copy 
of this report should be made available 
to the Secretary, as well as at the 
principal office of the committee for 
inspection by handlers and producers. 
Confidential or proprietary information 
should be removed from the audit report 
before making it available to handlers 
and producers. -

(10) The committee should have the 
duty of consulting, cooperating, and 
exchanging information with other 
onion marketing committees, as well as 
with other individuals or agencies in 
connection with all proper committee 
activities and objectives under this 
subpart.

The duties listed in proposed § 956.31 
are reasonable and necessary if the 
committee is to function in the manner 
prescribed under the Act and the order.
It should be recognized that the duties 
specified are not necessarily all 
inclusive, and it may develop that there 
are other duties that the committee may 
need to perform which are incidental to, 
and not inconsistent with, these 
specified duties.

(c) The committee should be 
authorized under § 956.40 of the 
proposed order to incur such expenses 
as the Secretary finds are reasonable and 
likely to be incurred during each fiscal 
year. Such a provision is necessary to 
assure the maintenance and functioning 
of the committee, as well as to finance 
production research and market 
promotion programs. Necessary 
expenses would include, but would not 
be limited to, such items as employee 
salaries and benefits; establishment of 
an office and equipping such office; 
telephone and mail services; and 
business-related transportation for the 
committee staff. Expenses incurred by 
committee members in attending 
committee meetings should also be a 
reimbursable expense. All such 
expenses may be incurred on an 
ongoing basis.

The committee, under proposed 
§956.41, should be required to prepare 
a budget showing estimates of income 
and expenditures necessary for the 
administration of the marketing order 
during each fiscal year. The budget, 
including an analysis of its component 
parts, should be submitted to the 
Secretary sufficiently in advance of each 
fiscal period to provide for the 
Secretary’s review and approval. The 
submitted budget should include a 
recommendation to the Secretary of a 
rate of assessment designed to secure all 
or part of the income required for such 
fiscal year. The committee should be 
permitted to use reserve and other 
committee funds carried over from 
previous years, and voluntary 
contributions, to meet budget 
requirements as authorized under the 
order.

The Act authorizes the Secretary to 
approve the incurring of expenses by 
the administrative agency established 
under an order and states that the order 
must contain provisions requiring 
handlers to pay their pro rata share of 
such expenses.

The rate of assessment should be 
established by the Secretary on the basis 
of the committee’s recommendation and 
other available information in 
accordance with proposed § 956.42. In 
the event that an assessment rate is 
established which does not generate 
sufficient income to pay for the 
approved expenses, the committee 
should be authorized to recommend to 
the Secretary an increase in the rate of 
assessment in order to secure sufficient 
funds. The Secretary may approve an 
assessment rate increase, and such 
increase should be applicable to all 
Walla Walla Sweet Onions handled 
during the fiscal year to which that 
assessment rate applies.

The order shouia provide for the 
payment of assessments by first 
handlers of Walla Walla Sweet Onions 
for the maintenance and functioning of 
the committee throughout the time the 
order is in effect, irrespective of whether 
particular provisions of the order are 
suspended or are inoperative. For 
example, adverse weather during a 
growing season could result in reduced 
supplies, and therefore, planned market 
support activities for the season could 
be canceled. The committee should be 
able to continue levying assessments to 
pay other approved expenses incurred 
for other purposes.

If a handler does not pay any 
assessment by the date it is due, the 
order should provide that the late 
assessment may be subject to a late 
payment charge or an interest charge, or 
both, at rates set by the committee with
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the Secretary’s approval. Such charges 
should be set at rates established to 
cover additional costs that may be 
incurred by the committee in attempting 
to collect overdue assessments, and 
should encourage timely payments The 
period hr which payments would be 
considered late, and late payment 
charges or interest charges incurred 
should be recommended by the 
committee and approved by the 
Secretary.

The committee should be authorized 
to accept advance payment of 
assessments so that it may pay expenses 
which become due before assessment 
income is normally received. This 
would give the committee more 
flexibility in paying obligated expenses, 
particularly in the first part of a fiscal 
year before assessment funds are 
received.

The committee should also be able to 
borrow money to meet administrative 
expenses that would he incurred before 
assessment income is sufficient to 
defray such expenses. However, the 
committee should not borrow money to 
pay obligations if sufficient hinds 
already exist in the committee’s reserve 
fond or in other committee accounts.

All fund's collected by the committee 
through assessments or any other 
provision of the order should be used 
only for the purposes set forth in the 
order, as set forth in proposed § 956.43. 
The Secretary should at alt times have 
authority to require the committee, its. 
members and alternates, and its. 
employees and agents to account for all 
receipts, disbursements, property or 
records of the committee for which such 
person has been responsible. Like wise, 
when any such person ceases to act in 
the aforesaid positions» that person ¿ 
should account for all receipts» 
disbursements, properly or records of 
the committee for which such person 
has been responsible, in the event the 
order is terminated or becomes 
inoperative, the committee should 
appoint,, with the approval of the 
Secretary, one or more trustees for 
holding records» funds or other property 
of the committee.

if, at the.end of a fiscal period, the 
assessments collected are in excess of 
expenses incurred, such excess should 
be established as a reserve or refunded 
pro rata to the handlers» under proposed 
§ 956,44. The committee should be 
authorized to carry over excess 
assessment income into the following 
fiscal period as a reserve. If such excess 
income is not carried over as a reserve, 
handlers should be entitled to a  refund 
proportionate to the assessments each 
handler paid. The reserve should not be

allowed to exceed approximately two 
years’ of-committee expenses.

One purpose of the reserve fund 
would be to provide stability in the 
administration of the order in the case 
of a short crop. Also, establishing a 
reserve should minimize the necessity 
of the committee borrowing money at 
the beginning of a fiscal year or raising 
an assessment rate during a season of 
less than anticipated production.

Finally, reserve funds could be used 
to cover necessary liquidation expenses 
in the event the order is terminated. 
Upon such termination, any funds not 
needed to defray liquidation expenses 
should be disposed of as determined by 
the Secretary. To the extent possible, 
however, these funds should be 
returned pro rata to the handlers from 
whom they were collected

Under proposed § 956.45, for the 
payment of production research car 
promotional activities as authorized by 
the order, the committee should also be 
authorized to receive voluntary 
contributions. Testimony also indicated 
that contributions should be authorized 
for first-year administrative staxt-up 
costs. Such contributions should he 
received by the committee without any 
obligations to the donor, and the 
expenditure of such funds should be 
under the complete control of the 
committee and subject to the provisions 
of the order. The committee should net 
receive a  voluntary contribution from 
any person i f  that contribution could 
represent a conflict of interest. 
Testimony indicates that donations 
should be considered as miscellaneous 
receipts, the same as in teret or. 
dividend income, and be subject to all 
of the accounting provisions o f the 
order.

(d) Under proposed § 956.50, the 
order should authorize the committee to 
establish and provide for the 
establishment of production research, 
marketing research and development, 
and marketing promotion projects, 
including paid advertising, designed to 
assist, improve, or promote the 
marketing, distribution, consumption, 
or efficient production of Walla Walla 
Sweet Onions. Funding for these 
programs should come from any 
authorized receipts of the committee 
including assessment income, voluntary 
contributions and miscellaneous income 
such as interest.

The committee should have the 
authority to initiate new production and 
marketing research projects, as well as 
to contribute to research which may 
currently be taking place.

Testimony indicated that public funds 
for research are becoming scarcer and 
more difficult to obtain. Marketing order

proponents believe that their industry 
needs to finance research on improved 
onion storage and cultural practices.

The record also supports the need for 
marketing research and promotion 
projects. Research would enable the 
Walla Walla Sweet Onion industry to 
identify smd analyze its current markets 
and find ways of expanding current 
markets and developing new ones.

Expanding markets for Walla Walla 
Sweet Onions could be accomplished by 
promotional activities, including paid 
advertising, to acquaint wholesalers, 
retailers, and consum ers-w ife the; 
product available, from the Walla Walla 
area.

Market development projects would 
enable fee committee to compile 
meaningful market data ami to explore 
marketing;, possibilities, such as how to 
gain entry to or recapture a specific 
market. That authority also would 
enable the committee to contact buyers 
and food editors to distribute 
educational material relating to fee 
handling and marketing of Walla Walla 
Sweet Onions» and disseminate to fee 
industry the results of current or past 
marketing research projects. It would 
also allow the committee to give out 
promotional literature, recipes, and 
information relative to consumption or 
use.

Record testimony indicated that the 
committee should be authorized.to 
develop and register a common 
identifying mark, or logo» that could be 
used by all Walla Walla Sweet Onion 
producers and handlers to distinguish 
the Walla Walla Sweet Onion in  the 
marketplace. Proponents supported 
utilizing such a mark in  conjunction 
with any paid advertising, to make fee 
consumer aware that they are 
purchasing Walla Walla Sweet Obiions. 
Witnesses supported advertising as a 
means of increasing demand for Walla 
Walla Sweet Onions.

Walla Walla Sweet Onions have a 
very limited marketing season feme to 
early August) and prices customarily 
begin to decline rapidly over the season. 
Proponents beKeve an education and 
advertising campaign would help 
increase the public’s awareness of this: 
specialty onion with the objective of 
expanding the market and increasing 
consumption of Walla Walla Sweet 
Onions. Paid advertising wife am 
identifying mark would assist in 
clarifying and maintaining the Walla 
Walla Sweet Onion’s image in the 
marketplace in a way not available 
through other forms of promotion or 
publicity. Also, Walla Walla Sweet 
Onion producers face larger and better 
funded competition. Testimony 
indicates feat paid advertising is
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necessary for the industry to be 
competitive and maintain or increase its 
market share. Testimony also indicates 
that advertising could have a positive 
influence on the demand for Walla 
Walla Sweet Onions, particularly in 
times of heavy supply, thereby tending 
to increase grower returns.

Market promotion programs, 
including paid advertising, for Walla 
Walla Sweet Onions carried out with 
funds collected under the proposed 
program, would be generic in nature 
and would not use particular name 
brands, handler or producer names, or 
favor any particular portion of the 
production area. In addition, any 
promotional material or advertising 
would not be authorized to make false 
or unwarranted claims on behalf of 
Walla Walla Sweet Onions.

Nor would such material be 
authorized to include statements that 
'lisparage other agricultural 
commodities.

The record does not indicate the 
amount of assessment funds that may be 
allotted for research and promotion 
programs. The committee should have 
the responsibility to determine the 
amount of funds spent on each program 
each year. Such determination should 
be based on the needs of the industry 
each year. The amount of funds to be 
spent on research and promotion 
programs would be included in the 
annual budget required to be submitted 
to the Secretary for review and 
approval.

All research and promotion projects 
to be conducted under the order in a 
given fiscal period should be submitted 
by the committee to the Secretary for 
approval prior to being undertaken. This 
will ensure that all projects are 
appropriate given the order’s authority, 
and that sufficient funds will be 
available for their funding. Further, the 
committee should be required to report 
at least annually on the progress of each 
project and at the conclusion of each 
project. Such reports should be made to 
the Secretary.

(e) In accordance with proposed 
§ 956.61, the committee should have the 
authority to recommend regulations to 
the Secretary, whenever it believes that 
regulations issued pursuant to proposed 
§ 956.62 regarding container markings 
would be appropriate. Also, the 
committee should be authorized to 
recommend to the Secretary the 
amendment, modification, termination, 
or suspension of any regulation issued 
under this part, when deemed 
necessary. The committee should also 
be permitted to recommend 
modification, termination, or 
suspension of any regulation or

amendment thereto to facilitate the 
handling of Walla Walla Sweet Onions 
for special purpose handling pursuant 
to proposed § 956.63, regarding 
handling for specified purposes.

The committee should have the 
authority to recommend to the Secretary 
rules and regulations for fixing the 
markings of the containers used in the 
packaging and handling of Walla Walla 
Sweet Onions. This could include a logo 
or other markings that would identify 
the contents of such containers. Such a 
logo or other marking would be small 
enough to be used in conjunction with 
the handler’s own label, so that handlers 
would not have to incur the cost of 
having existing labels remade.

As set forth in proposed §956.63, 
there should be provision for handling 
Walla Walla Sweet Onions in other than 
fresh market channels differently than 
those for the fresh market. It would 
authorize the Secretary, whenever it is 
found that it would tend to effectuate 
the declared policy of the Act, to issue 
regulations, suspend or terminate 
assessment requirements, container 
marking regulations, or any combination 
thereof, to facilitate the handling of 
Walla Walla Sweet Onions for other 
than fresh market uses. Such uses 
would be for relief or charity, livestock 
feed, planting and/or plants, salad 
onions, and all processing uses 
including canning, freezing, pickling, 
peeling, dehydration, juicing, or other 
processing. In addition, shipments for 
disposal, for packing and storing within 
the production area or to specified areas 
outside the production area in 
Washington and Oregon, or for other 
purposes which may be specified are 
included.

Requirements for special purpose 
shipments would be intended to ensure 
that shipments of Walla WallaSweet 
Onions for these uses would not be 
diverted to the fresh market. Shipments 
for relief, charity, or livestock feed 
would not compete with fresh market 
shipments in the market place. Onion 
plants are too small to be used as a food 
product. Salad onions, i.e., immature 
Walla Walla Sweet Onions of smaller 
sizes, usually IV2 to 2 inches in 
diameter, would not normally be 
regulated in the same way as fully 
mature, dry bulbs. Onions for canning 
and freezing are exempt from regulation 
under the authority for this part, and 
onions of such poor quality that they 
must be destroyed would not be 
marketable in any case. Shipments for 
storage both within and in specified 
locations outside of the production area 
would be handled as special purpose 
shipments with suitable safeguards.
Such safeguards might be in the form of

handler reports and would include such 
information that the committee would 
deem adequate to ensure compliance 
with program provisions. Other 
safeguards, unforeseen at this time, 
might be needed to assure program 
compliance and prevent abuses. Hence, 
the committee should be provided the 
flexibility to recommend, with approval 
of the Secretary, other safeguards as 
needed.

There should be authority under 
proposed § 956.64 to establish minimum 
quantities of Walla Walla Sweet Onions 
that would not be subject to regulation 
under this part. Testimony indicates 
that this quantity should be 
recommended by the committee and 
approved by the Secretary. Such 
quantities would not be subject to the 
requirements set forth in §§ 956.42, 
956.62, and/or 956.63. Such quantities 
usually are too small to affect the overall 
marketing of Walla Walla Sweet Onions.

In accordance with proposed § 956.65, 
the Secretary should notify the 
committee of each regulation issued, 
and of each amendment, modification, 
suspension, or termination thereof, and 
the committee would give reasonable 
notice of such action to handlers subject 
to this part. Such notification would be 
necessary for the efficient operation of 
the marketing order.

The committee should be able to issue 
appropriate rules, regulations, and 
safeguards in connection with 
shipments for specified purposes and 
minimum quantity shipments. Such 
rules and regulations should authorize 
the use of appropriate safeguards under 
proposed § 956.66.

The term “certificate of privilege” is 
intended to mean the approval or permit 
necessary to make special purpose 
shipments. Authority should be 
included for the committee to specify 
the requirements contained in the 
certificate of privilege. Such 
requirements, established through 
rulemaking, would be intended to 
ensure that shipments would not be 
diverted to the fresh market.

Safeguards should be adequate so that 
the committee can track such shipments 
from the time they leave the local 
shipping point to ultimate destination. 
This would be necessary to determine 
that such shipments did not enter fresh 
market channels of trade.

The committee should have the 
authority to rescind or deny certificates 
of privilege or any other permit to any 
handler if proof is obtained that such 
handler shipped Walla Walla Sweet 
Onions for any other purpose than 
stated on the certificate of privilege. The 
committee would rescind or deny 
certificates only after an appropriate
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investigation concerning the alleged 
shipments and Upon adequate and 
substantial proof that the handler did in 
fact violate the regulation. The Secretary 
would have the right to modify, change, 
or rescind any safeguards prescribed 
and any certificates issued by the 
committee pursuant to the provisions of 
this section.

The committee would report to the 
Secretary such information concerning 
certificates of privilege as may be 
requested.

(f) The committee should have the 
authority, under proposed § 956.80, 
with the approval of the Secretary, to 
require that first handlers submit to the 
committee such reports and information 
as the committee may need to perform 
its functions and fulfill its 
responsibilities under the order. In the 
normal course of business, Walla Walla 
Sweet Onion handlers collect and 
record information that may be needed 
by the committee. Witnesses expressed 
the belief that the reporting 
requirements that may be imposed 
under the proposed order would not 
constitute an undue burden on handler 
businesses since the information is 
typically collected for other purposes.

Reports could be needed by the 
committee for such purposes as 
collecting assessments; compiling 
statistical data for use in evaluating 
marketing research and development 
projects; promotional activities; making 
recommendations for production 
research; and determining whether 
handlers are complying with order 
requirements. The record evidence 
indicates that to the extent necessary for 
the committee to perform its functions, 
handlers will likely need to provide 
information on the quantity of Walla 
Walla Sweet Onions handled each 
season. This required information may 
include, but would not necessarily be 
limited to, the quantities of Walla Walla 
Sweet Onions received by the handler 
and the quantities disposed of by such 
handler, the date of each such receipt 
and disposition, and the identity of the 
carrier transporting such onions. This 
should not be construed as a complete 
list of information the committee might 
require, nor should it be assumed that 
all of the above would necessarily be 
required of handlers. There may be 
other reports or kinds of information 
that the committee may find necessary 
for the proper conduct of its operations 
under the order. Therefore, the 
committee should have the authority, 
with the Secretary’s approval, to require 
each handler to furnish such 
information as it finds necessary to 
perform its duties under the order.

Each handler should be required to 
maintain such records of Walla Walla 
Sweet Onions received and disposed of 
as may be necessary to verify the reports 
that the handlers submit to the 
committee. All such records should be 
maintained for at least two fiscal 
periods after the fiscal period in which 
the transactions occurred. The order 
should provide that the Secretary and 
authorized employées of the committee 
should have access to handlers’ 
premises to examine those records 
pertaining to matters within the 
purview of the order. This provision 
would enable verification of compliance 
with requirements of the order.

All reports and records submitted for 
committee use by handlers would be 
required to remain confidential and be 
disclosed to none other than persons 
authorized by the Secretary, as required 
by the Act. Such reports should become 
part of the committee and Secretary’s 
records. However, the committee should 
be authorized to release composite 
information from any or all reports that 
do not reveal confidential information. 
Such composite information could be 
helpful to the Committee and to the 
industry in planning operations under 
the order and in promoting the order. 
Any release of composite information 
should not disclose the identity of the 
persons furnishing the information or 
any person’s individual operation.

(g) No handler should be permitted to 
handle Walla Walla Sweet Onions 
except in conformity with the 
provisions of this part, as set forth in 
proposed § 956.89. If the program is to 
be effective, compliance with its 
requirements is essential, and no 
handler should be permitted to evade 
any of its provisions. Any such evasion, 
on the part of even one handler, could 
be demoralizing to those handlers who 
are in compliance and would tend to 
impair the effective operation of the 
program.

Witnesses testified that consumers are 
being deceived when they purchase 
onions they believe to be Walla Walla 
Sweet Onions, but which are actually 
onions produced outside the production 
area. Proponents testified that the 
application of the Walla Walla name to 
onions not grown in the production area 
is an unfair trade practice that destroys 
the reputation of the Walla Walla Sweet 
Onion and causes harm to the industry.

The Act provides that a marketing 
order can only apply to a defined 
commodity grown in a specified 
production area. No authority exists for 
regulating the handling of that 
commodity grown outside that 
production area.

In accordance with proposed § 956.85, 
the order should provide that the 
Secretary conduct a periodic 
referendum every six years with the 
initial referendum conducted within six 
years of the effective date of the 
marketing order.

The Secretary of Agriculture has 
determined that continuance referenda 
are an effective means for ascertaining 
whether producers favor continuance of 
marketing order programs. The Act 
provides that the Secretary shall 
terminate a marketing order whenever, 
through the conduct of a referendum, it 
is indicated that a majority of all 
producers favor termination and such 
majority produced more*than 50 percent 
of die commodity for market during a 
representative period.

Since less than 50 percent of all 
producers usually participate in a 
referendum, it is difficult to determine 
overall producer support or opposition 
to termination of an order. Thus, to 
provide a basis for determining whether 
producers favor continuance of the 
order, a provision for continuance 
referenda should be included. 
Continuance should be based upon the 
affirmative vote of either two-thirds of 
the producers voting or an affirmative, 
vote of the producers of two-thirds of 
the volume of Walla Walla Sweet 
Onions represented in the referendum.

The Act requires that in the 
promulgation or amendment of a 
marketing order, at least two-thirds of 
the producers voting, by number or 
volume represented in the referendum, 
must favor the issuance or amendment 
of a marketing order. Continuance 
referenda should be based on the same 
standard of industry support. This 
requirement is considered adequate to 
measure producers’ support to continue 
the marketing order. The Secretary 
would consider termination of the order 
if less than two-thirds of the producers 
voting in the referendum and producers 
of less than two-thirds of the volume of 
Walla Walla Sweet Onions represented 
in the referendum favor continuance. In 
evaluating the merits of continuance 
versus termination, the Secretary should 
not only consider the results of the 
referendum but also should consider all 
other relevant information concerning 
the operation of the order and the 
relative benefits and disadvantages to 
producers, handlers and consumers in 
order to determine whether continued 
operation of the order would tend to 
effectuate the declared policy of the Act.

In any event, section 608(C)(16)(B) of 
the Act requires the Secretary to 
terminate the order whenever the 
Secretary finds that the majority of all 
producers favor termination, and that
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such majority produced more than 50 
percent of the commodity for market.

The Secretary’s “Guidelines for Fruit, 
Vegetable, and Specialty Crop 
Marketing Orders” provide for periodic 
referenda to allow producers the 
opportunity to indicate their support for 
or rejection of a marketing order. It is 
the position of the Department that 
periodic referenda ensure that 
marketing order programs continue to 
be accountable to producers, obligate 
producers to evaluate their programs 
periodically, and involve them more 
closely in their operation. The record 
evidence supports these goals.

The provisions of proposed §§ 956.87 
through 956.99 of the order as contained 
in the Notice of Hearings and hereinafter 
set forth, are common to marketing 
agreements and orders now operating. 
All such provisions are incidental to 
and not inconsistent with the Act and 
are necessary to effectuate the other 
provisions of the marketing order and 
marketing agreement and to effectuate 
the declared policy of the Act. The 
record evidence supports inclusion of 
each such provision as proposed in the 
Notice of Hearing. These provisions, 
which are applicable to both the 
marketing agreement and the marketing 
order, are identified by section number 
and heading as follows: § 956.87 
Proceedings after termination; § 956.88 
Effect of termination or amendment;
§ 956.90 Right of the Secretary; § 956.91 
Duration of immunities; § 956.92 
Agents; § 956.93 Derogation; § 956.94 
Personal liability; § 956.95 Separability; 
and § 956.96 Amendments. Those 
provisions applicable to the marketing 
agreement only are: § 956.97 
Counterparts; § 956.98 Additional 
parties; and § 956.99 Order with 
marketing agreement.

Miscellaneous changes have been 
made from the provisions as proposed 
in the notice of hearing for the purpose 
of clarity.

List of Subjects in 7 CFR Part 956

Marketing agreements, Onions, 
Reporting and recordkeeping 
requirements.

Title 7, Chapter IX is proposed to be 
amended by adding Part 956 to read as 
follows:

PART 956—-SWEET ONIONS GROWN 
IN THE WALLA WALLA VALLEY OF 
SOUTHEAST WASHINGTON AND 
NORTHEAST OREGON

Subpart—Order Regulating Handling

, Definitions 
Sec.
956.1 Secretary.
956.2 Act.
956.3 Person.
956.4 Production area.
956.5 Walla Walla Sweet Onions.
956.6 Handler.
956.7 Registered handler.
956.8 Handle.
956.9 Container.
956.10 Producer.
956.11 Varieties.
956.12 Committee.
956.13 Fiscal period.

. Administrative Committee
956.20 Establishment and membership.
956.21 Term of office.
956.22 Nominations.
956.23 Selection.
956.24 Qualifications and acceptance.
956.25 Alternates.
956.26 Vacancies.
956.27 Failure to nominate.
956.28 Procedure.
956.29 Expenses.
956.3b Powers.
956.31 Duties.

Expenses and Assessments
956.40 Expenses.
956.41 Budget.
956.42 Assessments.
956.43 Accounting.
956.44 Excess funds.
956.45 Contributions.

Research and Development 
956.50 Research and development. 
Regulation
956.61 Recommendation for regulations
956.62 Container markings.
956.63 Handling for specified purposes.
956.64 Minimum quantities.
956.65 Notification of regulations.
956.66 Safeguards.

Reports
956.80 Reports and recordkeeping. 

Miscellaneous Provisions
956.85 Termination or suspension.
956.87 Proceedings after termination.
956.88 Effect of termination or amendment.
956.89 Compliance.
956.90 Right of the Secretary.

i 956.91 Duration of immunities.
956.92 Agents.
956.93 Derogation. -
956.94 Personal liability.
956.95 Separability.
956.96 Amendments.
956.97 Counterparts.
956.98 Additional parties.

: 956.99 Order with marketing agreement. 
Authority: 7 U.S.C. 601-674.

Definitions

§956.1 Secretary.
Secretary means the Secretary of 

Agriculture of the United States or any 
officer or employee of the Department of 
Agriculture who has been delegated, or 
tó whom authority may hereafter be 
delegated, the authority to act for the 
Secretary.

§956.2 Act
Act means Public Act No. 10, 73d 

Congress (May 12,1933), as amended 
and as reenacted and amended by the 
Agricultural Marketing Agreement Act 
of 1937, as amended (Sec. 1 -19 ,48  Stat. 
31, as amended; 7 Ü.S.C. 601 et seq.).

§ 956.3 Person.
Person means an individual, 

partnership, corporation, association, or 
any other business unit.

§ 956.4 Production area.
Production area means a tract of land 

in Umatilla County, Oregon, and Walla 
Walla County, Washington, based on 
surveyors’ maps, enclosed by the 
following boundaries: Commencing at 
the Southeast comer of Section 13, 
Township (Twp.) 5 North, Range (Rge.) 
36 East, W.M.; thence Westerly along 
the South line of Sections 13 ,14 ,15 ,16 , 
17, and 18 in Twp. 5 North, Rge. 36 
East, Sections 13 ,1 4 ,1 5 ,1 6 ,1 7 , and 18 
in Twp. 5 North, Rge. 35 East, Sections 
1 3 ,1 4 ,1 5 ,1 6 ,1 7 , and 18 in Twp. 5 
North, Rge. 34 East, Sections 13,14, and 
15 in Twp. 5 North, Rge. 33 East, W.M. 
to the East right of way line of the 
Northern Pacific Railway, as it runs 
Northwesterly through Vansyckle 
Canyon; thence Northwesterly along 
said Easterly right of way line to a point 
in the Northwest of Section 20, Twp.
7 North, Rge. 32 East, W.M. where said 
line intersects the South right of way of 
the Union Pacific Railway, said 
intersection being commonly known as 
Zangar Junction; thence Easterly along 
said South right of way line of die 
Union Pacific Railway to a point in the 
Southwest V4 of Section 23, Twp. 7 
North, Rge. 32 East where said line 
intersects the South right of way line of 
Washington State Highway No. 12; 
thence Easterly along said South right of 
way line to the intersection with the 
West line of Section 34, Twp. 7 North, 
Rge. 33 East, W.M.; thence North, along 
the West line of Sections 34, 27, 22,15, 
10, and 3 in Twp. 7 North, Rge. 33 East,
W.M., and the West line of Sections 34, 
27, and 22 in Twp. 8 North, Rge. 33 
East, W.M. to the Northwest comer of 
said Section 22; thence East along the 
North line of said Section 22 to tha 
Northeast comer thereof; thence North
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along the West line of Sections 14,11, 
and 2 in Twp. 8 North, Rge. 33 East, 
W.M. to the Northwest comer of said 
Section 2; thence East along North lines 
of Sections 2 and 1 in Twp. 8 North,
Rge. 33 East, W.M. and the North line 
of Section 6, Twp. 8 North, Rge. 34 East, 
W.M. to the centerline of the Touchet 
River; thence northerly and Easterly 
along said centerline of the Touchet 
River as it runs through Twp. 9 North, 
Rge. 34 East, Twp. 9 North, Rge. 35 East, 
Twp. 10 North, Rge. 35 East, Twp. 10 
North, Rge. 36 East, Twp. 9 North, Rge. 
36 East, and Twp. 9 North, Rge. 37 East 
to a point on the East line of Section 11 
in Twp. 9 North, Rge. 37 East, W.M., 
thence South along the East line of 
Sections 11,14, 23, 26, and 35 in Twp.
9 North, Rge. 37 East, W.M., the East 
lines of Sections 2 ,1 1 ,1 4 , 23, 26, and 
35 in Twp. 8 North, Rge. 37 East, W.M., 
the East lines of Sections 2 ,1 1 ,14 , 23, 
26, and 35 in TWp. 7 North, Rge. 37 
East, W.M., and the East lines of 
Sections 2,11, and fractional Section 14 
in Twp. 6 North, Rge. 37 East, W.M., to 
a point on the Washington-Oregon State 
line; thence West along said State Line 
to the closing comer on the West side 
of Section 18 in Twp, 6 North, Rge. 37 
East, W.M.; thence South along the West 
line of Sections 18,19, 30, and 31 in 
Twp. 6 North, Rge. 37 East, W.M. and 
the West line of Sections 6, 7, and 18 
in Twp. 5 North, Rge. 37 East to the 
comer common to Sections 18 and 19 in 
Twp. 5 North, Rge. 37 East, W.M. and 
13 and 24 in Twp. 5 North, Rge. 36 East, 
W.M., Being the True Point of Beginning 
of this Legal Description.

§ 956.5 WaUa Walla Sweet Onions.
Walla Walla Sweet Onions means all 

varieties of Allium  cepa grown within 
the production area, except Spanish 
hybrid varieties. The committee may, 
with the approval of the Secretary, 
exempt individual varieties from any or 
all regulations issued under this part.

§956.6 Handler.
Handler is synonymous with 

"shipper” and means any person 
(except a common or contract carrier of 
Walla Walla Sweet Onions owned by 
another person) who handles Walla 
Walla Sweet Onions or causes Walla 
Walla Sweet Onions to be handled.

§ 956.7 Registered handler.
Registered handler means any person 

with adequate facilities for preparing 
Walla Walla Sweet Onions for 
commercial market, who has requested 
such registration and is so recorded by 
the committee, or any person who has 
access to such facilities and has 
recorded with the committee the ability

and willingness to assume customary 
obligations of preparing Walla Walla 
Sweet Onions for commercial market. 
The committee may recommend, for 
approval of the Secretary, procedures 
with respect to handler registration.

§956.8 Handle.
Handle is synonymous with "ship” 

and means to package, load, sell, 
transport, or in any way place Walla 
Walla Sweet Onions or cause Walla 
Walla Sweet Onions to be placed in the 
current of commerce within the 
production area or between the 
production area and any point outside 
thereof. Such term shall not include the 
transportation, sale, or delivery of 
harvested Walla Walla Sweet Onions to 
a handler within the production area for 
the purpose of having such Walla Walla 
Sweet Onions prepared for market.

§ 956.9 Container.
Container means a box, bag, crate, 

hamper, basket, package, or any other 
receptacle used in the packaging, 
transporting, sale, shipment, or other 
handling of Walla Walla Sweet Onions.

§956.10 Producer.
Producer is synonymous with 

"grower” and means any person 
engaged in a proprietary capacity in the 
production of Walla Walla Sweet 
Onions for market.

§956.11 Varieties.
Varieties means and includes all 

classifications, subdivisions, or types of 
Walla Walla Sweet Onions according to 
those definitive characteristics now or 
hereafter recognized by the United 
States Department of Agriculture or 
recommended by the committee and 
approved by the Secretary.

§956.12 Committee.
Committee means the Walla Walla 

Sweet Onion Committee established 
pursuant to § 956.20.

§956.13 Fiscal period.
Fiscal period means the period 

beginning on June 1 and ending on May 
31 of each year, or other such period as 
may be recommended by the committee 
and approved by the Secretary.
Administrative Committee

§ 956.20 Establishment and membership.
(a) The Walla Walla Sweet Onion 

Committee, consisting of ten members, 
is hereby established. The committee 
shall consist of six producer members, 
three handler members, and one public 
member. Each member shall have an 
alternate who shall have the same 
qualifications as the member.

(b) A producer shall have three years 
of experience in producing onions in 
order to qualify for committee 
membership. At the time of selection, 
no more than two producer members 
may be affiliated with the same handler.

§956.21 Term of office.
(a) Except as otherwise provided in 

paragraph (b) of this section, the term of 
office of committee members and their 
respective alternates shall be for three 
fiscal periods beginning on June 1 or 
such other date as recommended by the 
committee and approved by the 
Secretary. The terms shall be 
determined so that one-third of the 
grower membership and one-third of the 
handler membership shall terminate 
each year. Members and alternates shall 
serve during the term of office for which 
they are selected and have been 
qualified, or during that portion thereof 
beginning on the date on which they 
qualify during such term of office and 
continuing until the end thereof, or 
until their successors are selected and 
have qualified.

(b) The term of office of the initial 
members and alternates shall begin as 
soon as possible after the effective date 
of this subpart. One-third of the initial 
industry members and alternates shall 
serve for a one-year term, one-third shall 
serve for a two-year term, and one-third 
shall serve for a three-year term; The 
initial, as well as all successive terms of 
office of the public member and 
alternate member shall be for three 
years.

(c) The consecutive terms of office for 
all members shall be limited to two 
three-year terms. There shall be no such 
limitation for alternate members.

§956.22 Nominations.
Nominations from which the 

Secretary may select the members of the 
committee and their respective 
alternates may be made in the following 
manner: •

(a) The committee shall hold or cause 
to be held, within the production area 
and prior to April 1 of each year or by 
such other date as may be specified by 
the Secretary, one or more meetings of 
producers and handlers for the purpose 
of designating one nominee for each of 
the member and alternate member 
positions which are vacant or will be 
vacant at the end of the fiscal period;

(b) In arranging for such meetings the 
committee may, if it deems such 
desirable, cooperate with existing 
organizations and agencies;

(c) Nominations for committee 
members and alternate members shall 
be provided to the Secretary, in such 
manner and form as the Secretary may
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prescribe, not later than 30 days prior to 
the end of the fiscal period within 
which the current term of office expires;

(d) Only producers may participate in 
designating nominees for producer 
committee members and their alternates 
and only handlers may participate in 
designating nominees for handler 
committee members and their 
alternates;

(e) Each person who is both a handler 
and a producer may vote either as a 
handler or as a producer, but not both;

(f) Each person is entitled to cast only 
one vote on behalf of him or herself, his 
or her partners, agents, subsidiaries, 
affiliates and representatives, in 
designating nominees for committee 
members and alternates. An eligible 
producer’s or handler’s privilege of 
casting only one vote, as aforesaid, shall 
be construed to permit such voter to cast 
one vote for each producer member and 
alternate member position to be filled or 
each handler member and alternate 
member position to be filled, but not 
both.

(g) Every three years, at the first 
meeting following selection, the 
committee shall nominate the public 
member and alternate for a three-year 
term of office.

(h) The committee shall prescribe 
such additional qualifications, 
administrative rules and procedures for 
selection and voting for each candidate 
as it deems necessary and as the 
Secretary approves.

§ 956.23 Selection.
The Secretary shall select members 

and alternate members of the committee 
from the nominations made pursuant to 
§ 956.22 or from other qualified persons.

§ 956.24 Qualification and acceptance.
Any person nominated to serve as a 

member or alternate member of the 
committee shall, prior to selection by 
the Secretary, qualify by filing a written 
background and acceptance statement 
indicating such person’s willingness to 
serve in the position for which 
nominated.

§956.25 Alternates.
An alternate member of the committee 

shall act in the place and stead of the 
member for whom such person is an 
alternate, during such member’s 
absence. In the event of the death, 
removal, resignation, or disqualification 
of a member, that member’s alternate 
shall serve until a successor to such 
member has qualified and is selected.

§956.26 Vacancies.
To fill any vacancy occasioned by the 

failure of any person nominated as a

member or as an alternate to qualify, or 
in the event of the death, removal, 
resignation, or disqualification of a 
member or alternate, a successor for the 
unexpired term may be selected by the 
Secretary from nominations made 
pursuant to § 956.22 from previously 
unselected nominees on the current 
nominee list, or from other eligible 
persons,

§ 956.27 Failure to nominate.
If nominations are not made within 

the time and manner prescribed in 
§ 956.22 the Secretary may, without 
regard to nominations, select the 
members and alternates on the basis of 
the representation provided for in 
§956.20.

§ 956.28 Procedure.
(a) Six members of the committee 

shall constitute a quorum, and six 
concurring votes shall be required to 
pass any motion or approve any 
committee action, except that 
recommendations made pursuant to
§ 956.61 shall require seven concurring 
votes.

(b) The committee may provide for 
meetings by telephone, telegraph, 
facsimile, or other means of 
communication, and any vote cast orally 
at such meetings shall be confirmed 
promptly in writing: Provided, That if 
an assembled meeting is held, all votes 
shall be cast in person.

§ 956.29 Expenses.
Members and alternates shall serve 

without compensation but shall be 
reimbursed for such expenses 
authorized by the committee and 
necessarily incurred by them in 
attending committee meetings and in 
the performance of their duties under 
this part. -

§ 956.30 Powers.
The committee shall have the 

following powers:
(a) To administer the provisions of 

this part in accordance with its terms;
(b) To make rules and regulations to 

effectuate the terms and provisions of 
this part;

(c) To receive, investigate, and report 
to the Secretary complaints of violations 
of the provisions of this part; and

(d) To recommend to the Secretary 
amendments to this part.

§ 956.31 Duties.
It shall be among the duties of the 

committee:
(a) At the beginning of each fiscal 

period, or as soon thereafter as 
practicable, to meet and organize, to 
select a chairman and such other 
officers as may be necessary, to select

subcommittees, and to adopt such rules 
and regulations for the conduct of its 
business as it may deem advisable;

(b) To act as intermediary between the 
Secretary and any producer or handler;

(c) To furnish to the Secretary such 
available information as the Secretary 
may request;

(d) To appoint such employees, 
agents, and representatives as it may 
deem necessary and to determine the 
salariés and define the duties of each 
such person;

(e) To investigate from time to time 
and to assemble data on the growing, 
harvesting, shipping, and marketing 
conditions with respect to Walla Walla 
Sweet Onions and to engage in such 
research and service activities which 
relate to the production, handling, or 
marketing of Walla Walla Sweet Onions 
as may be approved by the Secretary;

(f) To keep minutes, books, and 
records which clearly reflect all of the 
acts and transactions of the committee. 
Such minutes, books, and records shall 
be subject to examination at any time by 
the Secretary or the Secretary’s 
authorized agent or representative;

(g) To make available to producers 
and handlers the committee voting 
record on recommended regulations and 
on other matters of policy;

(h) Prior to each fiscal period, to 
submit to the Secretary a budget of its 
proposed expenses for such fiscal 
period, together with à report thereon, 
and a recommendation as to the rate of 
assessment for such period;

(i) To cause its books to be audited by 
a competent accountant at least once 
each fiscal period, and at such other 
time as the committee may deem 
necessary or as the Secretary may 
require; the report of such audit shall 
show the receipt and expenditure of 
funds collected pursuant to this part; a 
copy of each such report shall be 
furnished to the Secretary, and a copy 
of each such report shall be made 
available at the principal office of the 
committee for inspection by producers 
and handlers: Provided, that 
confidential information shall be 
removed from all copies made available 
to the public; and

(j) To consult, cooperate, and 
exchange information with other onion 
marketing committees and other 
individuals or agencies in connection 
with all proper committee activities and 
objectives under this subpart.
Expenses and Assessments

§956.40 Expenses.
The committee is authorized to incur 

such expenses as the Secretary may find 
are reasonable and likely to be incurred
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by i&enommitteeforiite .maintenance 
and functioning, and to enable ¡it I d 
exercise.its powers and perform its 
duties in accordance with the 
provisionsiafithiB part. The funds to 
cover such expenses shall rise acquired 
in the manner prescribed in  §§ 956.42 
and 956.45.

§956.41 «Budget
Prior to each fiscal period and as may 

be necessary thereafter, the committee 
shall prepare an estimated budget of 
income and expenditures necessary for 
the.administration.of this part. The 
committee shalLrecommend aerate of 
assessment calculated to provide 
adequate .funds to defray its proposed 
expenditures. Thecommitteedshall 
present such budget to the Senretaiy 
.with an accompanying report showing 
the basisTor its calculations.

§ 956.42 .Assessments.
(a) The funds to cover the committed’s 

expenses shall be acquired by the 
levying of assessments upon handlers as 
provided in  this sdbpart. Each person 
who first handles'Walla'Walla Sweet 
Onions sihdll pay «assessments to ,the 
committee upon demand, which 
assessments shall be inpaymeiit of such 
’handler’s pro rata share of the 
committee’s  expenses.

(b) Assessments ¿hafl be levied upon 
handlers, at rates established by the 
Secretary. Such rates maybe established 
upon the basis of'the committee’s 
recommendations or Other available 
information.1

(c) At anytime during, or subsequent 
to, a given fiscal period, the committee 
may recommend the approved of an 
amendedbudget and an increase in the 
rate of assessment. lUponthebasisnf 
such Tecommendations, or other
avallable information, the Secretary may 
approve an amendedbudget and 
increase the assessment Tate. Sudh 
increase in the assessment rate shallhe 
applicable to  all W alk Walla Sweet 
Onions which were handled by each 
handler Iberedf during such fiscal 
period.

(d) The payment o f assessments for 
the maintenance and functioning of the 
committee may be required underthis 
part throughout the period .itis in effect, 
irrespective Of Whether particular 
provisions of this part are suspended or 
become inoperative.

(e) To provide funds “far the 
administration cffthe provisions Of this 
part during the initial fiscal period or

, the first part of a fiscal period when 
neither sufficient operatingTeserve 
funds nor siifficient revenue 'from 
assessments on fbe current season’« 
shipments are a vailable, the-committee

may accept payment of assessments in 
advantse onraay borrow money for such 
purposes.

The committee may impose a late 
payment charge or an inteTestnhflige.car 
both, on any handler'whohuls’topay 
any assessmentin attimely’manner.
Such time and the rates shall he 
recommended by the committee and 
approved by the Secretary.

§956.43 Accounting.
(a) All funds received by the 

committee-pursuant to’the provisions of 
this part-shall be used solely for the 
purposes specified in this part.

(b) The.Secretary may at «any time 
require the committee, its members and 
alternate members, employees,sagerite, 
and all other such persons associated 
with the committee to account for nil 
receipts, disbursements, funds, 
property .orTecords for Which fthey sore 
responsible. Wbene verany person 
ceases to^faen member, alternate 
member, employee, or agent oTthe 
committee, such person shall account 
for all receipts, disbursements, -funds, 
property, and records pertaining to‘the 
committee’s activities for* which such 
person was responsible, deliver all 
property and’fundsin sudh person’s 
possession^© thecommittee, and 
execiite such assignments and other 
instruments as may be necessary or 
appropriate to vestm ihe committee full 
title to all of the property,funds, and 
claims vested in suchperson pursuant 
toihisnart.

fd)The committee.may make 
recommendations to the Secretary .for 
one or «more of.die members thereof, or 
any other person, to act asa trustee for 
holding records, funds, or any other 
committee property during periods of 
suspension of this part, or during any 
period or periods when regulations are 
not in effect and, upon determining 
such action is expropriate, the Secretary 
may direct that such person or persons 
shall act as ilmatee or trustees for the 
committee.

§956.44 Excess funds.
If, at the end of a fiscal period, the 

assessments «collects d :are in «excess af 
expenses incurred, such excess shall be 
accounted for .-as follows:

(a) The committee, »with approval of 
the Secretary, mayestablish an 
operating feserve and may carry over to 
subsequent fiscal periods excess funds 
in a reserves© established, exceptfunds 
in the reserve shall not exceed ¡the 
equivalent of approximately-two fiscal 
periods' budgeted-expenses. Such 
reserve funds may be used:

(1) Todefcay anyexpenses authorized 
under this part;

(2) ’To defray expensesduring-any 
fiscal period priorfo'thefime 
assessment income is sufficient to cover 
such expenses;

(3) T® eoverdeficitedncurred during 
any ifisnal period .when assessment 
income is less than expenses;

(4) To defray «expense incurred 
during any ¡period when any orrall 
provisions of this part are suspended nr 
«are inoperative; and

(5) To cover necessary expenses of 
liquidation «in the event of termination 
of .this «part.

(b) Upon termination of this pert,any 
funds not required .to defray the 
necessary expenses of liquidation shall 
be disposed ofinsnch manner as ihe 
Secretary may determine to fie 
appropriate nxceptihal .to the extent 
practicable, such funds shall he 
returned pro rata .to ihe persons from 
Whom such funds were collected.

fc) ;lf such excess is not retained in.a 
reserve as provided mparagraph (a) df 
this section, each handler .exit if led to a 
proportionate réfund Of the excess 
assessments-collected shall be credited 
at the end Of a.fiscâl period with such 
refund against .the operations of’the 
following fiscal period unless such 
handler demands paymertt ihereof, in 
which event such proportionate .refund 
shall be paid as aeon as practicable.

§956.45 .Contributions.
The committee may accept ‘voluntary 

contributions but these shall be used 
only to pay expenses -incurred pursuant 
to § 956.50. Such contributions shall he 
free from any encumbrances by the 
donor, and thecommitteeahallTretam 
^complete control oftheiruse.
Research and Development

§956.50 Research artddevelppment.
(a) Thenommittee, .with the approval 

of the Secretary, may establish or 
provide for the establishment of 
production research, 'marketingresearch 
and development, end marketing 
promotion projects, including paid 
advertising, designed to assist, Improve, 
or promote the marketing, distribution, 
consumption, or efficient production of 
Walla Walla Sweet Onions. Any sudh 
.project for the promotion end 
advertising o f Walk Walk Sweet 
Onions may utilize an identifying marie, 
including but not limited to  ̂ registered 
trademarks and logos, which shall be 
made available for use by lallhandlers 
in accordance -with such terms and 
conditions as the committee, with the 
approval-offhe Secretaiy.may 
prescribe. The committee may register 
such logos with the Commissioner of 
Patents and Trademarks, TJ.S. ¡Patent 
and Trademark Office. The repense of
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such projects shall be paid from funds 
collected pursuant to §§ 956.42 and 
956.45.

(b) In recommending projects 
pursuant to this section, the committee 
shall give consideration to the 
following:

(1) The expected supply of Walla 
Walla Sweet Onions in relation to 
market requirements;

(2) The supply situation among 
competing onion areas and 
communities;

(3) The anticipated benefits from such 
projects in relation to their costs;

(4) The need for marketing research 
with respect to any market development 
activity; and

(5) Cither relevant factors.
(c) If the committee concludes that a 

program of research and development 
should be undertaken, or continued, in 
any fiscal period, it shall submit the 
following for the approval of the 
Secretary:

(1) Its recommendations as to the 
funds to be obtained pursuant to 
§§956.42 and 956.45;

(2) Its recommendations as to any 
research projects; and

(3) Its recommendations as to 
promotion activity and paid advertising.

(d) Upon conclusion of each activity, 
but at least annually, the committee 
shall summarize and report the results 
of such activity to the Secretary.

(e) All marketing promotion activity 
engaged in by the committee, including 
paid advertising, shall be subject to the 
following terms and conditions:

(1) No marketing promotion, 
including paid advertising, shall refer to 
any private brand, private trademark, or 
private trade name;

(2) No promotion or advertising shall 
disparage the quality, use, value, or sale 
of like or any other agricultural 
commodity or product, and no false or 
unwarranted claims shall be made in 
connection with the product; and

(3) No promotion or advertising shall 
be undertaken without reason to believe 
that returns to producers will be 
improved by such activity.
Regulation

§ 956.61 Recommendation for regulations.
The committee shall recommend 

regulations to the Secretary whenever it 
deems it advisable, as provided in 
§ 956.62. The committee also may 
recommend modification, suspension, 
or termination of any regulation, or 
amendments thereto, in order to 
facilitate the handling of Walla Walla 
Sweet Onions for the purposes 
authorized in § 956.63. The committee 
may also recommend amendment,

modification, termination, or 
suspension of any regulation issued 
under this part.

§956.62 Container markings.
The committee may, with the 

approval of the Secretary, provide a 
method, through rules and regulations 
issued pursuant to this part, for fixing 
the marking of containers which may be 
used in the packaging or handling of 
Walla Walla Sweet Onions, including 
appropriate logo or other container 
markings to identify the contents 
thereof. Further, the committee may, 
with the approval of the Secretary, 
establish through rules and regulations 
such safeguards as may be necessary to 
ensure that such container marking 
requirements are complied with.

§ 956.63 Handling for specified purposes.
Upon the basis of recommendations 

and information submitted by the 
committee, or other available 
information, the Secretary may issue 
special regulations, or modify, suspend, 
or terminate requirements in effect 
pursuant to §§ 956.42 and 956.62 or any 
combination thereof, in order to 
facilitate the handling of onions for the 
following purposes:

(a) Shipments of Walla Walla Sweet 
Onions for relief or to charitable 
institutions;

(b) Shipments of Walla Walla Sweet 
Onions for livestock feed;

(c) Shipments of Walla Walla Sweet 
Onions for planting and for plants;

(d) Shipments of Walla Walla Sweet 
Onions as salad onions;

(e) Shipments of Walla Walla Sweet 
Onions for all processing uses 
including, pickling, peeling, 
dehydration, juicing, or other 
processing;

(f) Shipments of Walla Walla Sweet 
Onions for disposal;

(g) Shipments of Walla Walla Sweet 
Onions for seed;

(h) Shipments of Walla Walla Sweet 
Onions for packing or storing within the 
production area or outside the 
production area, but within specified 
locations in the States of Oregon and 
Washington; and

(i) Shipments of Walla Walla Sweet 
Onions for other purposes which may 
be specified.

§ 956.64 Minimum quantities.
The committee, with the approval of 

the Secretary, may establish minimum 
quantities below which Walla Walla 
Sweet Onion shipments will be free 
from the requirements in, or pursuant 
to, §§956.42, 956.62, and 956.63, or any 
combination thereof.

§ 956.65 Notification of regulations.
The Secretary shall notify the 

committee of each regulation issued and 
of each amendment, modification, 
suspension, or termination thereof. The 
committee shall give reasonable notice 
thereof to handlers.

§ 956.66 Safeguards.
(a) The committee, with the approval 

of the Secretary, may prescribe adequate 
safeguards to prevent Walla Walla 
Sweet Onions shipped, pursuant to
§§ 956.63 and 956.64, from entering 
channels of trade for other than the 
purpose authorized therefor.

(b) The committee, with the approval 
of the Secretary, may also prescribe 
rules and regulations governing the 
issuance, and the contents, of 
Certificates of Privilege, if such 
certificates are prescribed as safeguards 
by the committee. Such safeguards may 
include requirements that;

(1) Handlers shall first file 
applications with the committee to ship 
such Walla Walla Sweet Onions.

(2) Handlers shall pay the pro rata 
share of expenses provided by § 956.42 
in connection with such Walla Walla 
Sweet Onions.

(3) Handlers shall obtain Certificates 
of Privilege from the committee prior to 
effecting the particular onion shipment.

(c) The committee may rescind any 
Certificate of Privilege, or refuse to issue 
any Certificate of Privilege, to any 
handler if proof is obtained that Walla 
Walla Sweet Onions shipped by the 
handler for the purposes stated in the 
Certificate of Privilege were handled 
contrary to thè provisions of this part.

(d) The Secretary shall have the right 
to modify, change, alter, or rescind any 
safeguards prescribed and any 
certificates issued by the committee 
pursuant to the provisions of this 
section.

(e) The committee shall make reports 
to the Secretary as requested, showing 
the number of applications for such 
certificates, the quantity of Walla Walla 
Sweet Onions covered by such 
applications, the number of such 
applications denied and certificates 
granted, the quantity of Walla Walla 
Sweet Onions handled under duly 
issued certificates, and such other 
information as may be requested.
Reports

§956.80 Reports and recordkeeping.
Upon request of the committee, made 

with the approval of the Secretary, each 
handler shall furnish to the committed, 
in such manner and at such time as it 
may prescribe, such reports and other 
information as may be necessary for t he
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committee topefform its duties* under 
this part.

(¡ai) Such reports maynnchide.but are 
not necessarily llimitedttQ.ítheífallGwing:

í(í ) The acreage of'Walla Walla . Sweet 
Onions (grown; ^

(2) The quantities of'Walla Walla 
Sweet Onions received by such.handler;

,(3) The quantities tífWálla'Walla 
SweetOnions disposed of bysuch 
handler;

(4) The disposition date' of such Walla 
Walla SweetOnions;

(5) The manner of disposition of such 
Walla Walla Sweet Onions; end

(6) The ideriti Reati on of* the camer 
transporting such Wálla Wálla Sweet 
Onions.

(b) Mil* sudh reports shall be held 
under appropriate protective 
classification and custodyby the 
committee, o r  duly appointed 
employees* (hereof, so  ¡that any 
information contained therein Whidh 
may adversely affect the competitive 
position df any handler’in relation to 
other handlers'willnot bedisclosetì. 
Compilationsbf general reports bom  
data sdbmitted by handlers is 
authorized, subject to  the prohibition of 
disclosure of individual handler's 
identity or operations.

< (c) Each handler: shall maintain’for at 
least two succeeding 'years such records 
of the Walla Walla "Sweet Oriions 
recei ved and disposed df by such 
handler as may :be necessary to verify 
reports submitted to the^oommittee 
pursuant to  this section. '
MiscellaneausP.rovisions

§956:85 Termlnation or suspensiou.
(a) The Secretary may at any time 

terminate the provisions Of this, subpart 
by giving at least one day’s noticehy 
means erf a press release or in any other 
manner whidhthe Secretary may 
determine.

(b) The Secretary ¿hall terminate or 
suspend the .operations of any or all of 
the provisions of this subpart whenever 
it is fountfthat such provisions do not 
tend to effectuate the declared policy of 
the act.

(c) TheSecretaiy shall terminate the 
provisions Ofthis subpart at the end Of 
any fiscdlperiod whenever it isfound 
that suchtermination isfavoredhya 
majority o f producers who, during a  
representative period, have been 
engaged in the production of Walla 
WallaSweet Onions: Provided,That 
such majority has, during such 
representative period,»produced for 
market more than fifty peTcentOf'the 
volume of such Walia Walla Sweet 
Onionsproducedformarket.butsuch 
termination shallhe announced at least

90 days before theendOffheeurreiit 
fiscabperiod.

(d) Within six years of the effeetive 
date of this subpart the Secretary shall 
conduct a continuance referendum to 
ascertain whether continuance df this 
subpart ;is favored by producers. 
Suhsequentreferenda'to ascertain 
continuance shall he conducted every 
six years‘thereafter.The Secretary may 
terminate 'the provisions df4this part at 
the tend Ofanyfiscalper rod in which the 
Secretary has‘found ttiat continuance df 
this subpart is notfavoredhy a -majority 
of producers who, duringa 
representetiveperiod determined by>the 
Secretary ,have%een-engaged in die 
production ’for market of Walla Walla 
Sweet iOnions m the production area. 
Such termination shall he announced on 
or before the.end.of the fiscal period.

(e) Theprovisions of this subpart 
shall,-many everit,*terminate whenever 
the provisions .ofthe Act authorizing 
them cease to be in effect.

§ 956.87 Proceedings after.termination.
(a) Up on ¡the termination o f the 

provisions of this subpart, the then 
functioning members ofthe committee 
shall continue as ¡jaiithtmstees.tfar itfae 
purpose of liquidatingtheaffairs of the 
committee, of all fundsand property 
then in the possession,-m'-under control, 
of the committee, including claims for 
any funds unpaid or property not 
delivered at the time of such 
termination. Action by said trusteeship 
shall require the concurrence of a 
majority ofthesaid'trustees.

(b) The said trustees shalfcontinnedn 
such capacity until discharged by the 
Secretary; shall, from .time to .time, 
account for all.receipts.and 
disbursements and deliver all property 
on hand, together with all books and 
records of said committee and uf the 
trustees, to such person as fheSecretary 
may direct; and shall upon the request 
of flie Secretary, execute such 
assignments or other instruments 
necessary or apprqpriateto vest in such 
person b ill title and right to all of the 
funds,property, and claims vested in 
said ¡committee orthetruSteespursuant 
to this siibpaTt.

(c) Any person to whomfunds, 
property, orclaimshave been 
transferred or delivered by the 
committee or its members pursuant to 
this section shallhe. subject to ¿he same 
obligations imposed upon the members 
of'the committee and upon the said 
trustees.

§956.88 Effect of termmation or 
amendment

Unless otherwise expressly provided 
by the Secretary, the termination of (this

subpart or of any regulation issued 
pursuant5 toibis »subpart, or-the issuance 
of any amendments to either thereof, 
shall not:

fa) Affecfor waiveany right, duty, 
obligation,OT‘liahility,whidhshairhave 
arisen or which may thereafter arise'in 
connection with any provisicmPf this 
subpart;

(b) Release or extinguish.anyviolation 
of this subpart or of any regulations 
issued under this'subpart; and

.(c) Affect or impair any rights or 
remedies ofthe’Secretaryorofanyother 
person withTespect*to'any such 
violations.

§956.89 Compliance.
No handler shallhandie Walla Wdlla 

Sweet*©nrens exce|rt in conformity-to 
theprovisions'ofthis part.

§ 956.90 iRightofthe Secretary.
The meirthter sjcrf-the aammittQE, 

including successors and alternate, and 
any agent :or:employee sappointed or 
employed by itliexommittee shall be 
subject to removal or suspension by the 
Secretary .at any time. barb and eveiy 
order, regulation, decision, 
determination, or other act of'the 
committee ¡shallbe subjeeftothe 
continuingrright o f the Secretary to 
disapprove ofthe same at any .time. 
Uponsuch ¡disapproval, the 
disapproved action ofthe committee 
shall he iieemed null and ^eid .exceptas 
toacts (dime dn.reliamce rthereonordn 
cconpliairceitheBawith priorto surih 
disapprovalbythe .Secretary.

§ 956.81 Duration of immunities.
The benefits, privileges, and 

immunities conferred npon any person 
by virtue of this suhpart shall cease 
upon theterminationof.this .subpart, 
except with respect to acts .done.under 
and.during,the existence of this subpart.^

§956:92 Ageitts.
The Secretary may, by designation in  

writing, name any person, including any 
officer or employee of the Government, 
or name any agency in the United States 
Department of Agriculture, to act as the 
Secretary’s agent or representative in  
connection with any of the provisions of 
this part.

§85683 Derogation.
No thing' contained in  th is, part is , or 

shall be constnied tobe, in derogation 
or in modification of the rights of the 
Secretary-or of the United States to 
exercise any powers granted by the Act 
or otherwise,or, inaccordance with 
such powers,tto act in the premises 
whenever such actian is deemed 
advisable.
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§956.94 Personal liability.
No member or alternate of the 

committee or any employee or agent 
thereof, shall be held personally 
responsible, either individually or 
jointly with others, in any way 
whatsoever, to any handler or to any 
person for errors in judgment, mistakes, 
or other acts, either of commission or 
omission, as such member, alternate, 
employee, or agent, except for acts of 
dishonesty, willful misconduct, or gross 
negligence.

§956.95 Separability.
If any provision of this subpart is 

declared invalid, or the applicability 
thereof to any person, circumstance, or 
thing is held invalid, the validity of the 
remainder of this subpart, or the 
applicability thereof to any other

person, circumstance, or thing shall not 
be affected thereby.

§ 956.96 Amendments.
Amendments to this subpart may be 

proposed, from time to time, by the 
committee or by the Secretary.

§ 956.97 Counterparts.
This agreement may be executed in 

multiple counterparts, and when one 
counterpart is signed by the Secretary, 
all such counterparts shall constitute, 
when taken together, one and the same 
instrument as if all signatures were 
contained in one original.

§ 956.98 Additional parties.
After the effective date hereof, any 

handler may become a party to this 
agreement if a counterpart is executed 
by him and delivered to the Secretary.

This agreement shall take effect as to 
such new contracting party at the time 
such counterpart is delivered to the 
Secretary, and the benefits, privileges, 
and immunities conferred by this 
agreement shall then be effective as to 
such new contracting party.

§ 956.99 Order with marketing agreement
Each signatory handler hereby 

requests the Secretary to issue, pursuant 
to the Act, an order providing for 
regulating the handling of Walla Walla 
Sweet Onions in the same manner as is 
provided for in this agreement.

Dated: November 3,1994.
Kenneth C. Clayton,
Acting Adm inistrator.
IFR Doc. 94-27759 Filed 11-4-94; 3:53 pm] 
BILLING CODE 3410-02-P
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ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 82 
[FRL-5100-4]

RIN 2Q60-AE7Q

Protection of Stratospheric Ozone
AGENCY: Environmental Protection 
Agency (EPA).
ACTION: Notice of proposed rulemaking.

SUMMARY: With this action, EPA is 
proposing amendments to anticipate the 
phaseout of production and 
consumption of various ozone-depleting 
substances and to clarify minor aspects 
of the current regulation as provided for 
under section 604 and 606 of the Clean 
Air Act Amendments of 1990 (CAA). To 
ensure an orderly phaseout of the 
production and consumption of halons 
in 1994, and of chlorofluorocarbons 
(CFCs), carbon tetrachloride, methyl 
chloroform and
hydrobromofluorocarbons in 1996, this 
action proposes to alter the 
administrative requirements of the 
regulations so companies may continue 
to produce for special exempted uses. 
Today’s action also proposes 
clarifications to improve the efficiency 
of the current requirements and to 
reduce the burden on the affected 
companies while ensuring continued 
compliance with Title VI of the CAA 
and in a manner consistent with the 
United States’ obligations under the 
Montreal Protocol on Substances that 
Deplete the Ozone Layer as amended.

Specifically, EPA proposes to (1) 
change the requirements for the post
phaseout period for transformation and 
destruction of ozone-depleting 
substances; (2) establish the framework 
for the post-phaseout exempted 
production for essential uses; (3) revise 
the controls for imports of controlled 
substances that are used or recycled; (4) 
ease the requirements for exporting 
substances to Article 5 countries; (5) 
change the allowance requirements for 
exports of ozone-depleting substances;
(6) clarify the definitions for 
transhipments and heels; (7) provide a 
period of reconciliation in which 
allowance balances may be adjusted; 
and (8) adjust the recordkeeping and 
reporting requirements.
DATES: Written comments on this 
proposed rule must be received on or 
before December 12,1994, unless a 
public hearing is requested. Comments 
must then be received on or before 30 
days following the public hearing. Any 
party requesting a public hearing must 
notify the contact person listed below

by 5 p.m. Eastern Standard Time on 
November 21,1994. If a hearing is held 
EPA will publish a document in the 
Federal Register announcing the 
hearing information.
ADDRESSES: Comments on this proposed 
rulemaking should be submitted in 
duplicate (two copies) to: Air Docket 
No. A-92-13, U.S. Environmental 
Protection Agency, 401 M Street SW., 
Room M-1500, Washington, DC 20460. 
Inquiries regarding a public hearing 
should be directed to the Stratospheric 
Ozone Information Hotline at 1-800— 
296-1996.

Materials relevant to this proposed 
rulemaking are contained in Docket No. 
A -92-13. The Docket is located in room 
M—1500, First Floor, Waterside Mall at 
the address above. The materials may be 
inspected from 8 a m. until 4 p.m. 
Monday through Friday. A reasonable 
fee may be charged by EPA for copying 
docket materials.
FOR FURTHER INFORMATION CONTACT: Tom 
Land, U.S. Environmental Protection 
Agency, Stratospheric Protection 
Division, Office of Atmospheric 
Programs, 6205J, 401 M Street SW., 
Washington, DC, 20460, (202)-233- 
9185.
SUPPLEMENTARY INFORMATION:

I. Background
II. Administrative Changes in the

Stratospheric Protection Program
A. Program Requirements for Continued 

Post-Phaseout Production and Imports
1. Post-Phaseout Requirements for 

Transformation and Destruction of 
Controlled Substances

2. Post-Phaseout Requirements for 
Essential-Use Production

B. Imports of Used Controlled Substances
1. Information Requirements
2. Certification by the Coùntry of Export
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L Background
The current regulatory requirements 

of the Stratospheric Ozone Protection 
Program that limit production and 
consumption of ozone-depleting 
substances were promulgated by the 
Environmental Protection Agency (EPA) 
in the Federal Register on December 10, 
1993 (58 FR 65018), and on December 
30,1993 (58 FR 69235). These rules set 
out the requirements of an Allowance 
Program (the Program).

The Allowance Program was 
originally developed in 1988 (published 
on August 12,1988, 58 FR 30568) in 
response to the 1987 “Montreal Protocol 
on Substances that Deplete the Ozone 
Layer,” an international agreement that 
requires nations that are Parties to the 
Protocol to reduce and eventually 
eliminate their production and 
consumption of ozone-depleting 
chemicals.1

In 1990, the Parties to the Protocol 
amended the Montreal Protocol during 
their meeting in London and added 
other ozone-depleting chemicals and 
designated phaseout dates for 
production and consumption of these 
chemicals. Shortly after the 1990 
meeting of the Protocol Parties, the 
United States Congress passed the Clean 
Air Act Amendments (CAA). The CAA 
requires the phaseout of ozone- 
depleting chemicals on a schedule 
parallel to, or in some cases more 
stringent than, that of the Protocol.

The Allowance Program promulgated 
in the Federal Register, first on March 
6,1991 (56 FR 9518), and then as a final 
rule on July 30,1992 (57 FR 33754), was 
designed to ensure that the United 
States meet its obligations to control and 
phase out these substances under the 
Protocol and consistent with Title VI of 
the CAA. Since that time, the Parties to 
the Protocol agreed to accelerate the 
phaseout of all class I substances 
(except Group VI), to control class II 
substances and to add methyl bromide 
and hydrobromofluorocarbons (HBFCs) 
to the list of class I substances. EPA 
modified its control requirements in a 
final rule promulgated December 10, 
1993, in the Federal Register, to be 
consistent with Title VI and the Protocol 
adjustments and amendments.

The substances that are listed in the 
Protocol, and controlled in the 
accelerated phaseout, are:
CLASS I
• Chlorofluorocarbons (CFCs);

1 Several minor revisions to the original 1988 rule 
were issued on the following dates: February 9,
1989 (54 FR 6376), April 3 ,1 9 8 9  (54 FR 13502), July 
5 ,1 9 8 9  (54 FR 28062), July 12 ,1989  (54 FR 29337), 
February 13 ,1990  (55 FR 5005), June 15 ,1990  (55 
FR 24490) and June 2 2 ,1990  (55 FR 25812).
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• Halons;
• Carbon Tetrachloride;
• Methyl Chloroform;
• Methyl Bromide;
• Hydrobromofluorocarbons (HBFCs);
CLASS n
• Hydrochlorofluorocarbons (HCFCs).
(These substances are described in greater

detail in 58 FR 65018).

EPA promulgated regulations on 
December 10,1993, accelerating the 
phaseout of halons to January 1,1994, 
the phaseout of chlorofluorocarbons 
(CFCs), carbon tetrachloride, methyl 
chloroform, and HBFCs to January 1, 
1996, and the phaseout of methyl 
bromide to January 1, 2001. The rule 
also accelerates the phaseout of class II 
substances, HCFC-22, HCFC-141b and 
HCFC-142b.

Both the Protocol and the Clean Air 
Act require the phaseout of production 
and consumption of ozone-depleting 
substances. In the context of the 
Program, the use of the term 
consumption may be misleading. It is 
not the “use” of these substances that is 
controlled through the regulations but 
rather the amount of the substance 
available for U.S. domestic 
consumption, defined as production 
plus imports minus exports of bulk 
virgin chemicals.

In developing the regulatory program, 
EPA collected information on the 
amounts of ozone-depleting substances 
produced, imported, exported, 
transformed and destroyed 
domestically. This information was 
used to establish the U.S. production 
and consumption ceilings for these 
chemicals. The data was also used to 
assign company-specific production and 
import rights in most cases for 
companies either importing or 
producing dming the base years of the 
data collection. These rights are called 
allowances.

Companies expend allowances when 
they produce or import ozone-depleting 
substances. With certain restrictions, the 
allowances can be traded among 
companies both domestically and 
internationally (between Party 
countries). To control production, the 
Agency allocated baseline production 
allowances to producers of specific 
ozone-depleting chemicals. To control 
consumption, the Agency allocated 
baseline consumption allowances to 
producers and importers of specific 
ozone-depleting chemicals. Allowances 
for class I substances are currently 
provided to companies on an annual 
basis except for the production of 
halons, which was phased out on 
January 1,1994.

In summary, the Program currently 
operates as follows:

• In order to produce controlled 
ozone-depleting substances, companies 
must use both production and 
consumption allowances;

• In order to import controlled 
substances, companies must use 
consumption allowances;

• No allowances are required in order 
to export, once allowances aré expended 
in the production or importation of the 
substance. Rather, companies that 
export can apply for and be granted 
additional consumption allowances;

• If a company exports certain 
controlled substances to an Article 5 
country (developing nations as defined 
by the Protocol that consume less than 
.3 kilograms of CFCs per capita), the 
company producing these chemicals can 
request additional production 
allowances as well as the consumption 
allowances normally granted for export. 
Production by Parties to the Protocol for 
these developing countries will 
continue for 10 years after the phaseout 
in the United States. The number of 
additional production allowances that 
can be provided to a company for this 
purpose is currently limited to 10 
percent of their baseline allowance but 
will increase to 15 percent upon 
phaseout of these controlled substances.

• No allowances are required to 
produce ozone-depleting substances 
that are transformed or destroyed 
domestically;

• Used or recycled ozone:depleting 
chemicals can be imported without 
allowances. No consumption 
allowances are granted if used or 
recycled ozone-depleting chemicals are 
exported;

• Companies are required to maintain 
records and to provide the data to 
ensure compliance with the regulation 
ánd to meet the reporting requirements 
of the Protocol.

The Program currently controls and 
monitors the production and 
consumption of ozone-depleting 
substances in the United States. The 
production and import of halons has 
already been phased out, and the 
phaseout for the remaining class I 
substances, except for methyl bromide, 
is scheduled for January 1,1996. In 
order to ensure an orderly phaseout in 
1996, the EPA must alter the 
administrative requirements of the 
regulations so companies may continue 
to produce for exempted uses permitted 
under the Montreal Protocol and Clean 
Air Act Amendments.

In addition, the Agency is seeking to 
improve the efficiency of the 
requirements and to reduce the burden 
on the affected companies while 
ensuring continued compliance with 
Title VI of the CAA and the Montreal

Protocol. In light of these objectives, the 
Agency is proposing the following 
administrative changes to improve the 
Program.
II. Administrative Changes in the 
Stratospheric Protection Program
A . Program Requirements for Continued 
Post-Phaseout Production and Imports

The paragraphs under Section A., 
Program Requirements for Continued 
Post-Phaseout Production and Imports, 
describe the administrative changes 
being proposed by EPA to facilitate the 
phaseout of all class I ozone-depleting 
substances effective January 1,1996 
(except for methyl bromide), and the 
special production and importation 
scenarios allowed for essential uses.2

The Program currently requires the 
use of allowances by companies that 
produce or import class I chemicals, 
except halons (Group II), which were 
phased out January 1,1994. Under the 
current regulation, the phaseout of the 
production and consumption of the 
following Groups of class I controlled 
substances will be complete by January 
1,1996:
Group I, CFCs
Group II, Halons
Group III, Other CFCs
Group IV, Carbon Tetrachloride
Group V, Methyl Chloroform, and
Group VII, HBFCs.

A list of the specific class I ozone- 
depleting chemicals in each Group is in 
Appendix A and F in Subpart A.

Due to the phaseout, the Agency is 
proposing to no longer use production 
and consumption allowances for all 
class I controlled substances, except 
Group VI, methyl bromide, beginning 
January 1,1996. Today’s proposal 
anticipates the 1996 production 
phaseout agreed to by the Parties to the 
Protocol for CFCs, carbon tetrachloride, 
methyl chloroform and HBFCs, but 
allows production for essential uses to 
become effective January 1,1996, 
contingent upon approval for such 
essential uses by the Parties to the 
Protocol at the October 1994 meeting.

Although EPA proposes to no longer 
use production and consumption 
allowances for class I controlled 
substances (except methyl bromide) 
beginning January 1,1996, the Agency 
envisions that the manufacture of class 
I controlled substances will continue 
after January 1,1996, provided the 
substances are:

2 In contrast, the changes in Section C , Program 
Adjustments and Clarifications, are proposed to 
modify the current regulation in order to increase 
the effectiveness of the program and ease 
administrative burdens and will go into effect 
January 1 ,1995 .
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• either transformed or destroyed,
• exported to Article 5 countries,
• produced for essential uses as 

authorized by the Protocol and CAA and 
consistent with essential-use 
allowances, or

• produced with destruction or 
transformation credits.

In addition, EPA envisions class I 
controlled substances (except methyl 
bromide) being imported without the 
need for consumption allowances after 
January 1,1996, if:

• the substance Is either transformed 
or destroyed,

• the substance was previously used, 
recycled or reclaimed,

• the substance was imported using 
destruction or transformation credits, or

• the substance was imported using 
essential-use allowances.

Although the proposal is to  no longer 
use production or consumption 
allowances for the phased out class I 
substances (except methyl bromide), the 
Agency wishes:

(1) to maintain a category of Article 5 
allowances (previously called potential 
production allowances),

(2) to create a new category of 
essential-use allowances, and

(3) to create destruction and 
transformation credits (similar to the 
previous process for granting additional 
production allowances when substances 
produced or imported with expended 
allowances are transformed or 
destroyed). .

The following paragraphs describe the 
allowance requirements for a variety of 
production and importation scenarios 
under the current Allowance Program.
In addition, the paragraphs describe tire 
administrative changes being proposed 
by EPA to facilitate die phaseout of all 
class I ozone-depleting substances 
effective January 1,1996, (except for 
methyl bromide) and the special 
production and importation scenarios 
proposed for the post-phaseout period.
1. Post-Phaseout Requirements for 
Transformation and Destruction of 
Controlled Substances

The current regulation distinguishes 
between two categories of controlled 
substances that are transformed or 
destroyed. The two categories are: (1) 
controlled substances that were 
produced or imported explicitly for uses 
that result in transformation or 
destruction, and (2) controlled 
substances that were produced or 
imported with the intention of putting 
the substance to an “emissive use.” EPA 
proposes adding the definition of 
emissive use to the current regulation, 
such that emissive use would be those 
uses of controlled substances that do not

result in the transformation or 
destruction of the substance. Examples 
of emissive uses would be the 
incorporation of controlled substances 
into a refrigerator or an air conditioner 
(for a car, household or building), or the 
use of a controlled substance as a 
solvent to clean machine parts or circuit 
boards.

The current program assumes that 
when a controlled substance is 
produced ot imported for other than 
transformation or destruction it is 
intended for an emissive use. When the 
controlled substance is  produced or 
imported for an intended emissive use, 
the producer or importer must expend 
allowances under the current program. 
Whether or not the controlled substance 
is actually incorporated into an emissive 
use is not as important as the fact that 
it was intended for an emissive use. If 
the controlled substance is intended for 
an emissive use at the time of 
production or importation, the person 
producing or importing the substance is 
required to expend allowances.
However, the expenditure of allowances 
is not sufficient to define emissive use. 
For example, a controlled substance 
recovered hum an air conditioner, 
refrigerator or dehumidifier 
manufactured before the current 
program became effective (July 1989) 
would not have been produced with 
expended allowances.

In the following discussion, EPA 
proposes changes to the requirements 
for controlled substances that are 
produced explicitly for transformation 
and destruction, and to the 
requirements for controlled substances 
that are produced for intended emissive 
uses and then subsequently transformed 
or destroyed. The requirements differ 
according to the intended purpose of the 
controlled substance during production.

a. Production or importation o f  
controlled substances explicitly for uses 
that result in  domestic transformation 
or destruction. The current regulation 
does not require a person to expend 
allowances if they are explicitly 
producing or importing a controlled 
substance for a use that will result in the 
transformation or destruction of that 
substance in the United States. In other 
words, allowances do not need to be 
expended at the time of production or 
importation as long as tire producer or 
importer has certification that the 
controlled substance will be 
transformed or destroyed by themselves, 
by a  second-party, or by a third-party.
As long as the producer or importer has 
such certification that the substance will
be transformed or destroyed 
domestically, there is no need to expend 
allowances for the production or

importation of the substance. To 
confirm the future transformation or 
destruction of the controlled substance, 
the current regulation requires the 
second- or third-party person, who will 
transform or destroy the substance, to 
submit a  transformation certification ot 
destruction verification to the producer 
or exporter.

EPA proposes that the current system 
continue after January 1,1996, and that 
companies be permitted to produce or 
impart controlled substances explicitly 
for uses that result in transformation or 
destruction with die same requirements 
as under the current regulation.3 
Therefore, such producers and 
importers will continue to receive an 
IRS certification of intent to transform 
or a destruction verification from the 
second- or third-party transformers or 
destroyers. The producers and importers 
will also continue to submit these 
certificates or verifications to EP A along 
with their quarterly reports (see Section 
C.7. Recordkeeping ami Reporting).

b. Production or importation o f 
controlled substances intended for 
emissive use but subsequently 
transformed or destroyed. Under the 
current regulation a  person who 
transforms or destroys a controlled 
substance that was produced or 
imported with expended allowances 
may petition the Agency for 
“additional” consumption and 
production allowances. The person who 
transforms or destroys a controlled 
substance that was produced or 
imported with expended allowances is 
essentially requesting a “refund” of the 
allowances originally used in the 
production or importation of the 
substance.

EPA proposes that, after the phaseout 
begins on January 1,1996, companies 
will no longer be able to request 
additional production allowances or 
consumption allowances for the 
transformation nr destruction of 
controlled substances which were 
produced or imported for emissive uses 
(other than for methyl bromide). The 
Agency proposes the elimination of the 
specific provisions that grant additional 
production and consumption 
allowances, beginning January 1,1996, 
for all class I controlled substances, 
except methyl bromide, m anticipation 
of the post-phaseout elimination of 
production and consumption 
allowances for those substances. Thus, a 
person who expends allowances to 
produce or import a class I substance,

3 Controlled substances produced for export to die 
transformed or destroyed are discussed an section 
C.3. "Administrative Changes to Production 
Allowance Requirements for Exports that are 
Transformed or Destroyed.”
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other than methyl bromide, and then 
transforms or destroys that substance 
after January 1,1996, will not be granted 
additional production or consumption 
allowances. However, a person who 
expends allowances and then 
transforms or destroys methyl bromide 
after January 1,1996, would still be able 
to petition the Agency for additional 
production and consumption 
allowances until January 1, 2001, as 
under the Gurrent regulation. In this 
respect, a person who transforms or 
destroys methyl bromide that was 
produced or imported for an intended 
emissive use may continue to follow the 
existing regulation as described under 
§82.9 and §82.10.

c. The post-phaseout procedures for 
granting destruction and transformation 
credits. At the Fourth Meeting of the 
Protocol Parties in Copenhagen in 1992, 
in Decision IV/24, the Parties agreed to 
urge “all practicable measures to 
prevent releases of controlled 
substances into the atmosphere.” In 
accordance with this Decision, EPA 
wishes to continue encouraging 
destruction and transformation of 
controlled substances after the phaseout 
begins January 1,1996, especially for 
those controlled substances that were 
produced or imported for intended 
emissive uses. EPA believes a system of 
incentives can be devised to foster. 
destruction or transformation of ozone- 
depleting substances in order to prevent 
their emission to the atmosphere.

In this action, EPA proposes a system 
of incentives to encourage destruction 
or transformation after the accelerated 
phaseout dates by offering credits for 
the destruction or transformation of 
controlled substances. These credits 
would be used to produce or import an 
amount of controlled substance. The 
Agency believes a system of incentives 
to encourage destruction or 
transformation of controlled substances 
after the phaseout is an important 
mechanism to deter individuals from 
releasing the unneeded controlled 
substance to the atmosphere.

As discussed below, EPA believes that 
Decision  ̂IV/24 of the Parties to the 
Protocol urging measures to prevent the 
release of unneeded controlled 
substances to the atmosphere and the 
Protocol definition of production 
provide the basis to devise incentives 
for destruction or transformation after 
the accelerated phaseout and until the 
interim and final phaseout dates set 
forth in the CAA.

The Protocol defines production as 
the “amount of controlled substances 
produced, minus the amount destroyed 
by technologies to be approved by the 
Parties and minus the amount entirely

used as feedstock in the manufacture of 
other chemicals.” Under the Protocol, 
Parties may continue to produce 
controlled substances after they are 
phased out as long as the amount of the 
controlled substance produced is offset 
in each control period by the same 
amount that is transformed 4 or 
destroyed by an approved technology.5 
The Protocol definition of production 
indicates that an amount of controlled 
substance produced and the same 
amount destroyed or transformed would 
balance in a calculation of atmospheric 
loading and result in a net 
environmental impact of zero.

Although the definition of production 
in the Protocol would permit continued 
production beyond the phaseout as long 
as such production was offset by 
transformation or destruction, the 
definition of production under the 
Clean Air Act Amendments is distinct 
and does not permit such offsetting. The 
CAA defines “produce,” “produced” 
and “production” as the “manufacture 
of a controlled substance from any raw 
material or feedstock chemical, but such 
terms do not include (A) the 
manufacture of a substance that is used 
and entirely consumed (except for trace 
quantities) in the manufacture of other 
chemicals, or (B) the reuse or recycling 
of a substance.” Under the CAA 
definition, once production of a 
controlled substance is phased-out, it 
may no longer be produced for emissive 
purposes because there are no 
provisions, as in the Protocol’s 
definition, to permit that continued 
production be offset by destruction or 
transformation.

Pursuant to CAA section 614, in the 
case of conflict between any provision 
of the CAA and the Montreal Protocol, 
the more stringent provision shall 
govern. Because the CAA definition of 
production is more stringent than that of 
the Protocol, the definition of 
production under the CAA shall apply 
when the phaseout dates under the CAA 
take effect. Section 604 of the CAA sets 
interim reductions and final phaseout 
dates for listed class I substances. The 
class I substances listed in the CAA 
must be phased out by the year 2000, ’ 
except for methyl chloroform which 
must be phased out by the year 2002. In 
addition, under the terms of the CAA, 
methyl bromide must be phased out by 
2001. Section 604 also includes interim

4 Under the current regulation, transformation is 
defined as the amount entirely used as feedstock 
(except for trace quantities) in the manufacture of 
other chemicals.

5 To date, Parties have approved five technologies 
for destruction (Decision IV/11) which are listed in 
the definition or “destruction” under §82 .3 .

reductions for the listed class I 
substances as outlined in Table I below.

In today’s rule, EPA proposes to 
authorize the use of destruction/ 
transformation credits until the 
respective dates when the terms of the 
CAA become more stringent than those 
of the Protocol (2000 for most class I 
controlled substances, 2001 for methyl 
bromide, and 2002 for methyl 
chloroform). For example, under the 
terms of the Protocol, CFC-12 must be 
phased out by 1996, but production may 
be continued as long as it is offset by 
either transformation or destruction. 
However, the CAA requires that in 1996, 
the maximum allowable production of 
CFC-12 be no more than 40 percent of 
the quantity produced in the baseline 
year. From 1995 until 1999, the CAA 
requires that the maximum allowable 
production of CFC-12 be no more than 
15 percent of the quantity produced in 
the baseline year, and in the year 2000, 
no CFC-12 may be produced.

Today’s proposal perinits the use of 
destruction and/or transformation 
credits, but does not permit continued 
production beyond the maximum 
allowable limits set forth in the CAA. 
Thus in the example above, for 1996, 
individuals may use destruction and/or 
transformation credits, but in no case 
may CFC-12 be produced for emissive 
purposes beyond 40 percent of the 
quantity produced in the baseline year. 
To comply with the 1996 phaseout date 
and definition of production under the 
Protocol, production of this amount of 
CFC-12 must be offset by the amount 
transformed or destroyed.6

Below is a chart indicating the dates 
and the maximum permissible 
production levels set forth in the Clean 
Air Act Amendment of 1990.

Table I.—T itle VI o f  the Clean Air 
Act Amendmenxs o f  1990 Pro
duction Phaseout Schedule for 
Ozone-Depleting Substance

Date

Carbon
tetra

chloride
(per
cent)

Methyl
chloro
form
(per
cent)

Other 
class I 
sub

stances 
(per
cent)

1994 ............ 70 85 65
1995 ........... 15 70 50
1996 ........... 15 50 40
1997 ........... 15 50 15
1998 ........... 15 50 15

6 Limits are being proposed in today’s action for 
production after 1996 regarding destruction and 
transformation credits, essential-use allowances (to 
be discussed in the next section of the preamble) 
and Article 5 allowances (discussed in section C.l 
“Changes in Requirements for Export to Article 5 
Countries” of the preamble.)
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T able I — T itle VI of the Clean A ir  
Act Amendm ents  of 1990 Pro
duction  P haseout Schedule for  
O zone-D epleting  S ubstance—  
Continued

Date

Carbon
tetra

chloride
(per
cent)

Methyl 1 
chloro
form
(per
cent)

Other 
class 1 
sub

stances 
(per
cent)

1999 ...... . 15 50 15
?nnn 20
2001 ........... 20

Proposed System for Credits—EPA is 
seeking comments on a system that 
would grant destruction credits and/or 
transformation credits as an incentive to 
destroy and/or transform controlled 
substances produced or imported for 
intended emissive uses. EPA is seeking 
comments on this system in which a 
person may submit, after January 1,
1996, arequest to the Agency for credits 
based on the destruction or 
transformation of a quantity of 
controlled substances in the United 
States that were initially produced for 
an emissive use. The person requesting 
credits would .need to identify the 
amount of controlled substance that was 
destroyed or transformed and the 
previous use of the controlled 
substance. In addition, the person 
would need to submit to EPA a copy of 
the destruction efficiency certification 
as under § 82.13(k). Upon approval, EPA 
would grant the person credits equal to 
the amount of the controlled substance 
they destroyed or transformed minus an 
offset. EPA proposes that credits could 
be used for: (i) the importation of a 
calculated level of the controlled 
substance, or (ii) the production of a 
calculated level of the controlled 
substance. Consistent with the 
parameters set for control periods by the 
Montreal Protocol, EPA proposes that 
credits not be carried over from one 
control period to the next, due to the 
limits on net production. The 
recordkeeping and reporting 
requirements associated with the credits 
described in these paragraphs are 
outlined in paragraph C.7.a.iv and
C.7.a.v below.

Under the proposed system, the 
Agency will create a balance of credits 
for the person upon approval of a 
request. Deductions will be made from 
this balance of credits based upon 
quarterly reports to EPA-showing 
production and importation. EPA is 
proposing that inter-pollutant transfers 
of credits as currently defined in § 82.12 
be permitted within the Groups of class 
I substances listed in Appendix A and

F to Subpart A, subtracting a one 
percent offset The Agency is also 
proposing that inter-company transfers 
of credits be permitted ascurrently 
defined in §82.12, subtracting the one 
percent offset. Inter-Party trades of 
credits would also be permitted under 
today’s proposal as currently described 
in § 82.9 with the actual controlled 
substance returning to the United States.

Discussion o f Options—The following 
discussion outlines options considered 
by EPA in proposing today’s system to 
grant credits for the destruction or 
transformation of controlled substances. 
Thè initial discussion focuses on 
options for destruction credits. This is 
followed by a summary of how the same 
arguments pertain to a parallel system 
for granting transformation credits.

Options for Destruction Credits—The 
Agency considered many factors in 
analyzing how to provide incentives to 
destroy controlled substances in the 
post-phaseout period.

EPA envisions granting destruction 
credits to people who destroy controlled 
substances that were recovered from use 
systems, as well as controlled 
substances that were produced or 
imported for intended emissive uses.
The Agency believes that as the 
phaseout goes into effect on January 1, 
1996, an increasing number of people 
will retrofit or switch from use systems 
that use class I controlled substances to 
use systems that occupy other chemicals 
or processes less damaging to 
stratospheric ozone. However, in the 
near term die Agency anticipates a 
period of transition in  which some 
people continue to use equipment that 
occupies class I substances. To meet the 
needs of people with equipment 
designed for class ! controlled 
substances after the phaseout, EPA 
presumes market demand will engender 
a service industry to recover the phased 
out substances from existing equipment, 
such as building chillers, commercial 
refrigeration units, and automobile air 
conditioners as this equipment is 
retrofitted with alternative chemicals or 
is taken out of commission. EPA 
anticipates that much of the recovered 
controlled substances will be recycled 
or reclaimed and stored (banked) to 
meet the near term needs of people still 
using equipment that requires phased 
out substances. At this point in  time, it 
is difficult to project what the future 
supply and demand for controlled 
substances will be once the post
phaseout period begins (January 1,
1996) and how long the transition 
period will last.

EPA is proposing destruction credits 
to encourage the destruction of 
controlled substances when the supply

of these substances exceeds the demand. 
In time, the demand for class I 
controlled substances should fall as the 
majority erf equipment is  converted to 
alternative chemicals or new systems 
replace old systems. The Agency 
presumes this will occur as alternative 
substances, retrofits and new equipment 
are brought into wider use throughout, 
all sectors, obviating the need for 
banked class3 controlled substances. 
Under this scenario, when the supply of 
a class I  substance being banked for the 
period of transition exceeds the 
demand, the price •will drop and the 
existing stocks will become 
“unneeded,” as mentioned in Decision 
IV/24 of the Parties to the Protocol cited 
above. When the substances are 
unneeded, the demand for phased out 
controlled substances may no longer 
even warrant storage. A person with a 
stored quantity of class I controlled 
substance that no longer has a market 
due to the conversion and replacement 
of equipment should ire encouraged 
through a meaningful incentive system 
to destroy the substance. Without such 
an incentive, individuals may continue 
storing these controlled substances, 
increasing the risk of leaks, accidental 
releases or intentional releases to the 
atmosphere. EPA believes destruction 
should be encouraged to prevent such 
releases into the atmosphere.

The proposed system encourages the 
destruction of controlled substances that 
are unneeded as demand shifts from one 
specific substance to alternatives or 
other types of equipment. The system of 
granting destruction credits allows 
market flexibility in meeting demand by 
allowing inter-pollutant transfers of 
destruction credits at the same time that 
it provides an incentive to destroy the 
excess supply of a given substance that 
might potentially be released into the 
atmosphere. As a hypothetical example, 
CFG-11 might be recovered from several 
use systems and banked during the first 
years after the phaseout (January 1,
1996) to meet demand during the period 
of transition. But as alternative 
substances and/or equipment are 
brought to market to replace the need 
for CFC-11, the supply of CFC-11 that 
was banked would become unnecessary 
Today’s proposed destruction credits 
would encourage the destruction of this 
excess supply of CFG—11 and the credits 
could be used, through an inter
pollutant transfer, to produce or import 
a different controlled substance in the 
same Group of controlled substances, 
such as CFC-12, to satisfy a still unmet 
demand for GDC—12.

As under the current regulation, the 
Agency will grant credits equal to TOO 
percent of the volume destroyed (minus
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the ©ffset) for controlled substances that 
are completely destroyed fusing the 
current definition of completely 
destroy), For (controlled substances 
destroyed at less than a  38 percent 
destruction efficiency, EPA will grant 
allowances commensurate with that 
percent o f destruction efficiency that is 
actually achieved (minus the offset).

Another factor considered in 
proposing an incentive system was the 
general technical destruction 
characteristic of the chlorinated and 
bromlnated compounds regulated under 
the current rule. Due to the chemical 
composition of these ozone-depleting 
substances, the by-products o f 
destruction are often corrosive acids. 
The corrosivity of these destruction by
products may influence the 
maintenance costs for approved 
destruction technologies. Increased rates 
of destruction of controlled substances 
could increase the frequency with 
which operators of approved 
incineration technologies would need to 
replace the liners of their incineration 
units. Therefore, operators will probably 
continue to charge high prices for the 
destruction of controlled substances.

EPA received anecdotal reformation 
that very few incineration facilities in 
the United States are now accepting 
bulk quantities of CPCs for destruction 
and as a result the price being charged 
is extremely high. The Agency does not 
want the maintenance costs at 
incineration facilities to impede the 
overall availability of destruction for 
controlled substances, especially as 
controlled substances are taken from 
existing use systems. If destruction is 
limited and expensive, the release of 
controlled substances to the atmosphere 
may be an unfortunately attractive 
option. Offering credits for destruction 
provides an economic incentive to 
persons who have controlled substances 
bat would like to dispose Of them. "Use 
credits have economic value which 
could offset the Mgh costs of 
destruction; If  persons gain a benefit 
from destroying a controlled substance, 
they will be more likely to destroy the 
controlled substance than release it to 
the (atmosphere. The overall goal of 
providing the incentives for destruction 
is to prevent the release of ozone- 
depleting substances to the atmosphere.

EPA believes that the proposed 
system for granting destruction credits 
will have an overall environmental 
benefit. Without an incentive to increase 
the current rate of destruction the 
Agency presumes there will be greater 
release of controlled substances to the 
atmosphere as equipment that contains 
the phased out substances is taken out 
of commission. Today’s proposal is to

grant destruction credits equal to the 
quantity of 'Controlled substance 
destroyed minus an offset of I  S percent. 
Although the credits can be used to 
produce or import controlled 
substances, the amount produced or 
imported will be less than the amount 
destroyed due to the offset. The credits 
also provide an incentive to destroy 
ozone-depiering substances that 
otherwise might be emitted.

In making today’s proposal the 
Agency considered other ways of 
encouraging destruction. EPA 
considered a voluntary system for 
encouraging destruction of controlled 
substances. The voluntary system would 
not grant credits but simply try to 
persuade companies to destroy ozone- 
depleting substances with publicity and 
public relations assistance. For instance, 
the Agency could develop a list of 
companies actively destroying 
controlled substances as “friends of the 
ozone” in a national publicity 
campaign. EPA believes, however, that 
a system of credits would provide 
greater incentive to increase current 
rates of destruction and there would be 
less chance of controlled substances 
being released to the atmosphere.

Another option considered by EPA 
was to grant destruction credits equal to 
the amount of controlled substance 
destroyed. Under an option of giving 1:1 
credits for kilograms, a person who 
destroys 100 kilograms of QRC-12 
would be given a calculated level o f 100 
kilograms of destruction credits which 
could be used to produce or import 100 
kilograms of newCFC-12. Although the 
incentive would be great to destroy 
unneeded stocks of controlled 
substances without an offset, EPA 
believes the environmental benefits of 
the actual destruction would fee 
balanced by the subsequent production 
or importation of an equal amount of 
additional controlled substance.

In develo ping today’s proposal, EPA 
considered offsetting the number of 
credits to be granted by one percent 
from the actual quantity destroyed. A 
one percent offset is used throughout 
the current regulation in calculating 
allowances authorized in various 
transfers; both between Groups of 
controlled substances (inter-pollutant 
trades) and between companies (inter
company trades). The offset was 
developed to address Section 607 of the 
CAA which requires that trades result in 
less overall production or consumption 
than would have occurred absent the 
trade. The one percent offset was 
proposed in the September 30,1991 
rule, as an amount large enough to 
provide a net environmental benefit but 
without discouraging the trading that

might be necessary to meet market 
demand.

In today’s proposal, EPA recommends 
a 15 percent «offset. The 15 percent offset 
is proposed to ensure that 
environmental benefits result from the 
proposed incentive system granting 
additional production or importation to 
encourage destruction and prevent the 
release of controlled substances. The 15 
percent offset proposed today is based 
on an estimate of the amount of 
controlled substances that could 
possibly be destroyed given the capacity 
of LL&. approved technologies.
Estimates of destruction «capacity for 
controlled substances in the United 
States for 1992 are IS  percent of annual 
production.7 Therefore, the greatest 
environmental benefit that can be 
obtained in the U.S. from destruction is 
15 percent of annual U.S. production. 
The 15 percent offset means a person 
who destroys a quantity of controlled 
substance after the phaseout (January 1, 
1996) may request credits equal to 85 
percent of the quantity destroyed. The 
85 percent is the portion of annual 
United States production of controlled 
substances for intended emissive uses 
that cannot be destroyed due to the 
limits of estimated domestic destruction 
capacity. To control and reduce the 
damage caused by corrosive by-products 
from the destruction of controlled 
substances, operators of incineration 
units usually incorporate a small 
percentage of halogenated substances in 
each batch. "The offset would encourage 
owners of approved destruction 
technologies to maximize their capacity 
for incorporating controlled substances.

Options for Transformation Credits— 
The discussion of destruction credits 
above also pertains to a system for 
granting transformation credits. 
Transformation credits would be 
granted to a person who transforms 
controlled substances originally 
produced or imported for intended 
emissive uses. EPA is seeking comment 
on a system that would grant 
transformation credits as a parallel 
system to the system for destruction 
credits described above. In other words , 
transformation credits would be granted 
for a quantity of controlled substance 
transformed originally produced or 
imported for intended emissive uses, 
minus the 15 percent offset.

EPA is aware that most controlled 
substances currently produced or

7 United States capacity for destruction of 
halogenated compounds at commercial and public 
hazardous waste incineration facilities is 6.3,600 
metric tons per year. United Nations Environmental 
Programmers Report from the Ad-Hoc Technical 
Advisory Committee on GDS Destruction 
Technology. May 1992.
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imported for intended emissive uses do 
not subsequently become a feedstock for 
a transformation process. However, EPA 
believes that new technologies may 
appear that can transform controlled 
substances that were produced or 
imported for intended emissive uses. As 
defined in the current regulation, 
transformation is the process of entirely 
consuming a controlled substance 
(except for trace quantities) in the 
manufacture of other chemicals for 
commercial purposes. The Agency has 
learned of independent efforts to 
develop transformation technologies 
that would transform controlled 
substances into commercially useful 
chemicals. The information EPA has on 
these technologies suggests that they 
may be able to transform even 
controlled substances that are taken 
from use systems and that are 
contaminated. Today’s proposal 
anticipates the development of these 
new technologies and would offer an 
incentive for the transformation of 
controlled substances that might 
otherwise be released into the 
atmosphere.

EPA is proposing to implement the 
Decision of the Parties to the Protocol to 
encourage practicable measures to 
prevent the release of controlled 
substances to the atmosphere, 
recognizing that there are many options 
for creating incentives that also achieve 
varying degrees of environmental 
benefits. EPA is therefore seeking 
comments on today’s proposed system 
for granting credits as an incentive for 
the destruction or transformation of 
controlled substances after the phaseout 
and the options discussed above.
2. Post-Phaseout Requirements for 
Essential-Use Production

EPA discussed the issue of essential 
uses in its Federal Register notice 
containing the final accelerated 
allowance regulations (December 10, 
1993, 58 FR 65018). While recognizing 
the need to include provisions to 
implement the essential use provisions 
of the Montreal Protocol, the final rule 
did not address how this would be 
incorporated into EPA’s allowance 
program.

a. Protocol Decisions Regarding 
Essential-Use Production. The Montreal 
Protocol established an essential use 
provision at the Fourth Meeting of the 
Parties (Decision IV/25). Production and 
consumption are only to be permitted 
past the phaseout date for those 
applications approved under this 
Decision. The Decision established both 
criteria for determining whether a 
specific use should be approved as

L

essential and a process for the Parties to 
use in making such a determination.

The criteria for an essential use 
adopted by the Parties is the following:

“(1) that a use of a controlled 
substance should qualify as ‘essential’ 
only if:

(1) it is necessary for the health, safety 
or is critical for the functioning of 
society (encompassing cultural and 
intellectual aspects); and

(ii) there are no available technically 
and economically feasible alternatives 
or substitutes that are acceptable from 
the standpoint of environment and 
health;

(2) that production and consumption, 
if any, of a controlled substance for an 
essential use should be permitted only 
if:

(i) all economically feasible steps 
have been taken to minimize the 
essential use and any associated 
emission of the controlled substance; 
and

(ii) the controlled substance is not 
available in sufficient quantity and 
quality from existing stocks of banked or 
recycled controlled substances, also 
bearing in mind the developing country 
need for controlled substance.”

Thus, any proposed application for an 
essential use would be evaluated based 
on the social utility of that application, 
the availability of substitutes, and the 
potential for meeting that need through 
banked or recycled controlled 
substances.

Decision IV/25 also set out the 
procedural steps for implementing this 
process. It first calls for individual 
Parties to nominate essential uses.
These nominations are then to be 
evaluated by the Protocol’s Technology 
and Economic Assessment Panel (TEAP 
or the Panel) which makes 
recommendations to representatives of 
all Protocol Parties. The final decision 
on which nominations are to be 
approved is to be taken by a meeting of 
the Parties.

The initial cycle of implementing this 
Decision has been completed in the 
context of halons which were phased 
out of production at the end of 1993. 
EPA issued a Federal Register notice 
requesting nominations for essential 
uses of halons (February 2,1993; 58 FR 
6786). In response, the Agency received 
over ten nominations, but was able to 
work with applicants to resolve their 
near-term requirements. As a result, the 
U.S. did not nominate any uses for 
continued halon production in 1994. 
About a dozen other nations put forth 
nominations which were reviewed by 
the Technical and Economics 
Assessment Panel. Because the Panel 
determined that in each case

alternatives existed or that the existing 
supply of banked halons was adequate 
to meet near-term needs, it did not 
recommend approval of any of the 
nominations. In November of 1993, at 
the Fifth Meeting, the Parties 
unanimously adopted the 
recommendation of the Panel not to 
approve any essential uses for the 
production or consumption of halons in 
1994.

EPA issued a second notice for 
essential use nominations for halons on 
October 18,1993 (58 FR 53722). These 
nominations covered possible 
production of halons in 1995 for 
essential uses. In response to this 
inquiry, EPA received no nominations.

Only one nomination (from France) 
was received by the TEAP for 
production and consumption of halons 
for an essential use in 1995. The TEAP 
did not recommend approval of this 
nomination.

EPA also issued a Federal Register 
notice requesting nominations for 
essential use applications which would 
need to continue beyond the 1996 
phaseout of consumption and 
production allowances for CFCs, methyl 
chloroform, carbon tetrachloride, and 
hydrobromofluorocarbons (May 20, 
1993, 58 FR 29410). EPA received 20 
applications in response to this notice. 
For several of these applications, EPA 
determined that the criteria contained in 
the Decision had not been satisfied. For 
example, two applications sought CFCs 
for servicing existing air-conditioning 
equipment. EPA rejected these 
applications on the basis that if all 
economically feasible steps were taken 
prior to the 1996 phaseout, then 
adequate supplies of banked and 
recycled CFCs should be available. 
However, in rejecting these 
nominations, the United States noted 
that servicing existing air-conditioning 
and refrigeration remains a major 
challenge to the successful transition 
from the use of CFCs and that a future 
nomination in this area might be 
necessary if a combination of retrofits, 
replacements, recycling, recovery at 
disposal, and banking do not adequately 
address these needs.

Of the responses to the Federal 
Register request for essential use 
applications, the United States 
submitted essential use nominations to 
the Protocol for the following uses of 
CFCs: metered dose irthalers and other 
selected medical applications; a 
bonding agent for die Space Shuttle; 
aerosol wasp killers; limited use in a 
specified bonding agent and polymer 
application; and a generic application 
for laboratory uses under specified
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limitations. {Letter from Pomerance to 
UNEP, September 27, 13931.

Nominations from the U.S. and other 
countries for over 200 specific uses were 
submitted to the Montreal Protocol 
Secretariat and provided to the 
Technical and Economics Assessment 
Panel for review. In March 1994, the 
Panel issued the “1994 Report of the 
Technology and Economic Assessment 
Panel."’ The Report includes the Panel’s 
recommendations for essential-use 
production and consumption 
exemptions. The Panel recommended 
that essential use exemptions be granted 
for nominations of: methyl chloroform 
in solvent bonding of the Space Shuttle; 
CFCs used in metered dose inhalers; 
and specific controlled substances 
needed for laboratory end analytical 
applications.

For each erf the other nominations 
submitted, the Panel determined that 
one or more of the criteria for evaluating 
an essential use had not been satisfied. 
For example, in die case of several of 
the U.S. nominations, the report states 
that alternatives are available and 
therefore the essential use exemption is 
not warranted.

The next meeting of the Parties is 
scheduled for October 1994. At that 
session the Parties will review the 
recommendations by the Technology 
and Economic Assessment Panel and 
make final decisions on this round of 
essential use nominations.

In 1993, the Parties to die Protocol 
modified die timetable for submission of 
essential use nominations to combine 
both batons and all the other class I 
controlled substances (except methyl 
bromide} and to reduce the overall 
length of time between nomination and 
decision. According to Decision V/18, 
essential use nominations for hakna 
consumption and production for 1995 
and beyond, and essential use 
nominations for all the other class I 
controlled substances (except methyl 
bromide} for 1997 and beyond, must be 
submitted to the Secretariat prior to 
January 1st of the year prior to the year 
for which production and consumption 
is being sought.8 Parties must submit 
essential use nominations for CFCs for 
1997 {nominations for 1996 have

8 Decision V/I6 also keeled the Teehnolegy end 
Economic Assessment Bane! to develop a 
“Handbook of Essential Use Nominations.” The 
Handbook is being prepared and will contain forms

already been considered) to the 
Montreal Protocol Secretariat by January 
1,1996. EPA will revise its domestic 
schedule to require that nominations be 
submitted at least three months prior to 
the Protocol Secretariat deadline for 
submission, and will issue a Federal 
Register notice in August 1994, calling 
for essential use nominations for halons 
for 1996 and beyond. The next call by 
EPA for other class I controlled 
substances will be in August of 1995 for 
1997 essential-use exemption 
nominations.

b. Domestic Implementation o f 
Essential-Use Program. Any essential 
use exemptions would also have to 
comply with the provisions of the CAA. 
Section 1304 of the CAA authorizes the 
graining of specific exemptions from the 
phaseout schedules contained in the 
"Clean Air Act for essential uses for 
methyl chloroform for which no safe 
and effective substitute is available 
(section 604(d)(1)), for limited quantities 
of class I substances solely for use in 
medical devices if such authorization is 
determined to be necessary (section 
604(d)(2)) and for limited quantities of 
halón—1211, halón—1301 and halón— 
2402 solely for use in  aviation safety if 
no safe and effective substitute is 
available and if  such authorization is 
necessary. The CAA also authorizes 
specific exemptions from the phaseout 
schedule of OPG-114, halon-1211, 
halón—1301 and halón—2402 for national 
security (section ©04(f)).

In today’s action, EPA does not 
propose essential uses under the 
provisions of the CAA. However, EPA 
does propose to permit continued 
production for the essential uses 
authorized under the Protocol, so long 
as these essential use exemptions do not 
exceed amounts allowed in the schedule 
contained in section 604(a) of the CAA,

As indicated on the table below, EPA 
is proposing essential uses for specified 
controlled substances for the years 1996 
and 1997. As discussed in section 
A.I.C., “The Post-Phaseout Procedures 
for Granting Destruction mad 
Transformation Credits,” EPA proposes 
to authorize continued production for 
essential uses permitted under the 
Montreal Protocol, but not to exceed the

and instructions for bow to apply for an essential- 
use exemption. When available, the Handbook may 
be obtained from the Stratospheric Protection 
Division, U.S. Environmental Protection Agency or

maximum allowable limits set forth in 
section 604(a) of the CAA. As used in 
a previous example in section A.l.c., the 
CAA requires that in 1996, the 
maximum allowable production of 
CFC-12 may be no more than 40 percent 
of the quantity produced in the baseline 
year. Thus, in 1996, if total production 
of CFC-12 were to be used for essential 
uses, the amount produced for those 
essential uses may not exceed 40 
percent of the quantity produced in the 
baseline year. Although production may 
be used for some combination of 
essential uses, destruction credits, or 
transformation credits, the total amount 
produced could not exceed the 
maximum alloWable limits set forth in 
the CAA as reproduced in Table I 
below.

To incorporate the essential-use 
provisions under the Montreal Protocol 
into our domestic allowance program, 
EPA is proposing the creation of a new 
class of allowances to be referred to as 
“essential-use allowances.”

The essential-use allowances 'mil be 
allocated to United States entities based 
on the nominations made to the 
Protocol which will be decided upon by 
the Parties at the October 1994 meeting 
and at "meetings thereafter. In the 
nominations to the Protocol, U.S. 
entities apply for an essential-use 
exemption from the production and 
consumption phaseout for a specific 
quantity of controlled substance for a 
specific use. EPA proposes using the 
applications that are agreed to by the 
Parties to the Protocol to make specific 
allocations of essential-use allowances. 
Although the TEAP has received 
applications for essential-use 
exemptions beyond 1997, today ’s 
proposal only includes those 
recommendations by the Panel for 1996 
and 1997. In today’s rulemaking, EPA 
proposes an allocation of essential-use 
allowances up to the amount being 
recommended by the Technology and 
Economic Assessment Panel to the 
Parties for their meeting in October 
1994. It should be noted that the final 
essential-use allowances promulgated 
by EPA may not exceed the exemptions 
adopted by the Parties.

the Ozone Secretariat of the Montreal Protocol in 
Nairobi
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E s s e n t ia l  U s e s  R e c o m m e n d a t io n  b y  t h e  UNEP T e c h n o l o g y  a n d  E c o n o m ic  A s s e s s m e n t  P a n e l

Company Year Chemical
Quantity
(metric
tons)

Metered Dose Inhalers;
1996 CFC-11 ............................ 749.8l ( l ie r F lc iu u r Itti r  1 Itti 11 i d u c u u c a i  Gl n e i  u o v i  y v n w i  h w h  ......................................................... ....................... ..

CFG-12 ...................... 2353.2
u CFC-114 .................... 314.1

1997 CFC-11 ............ .........
CFC-12 ......................

658.3
2166.5

CFC-114 .................... 311.4
1996 CFC-12 ..................... 10.2

CFC-114 ................................ 29.6
1997 CFC-12 ....................................

CFC-114 ................................

10.5
31.7

Space Shuttle Solvent

M A ^ iA /T h in k n l  ................................................................................................................... ................................... 1996 Methyl Chloroform ...... 56.8
1997 Methyl Chloroform ..... 56.8

Laboratory and Analytical Applications

1996 CFCs, Methyl Chloro- ( 1)

1997

form, Carbon Tetra
chloride.

(2 )  .............................. ... ................... ( 2 )

1 No quantity specified.
2 Same.

The nomination for essential uses in 
1996,1997 and 1998 of CFCs, methyl 
chloroform and carbon tetrachloride in 
analytical and laboratory applications is 
being recommended by the Technology 
and Economic Assessment Panel for a 
global exemption which will not specify 
the quantity granted to each Party. The 
TEAP describes the many analytical and 
laboratory procedures for which small 
quantities of controlled substances are 
now used and for which applications 
were received, such as: equipment 
calibration; extraction solvents, 
diluents, or carriers for specific 
chemical analyses; inducing chemical- 
specific health effects for biochemical 
research; and other critical purposes in 
research and development where 
substitutes are not readily available or 
where standards set by national and 
international agencies require specific 
use of a controlled substance. The TEAP 
recommendation for a global exemption 
pertains only to 1996,1997 and 1998 
and refers to the manufacture of CFCs, 
methyl chloroform and carbon 
tetrachloride of very high purities to be 
packaged in small containers. 
Additional detailed information 
regarding the purity of the substances 
and the size of the containers being 
lecommended by the TEAP is contained 
in Appendix G to subpart A. In 
anticipation of the Parties adopting this 
recommendation of the Technology and 
Economic Assessment Panel, EPA is 
proposing that a specific quantity of

essential-use allowances for laboratory 
and analytical use not be designated.

In anticipation of a Decision by the 
Parties at the October 1994 meeting that 
does not specify the quantity of 
essential use allowances permitted for 
analytical and laboratory application, 
but a global essential-use exemption, 
EPA is proposing that producers or 
importers of the controlled substance 
require that laboratories certify they are 
purchasing the designated essential-use 
controlled substances only for 
laboratory or analytical uses, and that 
the substance will not be resold (see 
Recordkeeping and Reporting in Section 
C.7.b). Unlike the system for the 
allocation of essential-use allowances 
for metered dose inhalers and space 
shuttle solvents, there will not be 
specific recipients of analytical/ 
laboratory essential-use allowances. A 
person who claims the essential need 
for an analytical or laboratory 
application of a substance that has been 
phased out will be permitted to 
purchase the requested quantity as long 
as a certificate is provided to the 
importer or producer of the substance. 
The certificates will allow EPA to 
monitor the quantities of phased-out 
controlled substances that are used in 
analytical or laboratory applications 
domestically. EPA reserves the right to 
amend these procedures in the future 
based on information collected through 
the certificates and changes made by the 
Protocol.

In thè case of the allowances for 
specific essential uses, EPA proposes 
that the recipient of esséntial-use 
allowances confer to a producer or 
importer the right to produce or import 
a specific quantity of the specific 
controlled substance. The company 
conferring the essential-use allowances 
must, as in the case of laboratories, 
certify to the producer or importer that 
the controlled substance will only be 
used for the specified essential use; The 
producer or importer will report to EPA 
quarterly the quantity produced for 
essential uses, submitting the 
certification from the holder of the 
essential-use allowance.

Due to the specific nominations of 
specific substances for specific uses,
EPA is proposing that inter-pollutant 
transfers of essential-use allowances not 
be permitted. The application process 
described above in which U.S. 
companies petitioned the Parties to the 
Protocol through EPA for an essential- 
use exemption for a specific quantity of 
a specific substance for a given year 
indicated that the substance is essential 
for the specific application because no 
practicable alternative chemical exists. 
EPA reviewed these applications and 
made recommendations to the TEAP, 
which in turn reviewed the claims that 
the specific substance is essential for the 
application and recommended an 
exemption be given in those cases 
where experts felt no substitute exists. 
For the same reason, EPA proposes that 
inter-company transfers of essential-use



5 6 2 8 5Federal Register / Vol. 59, No. 217 / Thursday, November 10, 1994 / Proposed Rules

allowances not be permitted because 
allowances will be allocated based on a 
company’s application to the Parties 
through EPA for a specific quantity of a 
controlled substance for a specific use. 
As a result, EPA is also proposing that 
inter-Party trades not be permitted since 
these would be trades between 
companies internationally and the 
allocations being recommended by the 
TEAP to the Partiés for the October 1994 
meeting are country-specific.
B. Imports o f Used Controlled 
Substances

In recognition of the critical role that 
previously used materials would play in 
ensuring a smooth transition to ozone- 
friendly substances, the Parties to the 
Montreal Protocol decided to encourage 
their expanded use. Specifically, in 
Decision IV/24 (Copenhagen, 1992), the 
Parties decided “not to take into 
account, for calculating consumption, 
the import and export of recycled and 
used controlled substances.” EPA 
implemented this decision domestically 
in the December 10,1993 phaseout rule 
(December 10,1993; 58 FR 65018). 
Accordingly, EPA rules now allow 
importation of previously used or 
recycled controlled substances without 
allowances (§ 82.4(a) and (b)).

Although the December rule allows 
importation of used or recycled 
controlled substances, EPA is now 
investigating several cases of potential 
fraud in which the importer claimed 
that the substance was used or recycled 
when in fact, the Agency believes the 
substance was virgin or “off-spec” 
virgin (a newly manufactured substance 
that does not meet industry 
specifications for quality). Several other 
countries are investigating importation 
of controlled substances that were 
believed to be fraudulently labelled as 
used or recycled. Due to the difficulty 
of determining whether a substance is 
used or recycled, the Parties to the 
Montreal Protocol are very likely to 
consider a clarification of Decision 
IV/24 during the 1994 meeting. In an 
effort to facilitate final adoption of a 
rule that is consistent with the Protocol 
Parties’ action, EPA is today proposing 
alternative methods for ensuring that 
materials brought into the country 
under the used and recycled allowance 
exemption are in fact used or recycled.

Additionally, EPA is today proposing 
that the current definition of used and 
recycled controlled substances be 
changed to include only the term 
“used” since EPA believes recycled and 
reclaimed substances fall under the 
current definition. In this manner, a 
controlled substance is defined as used 
if it was recovered from a use system,

regardless of whether it was 
subsequently recycled or reclaimed. The 
proposed change simplifies the 
references to used substances without 
confusion regarding their subsequent 
treatment.

1. Information Requirements
One method for ensuring that a 

substance claimed to be used is in fact 
used is to require that the importer have 
proof of the origin of the substance prior 
to import. Naming the previous use of 
the substance offers opportunities for 
verification, whether through chemical 
analysis or through knowledge of a 
country’s infrastructure. Therefore, EPA 
is considering incorporating some or all 
of the following information 
requirements:
—the name and address of the firm that 

recovered"the chemical,
—the type of equipment from which the 

substance was recovered,
—the type of machine used to recover 

and/or recycle the material,
—the name of the facility and/or the 

name of the equipment employed to 
reclaim a previously used substance, 
or

—a chain of ownership of the substance 
from recovery to final import,

—a certification from the foreign seller 
that the substance is previously used, 

—a chemical test of used imports where 
the quantity of the import exceeds 
some specified weight (e.g., 1(),000 
pounds).
EPA is aware that the importer may 

not always know if the imported 
substance was in fact previously used.
In the absence of information 
requirements such as those noted above, 
the importer might be forced to rely 
solely on the statements of exporters 
from other Countries—individuals about 
whom the importer may know little or 
nothing. The types of information noted 
above are designed to provide an 
opportunity for independent 
verification of the nature of the 
substance being imported (both from the 
U.S., and by the exporting country 
government).

As an alternative, or in addition to 
requiring import information such as 
that noted above, EPA proposes that it 
be able to request post-import 
information designed to ensure that the 
product is treated in a manner 
consistent with the claimed import 
status. Importers of used material that 
was not reclaimed may be asked to 
provide information on the facilities 
that they will use for reclaiming the 
used substances once imported. 
Information that EPA may require could 
include#-where applicable:

—the name of the reclamation facility 
that will clean a used or a recycled 
substance to the specified ARI-700 
Standard,

—information demonstrating that such 
cleaning will take place, or 

—the bills of sale from the exporter to 
the actual purchaser of the substance 
(not necessarily the importer).
EPA requests comment on the above- 

noted list of potential information 
requirements, and requests comment on 
alternative information requirements 
that can reasonably be expected to result 
in an accurate determination of whether 
the substance being imported is in fact 
used.
2. Certification by the Country of Export

In future meetings, the Parties to the 
Protocol may decide to require the 
government of the country of origin of 
a material to certify its status as used 
prior to export. While this might obviate 
the need for some of the information 
listed in paragraph B .l. above, it would 
also require EPA to establish a program 
to certify any U.S. exports of used 
controlled substances. EPA already has 
a limited certification program for 
certain reclamation facilities. Under this 
program, reclamation facilities must be 
able to ensure that previously used 
substances will be reclaimed to a level 
of purity called for by the ARI-700 
Standard. With regard to exports of used 
substances, with such Protocol changes, 
U.S. exporters could be required to 
certify to EPA that the “used” substance 
that it wishes to export was indeed 
taken from a use system. The exporter 
could also be required to keep records 
on selected items under paragraph B.l. 
above, to facilitate future verification. 
EPA requests comments on this 
approach to certify that the used and 
recycled class I stibstances being 
exported are being recovered from use 
systems.
3. Creation of a Perrriit Prograrn for the 
Importation of Used Materials

EPA is considering the use of a permit 
system for the importation of used 
controlled substances. In addition to the 
measures discussed in paragraphs B .l. 
and B.2. above, EPA believes a permit 
system may deter fraudulent import of 
mislabelled controlled substances, and 
may provide greater control over the 
entry of used controlled substances into 
United States jurisdiction. The 
European Union requires importers to 
have permits to control the import of 
mislabelled ozone-depleting substances 
that are used. EPA believes that 
adoption of a similar system of permits 
for the importation of used controlled 
substances may increase the
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effectiveness of enforcement actions 
against the illegal importation of used 
substances into the U.S. EPA seeks 
comments on the potential effectiveness 
of a permit system in controlling the 
import of mislabelled used controlled 
substances, in general, and the specific 
permit systems described below. Under 
all options being considered, an 
importer would not be able to import 
until a permit was granted.

Currently, EPA receives a monthly list 
of importers of controlled substances 
from U.S. Customs. With a permit 
system, EPA would collect information 
from importers of used controlled 
substances and could match persons on 
the monthly U.S. Customs list with the 
list of persons who have permits to 
import used controlled substances. A 
person appearing on the U.S. Customs 
list who does not have a permit would 
be in potential violation of the 
regulation. A permit system would also 
enable compliance and enforcement 
staff to link suspicious imports by 
permitted importer to a specific person, 
i.e., the name and address of the 
company. Importers would also be 
aware that EPA held information on 
each import, providing a disincentive 
for fraudulent activity.

One option EPA is considering would 
require individuals to obtain a permit 
from EPA prior to each proposed import 
of a used controlled substance, EPA 
would require the person to submit an 
application for a permit 15 days before 
the import is due to enter U.S. 
jurisdiction. EPA would then have 5 
days in which to grant the permit. If 
EPA does not act within 5 days, the 
permit would be granted automatically. 
EPA would review the information to 
determine if the information is 
sufficient and verify the accuracy of the 
claims. If the application is denied, the 
person may appeal within 5 days. EPA 
would then have 5 days in which to 
review the appeal and deny or grant the 
permit. If EPA does not make a 
determination on the appeal within 5 
days, the permit would be granted 
automatically. ,

The application for an import permit 
for a particular shipment of used 
controlled substances would need to 
include the name and address of the 
importer, their importer identification 
number, and the quantity of controlled 
substance that the person intends to 
import. In addition, the individual 
would be required to furnish 
information such as that outlined under 
paragraph B .I., “Information 
Requirements,” that ensures the 
substance being imported is in fact 
“used.” EPA is requesting comment on 
a list of information requirements in

paragraph B .l. to identify those which 
might best verify that a controlled 
Substance is in fact “used.” In addition, 
importers of used controlled substances 
may be asked to provide information on 
the reclamation facility they will use 
once the substance is imported, in order 
to bring the contaminated material to 
chemical and physical specifications for 
sale in the United States. EPA is 
considering this option because it 
would provide detailed, timely 
information on each shipment and 
allow more accurate compliance 
determinations. However, EPA is 
seeking comments on the potential 
constraints on trade that a shipment by 
shipment permitting system might 
impose.

Another option EPA is considering 
would require all importers of used 
controlled substances to apply each year 
for a permit. Such a permit application 
would need to be submitted to EPA 
between November 1 and November 15 
in the year prior to the control period 
for which it would be applicable. The 
permit application would include the 
person*s name and address, their 
importer identification number, and the 
intended quantity of used controlled 
substance that the person estimates will 
be imported during the control period. 
The estimates would not be binding, but 
would provide EPA with information on 
the total potential import of used 
controlled substances for the U.S. for 
that year. EPA would need to make a 
determination within 30 days of the 
receipt of an application. If the 
application is denied due to insufficient 
information, the person would have 5 
days in which to appeal the decision. 
EPA would then have an additional 5 
days in which to deny or grant the . 
permit; If EPA did not act in the 5 days, 
the permit would be granted 
automatically. A person wishing to 
import used controlled substances who 
did not apply for a permit during the 
designated time before the control 
period, may submit an application at 
any time during the year. However, EPA 
would maintain the right to review the 
application within 60 days of its receipt. 
A 60-day review of the application is 
justified by the fact that the person is 
applying outside of the designated time 
for processing permits. Any person 
receiving a permit outside of the 
designated time period for application 
would be required to apply again for the 
following control period, during the 
designated period.

The importers granted permits for a 
year would be asked to furnish 
information upon the import of each 
shipment of used controlled substance. 
EPA is requesting comment on a list of

information requirements in paragraph
B. l .  to determine those that best verify 
that an imported controlled substance is 
used. Such information would become 
the reporting requirements for each 
particular shipment for individuals 
holding a permit to import used 
controlled substances.

The yearly permit system described 
may be easier to implement and comply 
with than a permit system for each 
imported shipment of used controlled 
substance. A permit system for each 
shipment, however, could provide more 
detailed information and potential 
control over each particular import of 
used substances. The Agency seeks 
comments on the options discussed 
above and also solicits suggestions on 
other approaches for permit 
requirements that are not burdensome 
but adequately ensure that imported 
used controlled substances are in fact 
“used.”
C. Adjustments and Clarifications o f the 
Allowance Program to Become Effective 
January 1, 1995

This section describes proposed 
changes to the current regulation in an 
effort to address issues that have arisen 
since the December 10,1990 rule. The 
proposed clarifications in this section 
are made to increase the efficiency of 
the requirements and reduce the 
administrative burden for affected 
individuals and the Agency. The 
following paragraphs propose changes 
to the current rule that would go into 
effect January 1,1995, for the last 
control period before the phaseout 
begins on January 1,1996.
1. Changes in Requirements for Export 
to Article 5 Countries

In accordance with the Montreal 
Protocol, limited production raf 
controlled substances for export to 

. Article 5 countries may continue after 
the phaseout. Specifically, Article 2 of 
the Protocol allows Parties to produce 
beyond the January 1,1996 phaseout to 
meet the basic domestic needs of Article 
5 countries. Article 5 countries are 
defined by the Parties as developing 
countries “whose annual calculated 
level of consumption of class I, Group 
I controlled substances is less than 0.3 
kilograms per capita.” Article 5 
countries are listed in Appendix E to 
Subpart A.

Under the current Allowance 
Program, a company must have 
production and consumption 
allowances before producing a 
controlled substance for export to an 
Article 5 country. Companies with a 
baseline allocation of consumption and 
production allowances for specific
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controlled substances currently are 
given an allocation of potential 
production allowances amounting to ten 
percent of their baseline production 
allowances until January 1, 2000, and 
fifteen percent of baseline production 
allowances from January 1, 2000, until 
January 1, 2011 based on phaseout dates 
required by the Clean Air Act (see 
discussion below regarding proposed 
changes in percentage allocations, based 
on accelerated phaseout dates). These 
companies may request the conversion 
of these potential production 
allowances to production allowances 
after exporting a controlled substance to 
an Article 5 country.

Effective January 1,1995, EPA 
proposes changing the name of potential 
production allowances to Article 5 
allowances. In today’s rule, EPA also 
proposes to eliminate the process for 
converting potential production 
allowances to production allowances 
beginning January 1,1995. This 
proposed change would eliminate the 
current process where companies 
expend production and consumption 
allowances up-front to produce ’s 
controlled substance for export to an 
Article 5 country and, after the export, 
request the conversion of potential 
production allowances to production 
allowances. The changes are proposed 
to anticipate the elimination of 
production allowances for class I 
controlled substances (except methyl 
bromide) after January 1,1996, and to 
ease the administrative burdens created 
by the current process.

EPA proposes that beginning January
1,1995, the Agency assign Article 5 
allowances to companies that have an 
allocated baseline of production 
allowances.9 Under the proposed 
system, a company would notify the 
Agency at the end of the quarter in 
which they exported to Article 5 
countries. EPA would then deduct the 
amount of controlled substance 
exported to Article 5 countries from the 
balance of Article 5 allowances held by 
the company, rather than require an 
application to convert potential 
production allowances to production 
allowances.

The Agency is also proposing to 
correct the date from which, and until 
which, companies may produce 15 
percent of baseline allowances for 
export to Article 5 countries. GAA 
section 604(e)(2)(C) permits production 
for developing countries to exceed 
baseline allowances by up to 15 percent

9 Under a separate Federal Register notice, EPA 
is allocating Article 5 allowances for production of 
methyl bromide (class i, Group VI) to persons with 
baseline production allowances.

beginning January 1, 2000, and to 
continue until January 1, 2010 (2012 in 
the case of methyl chloroform). 
However, the Protocol permits 
production for export to Article s  
countries at 15 percent of baseline 
allowances beginning with the phaseout 
date (January 1,1994, for halons, and 
January 1,1996, for CFCs, methyl 
chloroform and carbon tetrachloride) 
and continuing for ten years after the 
Protocol phaseout (until 2003 for halons 
and until 2006 for CFCs, methyl 
chloroform and carbon tetrachloride). 
Since the terms of the Protocol are more 
stringent than those of the CAA, EPA 
proposes to permit production of class 
I substances for export to Article 5 
countries to continue until 2006 (2003 
for halons).

At the 1992 London meetings, the 
Parties agreed that Parties may produce 
fifteen percent of baseline production 
allowances of all class I controlled 
substances (except methyl bromide and 
HBFCs) to meet the basic domestic 
needs of Article 5 countries starting 
from the phaseout date (January 1,1994, 
for halons, and January 1,1996, for 
CFCs, methyl chloroform and carbon 
tetrachloride). CAA section 604(e)(2) 
authorizes production of a class I 
substance at the production percentage 
specified for a given year (see phaseout 
schedule in Table I of section A.2. Post- 
Phaseout Requirements for Essential- 
Use Production), plus an amount equal 
to 10 percent of the baseline production 
allowances for export to developing 
countries. In the year in which the CAA 
phases out production of class I 
controlled substances, section 
604(e)(2)(B) authorizes production of a 
class I controlled substance for export to 
developing countries up to 15 percent of 
baseline allowances. Under the CAA, 
production of listed class I controlled 
substances terminates on January 1, 
2000, except for methyl bromide on 
January 1, 2001, and methyl chloroform 
on January 1, 2002.

CAA section 604(e)(2) permits 
production based on limits imposed 
under section 604(a) plus 10 percent of 
the baseline allowance. Thus, in the 
example cited above for 1996, the CAA 
authorizes 40 percent of baseline 
production for CFC-12 as listed in Table 
I in this preamble, plus an additional 10 
percent for export to Article 5 countries, 
for a total production of 50 percent of 
total baseline production for that year. 
Under today’s proposal, because die 
Protocol phases out production of CFCs 
in 1996, up to 50 percent of baseline 
could be produced through a 
combination of destruction credits, 
transformation credits, essential use 
allowances and Article 5 allowances. A

person’s total production in 1996 could 
not exceed 50 percent of baseline 
allowances. Of this total production, 
production for export to Article 5 
countries could not exceed 15 percent of 
baseline allowances as authorized under 
the Protocol. In addition, any amount of 
production in excess of 40 percent of 
baseline allowances would have to be 
for export to Article 5 countries. This 
same scenario would pertain to the 
production of halons for export to 
Article 5 countries from 1994. EPA 
invites comment on this interpretation.

In proposing today’s changes to the 
procedures for Article 5 allowances,
EPA considered the following changes 
to the provisions for transfers and 
conversions in § 82.12. Inter-pollutant 
transfers of Article 5 allowances, as 
currently defined in § 82.12, will 

. continue to be permitted within the 
Groups of class I substances fisted in 
Appendix A and F of Subpart A. Inter- 
pollutant transfers of Article 5 
allowances will continue to require a 
one percent offset, as required by 
section 607 of the CAA and stipulated 
in the current regulation.

The Agency is also proposing that 
inter-company transfers of Article 5 
allowances be permitted as currently 
defined in § 82.12 and inter-Party trades 
of Article 5 allowances be permitted as 
currently described in § 82.9. However, 
the requirement that the controlled 
substance in an inter-Party trade return 
to the country from whom the 
allowances were traded will not apply 
in the case of Article 5 allowances as 
stipulated in § 82.9(a)(b)(l)(vi). As an 
example, if one Party to the Protocol 
wants to trade Article 5 allowances to ' 
another Party to achieve improved 
economies of scale, the controlled 
substance produced with the allowances 
would not need to be returned to the 
Party from whom the allowances were 
traded; instead, the substance could be 
sold directly to an Article 5 country.
The Agency proposes maintaining the 
requirement that the contract contain 
the statement that the controlled 
substance exported to an Article 5 
country will only be used to meet basic 
domestic needs, as defined by the 
Montreal Protocol, and will not be 
reshipped. In addition, EPA 
understands that the Parties to the 
Protocol are considering, for future 
discussion, that reports be sent from the 
exporter to Article 5 countries 
indicating that they should expect to 
receive a shipment of a specific quantity 
of controlled substance. The Parties may 
discuss requirements that the exporting 
company send a copy of the sales 
contract for an export to the head of the 
Montreal Protocol delegation of the
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Article 5 country or to the stratospheric 
ozone unit in the Article 5 country.

EPA seeks comments on the proposed 
changes to the system for controlling 
and monitoring exports of controlled 
substances to Article 5 countries.
2. Administrative Changes to the 
Consumption Allowance Requirements 
for Exports

The current regulation requires that 
production of controlled substances for 
export to Parties meet the requirements 
for both consumption and production 
allowances. The current rule requires 
producers to expend both production 
and consumption allowances to produce 
class I controlled substances. If the 
controlled substance is then exported to 
a Party, the producer (or exporter) may 
request that EPA “refund” consumption 
allowances equal to the amount 
exported.

EPA considered not proposing any 
changes to the administrative 
procedures because only one year 
remains before the phaseout of class I 
controlled substances begins on January
1,1996. However, EPA recognizes that 
the administrative process of expending 
consumption allowances to produce 
class I controlled substances for export, 
with the subsequent request to have the 
consumption allowances refunded, for 
these exported substances, is 
cumbersome for the producer, 
especially at this point in the schedule 
of the phaseout. In the last control 
period before the phaseout (from 
January 1,1995 to January 1,1996), 
producers are reducing their production 
to a fraction of the quantity they 
produced in previous years (see 
schedule for phaseout in § 82.8).

EPA believes United States companies 
should be able to respond in a timely 
manner to requests for controlled 
substances. If United States companies 
are not able to respond to requests for 
controlled substances in a timely 
manner due to the administrative 
procedures created by the current rule, 
these business opportunities will be lost 
to foreign competitors.

According to reports from producers, 
the time lag between the expenditure of 
consumption allowances during 
production and the receipt of the 
refunded consumption allowances for 
an export can often mean missing the 
opportunity to fulfill a request for a 
controlled substance. As a result, the 
Agency is proposing to reduce the time 
taken to refund consumption 
allowances for an exported controlled 
substance.

By changing the reporting 
requirements so companies report 
earlier to the Agency, EPA proposes to

reduce the time taken to refund the 
consumption allowances expended in 
the production of controlled substances 
that are exported. This proposal would 
permit a U.S. company to report the 
export of a controlled substance to a 
Party at the time the export is initiated, 
rather than requiring the producer to 
submit the completed bill of lading and 
the invoice with the request for 
additional refunded consumption 
allowances. This change in the reporting 
procedures would allow the company to 
submit a preliminary report of export 
earlier. Therefore, EPA would be able to 
authorize the refund of consumption 
allowances earlier, contingent upon 
verification of die export when the 
company submitted the bill of lading 
and invoice. Today’s proposal would 
permit companies to expend the 
contingent consumption allowances to 
meet their production or importation 
needs in a more timely manner. The 
contingent authorization of 
consumption allowances will accelerate 
the time in which companies receive the 
allowances, allowing them to meet 
requests for controlled substances in a 
timely manner. Thus, companies will be 
less constrained by the time lag caused 
by current administrative requirements. 
However, in the event that 
documentation submitted by the' 
company does not support the export, 
EPA will consider that the granting of 
the consumption allowances never 
occurred, potentially putting the 
company in violation of the 
requirements.

EPA also considered another option 
in making today’s proposal. The option 
considered would exempt the 
production of class I controlled 
substances from the consumption 
allowance requirements, if the 
substance is exported to Parties during 
the one remaining control period before 
the phaseout (from January 1,1995 to 
January 1,1996). This option would 
include an exemption for methyl 
bromide from the consumption 
allowance requirements for exports 
beginning January 1,1995, and 
extending until January 1, 2001. 
Producers would be allowed to produce 
class I controlled substances for export 
to a Party with only the expenditure of 
production allowances.

Under the second option described 
above, exports would be exempt from 
the requirements to expend 
consumption allowances. If the 
producer is certain that a person 
purchasing the controlled substance in 
the United States would export to a 
Party, there would be no requirement to 
expend consumption allowances in the 
production of that substance under this

option. The exporter would certify to 
the producer,»either in die sales 
agreement or in a letter, drat the 
controlled substance would be exported. 
When the producer has no guarantee 
that the substance would, or would not, 
be exported to a Party, they would 
expend both production and 
consumption allowances in producing 
the controlled substance.

Under the current regulation, a person 
in the United States may receive both 
production and consumption 
allowances from a Party to the Protocol 
in an inter-Party trade (under the 
Protocol this is called industrial 
rationalization). The U.S. company that 
receives the allowances from the other 
Party expends the production and 
consumption allowances to produce a 
controlled substance. The controlled 
substance produced with the traded 
allowances is then exported to the Party 
from whom the allowances were traded. 
The U.S. company expends 
consumption allowances in the 
production of the controlled substance 
for an inter-Party trade and then asks 
EPA for a “refund” of these 
consumption allowances because the 
controlled substance was exported.

Due to the redundant cycling of 
consumption allowances in inter-Party 
trades to the United States described 
above, EPA is also considering the 
option that a person not receive 
additional consumption allowances 
through inter-Party trades for the 
remaining control period from January
1.1995, to January 1,1996. Under this 
option, consumption allowances would 
not be expended in the production of 
controlled substances as part of an inter- 
Party trade. The option of eliminating 
consumption allowances for inter-Party 
trades to the United States for methyl 
bromide would begin January 1,1995, 
and extend until January 1,2001. EPA 
seeks comments on this considered 
option to alleviate administrative 
requirements for consumption 
allowances for the export of controlled 
substances to Parties to the Protocol.

Today’s proposal is to receive a 
preliminary export report from U.S. 
companies at the time they initiate an 
export and authorize a contingent 
refund of consumption allowances with 
verification conducted later when the 
company submits the bill of lading and 
invoice for the export. However, the 
Agency considered two other options 
for today’s proposed rulemaking: (1) to 
maintain the status quo requirements 
and reporting procedures in the current 
regulation for the remaining control 
period from January 1,1995 to January
1.1996, (2) to eliminate the requirement 
that consumption allowances be
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expended if the controlled substance is 
produced for export to a Party to die 
Protocol. EPA seeks comments on 
today ’s proposal and the other options 
considered for controlled substances 
exported to  Parties of the Protocol.
3. Administrative Changes to 
Production Allowance Requirements for 
Exports that are Transformed or 
Destroyed

EPA is proposing that a person who 
produces a controlled substance for 
exportation to a Party to the Protocol for 
transformation or destruction may 
request from the Agency the refond of 
the production allowances expended in 
the production of the substance. The 
proposal pertains to the production of 
class I controlled substances for the 
control period beginning January 1,
1995 and ending January 1,1996, except 
for methyl bromide. For methyl 
bromide, ¡the proposed refund of 
expended production allowances for 
quantities exported to Parties which are 
certified to be for transformation or 
destruction would begin January 1,1995 
and extend until January 1,2001. As 
with die procedures for refunding 
consumption allowances, a person in 
the U.S. producing or purchasing a class 
I controlled substance may, upon export 
to a Party for subsequent transformation 
or destruction, request from EPA a 
“refund” of production allowances with 
a certification that the production 
allowances were expended in the 
production of the substance. To ensure 
that the controlled substance is in fact 
transformed or destroyed by the 
recipient in a Party country, the Agency 
is proposing exporters be required to 
include in the sales contract a 
certificationof the futuretransformation 
or destruction.

In parallel with the administrative 
changes proposed in the previous 
section for consumption allowances, the 
Agency proposesacGeieratingthe 
procedures for. requesting production 
allowances for ¡the export of substances 
that will be transformed or destroyed. 
This proposal would permit aU.S. 
company to report the export of a 
controlled substance for 'transformation 
or destruction atthe time the export is 
initiated, rather than requiring a 
completed bill o f  lading and invoice 
with a certification in order to grant 
additional production allowances. EPA 
would authorize the refund of 
production allowances contingent upon 
verification o f the export for 
transformation or destruction by the bill 
of lading and invoice and the 
certification of transformation or , 
destruction. Thecompany could; expend 
the contingent production allowances to

meet their production or importation 
needs in a timely manner. However, in 
the event that documentation submitted 
by the company does not support the 
export for transformation or destruction, 
EPA will consider that the granting of 
the production allowances never 
occurred, which may mean the 
company is in violation if they do not 
have sufficient production allowances 
for the quantity of controlled substances 
produced;

In making today’s proposal, EPA also 
considered eliminating the expenditure 
of production allowances for class I 
controlled substances to be exported to 
Parties of the Protocol for 
transformation or destruction. Under 
this option, die production of all class 
ï  controlled substances explicitly for 
transformation or destruction in the U S. 
or in a Party after January 1,1995, 
would not require the producer to 
expend production allowances. The 
producer would need a certification of 
intent to transform or verification of 
destruction. To ensure that the 
controlled substance is transformed or 
destroyed by the recipient in a Party 
country, the Agency would require the 
exporter to include a certification of 
future transformation or destruction in 
the sales contract.

EPA seeks comments on today’s 
proposal to allow a person to request 
production allowances for theexport of 
class I controlled substances to Parties 
for transformation or destruction.
4, Treatment of Controlled Substances 
Remaining in.Emptied Containers, i.e. 
“Heels”

Heels are the amount of a substance 
remaining in a vessel or container after 
the majority is off-loaded or discharged. 
F or example, when a ship returns from 
transporting a controlled substance, the 
container that held the controlled 
substance often retains a residue of the 
substance. This is known as the heel. 
Heels can be as much as ten percent of 
the volume of a given container. A ship 
returning with a heel represents a 
significant volume of controlled 
substance returning to the United States.

Heels are included in the current 
definition of hulk controlled substance 
in the current regulation. Therefore, the 
current interpretation of a bulk 
controlled substance requires ships 
returning with a heel to die United 
States to expend consumption 
allowances to import that substance.

EPA proposes amending the current 
consumption allowance requirements to 
exempt heels, effective January 1,1995. 
The emended definition will allow 
vessels with heels to return to the 
United States if the company certifies

that certain conditions are met. EPA 
proposes that heels be exempted from 
the consumption allowance 
requirements If the company bringing 
the heel into the United States certifies 
that the residual amount will remain in 
the container and he included in a 
future shipment, or recovered and 
banked for future recycling, 
reclamation, transformation, destruction 
or non-emissive use. The industry Tule- 
of-thumb is that a heel is up to ten 
percent Of the volume of the container. 
Therefore, EPA proposes that containers 
returning to the United States with more 
than ten percent of their volume filled 
with controlled substance, and labelled 
as a heel, be requiredf o expend 
consumption allowances to import the 
substance until January 1,1996. After 
January 1,1996, a heel that is greater 
than ten percent of the volume of the 
container would require the use of 
destruction or transformation credits for 
the importation for the amount in excess 
of ten percent.

The Agency is proposing that persons 
who bring heels backtothe United 
States report annually their returns of 
heels.'The Agency will review this 
information to determine if the returns 
of heels is cause for concern due to 
volume and frequency-of occurrence. 
Comments are requested on this issue of 
exempting heels from the requirements 
to expend consumption allowances to 
import.
5. Clarification of the Definition of _ 
Transhipment

Under the current regulation a person 
who transships a controlled substance 
from one foreign country through the 
United States to another, foreign 
destination does not needallowances.

In the current regulation, 
transhipments of controlled substances 
are excluded from the limits and 
requirements for allowances. The 
current regulation excludes 
transhipments from the allowance 
requirements consistent with the 
Decision of the Parties to the Protocol. 
However, EPA wishes to Further 
elaborate on the definition of 
transhipment.

The request to clarify the definition of 
transhipment was made by a company 
who ships controlled substances 
through United States ports. The 
company brings controlled substances 
from other countries to United States 
ports where the contents of a larger 
vessel are subdivided into smaller 
vessels for shipment to other countries. 
The question arose whether this 
constituted repackaging and therefore 
was considered an import and thus 
subject to the requirements of the
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regulation. Although the language of the 
regulation does not preclude 
repackaging, the preamble states that 
transhipments are shipments of bulk 
chemicals that are “not repackaged 
withiii the United States.” Therefore, 
the transfer of a controlled substance 
from one ship to another while in a U.S. 
port could possibly be interpreted to 
constitute repackaging.

In today’s proposal, EPA further 
clarifies the definition of transhipment 
to allow for the transfer of controlled 
substances between ships in United 
States ports as long as the substance 
does not enter into United States 
jurisdiction. In other words, repackaging 
of controlled substances that are being 
transhipped through the United States, 
and that do not enter into United States 
jurisdiction, do not require the 
expenditure of allowances. Today’s 
proposal is intended to clarify that 
transhipments do not require 
consumption allowances to be 
expended, whether or not the controlled 
substance is repackaged. Today’s 
clarification does not change the current 
rule; and transhipments are still 
excluded from the requirements for 
production and consumption 
allowances.

EPA wishes to further clarify the 
definition of transhipment to allow for 
shipments into and out of United States 
foreign trade zones and subzones 
without requiring the expenditure of 
production or consumption allowances. 
Controlled substances that enter United 
States foreign trade zones and subzones 
are not considered to be entering into 
United States jurisdiction. EPA seeks 
comments on the proposed clarification 
of the definition of transhipment.
6. Provision of an Account 
Reconciliation Period

EPA recognizes that as the phaseout 
enters the final year (1995) for 
production and consumption of class I 
controlled substances (except methyl 
bromide), the administrative task 
increases for a company to ensure that 
it has a balance of allowances at the end 
of the year. This is particularly difficult 
given the need to meet requirements for 
each controlled substance and to 
reconcile transformations, destructions, 
exports, imports and production.
Several companies that produce, import, 
export, transform or destroy controlled 
substances have requested a period in 
which to reconcile all previous 
transactions in a year.

EPA is proposing an administrative 
change to ease the end-of-year burden of 
reconciling the balance of allowances 
without changing the level of 
environmental protection provided by

the regulation. To ease this burden, EPA 
is proposing a 45-day period of 
reconciliation beyond the end of the 
control period in which persons may 
make inter-pollutant transfers,of class I 
controlled substances as defined in the 
current regulation. Inter-pollutant 
transfers of controlled substances can 
only be made between controlled 
substances in the same Group as listed 
in Appendix A and F of Subpart A. In 
addition, the inter-pollutant transfer 
must be authorized by EPA and will 
include a one percent offset. The 
Agency is proposing that inter-company 
trades not be allowed past the end of the 
control period (December 31st of 1995), 
and every subsequent control period for 
methyl bromide. The proposal allows 
for a potential net environmental benefit 
and greater flexibility for end-of-control- 
period compliance.

The proposed reconciliation period is 
being limited only to inter-pollutant 
transfers, in part, to provide a margin of 
latitude for companies in the final year 
of the phaseout when balancing 
production and consumption 
allowances at the end of year is 
important before closing the books. For 
many companies, the final year will be 
particularly difficult because there is 
less margin of error afforded in the 
amount of allowances provided for 
imports and production. Inter-pollutant 
transfers at the end of the control period 
are intra-company adjustments to the 
balance of allowances through paper 
accounting rather than an extension of 
the control period for trades, exports or 
transfers between companies. EPA seeks 
comments on the proposed period for 
the reconciliation of these specific 
allowances at the end of the control 
period.
7. Additional Clarifications

a. Unintended by-products of research 
and development. EPA proposes adding 
the production of unintended by
products of research and development 
applications to the list of inadvertent or 
coincidental creation of insignificant 
quantities of listed substances in 
Appendix A or Appendix B in the 
definition of “controlled substance.” 
The Agency is proposing that these 
inadvertent or coincidental creations of 
insignificant quantities of unintended 
by-products during research and 
development applications not be 
considered controlled substances. The 
Agency believes that an unintended by
product a substance generated during 
research and development can be 
considered an inadvertent creation of a 
controlled substance. In addition, EPA 
received information from various 
companies that the amounts generated

during research and development 
applications are generally insignificant 
quantities.-The Agency reserves the 
right to require a person to destroy the 
unintended by-products of research and 
development applications if they are 
determined to be no longer 
insignificant.

b. Export of increased production that 
is received through a trade from a party. 
EPA proposes removing the 
requirements under § 82.9(b)(vi) and 
§ 82.10(c)(3) that compel increased 
production to return to the Party from 
whom a U.S. producer receives 
additional production or consumption 
allowances through an international 
trade. As a result of this proposal, U.S. 
companies could receive allowances 
through an international trade to 
produce for either the demand within 
the country from whom the allowances 
were traded or for the demand in the 
U.S. domestic market. The proposal 
would permit greater international 
market flexibility without increasing 
global production of ozone-depleting 
substances. EPA believes that U.S. 
producers will need greater flexibility to 
meet domestic demand as they enter the 
final year before the production of class 
I controlled substances is phased out 
(January 1,1996). Sections 82.9 and 
82.10 of the current regulation permit 
international trades in accordance with 
the Protocol’s definition of 
“international rationalization” as 
discussed in the Federal Register 
proposed rule published on December 
14,1987. Today’s proposal would 
further support international 
rationalization by increasing 
opportunities for achieving “economic 
efficiencies” globally. Achieving these 
economic efficiencies is particularly 
important as all Parties continue to 
reduce production, prior to the phaseout 
in 1996. EPA seeks comments on the 
proposed amendment that would allow 
international trades from Parties to meet 
market demand for class I controlled 
substances within the United States.
8. Clarification of Reporting and 
Recordkeeping Requirements

EPA is proposing amendments to the 
current recordkeeping and reporting 
requirements to more effectively address 
issues that have arisen and are likely to 
arise as the phaseout date is near and for 
the period following the end of 
production of class I controlled 
substances in the United States. In 
addition, EPA proposes to amend 
reporting and recordkeeping 
requirements to reflect the proposed 
changes discussed earlier.

a. Reporting and recordkeeping for 
transformation and destruction. As with
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the earlier section describing 
transformation and destruction (Section 
A.l.), tMs section distinguishes between 
thediffereiit categories of recordkeeping 
and reporting requirements for 
producers, importers, transformers and 
destroyers.

EPA is proposinglhat the 
administrative changes to the 
recordkeeping and reporting 
requirements for transformation and 
destruction be effective January 1,1995. 
Thechanges are made to reduce 
redundancy end clarify the 
responsibilities of companies that 
produce orimport substances that are 
transformed or destroyed, as well as the 
responsibilities of transformers or 
destrayerscontrolled substances (see 
paragraph A^L of this proposed rule). 
EPA is proposing changes to the 
recordkeeping amd reporting 
requirements for importers to address 
issues ©fiimpoitation of used, recycled 
orreclaimad controlled substances. 
These proposed recordkeeping and 
reporting requirements for importers are 
described ¿»greater detail in  Secti on 
C.7.c., Recordkeeping and Reporting ibr 
Imports,

(i) Reporting and recordkeeping 
requirements for producers and 
importers o f controlled substances that 
were produced or imported explicitly 
for transformation or destruction in the 
United States. Today’s proposal does 
not change the recordkeeping and 
reporting requirements for persons who 
produce* conteeilad substances that are 
explicitlyfortransformation or 
destruction within the United States. 
Although EPA is proposing changes to 
the recordkeeping and reporting 
requirements for importers to address 
issues Of importation of used, recycled 
or reclaimed controlled substances 
(described in greater detail in Section 
Cv7x. , Recordkeeping and Reporting for 
Impoits),tfaere are no changes to the 
requirementsfor importing controlled 
substances that are explicitly for 
transformation or destruction.

Under the current regulation, 
companies that produce or import 
controlled substances explicitly for 
destruction or transformation in the 
United States are required to maintain 
records and to report to EPA quarterly. 
The producers and importers must 
report quarterly the “amount of 
controlled substances sold or transferred 
during the quarter to a person for use in 
processes resulting in their 
transforrnationor destruction,” and 
submit the IRS transformation 
certification or destruction verification. 
Producers and importers must also 
report quarterly on the quantity that

they themselves transform o t destroy h i  
the quarter.

(iij Reporting and recordkeeping 
requirements for producers and 
importers of controlled substances that 
were produced or imported for intended 
emissive uses but subsequently 
transformed or destroyed. Today’s 
proposal does not change these 
requirements regarding controlled 
substances sold for intended emissive 
uses that are subsequently transformed 
or destroyed.

The current regulation requires 
producers and importers to report on 
controlled substances sold for emissive 
uses. However, the current rule does not 
require producers or importers to 
maintain records or report to the Agency 
on the subsequent transformation or 
destruction of controlled substances 
initially produced for emissive uses. . 
Once the controlled substance is sold 
for an emissive use the producer or 
importer is no ionger responsible for 
informing the Agency of its subsequent . 
disposition, whether it be for emissive 
use, for transformation, or, for 
destruction.

(iii) Reporting and recordkeeping 
requirements for transformers and 
destroyers df controlled substances that 
were produced or imported explicitly 
for transformation or destruction. The 
Agency is not proposing changes to the 
recordkeeping and reporting 
requirements far those’persons who 
transform or destroy controlled 
substances that were produced or 
imported explicitly for transformation 
or destruction. The transformers will 
continue to submit an IRS certification 
of intent to transform to the producer or 
importer and the destroyers will 
continue to submit a destruction 
verification* to the producer or importer. 
Those transformers and destroyers who 
submit a certification or verification 
must continue to report annually to EPA 
as in the current regulation under 
§ 82.13(m). The Agency verifies the 
transformation or destruction of 
controlled substances that were 
explicitly produced or imported for 
transformation or destruction through 
this annualreporting.

The current regulation requires all 
companies that destroy or transform 
controlled substances, regardless of 
whether or not they were produced or 
imported explicitly for transformation 
or destruction, to maintain records and 
to report to EPA the amounts of 
substances destroyed or transformed 
within 45*days of the end of the control 
period (annually). Facilities that 
transform or destroy controlled 
substances that were explicitly 
produced or imported for

transformation or destruction must 
submit an 1RS certificate of intent to 
transform or a destruction verification to 
the producer when tire substance is  ¡rold 
or transferred. The producer reports to 
EPA quarterly the quantities sold or 
transferred for transformation or 
destruction with a copy of the 1RS 
transformation certification or the 
destruction verification. ERA requires 
the information from both the producer/ 
importer and the transformer/destroyer 
to crosscheck and verify the quantity of 
controlled substances claimed to be 
produced or imported without 
expended allowances explicitly because 
it was for transformation or destruction.

(iv) Reporting and recordkeeping 
requirements for transformers of 
controlled substances produced or 
imported for intended emissive uses. 
Under the current regulation, a person 
who transforms a controlled substance 
that was produced for intended 
emissive uses may request additional 
production allowances dr consumption 
allowances from the Agency. The 
current regulation lists the information 
the Agency must receive to consider a 
request for additional production 
allowances in §82;9(c) and for 
additional consumption allowances in 
§ 82.13(b). A person may only request 
additional production allowances and 
consumption allowanœs for the 
transformation of class I  controlled 
substances (except methyl bromide) that 
were produced for intended emissive 
uses during the remaining control 
period from January 1,1995, to January 
1,1998. A person transforming methyl 
bromidethat was produced for .intended 
emissive uses may request additional 
production and/or consumption 
allowances until January 1,2001.

EPA proposes waiving the annual 
reporting requirement for 
transformation facilities that receive 
controlled substances that were 
produced or imported for intended 
emissive uses, as long as the facility 
does not request from EPA additional 
production or consumption allowances 
before January 1,1996, and does not 
request transformation credits after 
January 1,1996. If a person transforms 
a:controlled substance produced or 
imported for intended emissive use foT 
which additional production or 
consumption allowances are requested 
from EPA during the control period 
from January 1,1995, until January 1, 
1996, or for which transformation 
credits are requested from the Agency 
after January 1,1996, the transformer 
must report to the Agency the name and 
quantity of substance transformed at the 
end of the contrai period.
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The proposed recordkeeping and 
reporting requirements for a transformer 
who requests transformation credits 
(beginning after January 1,1996) are 
similar to the current requirements for 
obtaining additional production 
allowances as listed under § 82.9(c). 
Effective January 1,1996, a person who 
transforms a class I controlled substance 
(except methyl bromide) that was 
produced or imported for intended 
emissive use may submit specific 
information to EPA requesting 
transformation credits (see Section 
A.l.c., “The Post-Phaseout Procedures 
for Granting Destruction or 
Transformation Credits). The following 
information must be submitted to 
request transformation credits:
—The identity and address of the 

person requesting the credits;
—The name, quantity, and volume of 

controlled substance transformed;
—A copy of the invoice or receipt 

documenting the sale of the 
controlled substance to the person;

—The name of the use system from 
which the controlled substance was 
recovered;
(v) Reporting and recordkeeping 

requirements for destroyers of 
controlled substances produced or 
imported for intended emissive uses. 
Under the current regulation, all 
facilities that destroy controlled 
substances that were produced or 
imported for intended emissive uses are 
required to report the names and 
quantities of class I substances 
destroyed within 45-days of the end of 
the control period. In addition, these 
destroyers may request additional 
production allowances and/or 
consumption allowances from EPA 
under the current regulation in § 82.9(c) 
and § 82.10(b).

EPA proposes waiving the annual 
reporting requirement for destruction 
facilities that receive controlled 
substances that were produced or 
imported for intended emissive uses, as 
long as the facility does not request from 
EPA additional production or 
consumption allowances before January
1,1996, and does not request 
destruction credits after January 1,1996. 
However, if a person destroys a 
controlled substance produced or 
imported for intended emissive use for 
which additional production or 
consumption allowances are requested 
from EPA during the control period 
from January 1,1995, until January 1, 
1996, or for which destruction credits 
are requested from the Agency after 
January 1,1996, the destroyer must 
report to the Agency the name and

quantity of substances destroyed at the 
end of the control period.

The recordkeeping and reporting 
requirements for a destroyer who 
requests destruction credits (beginning 
after January Ï, 1996) are similar to the 
information now required for additional 
production allowances as listed under 
§ 82.9(c). Effective January 1,1996, a 
person who destroys a class I controlled 
substance (except methyl bromide) that 
was produced or imported for intended 
emissive use may submit specific 
information to EPA requesting 
destruction credits (see Section A.l.c. 
for a description of the “The Post- 
Phaseout Procedures for Granting 
Destruction and Transformation 
Credits”). The information someone 
must submit to request destruction 
credits is:
—The identity and address of theÇerson requesting the credits;

he name, quantity, and volume of 
controlled substance destroyed;

—A copy of the invoice or receipt 
documenting the sale of the 
controlled substance to the person;

—The name of the use system from 
which the controlled substance was 
recovered;

—The efficiency of the destruction 
process.
(vi) Recordkeeping and reporting for 

exporters of controlled substances that 
are transformed or destroyed. The 
current regulation has no specific 
recordkeeping or reporting requirements 
for exporters of controlled substances 
that are transformed or destroyed. All 
exporters of controlled substances, 
regardless of whether the substance is 
exported for an intended emissive use, 
for transformation or for destruction, 
must submit the information listed 
under § 82.13(h) to the Agency 
annually.

Today’s proposal includes procedures 
for refunding expended production 
allowances for controlled substances 
exported for transformation or 
destruction in the final control period.
A person who requests additional 
production allowances for controlled 
substances exported for transformation 
or destruction must submit the same 
information required under the current 
rule for persons requesting additional 
consumption allowances in § 82.10(a): 
—The identities and addresses of the 

exporter and the recipient of the 
exports;

—The exporter’s Employer 
Identification Number;

—The names and telephone numbers of 
contact person for the exporter and 
recipient;

—The quantity and type of controlled 
substance exported;

—The source of the controlled 
substance and the date purchased;

—The date on which and port from 
which the controlled substances are 
exported from the United States or its 
territories;

—The country to which the controlled 
substances were exported;

—The bill of lading and the invoice 
indicating the net quantity of 
controlled substances shipped and 
documenting the sale of the 
controlled substances to the purchaser 
for either transformation or 
destruction;

—The commodity code of the controlled 
substance exported.
In today's proposal, EPA wishes to 

accelerate the time when exporters of 
controlled substances to Parties can 
submit forms for the “refund” of 
consumption allowances, whether or 
not the substance is for transformation 
or destruction or for an emissive use. 
EPA is proposing that exporters submit 
the current “Request for Additional 
Consumption Allowances” form at the 
initiation of the export of a specific 
quantity of controlled substance to a 
Party rather than wait until a completed 
bill of lading and invoice are prepared. 
The proposed change accelerates the 
time taken to grant consumption 
allowances for exports. EPA proposes 
that the consumption allowances be 
granted for the quantity of controlled 
substance exported, with confirmation 
contingent upon receipt of the bill of 
lading and invoice. Granting of the 
consumption allowances will be 
confirmed upon review of the bill of 
lading and invoice. Such allowances 
may be used at the time granted, prior 
to confirmation. In the event, however, 
that EPA determines that the controlled 
substances are not exported for 
whatever reason, then EPA will 
consider that allowances were expended 
by the producer for the production of 
the controlled substance and the 
consumption allowances were never 
granted. Without the consumption 
allowances, the producer may have a 
negative balance, at which time the 
producer will be out of compliance.

b. Reporting and recordkeeping for . 
essential uses. Today’s proposal creates 
a new category of allowances called 
essential-use allowances in anticipation 
of the special exemptions that Parties to 
the Protocol will most likely approve for 
essential-use production after January 1,
1996.

In today’s rule, EPA is proposing that 
the final allocation of essential-use 
allowances be published in the final 
rule based on the Decisions of the 
Parties at their meeting in October of
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1994. Once the Parties have reached a 
final Decision in this first round of 
essential-uses designations, EPA will 
propose allocations of essential-use 
allowances that parallel the specific 
quantities of a controlled substance for 
the specific uses as nominated by 
specific U.S. entities to the Protocol.

EPA is proposing a system whereby 
deductions will be made from the 
control period allocations of essential- 
use allowances based on quarterly 
reports submitted by producers and the 
recipient of the essential-use 
allowances.

The producer or importer of 
controlled substances for essential uses 
must maintain, under today1 s proposal, 
the following records: (i) The letter 
conferring the essential-use allowances 
from the recipient of the allowances 
certifying that the controlled substance 
will be used only for the specified 
essential-use, and (ii) in the case of 
essential-use production for laboratory 
or analytical use, a certification from the 
laboratories that the quantity of the 
specific substance purchased will be 
used only for laboratory/analytical 
applications and will not be resold.

EPA is also proposing that the 
producers and importers of controlled 
substances for essential uses submit the 
following information to the Agency 
quarterly: (i) A list of the labs and 
essential-use allowance holders for 
whom specific controlled substances 
were produced or imported during the 
quarter, (ii) the name and quantity of the 

-controlled substance produced or 
imported for each lab and essential-use 
allowance recipient.

To verify ana crosscheck that 
essential-use allowances were conferred 
and that the controlled substance was 
delivered, EPA is proposing that the 
original recipients of essential-use 
allowances submit quarterly a list of the 
producers or importers to whom they 
transferred allowances and the quantity 
of the specific controlled substance that 
will be, or was, delivered. Those 
persons purchasing controlled 
substances under the global exemption 
for labs must provide the producer or 
importer with a detailed description of 
the analytical procedures requiring the 
substance with references to published 
instructions, standards, or 
specifications.

c. Reporting and recordkeeping for 
importers. EPA is proposing^ 
clarification of the reporting and 
recordkeeping for importers to include 
the entry of virgin and “off-spec” virgin 
controlled substances under current 
requirements in order to forestall those 
mislabelled as used, recycled or 
reclaimed controlled substance (the

issue raised in Section B. “Imports of 
Used or Recycled Controlled 
Substances,” of this preamble). EPA is 
proposing that importers in general, 
including importers of used, recycled or 
reclaimed controlled substances, be 
required to maintain records on the 
items included in Section B. of this 
preamble that are included in the final 
rule. In addition, EPA is proposing that 
the current quarterly reports from 
importers differentiate between 
quantities of imported virgin substances 
and imported substances that are used, 
recycled or reclaimed.

EPA is also proposing that, at the 
point of entry into U.S. jurisdiction, 
importers of used refrigerant provide 
documentation (or verification) of the 
reclamation facility where the 
controlled substance will be sent before 
it is sold within the United States. In 
accordance with the regulation 
published in the Federal Register on 
May 14,1993, (40 CFR Part 82) no class 
I or class II controlled substance may be 
sold or offered for sale for use as a 
refrigerant unless it has been reclaimed 
to the ARI-700 Standard (§82.154). 
Therefore, EPA is proposing that 
importers of used or recycled controlled 
substances (including halons) provide 
information regarding the facility at 
which the substance will be reclaimed. 
The proposal asks for information that 
should be readily available to the 
importer because it is required by 40 
CFR Part 82. By asking the importer to 
name the point of reclamation, EPA 
hopes to deter the immediate sale of 
virgin or off-spec virgin controlled 
substances that are mislabelled as 
imported used or recycled substances.

To deter the import of virgin or off- 
spec virgin controlled substances that 
are mislabelled as reclaimed, EPA is 
proposing that importers identify, at the 
point of entry into U.S. jurisdiction, the 
name and address of the overseas 
reclamation facility to verify that the 
substance was indeed previously used 
and reclaimed. There are a limited 
number of reclamation facilities for 
controlled substances worldwide, and 
as a Party to the Protocol, the United 
States can identify those Parties capable 
of reclamation. Through the continued 
cooperation with U.S. Customs, EPA 
plans to develop coordinated 
procedures for reviewing import 
documents at the point of entry into 
U.S. Customs territory that will identify 
controlled substances suspected of 
being mislabelled virgin or off-spec 
virgin entering the U.S. as used, 
recycled or reclaimed.

The specific reporting requirements 
(in addition to any recordkeeping 
requirements that may be established

under Section B. of this preamble) that 
EPA is proposing, which would 
accompany the bill of lading and the bill 
of sale for the import of used, recycled 
or reclaimed controlled substances, are:

(i) For imports of used or recycled 
controlled substance, the previous use - 
of each substance, and the intended 
reclamation destination of the 
controlled substances in the United 
States, or

(ii) For imports of reclaimed 
controlled substances, the country of 
origin of the used controlled substance, 
and the foreign reclamation facility 
(reclamation equipment used) where the 
substance was reclaimed.

d. Reporting and recordkeeping for 
article 5 exports. The current regulation 
asks producers to report quarterly on the 
amount of potential production 
allowances that are eonvërted to 
production allowances and the amount 
of unexpended potential production 
allowances. Today’s proposal changes 
the name of potential production 
allowances to Article 5 allowances but 
does not change the reporting 
requirements. Instead of requiring the 
quarterly reporting of converted and 
unexpended potential production 
allowances, today’s proposal requires 
the producer to indicate the amount of 
Article 5 allowances expended quarterly 
in production for export to Article 5 
countries.

Today’s proposed amendments to the 
recordkeeping and reporting 
requirements are made to anticipate the 
phaseout of class I controlled substances 
(except methyl bromide) in January 1,
1996. EPA proposes simplifying the 
quarterly reporting beginning January 1, 
1996, so that producers indicate which 
of the production exceptions applies 
(i.e., essential-use allowances, Article 5 
allowances, destruction credits, 
transformation credits, transformation 
or destruction) for a given quantity of 
controlled substance. EPA is proposing 
many of the changes to the requirements 
to address issues and concerns raised by 
industry regarding the maintenance of a 
transparent and openly competitive 
market in controlled substances during 
the transition to the phaseout. EPA 
requests comments on today’s proposed 
amendments to the recordkeeping and 
reporting requirements.
III. Summary of Supporting Analysis
A . Executive Order 12866

Under Executive Order 12866 (58 FR 
51735, October 4,1993), the Agency 
must determine whether this regulatory 
action is “significant” and therefore 
subject to OMB review and the 
requirements of the Executive Order.
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The Order defines “significant’ ’ 
regulatory action as one that is likely to 
lead to a rule that may:

(If have an annual effect on the economy 
of $100 million or more, or adversely, and 
materially affect a sector of the economy, 
productivity, competition, jobs, the 
environment, public health or safety, or 
State, local, or tribal governments or 
communities;

(2) create a serious inconsistency or
otherwise interfere with an action taken or 
planned by another agency; ,

(3) materially alter the budgetary impact of 
entitlement, grants, user fees, or loan 
programs or the rights and ofaligjations of 
recipients thereof, or

(4) raise novel legal or policy issues arising 
out of legal mandates, the President's 
priorities, or the principles set forth in the 
Executive Order;

It has been determined by OMB and 
EPA that this proposed amendment to 
the final rule is not a “significant 
regulatory action“ under the terms of 
Executive Order 12666 and is therefore 
not subject to OMB review under the 
Executive Order.
B. Regulatory Flexibility Act

The Regulatory Flexibility Act, 5 
U.S.C. 601-602, requires that Federal 
agencies examine the impacts of their 
regulations on small entities. Under 5 
U.S.C 604(a), whenever an agency is 
required to publish a general notice of 
proposed rulemaking, it must prepare 
and make available for public comment 
an initial regulatory flexibility analysis 
(RFA). Such an analysis is not required 
if the head of an agency certifies that a 
rule will not have a significant 
economic impact on a substantial 
number of small entities, pursuant to 5 
U.S.C 605(h).

The Agency originally published an 
RFA to accompany the August 12,1998 
final rule (52 FR 30566) that placed thé 
initial limits on the production and 
consumption of CFCs and halons. That 
RFA was also updated as Appendix G 
of the Regulatory Impact Analysis for 
the regulations implementing the 
phaseout schedule of section 604 of the 
Clean Air Act Amendments of 1990.
The Addendum to the Regulatory 
Impact Analysis was further updated in 
1993 to examine the impact of the 
acceleration of the phaseout and the 
phaseout of HGFCs on small businesses. 
The analysis in the Addendum 
indicated that the actions were not 
expected to have a substantial impact on 
small entities. Today's proposed 
amendments to the current regulation 
do not significantly change the current 
requirements, and in many cases reduce 
reporting or recordkeeping burdens that 
might possibly impact small businesses. 
However, almost all businesses

participating in the phaseout program 
for ozone-depleting substances are large 
companies. Therefore, today ’s proposed 
amendments are expected to have 
minimal if any impact on small entities.

Under section 605 of the Regulatory 
Flexibility Act, 5 U.S.C. 605 ,1 certify 
that the regulation promulgated in this 
notice will not have any additional 
negative economic impacts on any small 
entities.
C  Paperwork Reduction Act

The information collection 
requirements in this proposed rule have 
been submitted for approval to the 
Office of Management and Budget 
(OMB) under the Paperwork Reduction 
Act, 44 U.S.C 3501 et. seq. An 
Information Collection Request 
document has been prepared by EPA 
(ICR No. 1432.15) and a copy may be 
obtained from Sandy Fanner, 
Information Policy Branch, U.S. EPA, 
401 M St., SW., (2136), Washington, DC 
20460 or by calling (202^-260-2740.

The information collection 
requirements for this proposed action 
has an estimated reporting burden 
averaging 23.3 hours per response. This 
estimate includes time for reviewing 
instructions, searching existing data 
sources, gathering and maintaining the 
data needed and completing the 
collection of information.

Send comments regarding the burden 
. estimate of any other aspect of this 
collection of information, including 
suggestions for reducing this burden to 
Chief, Information Policy Branch, U.S. 
EPA, 401 M St., SW„ (2316), 
Washington, DC 20503, marked 
' ‘Attention: Desk Officer fox EPA.“ The 
final rule will respond tó any OMB or 
public comments on the information 
collection requirements contained in 
this proposal.
List of Subjects in 40 CFR Part 82

Administrative practice and 
procedure, Air pollution control, 
Chemicals, Chlorofluorocarbons, 
Exports, Hydrochlorofluorocarbons, 
Imports, Ozone layer, Reporting and 
recordkeeping requirements, 
Stratospheric ozone layer.

Dated: October 25,1994.
Carol M. Browner,

, Administrator.

: 40 CFR Part 82 is proposed to be 
amended as follows:

PART 82— PROTECTION OF STRATOSPHERIC OZONE
1. The authority citation for part 82 

continues to read as follows:
Authority: 42 U.S.C. 7414,7671-76?lq.

2. Subpart A is revised to read as 
follows:
Subpart A—Production and Consumption
Controls
Sec.
82.1 Purpose and scope.
82.2 Effective date.
82.3 Definitions.
82.4 Prohibitions.
82.5 Apportionment of baseline production 

allowances.
82.6 Apportionment of baseline 

consumption allowances.
82.7 Grant and phased reduction of baseline 

production and consumption allowances 
for class I controlled substances.

82.8 Grant and freeze of baseline 
production and consumption allowances 
for class II controlled substances. 
[Reserved]

82.9 Availability of production allowances 
in addition to baseline production 
allowances.

82.10 Availability of consumption 
allowances in addition to baseline 
consumption allowances.

8 2 .1 1  Exports to Article 5 Parties.
82.12 Transfers.
82.13 Recordkeeping and reporting 

requirements.
Appendix A to Subpart A—Glass 1 Controlled 

Substances •
Appendix B to Subpart A—Class II 

Controlled Substances 
Appendix C to Subpart A—Parties to the 

Montreal Protocol and Nations Complying 
with, but Not Parties to, the Protocol 

Appendix D to Subpart A—Harmonized 
Tariff Schedule

Description of Products That May Contain 
Controlled Substances in Appendix A to 
Subpart A, Class I, Groups I and II 

Appendix E to Subpart A—Article 5 Parties 
Appendix F to Subpart A—Listing of Ozone 

Depleting Chemicals 
Appendix G-to Subpart A—UNEP 

Recommendations for Conditions 
Applied ta Exemption for Laboratory and 

Analytical Uses
Appendix H to Subpart A—Clean Air Act 

Amendments of 1990
Phaseout Schedule for Production of Ozone- 

Depleting Substances

Subpart A—Production and 
Consumption Controls

§82.1 Purpose and scope.
(a) The purpose of the regulations in 

this subpart is to implement the 
Montreal Protocol on Substances that 
Deplete the Ozone Layer and sections 
6 0 3 , 6 0 4 , 6 0 5 , 6 0 6 , 6 6 7  and 6 1 6  of the 
Clean Air Act Amendments of 1 9 9 0 ,  
Public Law 10 1 —5 4 9 . The Protocol and 
section 6 0 4  impose limits on the 
production and consumption;(defined 
as production plus imports minus 
exports, excluding transhipments and 
used controlled substances) of certain 
ozone-depleting substances, according 
to specified schedules. The Protocol 
also requires each nation that becomes



Federal Register / Vol. 59 , No. 217 / Thursday, November 10/ 1994 /  Proposed Rules 56295

a Party to the agreement to impose 
certain restrictions on trade in ozone- 
depleting substances with non-Parties.

(b) This subpart applies to any person 
that produces, transforms, destroys, 
imports or exports a controlled 
substance or imports a controlled 
product.

§ 82.2 Effective date.
(a) The regulations under this subpart 

take effect January 1,1995, unless 
otherwise noted herein.

(b) The regulations under this subpart 
that were effective prior to [date of 
publication pf the final rule! continue to 
apply for purposes of enforcing the 
provisions that were applicable prior to 
January 1,1995.

§ 82.3 Definitions.
As used in this subpart, the term:
Administrator means the 

Administrator of the Environmental 
Protection Agency or his authorized 
representative.

Article 5 allowances means the 
allowances apportioned under § 82.9(a) 
of this subpart.

Baseline consumption allowances 
means the consumption allowances 
apportioned under § 82.6 of this 
subpart.

Baseline production allowances 
means the production allowances 
apportioned under § 82.5 of this 
subpart. •

Calculated level means the weighted 
amount of a controlled substance 
determined by multiplying the amount 
(in kilograms) of the controlled 
substance by that substance’s ozone 
depletion weight listed in Appendix A 
or Appendix B to this subpart.

Class I  refers to the controlled 
substances listed in Appendix A to this 
Subpart.

Class II refers to the controlled 
substances listed in Appendix B to this 
subpart.

Completely destroymeans to cause 
the expiration of a controlled substance 
at a destruction efficiency of 98 percent 
or greater, using one of the destruction 
technologies approved by the Parties.

Complying with the Protocol, when 
referring to a foreign state not Party to 
the 1987 Montreal Protocol, the London 
Amendments, or the Copenhagen 
Amendments, means that the non-Party 
has been determined as complying with 
the Protocol, as indicated in Appendix 
C to this subpart, by a meeting of the 
Parties as noted in the records of the 
directorate of the United Nations 
Secretariat.

Consumption means the production 
plus imports minus exports of a 
controlled substance (other than

transhipments, or used controlled 
substances), *

Consumption allowances means the 
privileges granted by this subpart to 
produce and import class I controlled 
substances; however, consumption 
allowances may be used to produce 
class I controlled substances only in 
conjunction with production 
allowances. A person’s consumption 
allowances are the total of the 
allowances obtained under §§ 82.7 and 
82.6 of this subpart and §82.10 of this 
subpart, as may be modified under 
§ 82.12 of this subpart (transfer of 
allowances).

Control period means the period from 
January 1,1992 through December 31, 
1992, and each twelve-month period 
from January 1 through December 31, 
thereafter.
- Controlled product means a product 

that contains a controlled substance 
listed as a Class I, Group I or II 
substance in appendix A to this subpart. 
Controlled products include, but are not 
limited to, those products listed in 
appendix D to this subpart. Controlled 
products belong to one or more of the 
following six categories of products:

(1) Automobile and truck air 
conditioning units (whether 
incorporated in vehicles or not);

(2) Domestic and commercial 
refrigeration and air-conditioning/heat 
pump equipment (whether containing 
controlled substances as a refrigerant 
and/or in insulating material of the 
product), e.g. Refrigerators, Freezers, 
Dehumidifiers, Water coolers, Ice 
machines, Air-conditioning and heat 
pump units;

(3) Aerosol products, except medical 
aerosols;

(4) Portable fire extinguishers;
(5) Insulation boards, panels and pipe 

covers;
(6) Pre-polymers.
Controlled substance means any

substance listed in appendix A or 
appendix B to this subpart, whether 
existing alone or in a mixture, but 
excluding any such substance or 
mixture that is in a manufactured, 
product other than a container used for 
the transportation or storage of the 
substance or mixture. Thus, any amount 
of a listed substance in appendix A or 
appendix B to this subpart that is not 
part of a use system containing the 
substance is a controlled substance. If a 
listed substance or mixture must first be 
transferred from a bulk container to 
another container, vessel, or piece of 
equipment in order to realize its 
intended use, the listed substance or 
mixture is a “controlled substance.” The 
inadvertent or coincidental creation of 
insignificant quantities of a listed

substance in appendix A or appendix B 
to this subpart; during a chemical 
manufacturing process; resulting from 
unreacted feedstock; from the listed 
substance’s use as a process agent 
present as a trace quantity in the 
chemical substance being manufactured; 
or as an unintended byproduct of 
research and development applications, 
is not deemed a controlled substance. 
Controlled substances are divided into 
two classes, Class I in appendix A to 
this subpart, and Class H listed in 
appendix B to this subpart. Class I 
substances are further divided into 
seven groups, Group I, Group II, Group 
III, Group IV, Group V, Group VI, and 
Group VII, as set forth in appendix A to 
this subpart.

Copenhagen Amendments means the, 
Montreal Protocol on Substances That 
Deplete the Ozone Layer, as amended at 
the Fourth Meeting of the Parties to the 
Montreal Protocol in Copenhagen in 
1992.

Destruction means the expiration of a 
controlled substance to the destruction 
efficiency actually achieved, unless 
considered completely destroyed as 
defined in this section. Such destruction 
does not result in a commercially useful 
end product and uses one of the 
following controlled processes approved 
by the Parties to the Protocol:

(1) Liquid injection incineration;
(2) Reactor cracking;
(3) Gaseous/fume oxidation;
(4) Rotary kiln incineration; or
(5) Cement kiln.
Destruction Credits means those 

privileges that may be obtained under 
§ 82.9 of this subpart to produce or 
import controlled substances.

Emissive Use means that use of a 
controlled substance that does not result 
in the transformation or destruction of 
the controlled substance as defined in 
this subpart.

Essential-Uses means those uses of 
controlled substances designated by the 
Parties to the Protocol to be necessary 
for the health and safety of, or critical 
for the functioning of, society; and for 
which there are no available technically 
and economically feasible alternatives 
or substitutes that are acceptable from 
the standpoint of environment and 
health. Beginning January 1, 2000 
(January 1, 2002 for methyl chloroform) 
the essential use designations for class 
I substances must be made in 
accordance with the provisions of the 
Clean Air Act Amendments of 1990.

Essential-Use Allowances means the 
privileges granted by § 82.4(o) of this 
subpart to produce class I substances, 
effective January 1,1996 until January 1, 
2000, as determined by allocation 
decisions made by the Parties to the
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Montreal Protocol and in accordance 
with the restrictions delineated in the 
Clean Air Act Amendments of 1990.

Export means the transport of virgin 
or used controlled substances from 
inside the United States or its territories 
to persons outside the United States or 
its territories, excluding United States 
military bases and ships for on-board 
use.

Exporter means the person who 
contracts to sell controlled substances 
for export or transfers controlled 
substances to his affiliate in another 
country.

Facility means any process equipment 
(e.g., reactor, distillation column) used 
to convert raw materials or feedstock 
chemicals into controlled substances or 
consume controlled substances in the 
production of other chemicals.

Foreign state means an entity which 
is recognized as a sovereign nation or 
country other than the United States of 
America (Taiwan is not considered a 
foreign state).

Foreign state not Party to or Non- 
Party means a foreign state that has not 
deposited instruments of ratification, 
acceptance, or other form of approval 
with the Directorate of the United 
Nations Secretariat, evidencing the 
foreign stated ratification of the 
provisions of the 1987 Montreal 
Protocol, the London Amendments, or 
of the Copenhagen Amendments, as 
specified.

Heel means the amount of a 
controlled substance that remains in a 
container after it is discharged or off
loaded (that is no more than ten percent 
of the volume of the container) and that 
the person owning or operating the 
container certifies will remain in the 
container and be included in a future 
shipment or recovered and banked for 
future recycling, reclamation, 
transformation, destruction or for non- 
emissive purposes.

Import means to land on, bring into, 
or introduce into, or attempt to land on, 
bring into, or introduce into any place 
subject to the jurisdiction of the United 
States whether or not such landing, 
bringing, or introduction constitutes an 
importation within the meaning of the 
customs laws of the United States, with 
the following exemptions:

(1) Off-loading used or excess 
controlled substances or controlled 
products from a ship during servicing,

(2) Bringing controlled substances 
into the U.S. from Mexico where the 
controlled substance had been admitted 
into Mexico in bond and was of U.S. 
origin; and

(3) Bringing a controlled product into 
the U.S. when transported in a 
consignment of personal or household

effects or in a similar non-commercial 
situation normally exempted from U.S. 
Customs attention.

Importer means any person who 
imporfs a controlled substance or a 
controlled product into the United 
States. “Importer” includes the person 
primarily liable for the payment of any 
duties on the merchandise or an 
authorized agent acting on his or her 
behalf. The term also includes, as 
appropriate;

(1) The consignee;
(2) The importer of record;
(3) The actual owner; or
(4) The transferee, if the right to draw 

merchandise in a bonded warehouse has 
been transferred.

London Amendments means the 
Montreal Protocol, as amended at the 
Second Meeting of the Parties to the 
Montreal Protocol in London in 1990.

Montreal Protocol means the Montreal 
Protocol on Substances that Deplete the 
Ozone Layer, a protocol to the Vienna 
Convention for the Protection of the 
Ozone Layer, including adjustments 
adopted by the Parties thereto and 
amendments that have entered into 
force.

1987 Montreal Protocol means the 
Montreal Protocol, as originally adopted 
by the Parties in 1987.

Nations complying with, but not 
joining, the Protocol means any nation 
listed in appendix C, Annex 2, to this 
subpart.

Party means any foreign state that is 
listed in appendix C to this subpart 
(pursuant to instruments of ratification, 
acceptance, or approval deposited with 
the Depositary of the United Nations 
Secretariat), as having ratified the 
specified control measure in effect 
under the Montreal Protocol. Thus, for 
purposes of the trade bans specified in 
§ 82.4(h)(2) pursuant to the London 
Amendments, only those foreign states 
that are listed in appendix C to this 
subpart as having ratified both the 1987 
Montreal Protocol and the London 
Amendments shall be deemed to be 
Parties.

Person means any individual or legal 
entity, including an individual, 
corporation, partnership, association, 
state, municipality, political subdivision 
of a state, Indian tribe; any agency, 
department, or instrumentality of the 
United States; and any officer, agent, or 
employee thereof.

Plant means one or more facilities at 
the same location owned by or under 
common control of the same person.

Production means the manufacture of 
a controlled substance from any raw 
material or feedstock chemical, but does 
not include:

(1) The manufacture of a controlled 
substance that is subsequently 
transformed;

(2) The reuse or recycling of a 
controlled substance;

(3) Amounts that are destroyed by the 
approved technologies; or

(4) Amounts that are spilled or vented 
unintentionally.

Production allowances means the 
privileges granted by this subpart to 
produce controlled substances; 
however, production allowances may be 
used to produce controlled substances 
only in conjunction with consumption 
allowances. A person’s production 
allowances are the total of the 
allowances he obtains under §82.7 and 
§ 82.5 of this subpart and § 82.9 of this 
subpart, and as may be modified under . 
§ 82.12 of this subpart (transfer of 
allowances).

Transform means to use and entirely 
consume (except for trace quantities) a 
controlled substance in the manufacture 
of other chemicals for commercial 
purposes.

Transformation Credits means those 
privileges that may be obtained under 
§ 82.9 of this subpart to produce or 
import controlled substances.

Transhipment means the continuous 
shipment of a controlled substance from 
a foreign state of origin through the 
United States, its territories, or foreign 
trade zones, including possible 
repackaging, to a second foreign state of 
final destination, as long as the 
shipment does not enter into United 
States jurisdiction.

Unexpended consumption allowances 
means consumption allowances that 
have not been used. At any time in any 
control period a person’s unexpended 
consumption allowances are the total of 
the level of consumption allowances the 
person has authorization under this 
subpart to hold at that time for that 
control period, minus the level of 
controlled substances that the person 
has produced or imported (not 
inducting transhipments and used 
controlled substances) in that control 
period until that time.

Unexpended production allowances 
means production allowances that have 
not been used. At any time in any 
control period a person’s unexpended 
production allowances are the total of 
the level of production allowances he 
has authorization under this subpart to 
hold at that time for that control period, 
minus the level of controlled substances 
that the person has produced in that 
control period until that time.

Used controlled substances means 
controlled substances that have been 
recovered from their intended use 
systems.
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§82.4 Prohibitions.
(a) Prior to January 1,1396, for all 

Groups of class I controlled substances, 
except Group VI, and prior to January 1, 
2001 for Group VI, no person may 
produce, at any time in any control 
period, any controlled substance (except 
that are transformed or destroyed) in 
excess of the amount of unexpended 
production allowances or unexpended 
Article 5 allowances for that substance 
held by that person under the authority 
of this subpart at that time for that 
control period. Every kilogram of excess 
production constitutes a separate 
violation of this subpart.

(b) Effective January 1,1996, no 
person may produce, at any time in any 
control period, any class I, Group I, 
Group II, Group III, Group IV, Group V, 
or Group VII controlled substance 
(except for controlled substances that 
are transformed or destroyed) in excess 
of the amount of unexpended essential- 
use allowances under § 82.4, amount of 
unexpended Article 5 allowances as 
allocated under,§ 82.9 or the amount of 
unexpended destruction or 
transformation credits as obtained under 
§ 82.9 for that substance held by that 
person under the authority of this 
subpart at that time for that control 
period. Every kilogram of excess 
production constitutes a separate 
violation of this subpart.

(c) Effective January 1,1996, no 
person’s total production of a class I 
controlled substance (except Group VI) 
as allocated under § 82.4 for essential- 
use allowances, and as obtained under 
§ 82.9 for destruction or transformation 
credits, may, at any time, in any control 
period until January 1, 2000, exceed the 
percent limitation of baseline 
production in appendix H of this 
subpart, as set forth in the Clean Air Act 
Amendments of 1990.

(d) In addition to total production 
permitted under § 82.4(c), effective 
January 1,1996, for class I, Group I, 
Group, III, Group IV and Group V 
controlled substances, and effective 
January 1 ,199J5, for class I, Group II, a 
person may, at any time, in any control 
period until January T, 2000, produce 10 
percent of baseline production as 
apportioned under § 82.5 for export to 
Article 5 countries. No person may, at 
any time, in any control period until 
January 1,2000, produce class I, Group 
I, Group n, Group III, Group IV, and 
Group V controlled substances for 
export to Article 5 countries in excess 
of the Article 5 allowances allocated 
under § 82.9(a).

(e) Prior to January 1,1996, for all 
Groups of class I controlled substances, 
except Group VI, and prior to January 1, 
2001, for Group VI, no person may

produce or (except for transhipments, 
heels, or for used controlled substances) 
import, at any time in any control 
period, any class I controlled substance 
(except for controlled substances that 
are transformed, or destroyed) in excess 
of the amount of unexpended 
consumption allowances held by that 
person under the authority of this 
'subpart at that time for that control 
period. Every kilogram of excess 
production or importation (other than 
transhipments or used and recycled 
controlled substances) constitutes a 
separate violation of this subpart.

(f) Effective January 1,1995, no 
person may import, at any time in any 
control period, a heel of any class I 
controlled substance that is greater than 
10 percent of the volume of the 
container in excess of the amount of 
unexpended consumption allowances, 
unexpended destruction credits or 
unexpended transformation credits held 
by that person under the authority of 
this subpart at that time for that control 
period. Every kilogram of excess 
importation constitutes a separate 
violation of this subpart.

(g) Prior to January 1,1996, for all 
Groups of class I controlled substances, 
except Group VI, and prior to January 1, 
2001, for Group VI, a person may not 
use production allowances to produce a 
quantity of a class I controlled substance 
unless that person holds under the 
authority of this subpart at the same 
time consumption allowances sufficient 
to cover that quantity of class I 
controlled substances nor may a person 
use consumption allowances to produce 
a quantity of class I controlled 
substances unless the person holds 
under authority of this subpart at the 
same time production allowances 
sufficient to cover that quantity of class
I controlled substances. However, only 
consumption allowances are required to 
import class I controlled substances 
with the exception of transhipments, 
heels and used controlled substances.

(h) Every kilogram of a controlled 
substance, and every controlled 
product, imported or exported in 
contravention of this subpart constitutes 
a separate violation of this subpart, thus 
no person may:

(1) Import or export any quantity of a 
controlled substance listed in Class I, 
Group I or Group II, in appendix A to 
this subpart from or to any foreign state 
not listed as a Party to the 1987 
Montreal Protocol unless that foreign 
state is complying with the 1987 
Montreal Protocol (See appendix C, 
Annex 2 of this subpart);

(2) Import or export any quantity of a 
controlled substance listed in Class I, 
Group III, Group IV or Group V, in

appendix A to this subpart, from or to 
any foreign state not Party to the 
London Amendments (as noted in 
appendix C, Annex 1, to this subpart), 
unless that foreign state is complying 
with die London Amendments (as noted 
in appendix C, Annex 2, to this 
subpart); or

(3) Import a controlled product from 
any foreign state not Party to the 1987 
Montreal Protocol (as noted in appendix 
C, Annex 1, to this subpart), unless that 
foreign state is complying with the 
Protocol (as noted in appendix C, Annex 
2, to this subpart). .

(i) Effective January 1,2003, no 
person may produce HCFC-141b except 
in a process resulting in its 
transformation, use in a process 
resulting in destruction, or for 
exceptions stated in paragraph (p) of 
this section.

(j) Effective January 1, 2003, no 
person may import HCFC-141b except 
for use in a process resulting in its 
transformation, use in a process 
resulting in destruction, or for 
exceptions stated in paragraph (p) of 
this section.

(k) Effective January 1,2010, no 
person may produce or consume (as 
defined under § 82.3 of this subpart) 
HGFG-22 or HCFC—142b for any 
purpose other than for use in a process 
resulting in their transformation, use in 
a process resulting in their destruction, 
for use in equipment manufactured 
prior to January 1, 2010, or for 
exceptions stated in paragraph (p) of 
this section in excess of baseline 
allowances allocated § 82.5(h) and
§ 82.6(h).

(l) Effective January 1,2020, no 
person may produce or consume (as 
defined under § 82.3 of this subpart) 
HCFC—22 or HCFC—142b for any 
purpose other than for use in a process, 
resulting in their transformation, use in 
a process resulting in their destruction • 
or for exceptions stated in paragraph (p) 
of this section.

(m) Effective January 1, 2015, no 
person may produce or consume (as 
under defined under § 82.3 of this 
subpart) class II substances not 
previously controlled, for any purpose 
other than for use in a process resulting 
in its transformation, use in a process 
resulting in their destruction, as a 
refrigerant in equipment manufactured 
before January 1, 2020, or for exceptions 
stated in paragraph (p) of this section, 
in excess of baseline production and 
consumption levels defined in § 82.5(h) 
and § 82.6(h).

(n) Effective January 1,2030, no 
person may produce or. consume class II 
substances, for any purpose other than 
for use in a process resulting in their
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transformation, use in a process 
resulting in their destruction, or for 
exceptions stated in paragraph (p) of 
this section.

(o) Effective January 1,1996, 
essential-use allowances aie 
apportioned to a person for the 
exempted production of specified class

I (except class I, Group VI) controlled 
substances.

(1) Essential-uses for the production 
of controlled substances as agreed to by 
the Parties to the Protocol and subject to 
the periodic revision of the Parties are:

(i) Medical Dose Inhalers—aerosols. •
(ii) Space Shuttle—solvents.

(iii) Laboratory and Analytical 
Applications (see Appendix G of this 
subpart). ^

(2) Persons in thé following list are 
allocated essential-use allowances for a 
specific quantity of a specific class I 
controlled substances for a speci fic 
essential-use exemption:

(i) Metered Dose Inhalers—Aerosote.

E s s e n t ia l  U s e s  R e c o m m e n d a t io n  b y  t h e  UNEP T e c h n o l o g y  a n d  E c o n o m ic  A s s e s s m e n t  P a n e l

Company Year Chemical Quantity 
(metric tons)

Metered Dose Inhalers

International Pharmaceutical & Aerosol Consortium................ ........................... .......... ....... ...... 1996 CFC-11 749.8 *
CFC-12 .... . 2353.2
CFC-114 .................... 314.1 i

\  ";v'V i;. V'-'A: ..y . iiMÎ-âfÎïï- v'H !Ï, 1 A f, §¡¡ ii 1997 CFC-11 .... ................ 658.3
CFCt12 ...................... 2166.5
CFC-114 .......... ......... 311.4

Sterling Winthrop ........................... .............. ......... ........... ............................................ . 1996 CFC-12 ..................... 10.2
CFC-114 ................... 29.6

1997 CFC-12 ........ 10.5
CFC-114 .................... 31.7

Space Shuttle Solvent

NASA/Thiokol L ............................................... .................................... .................................... . 1996 Methyl Chlnrnfnrm 56 8
1997 Methyl Chloroform ..... 56.8

Laboratory and Analytical Applications

Global Exemption........................................ ;.................................. ..................................... ......... 1996 CFCs, Methyl Chloro- No quantity
form, Carbon Tetra- specified.
chloride.

1997 Same .... ......... Same.

, (p) The following exemptions apply to 
the production and consumption 
restrictions under paragraphs (i), (j), (k), 
(1), (m) and (n) of this section:"

(1) Medical Devices [Reserved],
(2) Exports to developing countries

[Reserved]. • '

§82.5 Apportionment of baseline 
production allowances.

Persons who produced: controlled 
substances in Group I or Group II in 
1986 are apportioned baseline 
production allowances as set forth in 
paragraphs (a) and (b) of this section. 
Persons who produced controlled

substances in Group III, IV, or V in 1989 
are apportioned baseline production 
allowances as set forth in paragraphs (c),
(d), and (e) of this section. Persons who 
produced controlled substances in , 
Group VI and VII in 1991 are 
apportioned baseline allowances as set 
forth in paragraphs (f) and (g) of this 
section.

• -, Controlled substance Person Allowances 1 
(kg)

CFC-11 .... 

CFC-12 ....

C FC -113 ... 

CFC-114 .. 

CFC-115 ..

Hçü0n-f211 

Ha|órv-Í301 

Halörv-2402

(a) For Group I Controlled Substances
Allied-Signal, Inc ...... .........................!...
E.l. DuPont de Nemours & Co ................... ..... .................
Elf Atochem, N.A .........
Laroche Chemicals ..... ...............
Allied-Signal, In c ...... .s........................................... .
E.l. DuPont de Nemours & C o ..... ........ .........................
Elf Atochem, N.A ............................................... ........
Laroche Chemicals .................... ........... .
Allied-Signal, Inc .................................................. ..............
E.l. DuPont de Nemours & Co ......... ....... .................. .
Allied-Signal, Inc .... ................. ..... .
E.l. DuPont de Nemours & C o ............. ............. ......
E.l. DuPont de Nemours & Co ..........

(b) For Group II Controlled Substances
Great Lakes Chemical C orp....... .
ICI Americas, Inc ..........................:.... .
E.l. DuPont de Nemours & Co ............. ............,.,..i¡,.,........
Great Lakes Chemical Corp

23,082,358
33.830.000 
21,821,500 
12,856,364 
35,699,776
64.849.000 
31,089,807 
15,330,909 
21,788,896
58.553.000 

1,488,569
4.194.000
4.176.000

826,487
2,135,484
3,220,000
1,766,850
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Controlled substance Person Allowances
(kg)

C F O -13 ........... .........................
(c) For Group III Controlled Substances 

Allied-Siqnal, In c ............... .............................. ’...... ....... 127,125
187,831

3,992
56,381
29,025

11
11
11
11

511
1,270

170,574
511

7,873,615
26,546

18,987,747
9,099

219,616 ' 
853,714 

1,059,358 
21,931,987

168,030,117
2

57,450,719
89,689,064

19,945,788

CFC-111 ....................................

E.l. DuPont de Nemours & Co ....................... .....................
Elf Atochem, N.A .........  ...................  ........... .
Great Lakes Chemical C orp ........................... ............... ....................
Laroche Chemicals.............. ......................................... ........* * * * *

CFC-112 .......... * * * * *
CFC-211 ................................... E.l. DuPont de Nemours & C o ....................................
CFC-212 .............. ......... ........... E.l. DuPont de Nemours & C o ................................ ................ .
CFC-213 ......................„........... E.l. DuPont de Nemours & C o ........................... .....................
CFC-214 .............. .................... E.l. DuPont de Nemours & C o ................ ...... ..............
CFC-215 ..... ..;.......... ............. E.l. DuPont de Nemours & Co ........................ ........................

CFC-216 .............. ....... ......... .
Halocarbon Products Corp ......................... ............... ...................
E.l. DuPont de Nemours & Co ........................................

CFC-217 .................................... E.l. DuPont de Nemours & C o ......................................................  .

CCI4 ............................................
(d) For Group IV Controlled Substances 

Akzo Chemicals. Inc .................................................. .

Methyl Chloroform..... .„ ......... .

Degussa Corporation ....................... ...................................... .
Dow Chemical Company, USA ............. ........  ................. .......
E.L DuPont de Nemours & C o ............................... .....
Hanlin Chemicals—WV, Inc ...... .......................... ......... ..... .
ICI Americas, In c .................... .........................
Occidental Chemical Corp...... .............. ......... ...,......... ................ ...
Vulcan Chemicals............................................... .

(e) For Group V Controlled Substances 
Dow Chemical Company. USA ......................... .................... ........

Methyl Bromide ......................

E.l. DuPont de Nemours & C o ..... .
PPG Industries. Inc ............................. ..................... ...........
Vulcan Chemicals.............. .........................................

(0 For Group VI Controlled Substances 
Great Lakes Chemical Corporation................................. ........................

I Ethyl Corporation ........... .......................................I 8Ì233Ì894
(g) For Group VII Controlled Substances

HBFC 2 2 B1 -T-1 ............. . I Great Lakes Chemical Corporation ........................................ .............. ..................................... I 46^11
-(h) For Class II Controlled Substances (Reserved)

§82.6 Apportionment of baseline forth in paragraphs (a) and (b) of this 
consumption allowances. section. Persons who produced,

Persons who produced, imported, or imported, or produced and imported 
produced and imported controlled controlled substances in Group III, 
substances in Group I or Group II in Group IV, or Group V in 1989 are 
1986 are apportioned chemical-specific apportioned chemical-specific baseline 
baseline consumption allowances as set consumption allowances as set forth in

paragraphs (c), (d) and (e) of this 
section. Persons who produced, •. 
imported, or produced and imported 

l controlled substances in Group VI or VII 
in 1991 are apportioned chemical 
specific baseline consumption 
allowances as set forth m paragraphs (f) 
and (g) of this section.

Controlled substance Person Allowances
(kg)

CFC-11..... ............ ........... .
(a) For Group I Controlled Substances 

Allied-Signal, Inc...... .......... .......................................... 22,683,833 
32,054,283 
21,740,194 

185,396 
1,673,436 

82,500 
12,695,726 

693,707 
inn fiQ7

E.l. DuPont de Nemours & Co ......... .....................................t.... ......
Elf Atochem, N.A .................................................  .
Hoechst Celanese Corporation ........ .................  ...* ' * . ■
ICI Americas, Inc........ ...... .............. ....... j................ ..
Kali-Chemie Corporation ............ ..................

. Laroche Chemicals ................ ...................... ............. . .... -
National Refriqerants. Inc...... ...:...... ....... ............
Refricentro, Inc .............................................
Sumitomo Corporation of America....................... ...... ............. 5,800

35,236,397
61,098,726
32,403,869

138,865
1 ORA Qftfi

CFC-12 ........... ....................... Allied-Signal, Inc ....................... .........................
E.l. DuPont de Nemours & C o......................................................
Elf Atochem. N.A .................... ;...................  .
Hoechst Celanese Corporation ................. .......
ICI Americas, In c ..................................................... ............ :..........  .
Kali-Chemie Corporation ............................ ................. . 355,440 

; : 15,281,553Laroche Chemicals.......................... ..................... . . .......  ......
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Controlled substance Person

CFG-113

CFC-114

CFC-115

Halon-1211

Halon-1301

Halon-2402

CFC-13

Methyl Chloroform

C F C -m
CFC-112

CFC-211 
CFC-212 
CFC-213 
CFC-214 
CFC-215

CFC-216 
CFC-217.

e c u ......

National Refrigerants, Inc ................ ........................... .
Refricentro, Inc  ....... .............. ..................... — ,.—
Allied-Signal, In c .... ...'...................................... ......... .........,
E.l. DuPont de Nemours & Go .................................. ..... .
Elf Atochem, N.A ................................. .................. .......... .
Holchem........ ........................ ....... .«....... ...... .....
ICI Americas, Inc ..... -------------------............... .....
Refricentro, Inc ...... ................ .................... ................. ......
Sumitomo Corp. of Am erica..... .......... ..................... .........
Allied-Signal, Jnc ................... ............................. ............... .
E.l. DuPont de Nemours & C o ............... «................ .........
Elf Atochem, N.A .............. ,.......... .................. ...................
ICI Americas, Inc ....................... ..................... ...................
E.l. DuPont de Nemours & Co ........... ............... ................
Elf Atochem, N.A .................. ........................... ....... ..........
Hoechst Celanese Corporation ....... .......... ....................... .
ICI Americas, In c ............................ .................... ................
Laroche Chemicals..... .......................................... .............
Refricentro, Inc .......................................................... ..........

(b) For Controlled Substances
Elf Atochem, N .A ...... ............. ...........— ...~ ........... .........
Great Lakes Chemical Corp ................................................
ICI Americas, Inc .......... ............................ ................. .......
Kali-Chemie Corporation ...................... ............. ............. .
E.l. DuPont de Nemours & C o ........ ...................................
Elf Atochem, N.A .............. ................ ....... .........................
Great Lakes Chemical Corp ................ ............ ........... .......
Kali-Chemiè Corporation .................... ............... ............ ....
Ausimont ...............................................................................
Great Lakes Chemical Corp ........... .................. .............. ...

(c) For Group III Controlled Substances
Allied-Signal, Inc ............................... .............................. ....
E.l. DuPont de Nemours & Co ............................ ....... ........
Elf Atochem, N . A ^ ................ .....
Great Lakes Chemical -Corp ......... .................................. .
ICI Americas, Inc ........... .—....... ........................................
Laroche Chemicals.... ........................................... .............
National Refrigerants, Inc ........................................ ............
Sumitomo Corporation of America ....M........:;.i..;.......,........
TG (USA) Corporation . . . . . . . . . . . . . ..... ....... .......
E.l. DuPont de Nemours & C o .....................
E.l. DuPont de Nemours & C o .... ....................
E.l. DuPont de Nemours & Co .......... .........,£.... ..................
E.l. DuPont de Nemours & Co ..... ............................ .........
E.l. DuPont de Nemours & Co .......................1.... ..... ...... .
Halocarbon Products Corp ............................. ............ .
E.l. DuPont de Nemours & Co ...... .........l..^......................
E.l. DuPont de Nemours & CO ..... .

(d) For Group IV Controlled Substances
Crescent Chemical Co ........................ ..................... .
Degussa Corporation ........................................................ .
Dow Chemical Company, USA .L....... .......................... .
E.l. DuPont de Nemours & C o ..... .............. ........... ....... .
Elf Atochem, N.A .............................................................. .
Hanlin Chemicais-WV, In c ... ..............................................
Hoechst Celanese Corporation ............ ................... ..........
ICC Chemical Corp ........ ............................................... ....
ICI Americas, Inc ..................... ...................................... ....
Occidental Chemical C orp....... ..........................................
Sumitomo Corporation of Am erica.............. ......................

(e) For Group V Controlled Substances
3V Chemical Corp ......... ................................— ...........
Actex, Inc .................................................... ......... ..........,...
Atochem North America ............................. ................
Dow Chemical Company, USA ....................................... ...
E.l. DuPont de Nemours & C o .... ........... ........................ .
IBM ....... ................................. ................ ........... ........... ...
ICI Americas, Inc ............................................................. ...
Laidlaw ................................................ ................ .......... ....

Allowances
(kg)

2,375,384
242,526

18,241,928
49,602,858

244,908
265,199

2,399,700
37,385

280,163
1,429,582
3,686,103

22,880
32,930

2,764,109
633,007

8,893
2,366,351

135,520
27,337

411,292
772,775

2,116,641
330,000

2,772,917
89,255

1,744,132
54,380
34,400
15,900

127,124
158,508

3,992
56,239
5,855

29,025
16,665
5,912
9,253

11
11
11
11

511
1,270

170,574
511

41
56

12,466
8,170,561

26,537
103,133

3
1,173,723

855,466
497,478

9

3,528
50,171
74,355

125,200,200
2

2,026
14,179,850

420,207
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Controlled substance Person Allowances
(kg)

PPG Industries ........................................................................................................................... 45,254,115
1,954
7,073

14,746
70,765,072

Sumitomo........................................ ............................................................................................
TG (USA) Corporation............................................................................................................. .
Unitor Ships Service, In c .............................................................................................................
Vulcan Chemicals.......................................................................................................................

(f) For Group VI Controlled Substances
Methyl Bromide ....................... Great Lakes Chemical Corporation....................................... .....................................................

Ethyl Corporation........................................................................................................................
AmeriBrom, In c ........... .................................................. .................................. ..........................

15,514,746
6,379,906
3,524,393

109,225TriCal, Inc ........................................................ ................ ..........................................................
(g) For Group VII Controlled Substances

HBFC 22B1-1 ........ ................ Great Lakes Chemical Corporation.................. ................................................ ......................... 40,110
(h) For Class II Controlled Substances (Reserved)

§ 82.7 Grant and phase reduction of baseline production and consumption allowances for class I controlled substances.
For each control period specified in the following table, each person is granted the specified percentage of the 

baseline production and consumption allowances apportioned to him under §§82.5 and 82.6 of this subpart.

Control period

Class I sub
stances in 
groups I 

and III (per
cent)

Class 1 sub
stances in 

group II 
(percent)

Class 1 sub
stances in 
group IV 
(percent)

Class I sub
stances in 
group V 
(percent)

Class I sub
stances in 
group VI 
(percent)

Class I sub
stances in 
Group VII 
(percent)

1994 ........................................................ ............................. 25 0 50 50 100 100
1995 ............... ........ ............... ................................. ............ 25 0 15 30 100 100
1996 ...................................................................................... 0 Ö 0 0 100 0
1997 ...................................................................................... 0 0 0 0 100 0
1998 ...................................................................................... 0 0 0 0 100 0
1999 ................................. ..................................................... 0 0 0 0 100 0
2000 .............. ................................................... ..................... 0 0 0 0 100 0
2001 ................................................ ...................................... 0 0 0 0 0 0

§ 82.8 Grant and phased reduction of 
baseline production and consumption 
allowances for class II controlled 
substances. [Reserved]

§ 82.9 Availability of allowances in 
addition to baseline production allowances.

(a) Every person apportioned baseline 
production allowances for class I 
controlled substances under §82.5 (a) 
through (e) of this subpart is also 
granted Article 5 allowances equal to:

(1) 15 percent of his baseline 
production allowances for class I, Group 
II controlled substances listed under
§ 82.5 of this subpart for each control 
period beginning January 1,1994 until 
January 1,2003;

(2) 10 percent of his baseline 
production allowance listed for class I, 
Group I, Group III, Group IV, and Group 
V controlled substances listed under
§ 82.5' of this subpart for each control 
period ending before January 1,1996;

(3) 15 percent of his baseline 
production allowances for class I, Group 
I, Group III, Group IV, and Group V 
controlled substances listed under
§ 82.5 of this subpart for each control 
period beginning January 1,1996 until 
January 1, 2006.

(b) Effective January 1,1995, a person 
allocated Article 5 allowances may

produce class I controlled substances for 
export to Article 5 countries as under 
§ 82.11 and transfer Article 5 allowances 
as under § 82.12. In addition, a company 
may also increase or decrease its Article 
5 allowances by trading with another 
Party to the Protocol according to the 
provisions under this paragraph of this 
section. A nation listed in Appendix C 
to this subpart (Parties to the Montreal 
Protocol) must agree either to transfer to 
the person for the current control period 
some amount of Article 5 production 
that the nation is permitted under the 
Montreal Protocol or to receive from the 
person for the current control period 
some amount of Article 5 production 
that the person is permitted under this 
subpart.

(c) Until January 1,1996, a company 
may also increase or decrease its 
production allowances by trading with 
another Party to the Protocol according 
to the provision under this paragraph of 
this section. A nation listed in 
Appendix C to this subpart (Parties to 
the Montreal Protocol) must agree either 
to transfer to the person for the current 
control period some amount of 
production that the nation is permitted 
under the Montreal Protocol or to 
receive from the person for the current

control period some amount of 
production that the person is permitted 
under this subpart.

(1) For trades from a Party, the person 
must obtain from the principal 
diplomatic representative in that 
nation’s embassy in the United States a 
signed document stating that the 
appropriate authority within that nation 
has established or revised production 
limits for the nation to equal the lesser 
of the maximum production that the 
nation is allowed under the Protocol 
minus the amount transferred, the 
maximum production that is allowed 
under the nation’s applicable domestic 
law minus the amount transferred, or 
the average of the nation’s actual 
national production level for the three 
years prior to the transfer minus the 
production allowances transferred. The 
person must submit to the 
Administrator a transfer request that 
includes a true copy of this document 
and that sets forth the following:

(i) The identity and address of the 
person;

(ii) The identity of the Party;
(iii) The names and telephone 

numbers of contact persons for the 
person and for the Party;

(iv) The chemical type and level of 
production being transferred; and
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(v) The control period(s) to which the 
transfer applies.

(2) For trades to a Party, a person 
must submit a transfer request that sets 
forth the following:

(i) The identity and address of the 
person;

(ii) The identity of the Party;
(iii) The names and telephone 

numbers of contact persons for the 
person and for the Party;

(iv) The chemical type and level of 
allowable production to be transferred; 
and

(v) The control period(s) to which the 
transfer applies.

(3) After receiving a transfer request 
that meets the requirements of 
paragraph (b)(2) of this section, the 
Administrator may, at his discretion, 
consider the following factors in 
deciding whether to approve such a 
transfer:

(i) Possible creation of economic 
hardship;

(ii) Possible effects on trade;
(iii) Potential environmental 

implications; and
(iv) The total amount of unexpended 

production allowances held by United 
States entities.

(4) The Administrator will issue the 
person a notice either granting or 
deducting production allowances and 
specifying the control period to which 
the transfer applies, provided that the 
request meets the requirement of 
paragraph (c)(1) of this section for trades 
from Parties and paragraphs (c)(2) of 
this section for trades to Parties, unless 
the Administrator has decided to 
disapprove the trade under paragraph
(c)(3) of this section for trades to Parties. 
For a trade from a Party, the 
Administrator will issue a notice that 
revises the allowances held by the 
person to equal the unexpended 
production allowances held by the 
person under this subpart plus the level 
of allowable production transferred 
from the Party. For a trade to a Party, the 
Administrator will issue a notice that 
revises the production limit for the 
person to equal the lesser of:

(i) The unexpended production 
allowances held by the person under 
this subpart minus the amount 
transferred; or

(ii) The unexpended production 
allowances held by the person under 
this subpart minus the amount by which 
the United States average annual 
production of the controlled substance 
being traded for the three years prior to 
the transfer is less than the total 
allowable production allowable for that 
substance under this Subpart minus the 
amount transferred. The change in

allowances will be effective on the date 
that the notice is issued.

(5) If after one person obtains 
approval for a trade of allowable 
production of a controlled substance to 
a Party, one or more other persons 
obtain approval for trades involving the 
same controlled substance and the same 
control period, the Administrator will 
issue notices revising the production 
limits for each of the other persons 
trading that controlled substance in that 
control period to equal the lesser of:

(i) The unexpended production 
allowances held by the person under 
this subpart minus the amount 
transferred; or

(ii) The unexpended production 
allowances held by the person under 
this subpart minus the amount by which 
the United States average annual 
production of the controlled substance 
being traded for the three years prior to 
the transfer is less than the total 
allowable production for that substance 
under this subpart multiplied by the 
amount transferred divided by the total 
amount transferred by all the other 
person trading the same Controlled 
substance in the same control period 
minus the amount transferred by that 
person.

(iii) The Administrator will also issue 
a notice revising the production limit 
for each person, who previously 
obtained approval of a trade of that 
substance in that control period to equal 
the unexpended production allowances 
held by the person under this subpart 
plus the amount by which the United 
States average annual production of the 
controlled substance being traded for 
the three years prior to the transfer is 
less than the total allowable production 
under this subpart multiplied by the 
amount transferred by that person 
divided by the amount transferred by all 
of the persons that have traded that 
controlled substance in that control 
period. The change in production 
allowances will be effective on the date 
that the notice is issued.

(d) Effective January 1,1996, there 
will be no trade in production or 
consumption allowances with Parties to 
the Protocol for class I controlled 
substances, except for class I, Group VI, 
methyl bromide.

(e) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1,2001, for class 
I, Group VI, a person may obtain 
production allowances for that 
controlled substance equal to the 
amount of that controlled substance 
produced in the United States that was 
transformed or destroyed within the 
United States in the cases where 
production allowances were expended

to produce such substance in 
accordance with the provisions of this 
paragraph. A request for production 
allowances under this section will be 
considered a request for consumption 
allowances under § 82.10(b) of this 
subpart.

(1) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001, for class 
I, Group VI, a person must submit a 
request for production allowances that 
includes the following:

(1) The identity and address of the 
person;

(ii) The name, quantity, and level of 
controlled substance transformed or the 
name, quantity and volume destroyed;

(iii) A copy of the invoice or receipt 
documenting the sale of the controlled 
substance to the person;

(iv) A certification that production 
allowances were expended for the 
production of the controlled substance;

(v) If the controlled substance is 
transformed, the name, quantity, and 
verification of the commercial use of the 
resulting chemical transformed; and

(vi) If the controlled substance is 
destroyed, the efficiency of the 
destruction process.

(2) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001, for class 
I, Group VI, the Administrator will 
review the information and 
documentation submitted under 
paragraph (e)(1) of this section and will 
assess the quantity of class I controlled 
substance that the documentation and 
information verifies was transformed or 
destroyed. The Administrator will issue 
the person production allowances 
equivalent to the controlled substances 
that the Administrator determines were 
transformed or destroyed. For controlled 
substances completely destroyed under 
this rule, the Agency will grant 
allowances equal to 100 percent of 
volume intended for destruction. For 
those controlled substances destroyed at 
less than a 98 percent destruction 
efficiency, the Agency will grant 
allowances commensurate with that 
percentage of destruction efficiency that 
is actually achieved. The grant of 
allowances will be effective on the date 
that the notice is issued.

(3) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001, for class 
I, Group VI, if the Administrator 
determines that the request for 
production allowances does not 
satisfactorily substantiate that the 
person transformed or destroyed 
controlled substances as claimed, or that 
modified allowances were not 
expended, the Administrator will issue



Federal Register / Vol. 59, No. 217 / Thursday, November 10, 1904 / Proposed Rules 5 6 3 0 3

a notice disallowing the request for 
additional production allowances. 
Within fen working days after receipt of 
notification, the person may file a notice 
of appeal, with supporting reasons, with 
the Administrator. The Administrator 
may affirm the disallowance or grant an 
allowance, as she/he finds appropriate 
in light of the available evidence. If no 
appeal is taken by the tenth day after 
notification, the disallowance will be 
final on that day.

(f) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001, for class 
1, Group VI, a person may obtain 
production allowances for that 
controlled substance equal to the 
amount of that controlled substance 
produced in the United States that was 
exported to be transformed or destroyed 
within a Party in the cases where 
production allowances were expended 
to produce such substance in 
accordance with the provisions of this 
paragraph.

(1) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1,2001, for class 
I, Group VI, a person must submit a 
request for production allowances that 
includes the following:

(1) The identities and addresses of the 
exporter and the recipient of the 
exports;

fii) The exporter’s Employer 
Identification Number;

(in) The names and telephone 
numbers of contact persons for the 
exporter and the recipient;

(iv) The quantity and type of 
controlled substances exported;

(v) The source of the controlled 
substance and the date purchased^

(vi) The date on which, and the port 
from which, the controlled substances 
were exported from the United States or 
its territories;

(vii) The country to which the 
controlled substances were exported;

(viii) The bill of lading and the 
invoice indicating the net quantity of 
controlled substances shipped and 
documenting the sale of the controlled 
substances to the purchaser for either 
transformation or destruction;

(ix) The commodity code of the 
controlled substance exported.

(x) Written statement from the 
producer that the controlled substance 
was produced with expended 
allowances.

(2) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001, for class 
I, Group VI, the Administrator will 
review the information and 
documentation submitted under 
paragraph (f)(1) of this section and will

assess the quantity of class I controlled 
substance that the documentation and 
information verifies was exported to be 
transformed or destroyed. The 
Administrator will issue the person 
production allowances equivalent to the 
controlled substances that the 
Administrator determines were 
exported to be transformed or destroyed. 
The Agency will grant allowances equal 
to 100 percent of volume intended for 
destruction or transformation. -The grant 
of allowances will be effective on the 
date that the notice is issued.

(3) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001, for class 
I, Group VI, if the Administrator 
determines that the documentation for 
production allowances does not 
satisfactorily substantiate that the 
person exported for transformation or 
destruction as claimed, the 
Administrator will issue a notice . 
disallowing the request for additional 
production allowances. Within ten 
working days after receipt of 
notification, the person may file a notice 
of appeal, with supporting reasons, with 
the Administrator, The Administrator 
may affirm the disallowance or grant an 
allowance, as she/he finds appropriate 
in light of the available evidence. If no 
appeal is taken by the tenth day after 
notification, the disallowance will be 
final on that day.

(g) Effective January 1,1996, and until 
January 1, 2000, a person may obtain 
destruction or transformation credits for 
a class I controlled substance (except 
class I, Group VI) equal to the amount 
of that controlled substance produced in 
the United States that was destroyed or 
transformed within the United States in 
cases where the controlled substance 
Was produced for an emissive use in 
accordance with the provisions of this 
subpart, subtracting an offset of 15 
percent.

(1) Effective January 1,1996, and until 
January 1, 2000, a person must submit 
a request for destruction or 
transformation credits that includes the 
following:

(i) The identity and address of the 
person;

(ii) The name, quantity and volume of 
controlled substance destroyed or 
transformed;

(iii) A copy of the invoice or receipt 
documenting the sale or transfer of the 
controlled substance to the person;

(iv) A certification of the previous use 
of the controlled substance;

(v) For destruction credits, a 
certification that the controlled 
substance was destroyed and a 
certification of the efficiency of the 
destruction process; and

(vi) For transformation credits, an IRS 
certificate of feedstock use or 
transformation of the controlled 
substance.

(2) Effective January 1,1996, and until 
January 1,2000, the Administrator will 
issue the person destruction or 
transformation credits equivalent to the 
class I controlled substance (except 
class I, Group VI) produced for emissive 
uses* that the Administrator determines 
were destroyed or transformed, 
subtracting the offset of 15 percent. For 
controlled substances completely 
destroyed under this rule, the Agency 
Will grant destruction credits equal to 
100 percent of volume destroyed minus 
the offset. For those controlled 
substances destroyed at less than a 98 
percent destruction efficiency, the 
Agency will grant destruction credits 
commensurate with that percentage of 
destruction efficiency that is actually 
achieved minus the offset. The grant of 
credits will be effective on the date that 
the notice is issued.

(3) Effective January 1,1996, and until 
January 1, 2000, if the Administrator 
determines that the request for 
destruction or transformation credits 
does not satisfactorily substantiate that 
the person destroyed or transformed a 
class I controlled substance (except 
class I, Group VI) as claimed, or that the 
controlled substance was not. previously 
used for an emissive purpose, the 
Administrator will issue a notice 
disallowing the request for additional 
destruction or transformation credits. 
Within ten working days after receipt of 
notification, the ̂ person may file a notice 
of appeal, with supporting reasons, with 
the Administrator. The Administrator 
may affirm the disallowance or grant an 
allowance, as she/he finds appropriate 
in light of the available evidence. If no 
appeal is taken by the tenth day after 
notification, the disallowance will be 
final on that day.

§ 82.10 Availability of consumption 
allowances in addition to baseline 
consumption allowances.

fa) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001 for class 
I, Group VI, any person may obtain, in 
accordance with the provisions of this 
subsection, consumption allowances 
equivalent to the level of class I 
controlled substances (other than used 
controlled substances or transhipments) 
that the person has exported from the 
United States and its territories to a 
Party (as listed in Appendix C to this 
subpart).

(1) Until January 1,1996, for all class 
I controlled substances, except Group 
VI, and until January 1, 2001 for class
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I, Group VI, to receive consumption 
allowances in addition to baseline 
consumption allowances, the exporter 
of the class I controlled substances must 
submit to the Administrator a request 
for consumption allowances setting 
forth the following: ] ; v

(1) The identities and addresses of the
exporter and the recipient of the 
exports; ’ -, - - „

(ii) The exporter’s Employer 
Identification Number;

(iii) The names and telephone 
numbers of contact persons for the 
exporter and the recipient;

fiv) The quantity and type of 
controlled substances exported;

(v) The source of the controlled 
substance and the date purchased;

(vi) The date on which, and the port 
from which, the controlled substances 
were exported from the United States or 
its territories;

(vii) The country to which thè 
controlled substances were exported;

(viii) The commodity còde of the 
controlled substance exported; and

(ix) Written statement from the 
producer that the controlled substance 
was produced with expended 
allowances.

(2) The Administrator will review the 
information and documentation 
submitted under paragraph (a)(1) of this 
section. The Administrator will issue 
the exporter contingent consumption 
allowances equivalent to the level of 
controlled substances that the 
Administrator determined will be 
exported contingent upon receipt of 
confirming documentation.

(3) To receive the consumption 
allowances; the exporter of the class I 
controlled substances must submit to 
the Administrator a request for 
consumption allowances including the 
following: ;

(i) The bill of lading and the invoice 
indicating the net quantity of controlled 
substances shipped and documenting 
the sale of the controlled substances to 
the purchaser.

(ii) [Reserved]
(4) The Administrator will assess the 

quantity of controlled substances that 
the documentation under paragraph
(a)(3) verifies was exported. The 
Administrator will issue the exporter 
consumption allowances equivalent to 
the level of controlled substances that 
the Administrator determined were 
exported. The grant of the consumption 
allowances will be effective on the date 
the notice is issued. If the Administrator 
determines that the confirming 
documentation does net satisfactorily 
substantiate that the person exported 
controlled.substances as claimed the 
Administrator will issue a notice that
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the consumption allowances are not 
granted.

(b) A person may obtain consumption 
allowances for that controlled substance 
equal to the, amount of a controlled 
subsfcuice either produced in, or 
imported into, the United States that 
was transformed or destroyed in the 
case where consumption allowances 
were expended to produce or import 
such substance in accordance with the 
provisions of this paragraph. Effective 
January 1,1996, consumption 
allowances will not be granted for a 
class I controlled substance (except 
class I, Group VI) produced in, or 
imported into, the United States that 
was transformed or destroyed. However, 
a person producing or importing a 
controlled substance (except class I, 
Group VI) that was transformed or 
destroyed must submit to the 
Administrator the information described 
under § 82.13 (f)(3) (i) and (ii).

(c) A company may also increase its 
consumption allowances by receiving 
production from another Party to the 
Protocol for class I, Group I through 
Group V and Group VII controlled 
substances until January 1,1996, and for 
class I, Group VI controlled substances 
until January 1, 2001. A nation listed in 
Appendix C to this subpart (Parties to 
the Montreal Protocol) must agree to 
transfer to the person for the current 
control period some amount of 
production that the nation is permitted 
under the Montreal Protocol. For trades 
from a Party, the person must obtain 
from the principal diplomatic 
representative in that nation’s embassy 
in the United States a signed document 
stating that the appropriate authority 
within that nation has established or 
revised production limits for the nation 
to equal the lesser of the maximum 
production that the nation is allowed 
under the Protocol minus the amount 
transferred, the maximum production 
that is allowed under the nation’s 
applicable domestic law miriuS the 
amount transferred, or the average of the 
nation’s actual national production level 
for the three years prior to the transfer 
minus the production allowances 
transferred. The person must submit tQ 
the Administrator a transfer request that 
includes a true copy of this document 
and that sets forth the following:

(1) The identity and address of the 
person;

(2) The identity of the Party;
(3) The names and telephone numbers

of contact persons for the person and for 
the Party; - • - *

(4) The chemical type and level of 
production being transferred; and ^ -

(5) The control period(s) to which the ■
transfer applies. , - . i »1

(d) On the first day of each control 
period the Agency will grant 
consumption allowances to any person 
that produced and exported a Group IV 
controlled substance in the baseline 
year and that was not granted baseline 
consumption allowances under §82.5 of 
this subpart.

(1) The number of consumption 
allowances any such person will be 
granted for each control period will be 
equal to the number of production 
allowances granted to that person under 
§82.7 for that control period.

(2) Any person granted allowances 
under this paragraph must hold the 
same number of unexpended 
consumption allowances for the control 
period for which the allowances were 
granted by February 15 of the following 
control period; Every kilogram by which 
the person’s Unexpended consumption 
allowances fall short of the amount the 
person was granted under this 
paragraph constitutes a separate 
violation.

§82.11 Exports to Article 5 Parties.
(a) A person may produce class I 

controlled substances for export (not 
including exports resulting in 
transformation dr destruction, or used 
controlled substances) to foreign states 
listed in appendix E to this subpart 
(Article 5 countries) if apportioned 
Article 5 allowances under § 82.9(a)., 
Upon notification, the Administrator 
will deduct from the person’s balance of 
Article 5 allowances the amount equal 
to the class I controlled substance 
exported.

(b) A person must submit a notice to
the Administrator of exports to Article 
5 countries (except transhipments, 
exports resulting in transformation or 
destruction, or used controlled 
substances) at the end. of the quarter that 
includes the following: ^

(1) The identities and addresses of the
exporter and.the recipient of the 
exports; • . ,,.

(2) The exporter’s Emp loyee 
Identification Number;

(3) The names and telephone numbers 
of contact persons for the exporter and 
for the recipient;

(4) The quantity and the type of 
controlled substances exported, its 
source and date purchased;

(5) The date on which, and the port 
from which, the controlled substances 
were exported from the United States or 
its-territories;

(6) The country to which the 
controlled substances were exported;

(7) A copy of the bill o f lading and 
invoice indicating the net quantity 
shipped and documenting the sale of
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the controlled substances to the 
purchaser;

(8) The commodity code of the 
controlled substance exported; and

(9) A copy of the contract covering the 
sale of the controlled substances to the 
recipient that contains provisions 
forbidding the^reexport of the controlled 
substance in bulk form and subjecting 
the recipient or any transferee of the 
recipient to liquidated damages equal to 
the! resale price of the controlled 
substances if they are reexported in bulk 
form.

§82.12 Transfers.
(a) Inter-company transfers.
(1) Until January 1,1996, for all class 

I controlled substances, except for 
Group VI, and until January 1, 2001, for ■ 
Group VI, any person (“transferor”) may 
transfer to any other person 
(“transferee”) any amount of the 
transferor’s consumption allowances or 
production allowances Or Article 5 
allowances, as follows:

(i) The transferor must Submit to the 
Administrator a transfer claim setting 
forth the following:

(A) The identities and addresses of 
the transferor and the transferee;

(B) The name and telephone numbers 
of contact persons for the transferor and 
the transferee;

(C) The type of allowances or 
authorizations being transferred, 
including the names of the controlled 
substances for which allowances are to 
be transferred;

(D) The group of controlled 
substances to which the allowances or 
authorizations being transferred ! 
pertains;

(E) The amount of allowances or 
authorizations being transferred;

(F) The control period(s) for which 
the allowances or authorizations are "  
being transferred;

(G) The amount of unexpended 
allowances of the type and for the 
control period being transferred that the 
transferor holds under authority Of this 
subpart as of the date the claim is 
submitted to EPA; and

(H) The amount of the one percent 
offset applied to tjie unweighted amount 
traded that will be deducted from the 
transferor’s allowance balance (except 
for trades from transformers and 
destroyers to producers or importers for 
the purpose of allowance 
reimbursement).

(ii) The Administrator will determine 
whether the records maintained by EPA, 
taking into account any previous 
transfers and any production, allowable 
imports and exports of controlled 
substances reported by the transferor* 
indicate that the transferor possesses, as
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of the date the transfer claim is 
processed, unexpended allowances 
sufficient to cover the transfer claim 
(i.e., the amount to be transferred plus, 
in the case of transferors of production 
or consumption allowances, one percent 
of that amount). Within three working 
days of receiving a complete transfer 
claim, the Administrator will take 
action to notify the transferor and 
transferee as follows:

(A) If EPA’s records shew that the 
transferor has sufficient unexpended 
allowances to cover the transfer claim, 
the Administrator will issue a xiotice 
indicating that EPA does not object to 
the transfer and Will reduce the 
transferor’s balance of unexpended 
allowances by the amount to be 
transferred plus, in the case of transfers 
of production or consumption 
allowances, one percent of that amount. 
When EPA issues a no objection notice, 
the transferor and the transferee may 
proceed with the transfer. However, if 
EPA ultimately finds that the transferor 
did nothave sufficient unexpended 
allowances to coyer the claim, the 
transferor and transferee will be held 
liable for any violations of the 
regulations of this subpart that occur as 
a result of, or in conjunction with, the 
improper transfer.

(B) If EP A’s records show that the 
transferor has insufficient unexpended 
allowances to cover the transfer claim, 
or that the transferor has failed to 
respond to one or more Agency requests 
to supply information needed to make a 
determination, the Administrator will 
issue a notice disallowing the transfer. 
Within 10 working days after receipt of 
notification, either party may file a . 
notice of appeal, with supporting 
reasons, with the Administrator. The 
Administrator may affirm or vacate the 
disallowance. If no appeal is taken by 
the tenth working day after notification, 
the disallowance shall be final on that 
day.

(iii) In the event that the 
Administrator does not respond to a 
transfer claim within the three working 
days specified in paragraph (a)(l)(ii) of 
this section, the transferor and 
transferee may proceed with the 
transfer. EPA will reduce the 
transferor’s balance of unexpended 
allowances by the amount to be 
transferred plus, in the case of transfers 
of production or consumption 
allowances, one percent of that amount. 
However, if EPA ultimately finds that 
the transferor did not have sufficient 
unexpended allowances to cover the 
claim, the transferor and transferee will 
be held liable for any violations of the 
regulations of this subpart that occur as

a result of, or in conjunction with, the 
improper transfer.

(2) Effective January 1,1995, any 
person (“transferor”) may transfer to 
any other person (“transferee”) any 
amount of the transferor's Article 5 
allowances. The transfer proceeds as 
follows:

(i) The transferor must submit to the 
Administrator a transfer claim setting 
forth the following:

(A) The identities and addresses of 
the transferor and the transferee ;

(B) The name and telephone numbers 
of contact persons for the transferor and 
the transferee; 1

(C) The type of allowances being 
transferred, including the controlled 
substances for which allowances are to 
be transferred;

(D) The group of controlled 
substances to which the allowances 
being transferred pertains; ‘ -

(E) The amount of Article 5 
allowances being transferred; ■ ‘1

(F) The control period(s) for which
the Article 5 allowances are being 
transferred; and ; , : : * : .

(G) The amount of unexpended 
Article 5 allowances for the control 
period being transferred that the 
transferor holds under authority of this 
subpart as of the date the claim is 
submitted to EPA.

(H) The amount of the one-percent 
offset applied to the unweighted amount 
traded that will be deducted from the 
transferor’s balance.

(ii) The Administrator will determine 
whether the records maintained by EPA, 
taking into account any previous 
transfers and any production of 
controlled substances reported by the 
transferor, indicate that the transferor 
possesses, as of the date the transfer 
claim is processed, unexpended Article 
5 allowances sufficient to cover the < 
transfer claim. Within three working ' 
days of receiving a complete transfer 
claim, the Administrator will take 
action to notify the transferor and 
transferee as follows:

(A) If EPA’s records show that the 
transferor has sufficient unexpended 
Article 5 allowances to cover the 
transfer claim the Administrator will 
issue a notice indicating that EPA does 
not object to the transfer and will reduce 
the transferor’s balance of unexpended 
Article 5 allowances by the amount to 
be transferred. When EPA issues a no 
objection notice, the transferor and the 
transferee may proceed with the 
transfer. However, if EPÀ ultimately 
finds that the transferor did not have 
sufficient unexpended Article 5 
allowances to cover the claim, the 
transferor and transferee will be held 
liable for any violations of the
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regulations of this subpart that occur as 
a result of, or in conjunction with, the 
improper transfer.

(B) If EPA’s records show that the 
transferor has insufficient unexpended 
Article 5 allowances to cover the 
transfer claim, or that thé transferor has 
failed to respond to one or more Agency 
requests to supply information needed 
to make a determination, the 
Administrator will issue a notice 
disallowing the transfer. Within 10 
working days after receipt of 
notification, either party may file a 
notice of appeal, with supporting 
reasons, with the Administrator. The 
Administrator may affirm or vacate the 
disallowance. If no appeal is taken by 
the tenth working day after notification, 
the disallowance shall be final on that 
day.

(iii) In the event that the 
Administrator does not respond to a 
transfer claim within the three working 
days specified in paragraph (a)(2)(ii) of 
this section, the transferor and 
transferee may proceed with the 
transfer. EPA will reduce the 
transferor’s balance of unexpended 
Article 5 allowances by the amount to 
be transferred. However, if EPA 
ultimately finds that the transferor did 
not have sufficient unexpended 
allowances to cover the claim, the 
transferor and transferee will be held 
liable for any violations of the 
regulations of this subpart that occur as 
a result of, or in cbnjunction with, the 
improper transfer.

(3) Effective January 1,1996, any 
person (“transferor”) may transfer to 
any other person (“transferee”) any 
amount of the transferor’s destruction 
credits or transformation credits. The 
type of credit received by the transferee 
in a transfer are the same type of credits 
transferred by the transferor. The 
transfer proceeds as follows:

(i) The transferor must submit to the 
Administrator a transfer claim setting 
forth the following:

(A) The identities and addresses of 
the transferor and the transferee;

(B) The name and telephone numbers 
of contact persons for the transferor and 
the transferee;

(C) The type of credits being 
transferred, including the names of the 
controlled substances for which credits 
are to be transferred;

(D) The group of controlled 
substances to which the credits being 
transferred pertains;

(E) The amount of destruction credits 
or transformation credits being 
transferred;

(F) The control period(s) for which 
the destruction credits or transformation 
credits are being transferred;

(G) The amount of unexpended 
destruction credits or transformation 
credits for the control period being 
transferred that the transferor holds 
under authority of this subpart as of the 
date the claim is submitted to EPA; and

(H) The amount of the one-percent 
offset applied to the unweighted amount 
traded that will be deducted from the 
transferor’s balance.

(ii) The Administrator will determine 
whether the records maintained by EPA, 
taking into account any previous 
transfers and any production of 
controlled substances reported by the 
transferor, indicate that the transferor 
possesses, as of the date the transfer 
claim is processed, unexpended 
destruction credits or transformation 
credits sufficient to cover the transfer 
claim (i.e., the amount to be transferred 
plus one percent of that amount).
Within three working days of receiving 
a complete transfer claim, the 
Administrator will take action to notify 
the transferor and transferee as follows:

(A) If EPA’s records show that the 
transferor has sufficient unexpended 
destruction credits or transformation 
credits to cover the transfer claim the 
Administrator will issue a notice 
indicating that EPA does not object to 
the transfer and will reduce the 
transferor’s balance of unexpended or 
credits by the amount to be transferred 
plus one percent of that amount. When 
EPA issues a no objection notice, the 
transferor and the transferee may 
proceed with the transfer. However, if 
EPA ultimately finds that the transferor 
did not have sufficient unexpended 
credits to cover the claim, the transferor 
and transferee will be held liable for any 
violations of the regulations of this 
subpart that occur as a result of, or in 
conjunction with, the improper transfer.

(B) If EPA’s records show that the 
transferor has insufficient unexpended 
destruction credits or transformation 
credits to cover the transfer claim, or 
that the transferor has failed to respond 
to one or more Agency requests to 
supply information needed to make a 
determination, the Administrator will 
issue a notice disallowing the transfer. 
Within 10 working days after receipt of 
notification, either party may file a 
notice of appeal, with supporting 
reasons, with the Administrator. The 
Administrator may affirm or vacate the 
disallowance. If no appeal is taken by 
the tenth working day after notification, 
the disallowance shall be final on that 
day.

(iii) In the event that the 
Administrator does not respond to a 
transfer claim within the three working 
days specified in paragraph (a)(2)(ii) of 
this section, the transferor and

transferee may proceed with the 
transfer. EPA will reduce the 
transferor’s balance of unexpended 
destruction credits or transformation 
credits by the amount to be transferred 
plus one percent of that amount. 
However, if EPA ultimately finds that 
the transferor did not have sufficient 
unexpended credits to cover the claim, 
the transferor and transferee will be 
held liable for any violations of the 
regulations of this subpart that occur as 
a result of, or in conjunction with, the 
improper transfer.

(b) Inter-pollutant conversions.
(1) Until January 1,1996, for all class 

I controlled substances, except Group 
VI, and until January 1, 2001 for Group 
VI, any person (“convertor”) may 
convert consumption allowances or 
production allowances for one class I 
controlled substance to the same type of 
allowance for another class I controlled 
substance within the group of controlled 
substances as the first as follows;

(i) The convertor must submit to the 
Administrator a conversion claim 
setting forth the following:

(A) The identity and address of the 
convertor;

(B) The name and telephone number 
of a contact person for the convertor*

(C) The type of allowances being 
converted, including the names of the ; 
controlled substances for which 
allowances are to be converted;

(D) The group of controlled 
substances to which the allowances 
being converted pertains;

(E) The amount and type of 
allowances to be converted;

(F) The amount of allowances to be 
subtracted from the convertor’s 
unexpended allowances, for the first 
controlled substance, to be equal to 101 
percent of the amount pf allowances 
converted;

(G) The amount of allowances or to be 
added to the convertor’s unexpended 
allowances for the second controlled 
substance, to be equal to the amount of 
allowances for the first controlled 
substance being converted multiplied by 
the quotient of the ozone depletion 
factor of the first controlled substance 
divided by the ozone depletion factor of 
the second controlled ffubstance, as 
listed in Appendix A to this subpart;

(H) The control period(s) for which 
the allowances are being converted; and

(I) The amount of unexpended 
allowances or authorizations of the type 
and for the control period being 
converted that the convertor holds 
under authority of this subpart as of the 
date the claim is submitted to EPA.

(ii) The Administrator will determine 
whether the records maintained by EPA, 
taking into account any previous
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conversions, any transfers, and any 
production, imports (not including 
transshipments, or used controlled 
substances), or exports (not including 
transshipments, or used controlled 
substances) of controlled substances 
reported by the convertor, indicate that 
the convertor possesses, as of the date 
the conversion claim is processed, 
unexpended allowances sufficient to 
cover the conversion claim (i.e., the 
amount to be converted plus, in the case 
of conversions of production or 
consumption allowances, one percent of 
that amount). Within three working 
days of receiving a complete conversion 
claim, the Administrator will take 
action to notify the convertor as follows:

(A) If EPA’s records show that the 
convertor has sufficient unexpended 
allowances to cover the conversion 
claim the Administrator will issue a 
notice indicating that EPA does not 
object to the conversion and will reduce 
the convertor’s balance of unexpended 
allowances by the amount to be 
converted plus, in the case of 
conversions of production or 
consumption allowances, one percent of 
that amount. When EPA issues a no 
objection notice, the convertor may 
proceed with the conversion. However, 
if EPA ultimately finds that the 
convertor did not have sufficient 
unexpended allowances to cover the 
claim, the convertor will be held liable 
for any violations of the regulations of 
this subpart that occur as a result of, or 
in conjunction with, the improper 
conversion.

(B) If EPA’s records show that the 
convertor has insufficient unexpended 
allowances to cover the conversion 
claim, or that the convertor has failed to 
respond to one or more Agency requests 
to supply information needed to make a 
determination, the Administrator will 
issue a notice disallowing the 
conversion. Within 10 working days 
after receipt of notification, the 
convertor may file a notice of appeal, 
with supporting reasons, with the 
Administrator. The Administrator may 
affirm or vacate the disallowance. If no 
appeal is taken by the tenth working day 
after notification, the disallowance shall 
be final on that day.

(iii) In the event that the 
Administrator does not respond to a 
conversion claim within the three 
working days specified in paragraph 
(b)(2) of this section, the convertor may 
proceed with the conversion. EPA will 
reduce the convertor’s balance of 
unexpended allowances by the amount 
to be converted plus, in the case of 
conversions of production or 
consumption allowances, one percent of 
that amount. However, if EPA

ultimately finds that the convertor did 
not have sufficient unexpended 
allowances to cover the claims, the 
convertor will be held liable for any 
violations of the regulations of this 
subpart that occur as a result of, or in 
conjunction with, the improper 
conversion.

(2) Effective January 1,1995, any 
person (‘ ‘convertor’ ’) may convert 
Article 5 allowances for one class I 
controlled substance to the same type of 
allowance for another class I controlled 
substance within the same Group of 
controlled substances as the first, as 
follows:

(i) The convertor must submit to the 
Administrator a conversion claim 
setting forth the following:

(A) The identity and address of the 
convertor;

(B) The name and telephone number 
of a contact person for the convertor;

(C) The type of Article 5 allowances 
being converted, including the names of 
the controlled substances for which 
allowances are to be converted;

(D) The group of controlled 
substances to which the Article 5 
allowances being converted pertains;

(E) The amount and type of 
allowances to be converted;

(F) The amount of allowances to be 
subtracted from the convertor’s 
unexpended allowances for the first 
controlled substance, to be equal to 101 
percent of the amount of allowances 
converted.

(G) The amount of Article 5 
allowances to be added to the 
convertor’s unexpended allowances for 
the second controlled substance, to be 
equal to the amount of allowances for 
the first controlled substance being 
converted multiplied by the quotient of 
the ozone depletion factor of the first 
controlled substance divided by the 
ozone depletion factor of the second 
controlled substance, as listed in 
Appendix A to this subpart.

(H) The control period(s) for which 
the Article 5 allowances are being 
converted; and

(I) The amount of unexpended Article 
5 allowances for the control period 
being converted that the convertor holds 
under authority of this subpart as of the 
date the claim is submitted to EPA.

(ii) The Administrator will determine 
whether the records maintained by EPA, 
taking into account any previous 
conversions, any transfers, and any 
production, or exports of controlled 
substances reported by the convertor, 
indicate that the convertor possesses, as 
of the date the conversion claim is 
processed, unexpended Article 5 
allowances sufficient to cover the 
conversion claim. Within three working

days of receiving a complete conversion 
claim, the Administrator will take 
action to notify the convertor as follows:

(A) If EPA’s records show that the 
convertor has sufficient unexpended 
Article 5 allowances to cover the 
conversion claim the Administrator will 
issue a notice indicating that EPA does 
not object to the conversion and will 
reduce the convertor’s balance of 
unexpended allowances by the amount 
to be converted. When EPA issues a no 
objection notice, the convertor may 
proceed with the conversion. However, 
if EPA ultimately finds that the 
convertor did not have sufficient 
unexpended Article 5 allowances to 
cover the claim, the convertor will be 
held liable for any violations of the 
regulations of this subpart that occur as 
a result of, or in conjuration with, the 
improper conversion.

(B) If EPA’s records show that the 
convertor has insufficient unexpended 
Article 5 allowances to cover the 
conversion claim, or that the convertor 
has failed to respond to one or more 
Agency requests to supply information 
needed to make a determination, the 
Administrator will issue a notice 
disallowing the conversion. Within 10 
working days after receipt of 
notification, the convertor may file a 
notice of appeal, with supporting 
reasons, with the Administrator. The 
Administrator may affirm or vacate the 
disallowance. If no appeal is taken by 
the tenth working day after notification, 
the disallowance shall be final on that 
day.

(iii) In the event that the 
Administrator does not respond to a 
conversion claim within the three 
working days specified in paragraph 
(b)(2)(ii) of this section, thé convertor 
may proceed with the conversion. EPA 
will reduce the convertor’s balance of . 
unexpended allowances by the amount 
to be converted. However, if EPA 
ultimately finds that the convertor did 
not have sufficient unexpended 
allowances to cover the claims, the • 
convertor will be held liable for any 
violations of the regulations of this 
subpart that occur as a result of, or in 
conjunction with, the improper 
conversion.

(3) Effective January 1,1996, any 
person (“convertor”) may convert 
destruction and/or transformation 
credits for one class I controlled 
substance to the same type of credits for 
another class I controlled substance 
within the same group of controlled 
substances as the first as follows:

(i) The convertor must submit to the 
Administrator a conversion claim 
setting forth the following:
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(A) The identity and address of the 
convertor;

(B) The name and telephone number 
of a contact person for the convertor;

(C) The type of destruction and/or 
transformation credits being converted, 
including the names of the controlled 
substances for which credits are to be 
converted;

(D) The group of controlled 
substances to which the destruction 
and/or transformation credits being 
converted pertains;

(E) The amount and type of credits to 
be converted;

(F) The amount of credits to be 
subtracted from the convertor’s 
unexpended credits for the first 
controlled substance, to be equal to 101 
percent of the amount of credits 
converted;

(G) The amount of destruction and/or 
transformation credits to be added to the 
convertor’s unexpended credits for the 
second controlled substance, to be equal 
to the amount of credits for the first 
controlled substance being converted 
multiplied by the quotient of the ozone 
depletion factor of the first controlled 
substance divided by the ozone 
depletion factor of the second controlled 
substance, as listed in Appendix A to 
this subpart.

(H) The control period(s) for which 
the destruction and/or transformation 
credits are being converted; and

(I) The amount of unexpended 
destruction and/or transformation 
credits for the control period being 
converted that the convertor holds 
under authority of this subpart as of the 
date the claim is submitted to EPA.

(ii) The Administrator will determine 
whether the records maintained by EPA, 
taking into account any previous 
conversions, any transfers, and any 
production, imports (not including 
transhipments, or used controlled 
substances), or exports (not including 
transhipments, exports for destruction 
or transformation, or used controlled 
substances) of controlled substances 
reported by the convertor, indicate that 
the convertor possesses, as of the date 
the conversion claim is processed, 
unexpended destruction and/or 
transformation credits sufficient to 
cover the conversion claim (i.e., the 
amount to be converted plus one 
percent of that amount). Within three 
working days of receiving a complete 
conversion claim, the Administrator 
will take action to notify the convertor 
as follows:

(A) If EPA’s records show that the 
convertor has sufficient unexpended 
destruction and/or transformation 
credits to cover the conversion claim the 
Administrator will issue a notice

indicating that EPA does not object to 
the conversion and will reduce the 
convertor's balance of unexpended 
credits by the amount to be converted 
plus pne percent of that amount. When 
EPA issues a no objection notice, the 
convertor may proceed with the 
conversion. However, if EPA ultimately 
finds that the convertor did not have 
sufficient unexpended destruction and/ 
or transformation credits to cover the 
claim, the convertor will be held liable 
for any violations of the regulations of 
this subpart that occur as a result of, or 
in conjunction with, the improper 
conversion.

(B) If EPA’s records show that the 
convertor has insufficient unexpended 
destruction and/or transformation 
credits to cover the conversion claim, or 
that the convertor has failed to respond 
to one or more Agency requests to 
supply information needed to make a 
determination, the Administrator will 
issue a notice disallowing the 
conversion. Within 10 working days 
after receipt of notification, the 
convertor may file a notice of appeal, 
with supporting reasons, with the 
Administrator. The Administrator may 
affirm or vacate the disallowance. If no 
appeal is taken by the tenth working day 
after notification, the disallowance shall 
be final on that day.

(iii) In the event that the 
Administrator does not respond to a 
conversion claim within the three 
working days specified in paragraph 
(b)(2) of this section, the convertor may 
proceed with the conversion. EPA will 
reduce the convertor’s balance of 
unexpended destruction and/or 
transformation credits by the amount to 
be converted plus one percent of that 
amount. However, if EPA ultimately 
finds that the convertor did not have 
sufficient unexpended destruction and/ 
or transformation credits to* cover the 
claims, the convertor will be held liable 
for any violations of the regulations of 
this subpart that occur as a result of, or 
in conjunction with, the improper 
conversion.

(3) Effective January 1,1995, and for 
every control period thereafter, inter- 
pollutant trades will be permitted 
during the 45 days after the end of a 
control period.

(c) Inter-company transfers and Inter
pollutant conversions.

(1) Until January 1,1996, if a person 
requests an inter-company transfer and 
an inter-pollutant conversion 
simultaneously, the amount subtracted 
from the convertor-transferor’s 
unexpended allowances for the first 
controlled substance will be equal to 
101 percent of the amount of allowances 
converted and transferred in the case of

transfer-conversions of production or 
consumption allowances.

(2) Effective January 1,1995, if a 
person requests an inter-company 
transfer and an inter-pollutant 
conversion simultaneously, the amount 
subtracted from the convertor- 
transferor’s unexpended Article 5 
allowances for the first controlled 
substance will be equal to 101 percent 
of the amount of Article 5 allowances 
converted and transferred in the case of 
transfer-conversions of Article 5 
allowances.

(3) Effective January 1, 1996, if a 
person requests an inter-company 
transfer and an inter-pollutant 
conversion simultaneously, the amount 
subtracted from the convertor- 
transferor’s unexpended destruction 
and/or transformation credits for the 
first controlled substance will be equal 
to 101 percent of the amount of 
destruction and/or transformation 
credits converted and transferred in the 
case of transfer-conversions of 
destruction and/or transformation 
credits allowances.

§82.13 Record-keeping and reporting 
requirements.

(a) Unless otherwise specified, the 
recordkeeping and reporting 
requirements set forth in this section 
take effect on January 1,1995.

(b) Reports and records required by 
this section may be used for purposes of 
compliance determinations. These 
requirements are not intended as a 
limitation on the use of other evidence 
admissible under the Federal Rules of 
Evidence.

(c) Unless otherwise specified, reports 
required by this section must be mailed 
to the Administrator within 45 days of 
the end of the applicable reporting 
period.

(d) Records and copies of reports 
required by this section must be 
retained for three years.

(e) In reports required by this section, 
quantities of controlled substances must 
be stated in terms of kilograms.

(f) Every person (“producer”) who 
produces class I controlled substances 
•during a control period must comply 
with the following recordkeeping and 
reporting requirements:

(1) Within 120 days of November 10. 
1994, or within 120 days of the date that 
a producer first produces a class I 
controlled substance, whichever is later, 
every producer who has not already 
done so must submit to the 
Administrator a report describing:

(i) The method by which the producer 
in practice measures daily quantities of 
controlled substances produced;
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(ii) Conversion factors by which the 
daily records as currently maintained 
can be converted into kilograms of 
controlled substances produced, 
including any constants or assumptions 
used in making those calculations (e.g., 
tank specifications, ambient 
temperature or pressure, density of the 
controlled substance);

(iii) Internal accounting procedures 
for determining plant-wide production;

(iv) The quantity of any fugitive losses 
accounted for in the production figures; 
and

(v) The estimated percent efficiency of 
the production process for the 
controlled substance.

Within 60 days of any change in the 
measurement procedures or the 
information specified in the above 
report, the producer must submit a 
report specifying the revised data or 
procedures to the Administrator.

(2) Every producer of a class I 
controlled substance during a control 
period must maintain the following 
records;

(i) Dated records of the quantity of 
each controlled substance produced at 
each facility;
v (ii) Dated records of the quantity of 
controlled substances produced for use 
in processes that result in their 
transformation or for use in processes 
that result in their destruction and 
quantity sold for use in processes that 
result in their transformation or for use 
in processes that result in their 
destruction;

(iii) Dated records of the quantity of 
controlled substances produced for an 
essential-use;

(iv) Dated records of the quantity of 
controlled substances produced with 
expended destruction and/or 
transformation credits;

(v) Copies of invoices or receipts 
documenting sale of controlled 
substance for use in processes resulting 
in their transformation or for use in 
processes resulting in destruction;

(vi) Dated records of the quantity of 
each controlled substance used at each 
facility as feedstocks or destroyed in the 
manufacture of a controlled substance 
or in the manufacture of any other 
substance, and any controlled substance 
introduced into the production process 
of the same controlled substance at each 
facility;

(vii) Dated records identifying the 
quantity of each chemical not a 
controlled substance produced within 
each facility also producing one or more 
controlled substances;

(viii) Dated records of the quantity of 
raw materials and feedstock chemicals 
used at each facility for the production 
of controlled substances;

(ix) Dated records of the shipments of 
each controlled substance produced at 
each plant;

(x) The quantity of controlled 
substances, the date received, and 
names and addresses of the source of 
recyclable or recoverable materials 
containing controlled substances which 
are recovered at each plant;

(xi) Records of the aate, the controlled 
substance, and the estimated quantity of 
any spill or release of a controlled 
substance that equals or exceeds 100 
pounds;

(xii) For transformation or destruction 
in the United States, copies of IRS 
certification that the controlled 
substance will be transformed or of the 
verification that it will be destroyed; for 
transformation or destruction outside 
the United States, a copy of all sales 
contracts certifying that the controlled 
substance that was exported, by the 
producer or another U.S. company, to a 
Party to the Protocol, will be 
transformed or destroyed in cases when 
production and consumption 
allowances were not expended;

(xiiij Written verifications that 
essential-use allowances were conveyed 
to the producer for the production of 
specified quantities of a specific 
controlled substance that will only be 
used for the named essential-use; and

(xiv) Written verifications from a U.S. * 
purchaser that the controlled substance 
was exported to an Article 5 country in 
cases when Article 5 allowances were 
expended during production.

(3) For each quarter, each producer of 
a class I controlled substance must 
provide the Administrator with a report 
containing the following information:

(i) The production by company in that 
quarter of each controlled substance, 
specifying the quantity of any controlled 
substance used in processing, resulting 
in its transformation by the producer;

(ii) The amount of production for use 
in processes resulting in destruction of 
controlled substances by the producer;

(iii) The levels of production 
(expended allowances) for each 
controlled substance;

(iv) The producer’s total of expended 
and unexpended production 
allowances, consumption allowances, 
Article 5 allowances, essential-use 
allowances and destruction and/or 
transformation credits at of the end of 
that quarter;

(v) The quantity of recyclable and 
recoverable materials received 
containing the controlled substances 
which are recovered;

(vi) The amount of controlled 
substance sold or transferred during the 
quarter to a person other than the 
producer for use in processes resulting

in its transformation or eventual 
destruction;

(vii) Internal Revenue Service 
Certificates in the case of 
transformation, or the purchaser’s 
destruction verification in the case of 
destruction, showing that the purchaser 
or recipient of a controlled substance 
intends to either transform or destroy 
the controlled substance;

(viii) A list of the essential-use 
allowance holder and/or laboratory from 
whom orders were placed and the 
quantity of specific essential-use 
controlled substances requested and 
produced;

(ix) A list of U.S. purchasers of 
controlled substances that exported to 
an Article 5 country in cases when 
Article 5 allowances were expended 
during production; and

(x) A list of the quantities and names 
of controlled substances exported, by 
the producer and or by other U.S. 
companies, to a Party to the Protocol 
that will be transformed or destroyed 
and therefore were not produced 
expending production or consumption 
allowances.

(4) For any person who fails to 
maintain the records required by this 
paragraph, or to submit the report 
required by this paragraph, the 
Administrator may assume that the 
person has produced at full capacity 
during the period for which records 
Were not kept, for purposes of 
determining whether the person has 
violated the prohibitions at § 82.4 of this 
subpart.

(g) Importers of class I controlled 
substances during a control period must 
comply with record-keeping and 
reporting requirements specified in this 
subsection.

(1) Recordkeeping—Importers. Any 
importer of a class I controlled 
substance (including used, recycled and 
reclaimed controlled substances) must 
maintain the following records:

(i) The quantity of each controlled 
substance imported, either alone or in 
mixtures, including the percentage of 
each mixture which consists of a 
controlled substance;

(ii) The quantity of those controlled 
substances imported that are used, 
recycled or reclaimed;

(iii) The quantity of controlled 
substances other than transhipments or 
used, recycled or reclaimed substances 
imported for use in processes resulting 
in their transformation or destruction 
and quantity sold for use in processes 
that result in their destruction or 
transformation;

(iy) The date on which the controlled 
substances were imported;
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(v) The port of entry through which 
the controlled substances passed;

(vi) The country from which the 
imported controlled substances were 
imported;

(vii) The commodity code for the 
controlled substances shipped;

(viii) The importer number for the 
shipment;

(ix) A copy of the bill of lading for the 
import;

(x) The invoice for the import;
(xi) The quantity of imports of used 

class I controlled substances and class II 
controlled substances;

(xii) The U.S. Customs entry form;
(xiii) Dated records documenting the 

sale or transfer of controlled substances 
for use in process resulting in 
transformation or destruction;

(xiv) Copies of IRS certifications that 
the controlled substance will be 
transformed or destruction verifications 
that it will be destroyed;

(xv) Dated records of the quantity of 
controlled substances produced for an 
essential-use; and

(xvi) Copies of documents conveying 
the right to import controlled substances 
for essential uses.

(2) Reporting Requirements-Importers. 
For each quarter, every importer of a 
class I controlled substance (including 
importers of used controlled substances) 
must submit to the Administrator a 
report containing the following 
information:

(i) Summaries of the records required 
in paragraph (g)(l)(i) through (xvi) of 
this section for the previous quarter;

(ii) The total quantity imported in 
kilograms of each controlled substance 
for that quarter;

(iii) The quantity of those controlled 
substances imported that are used, 
recycled or reclaimed;

(i v ) The levels of import (expended 
consumption allowances) of controlled 
substances for that quarter and totaled 
by chemical for the control-period-to- 
date;

(vii) The importer’s total sum of 
expended and unexpended 
consumption allowances by chemical as 
of the end of that quarter;

(viii) The amount of controlled 
substances imported for use in 
processes resulting in their 
transformation or destruction; ,

(ix) The amount of controlled 
substances sold or transferred during 
the quarter tq each person for use in 
processes resulting in their 
transformation or eventual destruction;

(x) The amount of controlled 
substances sold or transferred during 
the quarter to each person for an 
essential use;

(xi) Internal Revenue Service 
Certificates showing that the purchaser

or recipient of imported controlled 
substances intends to transform those 
substances or destruction verifications 
showing that purchaser or recipient 
intends to destroy the controlled 
substances; and

(xii) A list of the essential-use 
allowance holder and/or laboratory from 
whom orders were placed and the 
quantity of specific essential-use 
controlled substances requested and 
imported.

(h) Reporting Requirements-Exporters. 
For any exports of class I controlled 
substances not reported under § 82.10 of 
this subpart (additional consumption 
allowances), or under § 82.13(f)(3) 
(reporting for producers of controlled 
substances), the exporter who exported 
a class I controlled substances must 
submit to the Administrator the 
following information within 45 days 
after the end of the control period in 
which the unreported exports left the 
United States:

(1) The names and addresses of the 
exporter and the recipient of the 
exports;

(2) The exporter’s Employee 
Identification Number;

(3) The type and quantity of each 
controlled substance exported and what 
percentage, if any, of the controlled 
substance are recycled or used;

(4) The date on which and the port 
from which the controlled substances 
were exported from the United States or 
its territories;

(5) The country to which the 
controlled substances were exported; 
and

(6) The commodity code of the 
controlled substance shipped.

(7) The sales contract certifying that 
the controlled substance that was 
exported to a Party to the Protocol will 
be transformed or destroyed.

(i) Every person who has requested 
additional production allowances or. 
destruction and/or transformation 
credits under § 82.9 (e), (f) and (g) of this 
subpart or consumption allowances 
under § 82.10(b) of this subpart or who 
transforms or destroys class I controlled 
substances not produced by that person 
must maintain the following:

(1) Dated records of the quantity and 
level of each controlled substance 
transformed or destroyed;

(2) Copies of the invoices or receipts 
documenting the sale or transfer of the 
controlled substance to the person;

(3) In the case where those controlled 
substances are transformed, dated 
records of the names, commercial use, 
and quantities of the resulting 
chemical (s);

(4) In the case where those controlled 
substances are transformed, dated

records of shipments to purchasers of 
the resulting chemical(s);

(5) Dated records of all shipments of 
controlled substances received by the 
person, and the identity of the producer 
or importer of the controlled substances;

(6) Dated records of inventories of 
controlled substances at each plant on 
the first day of each quarter; and

(7) A copy of the person’s 1RS 
certification of intent to transform or the 
purchaser’s or recipient’s destruction 
verification of intent to destroy, in the 
case where substances were purchased 
or transferred for transformation or 
destruction purposes.

(j) Persons who destroy class I 
controlled substances shall, following 
promulgation of this rule, providé EPA 
with a one-time report stating the 
destruction unit’s destruction efficiency 
and the methods used to record the 
volume destroyed and those used to 
determine destruction efficiency and the 
naine of other relevant federal or state 
regulations that may apply to the 
destruction process. Any changes to the 
unit’s destruction efficiency or methods 
used to record volume destroyed and to 
determine destruction efficiency must 
be reflected in a revision to this report 
to be submitted to EPA within 60 days 
of the change.

(k) Persons who purchase or receive 
and subsequently destroy controlled 
class I substances that were originally 
produced without expending • 
allowances shall provide the producer 
or importer from whom they purchase 
or receive controlled substances to be 
destroyed with a verification that 
controlled substances will be used in 
processes that result in their 
destruction.

(l) The verification shall include the 
following:

(1) Identity and address of the person 
intending to destroy controlled 
substances;

(ii) Indication of whether those 
controlled substances will be 
completely destroyed, as defined in 
§ 82.3 of this rule, or less than 
completely destroyed, in which case the 
destruction efficiency at which such 
substances will be destroyed must be 
included;

(iii) Period of time over which the 
person intends to destroy controlled 
substances; and

(iv) Signature of the verifying person.
(2) If, at any time, any aspects of this 

verification change, the person must 
submit a revised verification reflecting 
such changes to the producer from 
whom that person purchases controlled 
substances intended for destruction.

(1) Persons who purchase class I 
controlled substances and who
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subsequently transform such controlled 
substances shall provide the producer or 
importer with the IRS certification that 
the controlled substances are to be used 
in processes resulting in their 
transformation. '

(m) Any person who transforms or 
destroys class I controlled substances 
who has submitted an IRS certificate of 
intent to transform or a destruction 
verification to the producer of the 
controlled substance, or who has 
requested destruction and/or 
transformation credits from the 
Administrator must report the names 
and quantities of class I controlled 
substances transformed and destroyed 
for each control period within 45 days 
of the end of such control period.

(n) Every person who produces, 
imports, or exports class II chemicals 
must report its quarterly level of 
production, imports, and.exports of 
these chemicals within 45 days of the 
end of each quarter (except those 
substances transformed or destroyed).

(o) Persons who import used, recycled 
or reclaimed controlled substances must 
label their bill of lading or invoice 
indicating that the controlled substance 
is used, recycled or reclaimed.

(1) Every person who imports used or 
recycled controlled substances must 
present a letter to United States Customs 
for entry clearance, that contains the 
following:

(i) the previous use of each controlled 
substance in each shipment, and

(ii) the intended reclamation 
destination of each controlled substance 
in a shipment.

(2) Every person who imports 
reclaimed controlled substances must 
present a letter to United States Customs 
for entry clearance, that contains the 
following:

(i) the previous use(s) of each 
controlled substance in a shipment, and

(ii) the reclamation facility (or name 
of equipment used) in the foreign 
country where the controlled substance 
was reclaimed.

(p) Persons who export used, recycled 
or reclaimed controlled substances must 
label their bill of lading or invoice 
indicating that the controlled substance 
is used, recycled or reclaimed.

(q) Persons who import heels of 
controlled substances must label their 
bill of lading or invoice indicating that 
the controlled substance in the 
container is a heel.

(r) Every person who brings back a 
container with a heel to the United 
States must report the annual quantity 
brought back into the United States 
within 45 days of the end of the control 
period.

(s) Every person who imports or 
exports used, recycled or reclaimed 
group II, class I controlled substances, 
or class II controlled substances must 
report its annual level within 45 days of 
the end of the control period.

(t) Every person who transships a 
controlled substance must maintain 
records that indicate that the controlled 
substance shipment originated in one

country destined for another country, 
and does not enter interstate commerce 
with the United States.

(u) Any person who submits an order 
to a producer or importer for a 
controlled substance for an essential use 
must report the annual quantity 
received from each producer or importer 
within 45 days of the end of the control 
period. Those persons receiving 
controlled substances under the 
exemption for laboratories must provide 
a detailed description of the analytical 
procedures for which the specific 
controlled substance is essential and 
reference the published instructions, 
standards or specifications. The person 
reporting should submit the following:

(1) The identity and address of the 
person;

(2) The names, quantity, and level of 
controlled substance transformed or the 
name, quantity and volume destroyed;

(3) A copy of the invoice or receipt 
documenting the sale of the controlled 
substance to the person;

(4) A certification that production 
allowances were expended for the 
production of the controlled substance;

(5) If the controlled substance is 
transformed, the name, quantity, and 
verification of the commercial use of the 
resulting chemical transformed; and

(6) If the controlled substance is 
destroyed, the efficiency of the 
destruction process.

Appendix A to Subpart A—Class 1 
Controlled Substances

Class 1 controlled substances
Ozone

depletion
potential
(OOP)

A. Group I:
CFCI3-Trichlprofluoromethane (CFC-1 1 ) .......... ......
CF2Cl2'Dictilorofif}uoromethane (CFC-1 2 ) ......
C2F3CI3-Trichlorotrifluoroethane (CFC-113) .... .
CaF^h-Dichlorotetrafluoroethane (CFC-1 1 4 ) .......
C2F5CI-Monochloropentafluoroethane (CFC-115) ... 
AU isomers of the above chemicals.

B. Groupil:
CF2CIBr-Bromoch!orodifluoromethane (Halon-1 2 1 1 )
CFjBr-Bromotrifluoromethane (Halon-1301)  ..... ......
C2F4Br2-Dibromotetrafluoroethane (Halon-2402) ......
Air isomers of the above chemicals.

C. Group III:
CFjCFChlorotrifluoromethane (GFC-13)  .... ........
C2FPs-(CFC-1 1 1 ) ................................... ...........
C2F2Cl4-(CFC-112) .1....... ........ .....;..... ...........  .
C3FCi7-(CFC-2 1 1 ) ................. ................... .
C3F2Cle-(CFC-212) ...................... ................. .
C3F3Cls-(CF0213) ............. ..... ;........... ..........
C3F4Cl4-(CFC-214) ........... ...................... ;.........
C3FsCh-(CFC-215) ........... ................... .............
C3F6CI2-(CFC-t21 6) ............... ................... .........
C3F7CI-(CFG-217)..... ........................... ......... .
All isomers of. the above chemicals,

D Group IV:
GCU-Carbon Tetrachloride .... .............. ...... .

E. Group V:

1.0
1.0
0.8
1.0
0 .6 ,

3.0
10.0
6.0

1.0
1.0
1.0
1.0
1.0
1.0
1.0
1.0
1.0
1.0

1J
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Class 1 controlled substances

Ozone
depletion
potential

(ODP)

0.1
All isomers of the above chemical except 1,1,2-trichloroethane. 

F. Group VI: ' 6.7
G. Group VII:

1.00
ru e .R r  fURFP 99m \ ....... ................................................... ;........ ............. ................................................ 0.74
CH2FBr „ ,,...... ...................... ................................................................... ...........................................- .......... 0.73
P-HFRr. ‘ .................. .......... .................. ...;........................ ................... ................................................................ ......... 0 .3-0 .8
P-WF-Rr. ' ........ ..............  . . . . .. .. ........................... ........................ ...v..i................................................. 0 .5-1 .8
PH F.R r- ........ ........... .................. „........................................................... ............. ................................... 0 .4-1.6
P-WF.Rr .............................. ......... ................ ........................ ........................................................................... 0.7-1.2
P-H-FRr, .. .............................................. .............................................. ..................................................... 0.1-1.1
P-U~P~Rr~ i ...... ;....................... ................................ ............................... ........................................ 0 .2-1.5
P-W-F.Rr ...................................... ................................................... ...................... .......... .............................. 0 .7-1.6
P-W,FRr- ; • ' ' - . ................................. ...................................... ..... .............. .......................................... 0.1-1.7
P-U-F-Rr .............................’......................... ............................................ ................... ...... ....... .................. . 0 .2 - t . t
P-W.FRr .... ...........1........... ................................. ......... ...... ............................. ; . . . ................... 0.07-6.1
C.WFRr, ! > ; : . !! ................................ ........................ ......................................... ..................................... .............. 0 .3-1.5
p^WP^Rr-! .................11.................................................................. ............ ................... ................................. •• 0.2-1.9
P~WP,Rr. . ............................. .„.I......;............................ ............. .................... .................. ................... 0 .3-1.8
P.MF.Rr. ............................................... ................................................................................................................. 0 .5 -2 2
P.UF,Rr» ................ ..... ...................................................... 0.9-2.0
r.H F . Rr .................................................. ..............................................................................................——• 0.7-3.3
r.H .FR r. ........... ............................ ............................................................ ....................................... ...... 0.1-1.9

0.2-2.1
n.W.F.Rri ......................... ............ .......... ................................... ................................................... . 0.2-$.6
n.W.F.Rr^ .. . .  „ ..... ................ ........................................................ ..................... ..........U............................... 0 .3-7.5
P.FUF.Rr .............................................. ....................... ........... ........ ........................ - ......... ...... ......................... 0.9-14
P.W.FRr. ............ ............ .......... .................. .......... ............. ................................................................. . 0.08-1.9
P.W.F-Rr. ' ........................................... ......................................... .......... ............ ..............................—........... 0.1-3.1
f'-W.F.Ri’- .. ....J.................... ................................................... ............................................ .................. . 0 .1-2.5
P H .F .R r ............................................................ ................................... .................. .......................... 0.3-4.4
P.W.FRr. . . ...... ............ ........... .......... ............................................ ......................... ............................ 0 .03-0.3

0 .1- 1.0
P.W.FvRr :..... .......i............................ .................. ...... ...... .................................................... .................. 0.07-0.8
r.H .FR r. ; ........................................................................................................................................................ 0.04-0.4
PH-F..Rr . . .  .......... ...................................................................................................................................... 0.07-0.8
CiH*FB .:..... ............................................................................................................................... .#........... ..... -,.......r ...^.......................................... 0.02-0.7

Appendix B to Subpart A.—Class II Controlled Substances

Controlled substance

CHFC12 -Dichlbrofluoromethane (HCFC-21 ) 
CHF2 C1 -Chlorodifluoromethane (HÇFC-22) 
CH?F C 1 -Chlorofluorométhane (HCFC-31).. 
C 2 HFC14 -(HCFC-121) 
C 2 HF2 Cl3-(HCFC-12è)
C 2HF3C12-{HCFC-123) .....
C 2HF4C1-(HCFC-124) ....................
C 2H2FC13-(HCFC-131 ) ............... .....................
C 2 H2 F2 C12 -(HCFC-132b) ..... .....
C 2H2F3C1-(HCF0133a).................................
C 2H3FC12-(HCF0141b)  ................
C 2H3F2C1-(HCFC-142b)
c 3h c f c i 6-(h c f g -22i  ) .......... ....:...............
C 3 HF2 C 1 s-(HCFC-222) ......................   ..
C3HF3c1 4-(HCFC-223) ........... ......................
C 3HF4C13-<HCFC-224) .L .,.i.....i...........
G3H f5C1r(HCFC-225ca)
C 3HF5G1-{HCFC-225cb).......................  .....
G3HF6C1-(HCFG-226) ..................... ...............
C 3 H2 FC15-(HCFC-23l ) .....................................
C 3H2F2C14*(HCFC-232) ...... ............. .........
C 3H2F3C13-(HCFC-233) .............................. ....
C 3H2F4C12-(HCFC-234) ............................. .....
C 3 H2 F5 CI-(HCPC-235) .:.....ir....................... .
C 3H3FC14-(HCFC-241) . L ,U ...... ..................
C 3H3F2C13-(HCFC-242) .....^.i......................
C 3 H3 F3 C 1  2-(HCFC-243) .....*........... . . . . . . . . . .

GDP

. [reserved] 

. 0.05 

. [reserved] 

. [reserved] 

. [reserved] 
. . .  0.02 
„ 0.02 
.. [reserved] 
. [reserved] 
.. [reserved] 
.. 0.12 
.. 0.06 
.. [reserved] 
„ [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved] 
..' [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved] 
.. [reserved]
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Appendix B to Subpart A/—Class il Controlled Substances—Continued

Controlled su b stan ce O D P

C 3 H3 F 4 C I (H C F G -2 4 4 )........................*......... ; .......... .................. .............. ...... .. ........................ ..................
C 3 H4 FC I 3-(H C FC -251 j .......... ................. ............................... .......... .................................... .............. .......... .................
C 3H4 F 2 C I 2-(H C FC -252) ..................... ........................ .............................. ....... ........... ...................................... ............... . .
C 3 H4 F 3 C I -(H C F C -2 5 3 ) ............................. .................. ..................................... .............. ............................................
C 3H5FC t2-(H C F C -261) .................................. ........... .................. .................... ............................................. . [reserved]
C 3 H5 F 2 CI -(H C F C -2 6 2 ) ..................... ........................................ ................................................ ........... ................................. .
C 3H6F C 1-(H C F C -271) .......................... ....................................................................................................... [reserved]
All isom ers of the above chem icals.

Appendix C to Subpart A.—Parties to the Montreal Protocol and Nations Complying With, But Not Parties
to, the Protocol

[Annex 1—Parties to the Montreal Protocol] , ,  j ,

Foreign State Montreal 
s Protocol

London . 
Amend
ments

Copenha
gen Amend

ments

H  V ■ 4
Antigua and Barbuda................... ............................. ............. ...................... ...... ........ v 4 ; V
Argentina ................... ................ ........ ............... .......................................... ....... v • 4
Australia ................................. ........................ ..................... ........... ................... ......... V ■ V

..... v 4
Bahamas ................ ....................... ............... ..... ........ .............................. ................. v 4 . V .

v 4
Bangladesh ..................................................... ..................................... .............. : V '
Barbados ...................... .1......... .............................. ............ ...... ...................... . " v  ■1 '1 ■

■ V '■
v • V :
v '

Bosnia and Herzegovina ........................ ............ ...... ............... ................. ...... .......... • r
Botswana.... .............. ................. .................. ........................... ....... ......... . v

V v
V
v

Burkina Faso ........... .......... ...... .............................. ......... ..... ............. .. -, V
... ; ■ fCameroon ........................ ............. ........ ....... ........ ............ .......... ...1......... ................ . ■*7 .; j 4

• v V
Central African Republic............ ................... .................... ......... ..................... .............:....... . . V v 

4Chile .......... ........................ ................................ ...... ........... ............ 4
China ...... ..... ......... ..................... ......... ........ ........ ......... ;. ; ....................  . 4  j \ V
Colombia ...................... ............................... ................ ........... . V

V
Costa R ica...... ............ ..................................... ................................................. V
Cote Ivo ire .................. .......... .......... .................................... ....................... ....... . 4

4 V
V
4

Czech Republic......... ............ ,................... .................... ...... ........................ \  4
Denmark ........................................ .............. . .................. ........ ......... 4 4  ? ’ V '
Dominica........ ............. ........... ................... ............. .............. ..... . 4 4
Ecuador..... ............... ....... ....................... ............. ........ ................... 4 4  ‘ V

V 4
El Salvador................... ..................... ..... .......... ...... ...... .......... 4
European E.C....... .................................. .......................................... ............. . V - 4
Fiji/...................................... .................. .......... ..................... .......... ......... .................. ;...... . 4
Finland.... ...................................... ................................... ........... . 4 4 4
France..... .................... ........... ........................ .................. V 4
Gabon....... ............................. .'...... ............ ................... ....... 4
Gambia ........................... .......... ....................... .......... '  4
Germany.............................................. ..................................... 4 4 V ...
Ghana .................... ........... ........................................... 4 4
Greece.... ................................................. ................... V 4
Grenada ............................. .................................................. 4 V
Guatemala ................ ................................. ......................... ........................... V

4 4
4 V

Honduras .............. ................. ......... ..................... .............  „ ..... . j  ..

Hungary............. ............................... ....................... ...................... .......... 4 V
Iceland................ .......................................... .......... ............... 4 4

4 V.
■ : 'Indonesia...;............................................................................................ r  \

l
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Appendix C to Subpart A.—Parties to the Montreal Protocol and Nations Complying With, But Not Parties
to, the Protocol—Continued

[Annex 1—Parties to the Montreal Protocol]

Foreign State Montreal
Protocol

London
Amend
ments

Copenha
gen Amend

ments

Iran 
Ireland 
Israel
Ita ly__
Jamaica 
Japan...
Jordan .
Kenya ..
Kiribati
Korea, Republic of
Kuwait...................
Lebanon 
Libya
Liechtenstein 
Luxembourg 
Malawi 
Malaysia 
Maldives 
Malta
Marshall Islands
Mauritius..........
Mexico 
Monaco 
Morocco 
Myranmar 
Namibia 
Netherlands 
New Zealand 
Nicaragua 
Niger 
Nigeria 
Norway 
Pakistan 
Panama
Papua New Guinea 
Paraguay 
Peru
Philippines 
Poland 
Portugal 
Romania
Russian Federation 
Saint Kitts and Nevis 
Saint Lucia 
Samoa 
Saudi Arabia 
Senegal 
Seychelles 
Singapore 
Slovenia 
Solomon Islands 
South Africa 
Spain 
Sri Lanka 
Sudan 
Swaziland 
Sweden 
Switzerland 
Syrian Arab Republic 
Tanzania, United Republic of 
Thailand 
Togo
Trinidad and Tobago 
Tunisia
Turkey.........
Turkministan 
Tuvalu 
Uganda
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Appendix C to Subpart A,—Parties to the Montreal Protocol and Nations Complying With, But Not Parties
to, the Protocol—Continued

[Annex 1—Parties to the Montreal Protocol]

Foreign State Montreal
Protocol

London
Amend
ments

Copenha
gen Amend

ments

Ukranian SSR ..........................l.......... ...................... ................ ....... .................. v
United Arab Emirates .......... .................................................. ............. ........... v
United Kingdom............................. ........ ......................... ....................... ■J v
United States.......................................................................................... .......... ...... v v J

V v
Uzbekistan............................................................ .'.............................................. V
Venezuela............... ........... ........... ............................... ................. ............. V v
Viet Nam ................. ........ ........... ....................................................................... v v J
Yugoslavia............................... ........... ................. . .... _________________ v

v
Zimbabwe................... ................................... ............ ...................................... V

Annex 2—Nations Complying With, but 
not Parties to, the Protocol [Reserved]

Appendix O to Subpart A—Harmonized 
Tariff Schedule Description of 
Products That May Contain Controlled 
Substances in Appendix A to Subpart 
A, Class I Groups 1 d^d ii

This Appendix is based on 
information provided by the Ozone 
Secretariat of the United Nations Ozone 
Environment Programme.1 The 
Appendix lists available U.S. 
harmonized tariff schedule codes 
identifying headings and subheadings 
for Annex D products that may contain 
controlled substances. The Harmonized 
Tariff Schedule of the United States

uses an enumeration system to identify 
products imported and exported to and 
from the U.S. This system relies on a 
four digit heading, a four digit 
subheading and additional two digit 
statistical suffix to characterize 
products. The United States uses the 
suffix for its own statistical records and 
analyses. This Appendix lists only 
headings and subheadings.

While some can be readily associated 
with harmonized system codes, many 
products cannot be tied to HS 
classifications unless their exact 
composition and the presentation are 
known. It should be noted that the 
specified HS classifications represent 
the most likely headings and 
subheadings which may contain

substances controlled by the Montreal 
Protocol. The codes given should only 
be used as a starting point; further 
verification is needed to ascertain 
whether or not the products actually 
contain controlled substances.
Category 1. Automobile and Truck Air 
Conditioning Units (Whether 
Incorporated in Vehicles or Not)

There are no separate code numbers 
for air conditioning units specially used 
in automobiles and trucks. Although a 
code has been proposed for car air 
conditioners, it is not yet officially 
listed in the Harmonized Tariff 
Schedule (see category 2). The following 
codes apply to the vehicles potentially 
containing air conditioning units.

Heading/subheading Artide description

2 8701.(10, 20, 30,90) .
8702 ........................... .
8702.10 ............. ...... .....
8702.90 ....................... ..
8703 ________ ;______

Tractors.
Public-transport type passenger motor vehicles.
With compression-ignition internal-combustion piston engine (diesel or semi-diesel).
Other.
Motor cars and other motor vehicles principally designed for the transport of persons (other than those of heading 

87Ô2), including station wagons and racing cars.
8703.10 Vehides specially designed for traveling on snow; golf carts and similar vehicles; includes subheadinq 10.10 and 

10.50.
8703.(21,22,23, 24) ...
8703. (31,32,33, 90) ...
8704 ........... ...................
8704.10.(10, 5 0 )...........
8704. (21,22, 2 3 )..........
8704.(31,32, 9 0 )_____
8705 ..............................

8705.10 ___
8705.20 .... .
8705.30 .......
8705.90 .......

Other vehicles, with spark-ignition internal combustion reciprocating engines.
Other vehides, with compression-ignition internal combustion piston engine (diesel or semi-diesel).
Motor vehicles for the transport of goods.
Dumpers designed for off-highway use.
Other, with compression-ignition internal combustion piston engine (diesel or semi-diesel).
Other, with compression-ignition internal combustion piston engine.
Special purpose motor vehicles, other than those principally designed for the transport of persons or goods (for exam

ple, wreckers, mobile cranes, fire fighting vehicles, concrete mixers, road sweepers, spraying vehicles, mobile work
shops, mobile radiological units).

Crane lorries.
Mobile drilling derricks.
Fire fighting vehicles.
Other.

. .^ f t t this vehicle air conditioning units are considered components of vehides or are dassified under the general category for air condi
tioning and refrigeration equipment. Vehides containing air conditioners are therefore considered products containing controlled substances.

1 ‘‘A Not© Regarding the Harmonized System 
Code Numbers for the Products Listed in Annex D." 
Adopted by Decision IV/15 paragraph 3, of the

Fourth Meeting of the Parties in Copenhagen. 23- 
25 November, 1992.



5 6 3 1 6 Federal Register / Vol. 59, No. 217 / Thursday, November 10, 1994 / Proposed Rules

Category 2. Domestic and Commercial Refrigeration and Air Conditioning/Heat Pump Equipment 
Domestic and commercial air conditioning and refrigeration equipment fall primarily under headings 8415 and 8418

Heading/subheading Article description

8415 .........

8415.20 ....
8415.10.00
8415.81.00
8415.82.00

8415.83 .......
8418 .... .......

8418.10.00 ...
8418.21.00 ...
8418.22.00 ...
8418.29.00 ...
8418.30.00 ...
8418.40 .......
8418.50.0040

8418.61.00 ...
8418.69 .......

8479.89.10

Air conditioning machines, comprising a motor-driven fan and elements for changing the temperature and humidity, in
cluding those machines in which the humidity cannot be separately regulated.

Proposed code for air conditioning of a kind used for persons, in motor vehicles.
A/C window or wall types, self-contained.
Other, except parts, incorporating a refrigerating unit and a valve for reversal of the cooling/heat cycle.
Other, incorporating a refrigerating unit.
Self-contained machines and remote condenser type air conditioners (not for year-round use).
Year-round units (for heating and cooling).
Air conditioning evaporator coils.
Dehumidifiers.
Other air conditioning machines incorporating a refrigerating unit.
Automotive air conditioners.
Refrigerators, freezers and other refrigerating or freezing equipment, electric or other; heat pumps, other than air con

ditioning machines of heading 8415; parts thereof.
Combined refrigerator-freezers, fitted with separate external doors.
Refrigerators, household type, Compression type.
Absorption type, electrical.
Other.
Freezers of the chest type.
Freezers of the upright type.
Other refrigerating or freezing chests, cabinets, display counters, showcases and similar refrigerating or freezing fur

niture.
Other refrigerating or freezing equipment; heat pumps.
Other.
Icemaking machines. •
Drinking water coolers, self-contained.
Soda fountain and beer dispensing equipment.
Centrifugal liquid chilling refrigerating units.
Absorption liquid chilling units. \
Reciprocating liquid chilling units.
Other refrigerating or freezing equipment (household or other).
Dehumidifiers (other than those under 8415 or 8424 classified as “machines and mechanical appliances having indi

vidual functions, not specified or included elsewhere”).

Category 3.—Aerosol Products
An array of different products use 

controlled substances as aerosols and in 
aerosol applications. Not all aerosol 
applications use controlled substances, 
however. The codes given below 
represent the most likely classifications 
for products containing controlled 
substances. The product codes listed 
include.:3

• varnishes
• perfumes
• preparations for use on hair
• preparations for oral and dental 

hygiene
• shaving preparations
• personal deodorants, bath . 

preparations
• prepared room deodorizers
• soaps
• lubricants

• polishes and creams
• explosives.
• insecticides, fungicides, herbicides, 

disinfectants
• arms and ammunition
• household products such as 

footwear or leather polishes
• other miscellaneous products

Heading/subheading Article description

3208 ........... .................. Paints and varnishes4 (including enamels, and lacquers), based on synthetic polymers of chemically modified natural 
polymers, dispersed or dissolved in a non-aqueous medium;

3208.10 ........... ............. Based on polyesters.
3208.20 .... ................. Based on acrylic or vinyl polymers.
3208.90 ......................... Other.
3209 .............................. Paints and varnishes (including enamels and lacquers) based on synthetic polymers or chemically modified natural 

polymers, dispersed or dissolved in an aqueous medium.
3209.10 ........................ Based on acrylic or vinyl polymers.
3209.90................ Other.
3210.00 ..................... Other paints and varnishes (including enamels, lacquers and distempers) and prepared water pigments of a kind used 

for finishing leather.
3212.90 ......................... Dyes and other coloring matter put up in forms or packings for retail sale.
3303.00 ......................... Perfumes and toilet waters.

3 Other categories of products that may contain 
controlled substances are listed below. EPA is 
currently working to match them with appropriate 
codes. They include: coatings and electronic 
equipment (e.g., electrical motors), coatings or 
cleaning fluids for aircraft maintenance, mold

release agents (e.g. for production of plastic or 
elastomeric materials), water and oil repellant 
(potentially under HS 3402), spray undercoats 
(potentially under “paints and varnishes”), spot 
removers, brake cleaners, safety sprays (e.g., mace 
cans), animal repellant, noise horns (e.g., for use on

boats), weld inspection developers^freezants, gum 
removers, intruder alarms, tire inflators, dusters (for 
electronic and non-electronic applications), spray 
shoe polish, and suede protectors.
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Heading/subheading Article description

3304.30 ....... .
3305.10 ____ _
3305.20 ...__......
3305.30 ....... .
3305.90
3306.10 __ ___
3306.90 .............
3307.10 .............
3307.20 .......... .
330730 .............
3307.49 ______

3307.90 ______

3403 ..... ............

3402 ...... ...

3402.20 .....
3402.19 .....
3403 .........
2710.00 ....

3403.11 ..„

3403.19 ....
3405 ........

3405.10 .....
3405.20 __
3 6 ______
3808 ...... ...

3808.10 
3808.20 
3808.30 
3808.40 
3808.90
3809.10

3814 ....

3910 .... 
9304 ....

0404.90

1517.90

2106.90

..... Manicure or pedicure preparations.
—  Shampoos.
..... Preparations for permanent waving or straightening.
—  Hair lacquers.
.... Other hair preparations.
....  Dentrifices.
—̂ Other dental (this may include breath sprays).
....  Pre-shave, shaving or after-shave preparations.
..... Personal deodorants and antiperspirants.
..... Perfumed bath salts and other bath preparations.
..... Other (this may include preparations for perfuming or deodorizing rooms, including odoriferous preparations used dur

ing religious rites, whether or not perfumed or having disinfectant properties).
.... Other {this may include depilatory products and other perfumery, cosmetic or toilet preparations, not elsewhere speci

fied or included).
.... Lubricating preparations (including cutting-oil preparations, bolt or nut release preparations, anti-rust or anti-corrosion 

preparations and mould release preparations, based on lubricants), and preparations of a kind used for the oil or 
grease treatment of textile materials, leather, fur skins or other materials, but excluding preparations containing, as 
basic constituents, 70 percent or more by weight of petroleum oils or of oils obtained from bituminous minerals.

.... Organic surface-active agents (other than soap); surface-active preparations, washing preparations and cleaning oper
ations, whether or not containing soap, other than those of 3401.

.... Preparations put up for retail sale.

.... Other preparations containing petroleum oils or oils obtained from bituminous minerals.

.... Lubricating preparations consisting of mixtures containing silicone greases or oils, as the case may be.

.... Preparations not elsewhere specified or included, containing by weight 70 percent or more of petroleum oils or of oils 
obtained from bituminous minerals, these oils being the basic constituents of the preparations.

.... Lubricants containing petroleum oils or oils obtained from bituminous minerals used for preparations from the treat
ment of textile materials, leather, fur skins or other materials.

.... Other preparations containing petroleum oils or oils obtained from bituminous minerals.
Polishes and creams, for footwear, furniture, floors, coachwork, glass or metal, scouring pastes and powders and simi

lar preparations excluding waxes of heading 3404.
.... Polishes and creams for footwear or leather.
.... Polishes for wooden furniture, floors or other woodwork.
.... Explosives.

Insecticides, rodenticides, fungicides, herbicides, anti-sprouting products and plant-growth regulators, disinfectants and 
similar products, put up in forms or packings for retail sale or as preparations or articles (for example, sulphur-treat
ed bands, wicks and candles, and fly papers).

... Insecticides.

... Fungicides. ,
Herbicides, anti-sprouting products and plant growth regulators.

... Disinfectants. „

... Other insecticides, fungicides,

... Finishing agents, dye carriers to accelerate the dyeing or fixing of dye-stuffs and other products and preparations (for 
example, dressings and mordants) of a kind used in the textile, paper, leather or like industries, not elsewhere spec
ified or included, with a basis of amylaceous substances.

... Organic composite solvents and thinners (not elsewhere specified or included) and tire prepared paint or varnish re
movers.

... Silicones in primary forms.

... Other arms (for example, spring, air or gas guns and pistols, truncheons), excluding those of heading No. 93 07 
Thus, aerosol spray cans containing tear gas may be classified under this subheading.

... Products consisting of natural milk constituents, whether or not containing added sugar or other sweeteninq matter 
not elsewhere specified or included.

... Edible mixtures or preparations of animal or vegetable fats or oils or of fractions of different fats or oils of this chapter 
other than edible fats or oils or their fractions of heading No. 15.16.

... Food preparations not elsewhere specified or included.

4 Although paints do not generally use contain controlled substances, some varnishes use GFC 113 and 1,1,1, trichtorethane as solvents.

Category 4.—Portable Fire Extinguishers

Heading/subheading Article description
8424 ............ Mechanical appliances (whether or not hand operated) for projecting, dispersing, or spraying liquids or powders; fire 

extinguishers whether or not charged, spray guns and similar appliances; steam or sand blasting machines ’and 
similar jet projecting machines.

Fire extinguishers, whether or not charged.8424.10

Category 5.—Insulation Boards, Panels 
and Pipe Covers

These goods have to be classified 
according to their composition and 
presentation. For example, if the

insulation materials are made of 
polyurethane, polystyrene, polyolefin 
and phenolic plastics, then they may be 
classified Chapter 39, for “Plastics and 
articles thereof’, The exact description

of the products at issue is necessary 
before a classification can be given.®

6 This category may include insulating board for 
building panels and windows and doors. It also

Continued
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Heading/subheading Article description

3917.21 to 3917.39 ...........
3920.10 to 3920.99 ....... .

3921.11 to 3921.90 ........ .
3925.90 ............. .............. .
3926.90 ............................L.

Tubes, pipes and hoses of plastics.
Plates, sheets, film, foil and strip made of plastics, non-cellular and not reinforced, laminated, supported or simi

larly combine with other materials.
Other plates, sheets, film, foil and strip, made of plastics.
Builders’ ware made of plastics, not elsewhere specified or Included.
Articles made of plastics, not elsewhere specified or included.

Category 6.—Pre-Polymers
According to the Explanatory Notes to 

the Harmonized Commodity Description 
and Coding System, “prepolymers are 
products which are characterized by 
some repetition of monomer units

although they may contain unreacted not cover finished products, such as di
monomers. Prepolymers are not isobutylenes or mixed polyethylene 
normally used as such but are intended glycols with very low molecular weight, 
to be transformed into higher molecular Examples are epoxides based with 
weight polymers by further epichlorohydrin, and polymeric 
polymerization. Therefore thé term does isocyanates.”

Heading/subheading Article description

3901 ........... .......... .
3902 ............... ...... ............
3903, 3907, 3909 ............. .

Pre-polymers based on ethylene (in primary forms). » v ; 
Pre-polymers based on propylene or other olefins (in primary forms).
Pre-polymers based on styrene (in primary forms), epoxide and phenols.

Appendix E to Subpart A—Article 5 
Parties

Algeria, Antigua and Barbuda, 
Argentina, Bahamas, Bahrain, 
Bangladesh, Barbados, Benin, Bosnia 
and Hertsegovina, Botswana, Brazil, 
Burkina Faso, Cameroon, Central 
African Republic, Chile, China, 
Colombia, Costa Rica, Cote Ivoire,

Croatia, Cuba, Dominica, Ecuador, 
Egypt, El Salvador, Fiji, Gambia, Ghana, 
Grenada, Guatemala, Guinea, Guyana, 
Honduras, India, Indonesia, Iran, 
Jamaica, Jordan, Kenya, Kiribati, 
Lebanon, Libya, Malawi, Malaysia, 
Maldives, Malta, Mauritius, Mexico, 
Myranmar, Namibia, Nicaragua, Niger, 
Nigeria, Pakistan, Panama, Papua New

Guinea, Paraguay, Peru, Philippines, 
Romania, Saint Kitts and Nevis, Saint 
Lucia, Samoa, Senegal, Seychelles, 
Slovenia, Solomon Islands, Sri Lanka, 
Sudan» Swaziland, Syrian Arab 
Republic, Tanzania* Thailand,’Tojgo,; 
Trinidad and Tobago, Tunisia, Turkey, 
Tuvalu, Uganda, Uruguay, Venezuela, 
Viet Nam, Yugoslavia, Zambia!, 
Zimbabwe.

Appendix F to Subpart A— Listing of Ozone Depleting Chemicals

Controlled substance ODP1 AT L2 CLP3 BLP4

A. Class I:
1. Group I: | ■

1.0 : -'C 0.00CFCI3-Trichlorofiuoromethane (CFC-11 ..................... ........ ............................ 1.0 60.0
CF2Cl2-Dichlorodiflibromethane (C FC -12).... ............... .................................... ............ 1.0 120.0 1.5 0.00
CoF3CI3-Trichlorotrifiubroethane (CFC-113) ....................................... !............. . 0.8 90.0 1.11 0.00
C2F4CI2-Dichlorotetrafluoroethane (CFC-114) ............. ............ .......................... . 1.0 200.00 1.8 0.00
CaFsCI-Monochloropehtafluorethane (GFC-115) ......................................... ......... ........ 0.6 400.0 2.0 0.00
All isomers of the above chemicals. [Reserved) 

2. Group II:
0.13CF2CIBr-Bromochlorodifluoromethane (Halon-1211).... ..................................... ............ 3.0-18 12.0-.08 0,06-0.03

CF3Br-Bromotrifluoromethane (Halon-1301) .....................:................... ......................... 10.0-407 72.0 0.00 1.00
C2F4Br2-Dibromotetrafluoroethane (Halon-2402) ........... ................................................. 6.0-28 23.0 0.00-0.37 0.30
All isomers of the above chemicals. [Reserved] 

3. Group 111:
0.00CF3CI-Chlorotriftuoromethane (CFC-13) ....................... ........................ .............. -......... 1.0-250 120.0-1.83 0.88

C2FCI5-(CFC-11 1 ).... ............................ ......... ............................................................ ....... 1.0-90 60.0-1.56 1.04 0.00
r c z f jC M C F c -m ) ..............................v.............. ........ ...................... ........................ . 1.0-90 60.0-1.35 0.90 0.00

C3FCM CFC-211 ) ..................... ........ ......... ........................... .......................... . 1.0-500 100.0-8.81 1.76 0.00
C3F2CM C FC -212) .......... ............................. ............ ......................... ....... ...................... . 1.0-500 100.0-7.98 1.60 0.00
C3F3CI5-(CFC-213) ............ ....... ............................. ................. ...... .................. i . 0-500 100.0-7.06 1.41 0.00
C3F4Cl4-(CFC-214) ............................................. .....u....... ...................... ...... . 1.0-500 100.0-6.01 1.20 0.00
C3FSCI3-(CFC-215) .......... ........ ....................................................................... ............ . 1.0-500 100.0-4.82 0.96 0.00
C3F6CI2-(CFC-216) ............................ ................ ......... ............ »........ ........ ........ . 1.0-500 100.0-3.45 0.69 0.00
C3FtCKCFC-217)......... ....................... ................................................ .......................... 1.0-500 100.0-1.87 0.37 0.00
All isomers of the above chemicals. [Reserved] 

4. Group IV:
6.00CCU-Carbon Tetrachloride ................................... ............ .......................................... 1.1 50.0 1.0

5. Group V:
0.11 0.00C2H3CI31,1,1 Trichloroethane (Methyl chloroform) ................ ........................ ................. 0.1 6.3

iiicludes rigid appliance insulation for pipes, tanks, bulk beverage dispensers, water coolers and heaters 
trucks, trailers, containers, train cars & ships, and ice machines,
refrigerators, freezers, beverage vending machines,
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Controlled substance OOP1 AT L2 CLP3 BLP4

All isomers of the above chemical except 1 .l ̂ trichloroethane. [Reserved] 
6. Group VI:

CH3Br-Bromomethane (Methyl Bromide) ......................................... ............. 0.7

1.00 
0.74 
0.73 
0.3-0.8  
0.5-1.8  
0.4-16  
0.7-1.2  
0.1-1.1 
0.2-1.50 
0.7-1.6  
0.1—1*7 
0.2-1.1 . 
0.07-0.1 
0.3-1.5  
0.2-1.9  
0.3-1.8  
0.5-2.2  
0.9-2.0  
0.7-3.3 
0.1-1.9  
0.2-2.1 

; 0.2-5.6  
0.3-7.5  
0:9-1.4 
0.08-1.9 
0.1-3.1 
0.1-2.5  
0 3 -4 .4  
0.03-0.3 
0.1-1.0  
0.07-0.8 
0.04-0.4 
0.07-0.8 
0.02-0.7

[Reserved] , 
0.05
[Reserved]
[Reserved
[Reserved]
0.02
0.02
[Reserved]
[Reserved]
[Reserved]
0.12
0.06
[Reserved]
[Reserved] :
[Reserved] ;
[Reserved]
[Res.]-1.7
[Reserved]
[Reserved]
[Reserved]
[Reserved]
[Reserved]
[Reserved]
[Reserved]
[Reserved]
[Reserved] .
[Reserved]
[Reserved]
[Reserved]
[Reserved]
[Reserved] ;
[Reserved]
[Reaervecft
[Reserved]

(Reserved]

[Reserved] 
[Reserved] 
[Reserved] 
Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 'f 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 

i [Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved], 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved]' ■ 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved] 
[Reserved]

0.03
6.14
0.02
0.01
0.02
0.0T6
0.04
0.06
0.05
0.03
0.10
0.14

0.01
0.04

7. Group VII:
GHFBr2- ....................... ............ ............. .......... .......... .....................
CHF2Br-(HBFO-22B1)...............%.................,......i. ...1 .,.;.. ........................
CH22FBr .............................................................. ....... .............. ...
C2HFBr4 ........................ ........................................... ..........................
C2HF2Br3 ................... ......... .............. ........ ......... ........ ................................. .̂....
C2HF3Br2 ........................ ........... ......................... ...„:..........................
C2HF4Br ............. .......... . ......... ............. .............................................
C2H2FBr3 ...................... ................ ...................... .............. .
C?H?F2Bf2 .................................................. ............ ........... .
C2H2F3B r.................................................... .............................. ..
C2H3FBr2 ...............,,.... ................. ......... ........... ............................. ........... ........ ........ .
C2H3F2B r.... .............. ...........i...;.*... .  i  i  v . i
C2H4FBr ..... .............. ................. ..................... .....;.......4.....4.;.....
C3HFBr6 ........... ...........,v.....;....4..................................... . ............... .
C3HF2Br5 .............. .......................... .......
c 3HF3Br4 ......................... ............................... ............:..:.,..;....4.„...... ..............
c 3HF4Br3-..... ........ ...................... ............................................. ........................ :............. .
C3HF5Br2 .............. ................. ..............................,
C3HF6B r..................... ........ .:.................................................................. ..................
C3H2FBr5 .... .................... ..V..............:................ .......................... ............ .
C3H2F2Br4 ................ ....................................... .......... ........ .... .
C3H2F3Bf3 .................................. ..........................
GiHsFaBf»' «.L.............v......................l...t..‘____........__
C3H2F5B r.... ........ ........... .............................................................. ......... .. . - .. , ,
C3H3FBR4 .....l................................. ......... ......................... . . - - . -.<4, :\
C3H3F2Br3 ......_______________________4...........1.__i  t'ii. ■
CiH iSiBfj > ,....„y;.......................... ........ ..................:.....r._.T__ __
0 3H3F4B r.... .......................... ............ ........................... * f
c 3H4FBr3 ............................ ............ ........... ............ ....................... .......;.4........................
C3H4F2Br2 ................................................ ............ i.;...,..................
C3H4F3B r............... ........... :.................4...... .
C3̂ F B r2 ......................... .............. ..................... ;.......... ............................................. ..
C3H5F2B r...:............ ................................. .......... ........................................... ;....................
C3H6FB ........................................ .......... ....... .................................... ............ ............ ;.. ..

B. Class.II: '
CHFCI2-Dichlorofluorometh&ne (HCFC-21) . . r . . ....... ........ l  2.1

15.3 
i 1.44 

0.6 
 ̂ 1.4 

. 1.6 
6.6 
4.0 
4.2 

• -  4.8 ; 
7.8 

19.1

0.00 
v 0.00 

0.00 
0:00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

- 0.00 
0.00 
0.00 

; 6.00

CHF2CI-Chlorodiflik)romethane (HCFG-22) ............................ ......... .
CH2FCI-Chlorofluoromethane (HCFC-31) ..................... !........................... .
C2HFCI4(HCFC-121) ..... ........................................................

Oi: *)C2H!F2CI3-(HCPC^-i22) .............. . .
C2HF3CI2-(HCFC^123) ................................ ...... ........................... . . .
C2HF4CI-(HCPC-12 4 ).................... V
C2HF2CI3-(HCFC-131) .............. ....................... ........................ .
C2H2F2CI2-(HC FC -132b).................................... ........................
C2Hi2F3CI-(HCFC-133a) .......:.................. ..................................
C2HbFCI2-(HCFC-141 bj .............................. .......................... .................
C2H3F2CP(HGFC-*142bj ............................... ....................... ....................... .
C3HFCI6-(H C FO -22 l).................. ....................... .............. ........ . .

_C3HF2Cl5-(HCFC-r222) .............. ............ ....................... ......... .........
C3HjF3CI4-(HCFC-223j ............................................ ..........................
C3HF4CI3-(HCFC-224) .......................................... .............. ................
C3HFsCI2-(HC F0225ca) ............. ......................................................

(HCFC-225cb) ................................................................
1.5
5.1

C3HF6CI-(HCFC-226)................ ....................... ......... ..................
C3H2FCI5-(HCFC-231) ........................... .............. ................................
C3H2F2CI4-(H C FC -232)........................................ ......... ............................
C3H2F3CI3-(HCFC-233) ................ ............................. ........................... .
C3H2F4CI2-(H C FC -234)...... ........................... ...... ....................... ...........
C3H2F5CI-(HCFO-235) .................... ............................. .......................
C3H3FCl4-(HCFC-241) ........................... ..................... ....................
C3H3F2CI3-(H C FC -242)...................... ................................ .
C3HbF3CI2-(H C FC -243)................................ ........... ................................
C3HbF4CF(HCFC-244) ................ ................. .......... ..............

; ] . jC 3Hj4FGI3-(HCRCr-251) .............. ........................v.................... :......
c 3H4F2c i2-(h c f c -2 5 2 )............... ....... ........ ............[.;.............................
C3HkFXI-(HCFC-253) ................. ■ ; ' .........G3H5FCI2-(HCFC--261) ................. ................................ ............... ..........
C2H5F2CI-(HCFO-262) .... .......... .......... ............ .......... ....... .................................. ..... ••■■■■•C3H6FCI-(HCFC-271) ............................................ .....I......................
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Controlled substance ODP1 ATL2 CLP3 BLP4

All isomers of the above chemicals. [Reserved]

10zone Depletion Potential.
2 Atmospheric Lifetime.
3 Chlorine Loading Potential.
4 Bromine Loading Potential.

Appendix G to Subpart A—UNEP 
Recommendations for Conditions 
Applied to Exemption for Laboratory 
and Analytical Uses

1. Laboratory purposes are identified 
at this time to include equipment 
calibration; use as extraction solvents, 
diluents, or carriers for chemcial 
analysis; biochemical research; inert 
solvents for chemical reactions, as a 
carrier or laboratory chemical and other 
critical analytical and laboratory 
purposes. Production for laboratory and 
analytical purposes is authorized 
provided that these laboratory and 
analytical chemicals shall contain only 
controlled substances manufactured to 
the following purities;

CTC (reagent grade) ..................... 99.5
l,l,l=trichloroethane .........   99.0
CFG-11 .................      99.5
CFC-13 .........        99.5
CFG-12 .................     99.5
CFC-113 ..................... ....1......^..... 99.5
CFC-114 ...................    99.5
Other w/ Boiling P>209 C ........... 99.5
Other w/Boiling P<20° G ......   99.0

2. These pure, controlled substances 
can be subsequently mixed by 
manufacturers, agents or distributors^ 
with other chemicals controlled or not 
controlled by the Montreal Protocol as 
is customary for laboratory and 
analytical Uses.

3. These high purity substances and 
mixtures containing controlled 
substances shall be supplied only in re- 
closable containers or high pressure 
cylinders smaller than three litres or in 
10 millilitre or smaller glass ampoules,

marked clearly as substances that 
deplete the ozone layer, restricted to 
laboratory use and analytical purposes 
and specifying that used or surplus 
substances should be collected and 
recycled, if practical. The material 
should be destroyed if recycling is not 
practical.

4. Parries shall annually report for 
each controlled substance produced: the 
purity; the quantity; the application,- 
specific test standard, or procedure 
requiring its uses; and the status of 
efforts to eliminate its use in each 
application. Parties shall also submit 
copies of published instructions, 
standards, specifications, and 
regulations requiring the use of the 
controlled substance.

Appendix H to Subpart A—Clean Air 
Act Amendments of 1990 Phaseout 
Schedule for Production of Ozone- 
Depleting Substances

Class 1 arid 
date

Car
bon

tetra
chlo
ride
(per
cent)

Méthyl 
chloro

form (per- 
' cent)

Other
sub

stances
(percent)

1994 .... ....... 70 85 65
1995 ......... v l S 70 50
1996 ............ 15 • 50 40
1997 ............ 15 50' 15
1998 ............ 15 50 15
1999 ............ 15 50 15
2000 .......... 20
2001 ....... 20

[FR Doc. 94-27019 Filed 11-9-94; 8:45 am] 
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