
65478  Federal Register / Vol. 59, No. 243 / Tuesday, December 20, 1994 / Rules and Regulations

Therefore, under the Federal Food, 
Drug, and Cosmetic Act, and under 
authority delegated to the Commissioner 
of Food and Drugs, 21 CFR part 872 is 
amended as follows:

PART 872—DENTAL DEVICES
1. The authority citation for 21 CFR 

part 872 continues to read as follows:
Authority: Secs. 501, 510, 513, 515, 520, 

701 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 351, 360, 360c, 360e, 360j, 
371).

2 . New §§ 872.3940, 872.3950, 
872.3960, and 872.3970 are added to 
subpart D to read as follows:

§ 872.3940 Total temporomandibular joint 
prosthesis.

(a) Identification. A total 
temporomandibular joint prosthesis is a 
device that is intended to be implanted 
in the human jaw to replace the 
mandibular condyle and augment the 
glenoid fossa to functionally reconstruct 
the temporomandibular joint.

(b) Classification. Class III.
(c) Date PMA pr notice o f  completion  

o f  a PDP is required. The effective date 
of the requirement for premarket 
approval has not been established. See 
§ 872.3.

§ 872.3950 Glenoid fossa prosthesis.
(a) Identification. A glenoid fossa 

prosthesis is a device that is intended to 
be implanted in the temporomandibular 
joint to augment a glenoid fossa or to 
provide an articulation surface for the 
head of a mandibular condyle.

(b) Classification. Class III.
(c) Date PMA or notice o f  completion  

o f  a PDP is required. The effecti ve date 
of the requirement for premarket 
approval has not been established. See 
§872.3.

§ 872.3960 Mandibular condyle prosthesis.
(a) Identification. A mandibular 

condyle prosthesis is a device that is 
intended to be implanted in the human 
jaw to replace the mandibular condyle 
and to articulate within a glenoid fossa.

(b) Classification. Class 111.
(c) Date PMA or notice o f  completion  

o f  a PDP is required: The effective date 
of the requirement for premarket 
approval has not been established; See 
§872.3.

§ 872.3970 Interarticular disc prosthesis 
(interpositional implant).

(a) Identification. An interarticular 
disc prosthesis (interpositional implant) 
is a device that is intended to be an 
interface between the natural 
articulating surface of the mandibular 
condyle and glenoid fossa.

(b) Classification. Class III.
(c) Date PMA or notice o f  completion  

o f  a PDP is required. The effective date 
of the requirement for premarket 
approval hasnot been established. See 
§872.3.

Dated: November 25,1994.
D. B. Burlington,
Director, Center for Devices and Radiological 
Health.
[FR Doc. 94-31161 Filed 12-19-94 ; 8:45 am] 
BILLING CODE 416<M >1-F

DEPARTMENT OF DEFENSE 

Office of the Secretary 

32 CFR Part 62a

[DoD Instruction 1010.5]

Education and Training in Alcohol and 
Drug Abuse Prevention

AGENCY: Office of the Secretary of 
Defense, DoD.
ACTION: Final rule.

SUMMARY: The Department of Defense 
hereby removes 32 CFR part 62a 
concerning the Education and Training 
in Alcohol and Drug Abuse Prevention. 
This part has served the purpose for 
which it was intended and is no longer 
valid.
EFFECTIVE DATE: December 20,1994.
FOR FURTHER INFORMATION CONTACT: L.M. 
Bynum, Correspondence and Directives 
Directorate, 1155 Defense Pentagon, 
Washington, DC 20301-1155, (703) 697- 
4111.
SUPPLEMENTARY INFORMATION: The part 
was issued to reflect the contents of DoD 
Instruction 1010.5 The Instruction was 
canceled on December 9,1994.

List of Subjects in 32 CFR Part 62a

Alcohol abuse, Drug abuse,
Education, Government employees, 
Military personnel

PART 62a—[REMOVED]

Accordingly, by the authority of 1 
U.S.C. 301, 32 CFR part 62a is removed.

Dated: December 15 ,1994.
L.M. Bynum,
ALternate OSD Federal Register Liaison 
Officer, Department o f Defense.
[FR Doc. 94-31215 Filed 1 2 -19-94 ; 8:45 am] 
BILLING CODE 5 0 0 0 -0 4 -M

ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 82
[FRL-5125-1]
RIN 2060-AD91

Protection of Stratospheric Ozone: 
Supplemental Rule To Amend 
Phaseout of Ozone-Depleting 
Substances To Include Potential 
Production Allowances for Methyl 
Bromide
AGENCY: Environmental Protection 
Agency.
ACTION: Final rule.

SUMMARY: With this action, EPA 
allocates potential production 
allowances to producers who have 
baseline allowances for the production 
of methyl bromide. These potential 
production allowances are intended 
solely for the production of methyl 
bromide for export to Article 5 
countries, as defined under Article 5 of 
the Montreal Protocol on Substances 
that Deplete the Ozone Layer. In 
drafting the accelerated phaseout rule, 
which was published in the Federal 
Register on December 10,1993, the 
Agency inadvertently omitted methyl 
bromide from the list of chemicals for 
which potential production allowances 
Were granted. Today’s action correctly 
allocates potential production . 
allowances for all control periods 
beginning January 1,1994, and ending 
before January 1, 2001, equal to 10 
percent of a company’s baseline 
production allowances. The Agency 
may propose potential production 
allowances for methyl bromide for 
control periods after January 1, 2001, at 
a later date. Today’s action makes the 
above-mentioned correction while 
maintaining the goals of the accelerated 
phaseout ta protect human health and 
the environment.
EFFECTIVE DATE: December 20,1994. 
Potential production allowances for 
methyl bromide are granted for the 1994 
control period (which began Januaiy 1, 
1994) and for control periods until 
January 1 , 2001 .
ADDRESSES: Materials relevant to this 
amendment to the accelerated phaseout 
of ozone-depleting substances are 
contained in Air Docket No. A-92—13 at 
U.S. Environmental Protection Agency, 
401 M St., SW, Washington, DC 20460. 
The public docket is located in room M - 
1500, Waterside Mall (Ground Floor). 
Material may be inspected from 8 a.m. 
to 5:30 p.m. Monday through Friday. A 
reasonable fee may be charged by EPA 
for copying docket materials.
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Information on dais amendment ¡pan also 
be obtained from the .Stratospheric 
Protection ¡Information Hotline at 1 - 
800-296-1-996.
FOR FURTHER INFORMATION CONTACT: The 
Sfratospfoeric Protection information 
Hotline at 1-000-296-T996 or Tom 
Land, Stratospheric Protection Division, 
Office of Atmospheric Programs, Office 
of Air and Radiation ,(6'2057‘), 4 0 1 M 
Street SW., Washington, DC 20460, 
(202)-233-i9185

I. Background
When Parties to the Montreal Protocol 

cm Substances that -Deplete the Ozone 
Layer’(the Protocol) first met in 1987 
they agreed in  Article 2H to allow 
additional production -of controlled 
substances beyond the levels being -set 
for the developed countries for 
developing countries. The -United 
States, as well as other Parties to the 
Protocol, recognized the need to 
continue to supply controlled 
substances to developing .countries 
during the period of scheduled 
reductions and Tor a limited time .after 
the phaseout of production of controlled 
substances. Under Article 5 of the 
Protocol developing countries are 
defined as Parties io the Protocol 
consuming less than 0.3 kilograms per 
capita of class 1, Group I and U 
controlled snhstances. These Article 5 
countries have limited resources to 
adopt alternative technologies to replace 
the phased out controlled substances.
To ensure that such countries do not . 
purchase The technologies to produce 
controlled substances and otherwise 
bypass controls on controlled 
substances, the Parties to the Protocol 
agreed to provide ;a set-aside level of 
production for Article 5 countries.
Article 5 countries must ensure that 
these imported controlled .substances 
are used to meet basic domestic needs.

The .Environmental Protection Agency 
f EP A) implements a  program 
domestically that limits and monitors 
production and consumption of 
controlled ¡substances, including methyl 
bromide. Production for Article 5 
countries an the (United States is  
maa-ifcored by allocating potential 
production allowances to .those 
companies that have baseline 
production allowances, Since 1989, BP A 
has allocated potential production 
allowances equal to 1-0 percent »erf 
baseline production allowances for 
specific «controlled substances. EPA 
grants .authorization to producers to 
convert potential production .allowanoes 
to production allowances .once «they 
have exported to ¡am .Article 5 »aoimtry 
The Tuly 30,1.992, F ed e ra l Register

document ,(57 FR 33.75), as -well as the 
December 1-0,1993, Federal Register 
document i(58 FR-.6&Q1-8), explains these 
controls; .as well :as the recordkeeping 
and reporting required fan-such 
transactions. The specific provisions 
governing production for, and export to, 
Articles countries are am §i§ 82.9 and 
82.11 AppendixD of sutbpart A of 40 
GFR part 82 contains a listing of Article 
5 countries.11

IL Summary of Proposal

In the -October 14,1994 proposal to 
grant potential production allowances 
for methyl bromide, EPA discussed the 
inadvertent omission of the allocation of 
these allowances in the final rule 
published December 10,1993 (58 FR 
65918). In drafting the December 10,
1993 final rule, EPA focused on the 
level of-control of methyl bromide and 
its phaseout, but inadvertently -failed io 
allocate additional production 
allowances .of methyl bromide for 
exports to Article 5 countries. Due to 
this oversight, EPA proposed on October 
14 to allocate potential production 
allowances to methyl .bromide 
producers equal ,to 10 percent of their 
baseline ¡production .allowances 
beginning in the .current control period 
(which -began January 1,1994). Because 
section 82.11 indidates that 
authorizations to convert potential 
production aHowances to production 
allowances are valid during the control 
period in which & e controlled 
substance departed the United States, 
companies may use These -potential 
production allowances for methyl 
bromide -only for the control period in 
which the shipment departed the 
United States. The 19 percent level of 
additional production for Article 5 
countries would continue until the 
effective date of the ¡phaseout -of 
production -of methyl bromide, January 
1 , 2001 Section 602(d) of the Glean Air 
Act Amendments of 1990 establishes 
the phaseout date for methyl bromide by 
starting that; production may not extend 
beyond *‘a date more than seven years 
after January 1 of the year after tire year 
in which the substance is  added to the 
list of class 1 substances. ” Methyl 
bromide was added to tire hst of dass 
I substances in 1993. With this proposal, 
EPA is reserving action in allocating 
potential production allowances for 
control periods Starting January 1,2001, 
and beyond.

'.EPAis draftii^.a-final xute ¡that amends the 
accelerated jihaseout rule to adjust the -dates 
Telafingto-exportsfor 'Articles countries 'That final 
rule willalsojjeJDeDtroday’sameEdmentB granting 
methyl ¡bromide potential ¡production-allowances

III. Comments on the Proposal
a. Gexrerdl Comments

EPA received three comments on the 
proposed allocation of potential 
production allowances far methyl 
bromide. Two oil these comments 
support .the allocation of potential 
production allowances for methyl 
bromide for export to Article 5 
countries.

The two supporting comments agree 
w'ithEPA’s proposal stating that; “(1)
The Agency has the legal authority to 
adopt this amendment; (2) there is a 
serious need for this amendment; and
(3) this amendment willhave no 
adverse environmental consequences.” 
The Legal -authority to grant potential 
production allowances for methyl 
bromide was discussed in the proposal 
published Dctober 14,1994 (59 FR 
52126). One of the two supporting 
comments acknowledged that, “‘there is 
no-contrary authority (within the 
Montreal Protocol or the Clean Air Act 
Amendments «of 1990) to these 
provisions; therefore, EPA has the legal 
authority to promulgate this amendnient 
to 40 CFR Part 82.”

The two comments State, and EPA 
agrees, that the need for this amendment 
to .allocate potential production 
allowances 'for methyl bromide stems 
from a need to maintain 
competitiveness in world markets for 
U.S. methyl bromide producers.
Without ¡the additional production 
allowances, U.S. companies are placed 
at a competitive disadvantage relative .to 
other producers of methyl bromide in 
developed countries for the methyl ; 
bromide marketsin Article 5 countries. 
The demand within Article 5 countries 
for methyl bromide is smaller than the 
potential global supply as currently 
allowed under the Montreal Protocol 
(1.00 percent of 19.91 "levels plus the 10 
percent to meet basic domestic needs in 
Article -5 countries). Therefore, methyl 
bromide will be produced and exported 
to Article 5  countries, regardless of 
whether it is supplied by U.S. 
companies nr -another Party EPA 
believes .that it is important for U.S. 
producers of methyl bromide to 
continue to .maintain their position in 
ihese markets ¡as international contacts 
will enable U.S. -companies to lead the 
global transition to alternative 
pesticides ¡other than methyl bromide.

The two comments state, -and EPA 
.agrees, that the -aUocation of potential 
production allowances to U.S. 
companies -for the export of methyl 
bromide to Article 5 countries will ¡not 
have a detrimental environmental 
impact. The allocation of potential 
production -allowances for methyl
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bromide to U.S. companies will not 
change global emissions; nor will global 
emissions increase if such additional 
allowances are granted. Because the 
demand for methyl bromide from 
Article 5 countries is limited, the 
percent of methyl bromide that will be 
emitted during-the use and application 
of methyl bromide will be the same, 
regardle'ss of the supplier.

The provisions in the Protocol for 
additional production to meet the basic 
domestic needs of Article 5 countries 
were included by the Parties for sound 
environmental policy reasons. The 
additional production provided in the 
U.S. by potential production allowances 
is designed to meet the basic domestic 
needs of Articles countries. The Parties 
felt it would be preferable to meet the 
basic domestic needs of Article 5 
countries through production and 
exports from existing facilities than 
through construction of new production 
facilities in Article 5 countries. If Article 
5 countries were tp build new 
production facilities, the level of 
production would not be subject to the 
same controls as those in developed 
countries and more methyl bromide 
would potentially be produced over a 
longer time period, because Article 5 
countries have a 10-year grace period 
beyond the phaseout date for the 
various ozone-depleting substances.

The third comment EPA received on 
the October 14,1994, proposal was from 
art environmental group that also 
expressed support for the Montreal 
Protocol and the potential production 
allowances for Article 5 countries. 
However, the commenter expressed 
concern about EPA’s argument 
justifying the quantity of allowances 
allocated. EPA does not believe this is 
a valid concern as the quantity of 
allowances authorized to be allocated 
(the 10 percent additional production 
for export to Article 5 countries) is not 
set unilaterally by EPA, but is derived 
from provisions of the Protocol.

The commenter also expressed 
concern with EPA’s argument that if 
U.S. companies do not produce methyl 
bromide for Article 5 countries, another 
Party will. The commenter indicated 
that if this view is adopted by other 
Parties, it would encourage increased 
use and dependence on methyl bromide 
by Article 5 countries. EPA disagrees 
with these comments. As stated above, 
the potential global supply of methyl 
bromide far exceeds current demand in 
Article 5 countries. Therefore, there is 
no environmental benefit in denying 
U.S. companies the 10 percent 
additional production which is granted 
under the Protocol Protecting 
stratospheric o2one can only be

achieved through a cooperative global 
effort and EPA does not wish to put U.S. 
companies at a disadvantage in 
competing in the global methyl bromide 
market unless there is an environmental 
benefit. In this case, EPA does not 
believe an environmental benefit would 
accrue from a lesser allocation of 
potential production allowances for 
methyl bromide. Furthermore, denying 
the potential production allowances 
intended by the Parties to the Protocol 
to be allocated to all producers of class 
I substances at the 10 percent rate 
would be disadvantage producers 
without evidence of significant 
environmental detriment.

The third comment also urged EPA to 
revisit the issue and “to craft a more 
stringent regulation regarding the 
production of methyl rbromi de for export 
to Article 5 countries.” EPA believes 
that the 10 percent allocation of 
potential production allowances for the 
export of methyl bromide to Article 5 
countries in today’s notice does not 
preclude future consideration of more 
stringent regulations for methyl 
bromide. In fact, EPA is Continuing to 
analyze methyl bromide’s role in 
stratospheric ozone depletion and the 
potential environmental and health 
benefits that could potentially be 
obtained through further regulatory 
controls.
b. Use o f  Allocation and Conversions 
During the Control Period

In the proposal of October 14,1994, 
EPA stated that the allocation of 
potential production allowances for 
Article 5 countries may be retroactive to 
the beginning of the control period ç 
starting January 1,1994. In this final 
action, EPA allocates potential 
production allowances, for the control 
period starting January 1,1994, to those 
companies with baseline production 
allowances for methyl bromide.

EPA received a comment that further 
clarification is needed that conversions 
of potential production allowances into 
production allowances should also be 
made retroactive for the 1994 control 
period. As noted earlier, authorizations 
to convert potential production 
allowances to production allowances 
are valid during the control period in 
which the controlled substance was 
exported. Thus, EPA agrees with this 
comment and will process requests to 
convert potential production allowances 
to production allowances for exports 
that occurred in the 1994 control period.

EPA will process authorizations to 
convert potential production allowances 
into production allowances for exports 
that occur within the 1994 control 
period (before midnight of December 31,

1994) as long as the paperwork is 
received by EPA before the final day of 
the first quarter of 1995. The current 
regulations refer to control periods and 
do not prohibit companies from seeking 
authorizations to convert for quantities, 
of methyl bromide exported, as long as 
the export occùrs in the same control 
period in which the production 
allowances are used. The export, 
conversion and use of the production 
allowances must all occur within the 
same control period. Therefore, a 
company that receives production 
allowances through a conversion during 
the first quarter of the year following the 
export will not be able to use these 
allowances for production, but may use 
them to ensure compliance for the 
control period in which the export 
occurred.
c. Production Levels

With this amendment, EPA allocates 
to companies that produced methyl 
bromide in 1991 production up to 10 
percent of their baseline allowances for 
Article 5 countries for the control 
periods starting January 1,1994, and 
ending before January 1 , 2001. EPA is 
setting the level at 10 percent to be 
consistent with Article 2H of the 
Montreal Protocol, and to be consistent 
with the approach used for all Class 1 
controlled substances except for Group 
VII, the hydrobromofluorocarbons (no 
additional production for Article 5 
countries is granted under the Protocol 
for these chemicals.)
d. Use o f  1994 Potential Production 
Allowances

EPA received a comment that requests 
a change in the procedures for the use 
of 1994 production allowances and/or 
consumption allowances for methyl 
bromide exports to Article 5 countries. 
The commenter makes two proposals to 
rectify the granting of potential 
production allowances late in the 1994 
control period. The commenter requests 
that companies be able to use 
production allowances converted from 
1994 potential production allowances 
for six months into 1995. As a less 
desirable alternative, the commenter 
suggests that, ■‘production using the 
converted potential production 
allowances could occur in the 1994 
control period without the requirement 
that consumption allowances be 
available at the time of production.”

EPA disagrees with the suggestions 
for rectifying the late granting of 
potential production allowances in 1994 
because the Protocol establishes strict 
limits on production for Parties to the 
Protocol for each control period. 
Therefore, EPA may not alter the
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definition of a control period, nor 
exceed the limits on production for a 
control period. EPA’s regulations lay out 
a system for allocating production and 
consumption allowances in accordance 
with the Protocol to limit production 
and importation within control periods. 
Both production allowances and 
consumption allowances are needed 
simultaneously, to be able to produce 
within a control period. To extend the 
use of allowances from one control 
period into the following control period 
would be a violation of die United 
States commitments under the Montreal 
Protocol to limit production. EPA will 
also not allow production without 
consumption allowances. This would 
set an unacceptable precedent that is 
contrary to existing regulatory 
requirements and die Protocol. EPA 
suggests that the companies continue to 
apply for consumption allowances for 
exports to Article 5 countries and use 
these to produce in conjunction with 
existing production allowances and 
those requested for conversion from 
potential production allowances.

A commenter added that the time 
taken to grant the conversion of 
potential production allowances to 
production allowances .“requires at least 
3 weeks after the documentation is 
submitted to EPA.” EPA believes that 
the average time taken to process a 
request to convert is five days and 
almost never exceeds ten working days.
e. Allocation After the Phaseout

In the October 14,1994 proposal, EPA 
reserved the right to allocate potential 
production allowances after the 
phaseout date for methyl bromide, 
starting January 1, 2001 , and beyond.
One comment was received suggesting 
EPA state an intention to allocate 
potential production allowance, at some 
level, after the U.S. phaseout date. EPA 
intends to analyze the role of methyl 
bromide in the depletion of 
stratospheric ozone as more scientific 
information is gathered over the next 
few years. EPA also intends to monitor 
global and U.S. production of methyl 
bromide and its use. At this time, EPA 
cannot predict the future actions 
relative to the post-phaseout period for 
methyl bromide. Based on the 
monitoring and analysis activities, EPA 
will continue to consider proposing an 
allocation of potential production 
allowances after the U.S. phaseout date 
for methyl bromide.

IV. 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. 
The Order defines “significant” 
regulatory action as one that is likely to 
lead to a rule that may:

(1) 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 
obligations 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 amendment to the final 
rule is not a “significant regulatory 
action” under the terms of Executive 
Order 12866 and is therefore not subject 
to OMB review.
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(b).

EPA believes that any impact that this 
amendment will have on the regulated 
community will serve only to provide 
relief from otherwise applicable 
regulations, and will therefore limit the 
negative economic impact associated 
with the regulations previously 
promulgated under Section 604 and 
606. An examination of the impacts on 
small entities was discussed in the final 
rule (58 FR 65018 and 58 FR 69235). 
That final rule assessed the impact the 
rule may have on small entities. A 
separate regulatory impact analysis 
accompanied the final rule and is 
contained in Docket A -92-01.1 certify 
that this amendment to the accelerated 
phaseout rule will not have any 
additional negative economic impacts 
on any small entities.

C. Paperwork Reduction Act

Any information collection 
requirements in a rule must be 
submitted for approval to the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act, 44 U.S.C. 
3501 et seq. Because no additional 
informational collection requirements 
are required by this amendment, EPA 
has determined that the Paperwork 
Reduction Act does not apply to this 
rulemaking and no new Information 
Collection Request document has been 
prepared.

List of Subjects in 40 CFR Part 82

Environmental protection, 
Administrative practice and procedure, 
Air pollution control, Chemicals, 
Chlorofluorocarbons, Exports, Reporting 
and recordkeeping requirements, 
Stratospheric ozone layer.

Dated: December 13,1994.
Carol Browner,
Administrator.

40 CFR Part 82 is 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, 7601, 7 671-  
7671q.

Subpart A—Production and 
Consumption Controls

2 . Section 82.9 is amended by revising 
paragraphs (a) introductory text, (a)(1) 
and (a)(2) to read as follows:

§ 82.9 Availability of production 
allowances in addition to baseline 
production allowances.

(a) Every person apportioned baseline 
production allowances for class I 
controlled substances under § 82.5 (a) 
through (f) is also granted potential 
production allowances equal to:

(1) 10 percent of his apportionment 
under § 82.5 for each control period 
ending before January 1 , 2000 (January 
1 , 2001 for methyl bromide); and

(2) 15 percent of his apportionment 
under § 82.5 for each control period 
beginning after December 31,1999, and 
ending before January 1 , 2011 (January 
1, 2013 in the case of methyl 
chloroform; except for methyl bromide 
which is reserved).
* * * * *
[FR Doc. 9 4 -31232-Filed-12-19-94 ; 8:45 am] 
BILLING CODE 6 5 6 C - 5 0 -P
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DEPARTMENT OF HEALTH AND 
HUMAN SER VICES

Health Care Financing Administration

42 CFR P am  409,413,418 and 484

[BPD-469MF1

RfN 0938-AD78

Medicare Program; Medicare Coverage 
of Home Health Services, Medicare 
Conditions of Participatiofiv and Home 
Health Aide Supervision

AGENCY: Health Care Financing 
Administration* (HCFA), BHS.
ACTION: Final rude.

SUMMARY: This regulation specifies 
home health aide supervision and «forty 
requirements applicable t© all home 
health agencies fKKAs} and hospices 
that famish home health aide services 
under the Medicare program. It also 
specifies limitations and exclusions 
applicable to home health services 
covered under Medicare. The purpose of 
this regulation is, to. clarify Medicare 
home health policy and to promote 
consistent adminiistraticm of the home 
health benefit.
EFFECTIVE DATE: These regulations are 
effective©!! February 21,1995. 
ADDRESSES: For comments that relate to 
information collection retirements,, 
mail a copy of comments to: Office of 
Information and Regulatory Affairs, 
Office of Management and Budget,
Room 10235, New Executive Office 
Building, Washington, DC 20503, Attn: 
Allison Herron Eydt, HCFA Desk 
Officer.
FOR FURTHER INFORMATION CONTACT: John
J. Thomas, (41QI 96fr-4623.
SUPPLEMENTARY INFORMATION? 
Background

Home health services are furnished to, 
the elderly and disabled under the 
Hospital Insurance (Part A] and 
Supplemental Medical Insurance (Fart 
B) benefits of the Medicare program. 
These services generally must be 
furnished by a home health agency 
(BHA) that participates in the Medicare 
program, be provided on a visiting basis 
in the faenefkkery’s home ami indtedte 
the following:

• Part-time or iMeimifitent nursing 
care furnished by os under the 
supervision of a registered nurse.

• Physical, occupational,, o# speech 
therapy.

• Medical sociaLservicesuinder the 
direction of a physician.

• Part-time or intermi ttent home 
health aide services.

•- • Medical supplies {other than drags 
and biologicals) and durable medical 
equipment.

• Services of interns and residents if  
the HHA is owned by or affiliated with 
a hospital that has an approved medical 
education program.

The exception to the requirement that 
services, be furnished in the home 
includes those services that require the 
kinds of equipment that cannot he 
brought to the kora© and are provided 
under arrangement with am HHA in a 
hospital,, skilled nursing facility, m  
rehabilitation agency .

In order for any home health services 
to be covered under Medicare* specific 
requirements contained in the Social 
Security Act (the Act) must be met. 
Section 1861 (m) of the Act requires that 
the services be furnished under a plan 
of car® established and periodically 
reviewed by a physician. Sections 
l&14(aK2KQ and 1835(aK2MA> of the 
Act provide requirements for coverage 
under Part A and Part B, respectively. 
Both sections, require that a physician 
certify that the beneficiary is: Under a 
physician's care; under a plan of care 
established and periodically reviewed 
by a physician; confined to the home; 
and is in need of skilled nursing care on 
an intermittent basis, physical therapy 
or speech pathology services, or has a 
continued need for occupational 
therapy when eligibility for home health 
services, has been established because of 
a prior need for intermittent skilled 
nursing caie ,̂ speech pathology services, 
or physical therapy in the current or 
prior certification period.

Section 1861(m)(4) of the Act 
provides that before Medicare will cover 
home health aide, services, the home 
health aides must successfully complete 
a training and competency evaluation 
program approved by the Secretary .

Section 1861(ddJ of theAet defines 
hospice care and sets forth the Medicare 
hospice care provisions, Under section 
lSeiCddMlKPI&l of the Act, the services 
of a home health aide are covered as a 
hospice service only if  the aide has 
successfully completed a training and 
competency evaluation program that 
meets the requirements established by 
the Secretary.
Medicare Home Heath Core initiative

In response to the challenges facing, 
the delivery o f h ome health care, HCFA 
has recently undertaken the Medicare 
Home Health Initiative to identify 
opportunities for improvement m the 
Medicare home health benefit., hi our 3  
effort t© identify, develop and 
implement improvements, the initiative 
takes an integrated approach to the 
policy, quality assurance, and

operational elements of the benefit To 
ensure that recommendations for 
improvement reflect the everyday 
experience of individuals and 
organizations in volved In home health 
care, we will include representatives of 
home health consumers and providers 
as well as professional organizations, 
intermediaries, and States (Including 
State Medicaid agencies) In the ongoing 

-development and implementation of 
improvements to the Medicare home 
health benefit. The initial meeting 
between HCFA and these 
representatives was held on May 16, J7 i 
and 18,1994. Additional meetings are 
planned m  the coming months;

Although we proposed this rule 
before the Home Health Initiative began 
and so developed it independent of the 
initiative, we consider the rule's 
pro visions to he consistent with the 
goals of the initiative. A ma jor goal of 
the initiative is to enhance the 
effectiveness and efficiency of Medicare 
home health benefit operational and 
administrative activities. By clarifying 
several aspects of Medicare home health 
policy, this final rule promotes the 
consistent administration of the home 
health benefit and therefore constitutes 
a significant effort to meet this goal.
Provisions, of the Proposed Regulations

On September 27,1991 (56 FR 49154), 
we proposed to revise home health 
services- regulations, contained in 42 
GFR part 409, subpart E; part 418, 
subpart D; and part 484, subpart C. The 
reader can find all of the details of our 
proposal in that document. The 
proposed revisions involved a 
reorganization of the existing 
provisions, technical and1 editorial 
changes* and the following substantive- 
additions or revisions to the regulations.
A, Home H eath  Aide Duties m id  
Supervision

• We proposed to define the duties ©i 
the home health aide as including, hut 
not limited to, hands-on personal care, 
simple procedures that are an extension* 
of therapy or rmrsing services, 
assistance' in amboJatkm or exerds©,, 
and assistance in adxmniistering 
medications that are ordinarily self- 
administeredL We afe® proposed that 
written patient care instructions for the 
home health aide had to be prepared by 
the registered nurse or other appropriate 
professional responsible for the 
supervision of the aide.

• We proposed to modify the
:# reqmrementsgoveming supervision of 

home health aide service»to require the' 
following:

-t If the patient is receiving skiffed 
care as well as aide services, the
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registered nurse or other appropriate 
professional must make a supervisory 
visit to the patient’s home at least once 
every 2 weeks. If the aide is an 
employee of the HHA or hospice, at 
least one of these visits each month 
must be made while the aide is 
providing care to the patient. If the aide 
is.not an employee of the HHA or 
hospice, the HHA or hospice must 
perform all supervisory visits of that 
aide while the aide is providing care to 
the patient.

+ If the patient is receiving home 
health aide services but is not receiving 
skilled care, the supervisory visit must 
occur not less than once every 62 days.

• We proposed to identify the 
responsibilities of an HHA or hospice 
that chooses to provide home health 
aide services under arrangements with 
another organization as ensuring the 
overall quality of care provided by the 
aide, supervising the aide, and ensuring 
the aide has met the training 
requirements.
B. Conditions fo r  Payment

Generally, we proposed the following 
requirements for payment of home 
health services:

• A requirement that the services 
must be furnished to an eligible 
beneficiary by, or under arrangements 
with, an HHA that meets the HHA 
conditions of participation and has in 
effect a Medicare provider agreement.

• The physician certification and 
recertification requirements for home 
health services described in 42 CFR 
424.22.

• The coverage requirements 
discussed below.
C. Beneficiary Qualifications for  
Coverage o f  Services

We proposed that the beneficiary 
must be under the care of a physician 
who establishes the plan of care and 
that a doctor of podiatric medicine may 
establish a plan of ciare under certain 
circumstances.
D. Requirements fo r  the Plan o f  Care

We set forth the criteria that would 
have to be met in order for the plan of 
care to be considered acceptable. We 
addressed:

• Those items that must be contained 
in the plan of care.

• The specificity of the physician’s 
orders for services.

• The timing of review of the plan of 
care.

• The termination of the plan of care.
£• Requirements fo r  Qualifying Skilled  
Services To Be Covered and Billable

We described the overall nature of the 
services that must be furnished for the

care to be considered  skilled care  and  
the general con cep ts under w hich  a 
decision regarding w hether the services  
are reasonable and necessary should be 
m ade.

F Dependent Services Requirements
We proposed that the services listed 

below would be covered only if the 
beneficiary had a need for at least one 
of the qualifying skilled services. We 
also proposed requirements, based on 
the statute or long-standing policy, that 
these services must meet in order to be 
covered by Medicare.

• Home health aide services.
• Medical social services.
• Occupational therapy.
• Durable medical equipment.
• Medical supplies.
• Services of interns and residents.

G. Allowable Administrative Costs
We proposed that, in general, 

payment for certain services would be 
made as an administrative cost.
H. Place o f  Service Requirements

W e proposed, for purposes o f  
M edicare coverage of hom e health  
services, that a  beneficiary’s hom e is 
any place in w h ich  a  beneficiary resides  
that does not m eet the definition o f a 
hospital, skilled nursing facility (SN F), 
or nursing facility as defined in  section s  
1861(e)(1), 1819(a)(1)., or 1919(a )(1 ) of  
the A ct, respectively .

W e proposed that for services to be 
covered in an  outpatient setting, they  
had to require equipm ent that cou ld  not 
be m ade available in  the beneficiary’s 
hom e or w ere services that w ere  
furnished w hile thé beneficiary w as at 
the facility to receive services requiring  
equipm ent that could  not be m ade  
available in his or her hom e. W e 
proposed that an outpatient setting  
m ight in clu de a hospital, SN F, 
rehabilitation center, o r outpatient 
departm ent affiliated w ith a m edical 
school, w ith  w h ich  the HHA has an 
arrangem ent to provide services.

I. Number o f  Visits
We proposed that all Medicare home 

health services would be covered under 
Part A if the beneficiary had Part A 
entitlement and, if the beneficiary had 
only Part B entitlement, under Part B. 
We proposed that, if all coverage 
requirements were met, payment could 
be made for an unlimited number of 
covered visits.

/. Excluded Services
We specified that certain items would 

be excluded from coverage as Medicare 
home health services:

• Drugs and biologicals.

• Transportation.
• Services that would not.be covered 

as inpatient hospital services. (Note: 
Although we discussed this proposed 
provision in the preamble of the 
proposed rule, it was inadvertently 
omitted from the proposed regulation 
text).

• Housekeeping services.
• Services covered as end stage renal 

disease services.
• Prosthetic devices.
• Medical social services provided to 

family members.

K. Condition o f  Participation: Clinical 
Records

Wfe proposed that the discharge 
summary, including the patient’s 
medical and health status at discharge, 
must be sent to' the attending physician.
Summary of Responses to Comments on 
the September 27,1991 Proposed Rule

We received items of correspondence 
from 144 commenters, including 
professional organizations and 
associations, HHAs, public health 
departments and other State 
governmental agencies, universities, and 
individuals. A summary of those 
comments and our responses follow.
Requirements for Payment (§ 409.41)

Comment: One commenter stated that 
Medicare should provide coverage of 
home health aide and other services 
furnished by organizations other than 
Medicare-approved HHAs.

Response: We are unable to accept 
this comment. The Act at section 
1861(m) defines home health services as 
specific items and services that are 
furnished by (or under arrangements 
with) an HHA (as defined in section 
1861(o) of the Act). Therefore, Medicare 
has no statutory authority to cover any 
home health service that is not 
furnished by or under arrangements 
with a Medicare-approved HHA.
Beneficiary Qualifications for Coverage 
of Services (§ 409.42)

Comment: One commenter stated that 
the first sentence of § 409.42(b), “the 
beneficiary must be under the care of a 
physician who establishes the plan of 
care”, should be changed to allow for a 
patient’s treatment by a staff physician.

Response: We do not believe that such 
a revision is necessary The requirement 
that a patient be under the care of a 
physician who establishes the plan of 
care does not preclude the patient’s 
treatment by other physicians in 
addition to the one who establishes the 
plan of care.

Comment: Several commenters stated 
that the need for dietician services
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should be included in § 409.42(c)
(which lists the skilled services 
necessary to qualify the beneficiary for 
home health services) and therefore 
added to those needed skilled services 
that qualify a beneficiary for coverage of 
Medicare home health services. (Other 
commenters wanted this service added 
to §409.44 as a covered skilled service.)

Response: Sections 1814(a)(2)(C) and 
1835(a)(2)(A) of the Act establish the 
eligibility criteria for Medicare coverage 
of home health services. Because these 
sections of the Act do not include the 
need for dietician services with the need 
for intermittent skilled nursing care, 
physical therapy, speech pathology 
services, and continuing occupational 
therapy as necessary to establish 
eligibility for Medicare coverage of 
home health services, we cannot accept 
these comments.

Comment: One commenter requested 
we change the terms “speech therapy” 
and “speech therapist” to “speech- 
language pathology” and “speech- 
language pathologist” throughout the 
rule.

Response: We have replaced the term 
“speech therapy” with “speech- 
language pathology services” and the 
term “speech therapist” with “speech- 
language pathologist” throughout this 
rule. As indicated by the commenter, 
this revision will ensure that this rule 
more closely reflects current standards 
in this area. It is also important to note 
that the term “skilled therapist” in this 
rule includes speech-language 
pathologists.
Plan of Care Requirements (§ 409.43)

Comment: One commenter requested 
we clarify that certain services 
furnished by an HHA that are not 
related to the treatment of the patient’s 
illness or injury do not require a 
physician’s order.

Response: Section 409.43 establishes 
plan of care requirements, which must 
be met to obtain Medicare coverage of 
home health services. Section 409.43 
requires all Medicare covered home 
health services to be furnished under a 
plan of care established and periodically 
reviewed by a physician. Noncovered 
services, such as those that are not 
related to the treatment of the patient’s 
illness or injury, are not subject to the 
coverage requirements of this section.

Comment: One commenter requested 
clarification of the required content of 
the physician’s orders. The commenter 
was concerned that the intent of the 
section was to require the physician’s 
order to include a long, narrative 
description of the services ordered. 
Another commenter requested 
clarification of the required specificity

of physician’s orders for home health 
aide services.

Response: Section 409.43 does not 
require that the plan of care include a 
narrative description of the services 
ordered. As part of our ongoing efforts 
to reduce unnecessary paperwork, we 
have revised this section of the rule to 
clarify that the plan of care need specify 
only the medical treatments to be 
furnished, the discipline that will 
furnish them, and the frequency at 
which they will be furnished. 
Appropriate specificity of medical 
treatments in the physician’s orders 
would include such orders as “observe 
and evaluate surgical site”, “perform 
sterile dressing changes”, and, for home 
health aide services, “assistance in 
personal care.” As practice acts and 
other laws and regulations govern the 
actual methods by which these services 
are performed, it is not necessary to 
include a description of how to furnish 
the service in the physician’s order. It is 
also important to note that certain •<. 
additional plan of care requirements are 
contained in the Medicare HHA 
conditions of participation at 42 CFR
484.18.

Comment: One commenter requested 
that § 409.43(b) be revised to require 
that orders for therapy services be 
developed in consultation with the 
qualified therapist - \

Response: Although we believe that 
the therapist should have input into the 
development of the physician’s orders 
for therapy services, this would not be 
an appropriate revision to the coverage 
criteria contained in this section as 
monitoring and compliance efforts 
would create an additional paperwork 
burden. This issue is already adequately 
addressed in the Medicare HHA 
conditions of participation at 42 CFR
484.18, which requires that “the 
therapist and other agency personnel 
participate in developing the plan of 
care.”

Comment: One commenter stated that 
the physician should not be required to 
order a specific number of visits before 
care is actually furnished.

Response: Although the physician’s 
order is generally required to specify the 
number of visits ordered, we recognize 
that this is not possible in all situations. 
Therefore, this section allows the 
physician to order a specific range in 
the frequency of visits or visits “as 
needed” or “PRN” when necessary. We 
believe that this policy provides the 
needed flexibility in those cases where 
a physician cannot anticipate the 
specific number of visits that will be 
necessary to meet a patient’s needs.

Comment: One commenter suggested 
that, when a physician orders a range of

visits, the lower end of the range should 
be used as the specific frequency when 
determining coverage.

Response: We disagree. If the lower 
end of a range of visits was used as the 
specific frequency, any services 
exceeding the lower end, even though 
they may fall within the range, would 
not be covered. We believe use of the 
upper end of the range as the specific 
frequency affords an HHA the needed 
flexibility to provide covered services 
anywhere within the ordered range.

Comment: One commenter stated that 
it was not practical to require a 
description of the patient’s medical 
signs and symptoms that would 
occasion a visit as needed (“PRN”) as 
well as a specific limit on the number 
of allowable PRN visits. Another 
commenter stated that this requirement 
did not provide HHAs with sufficient 
flexibility to respond to patient needs.

Response: We disagree with both 
comments. As we stated in the preamble 
of the proposed rule, we believe that 
removing these requirements would 
allow unreasonable “open- ended” 
orders for care. The intent of this 
requirement is to allow physicians and 
HHAs the flexibility needed to 
effectively serve patients whose need for 
care cannot be easily predicted, not to 
give HHAs “carte blanche” to provide 
an unlimited number of visits with no 
restrictions. The requirement that a 
physician must describe the medical 
signs and symptoms that would 
occasion a visit ensures that the PRN 
visits are provided only in specific 
circumstances, such as a plugged 
urinary catheter or a leaking heparin 
lock for an IV antibiotic patient. The 
requirement that the physician impose a 
specific limit on the number of PRN 
visits ensures that he or she will remain 
informed if the patient’s need for visits 
is greater than anticipated. We believe 
that, by establishing strict parameters in 
which PRN visits may be furnished, 
these requirements protect the patient’s 
health and safety while also guarding 
against Medicare coverage o f . 
unreasonable visits.

Comment: One commenter suggested 
that § 409.43(c) be revised to require the 
plan of care to be signed by “a 
physician” instead of “the physician” to 
allow for cases in which multiple 
physicians are providing patient care.

Response: Section 409.43(c) requires 
only that the plan of care be signed by 
a physician who meets the certification 
and recertification requirements of 
§ 424.22, before the bill for services is 
submitted. This requirement effectively 
precludes from signing the plan of care 
a physician who has a significant 
ownership interest in, or a significant
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financial or contractual relationship 
with, the HHA. We do not believe that 
this requirement restricts the ability of 
HHA patients to receive care from 
multiple physicians.

Comment: One commenter suggested 
that § 409.43(d) be revised to clarify that 
oral (verbal) orders must be signed and 
dated by a registered nurse or qualified 
therapist but need not actually be 
transcribed by them.

Response: We agree that it would be 
allowable for a designated member of 
the HHA staff to receive oral orders over 
the phone as long as the orders are 
reviewed, signed, and dated with the 
date of receipt by a registered nurse or 
qualified therapist before the services 
are furnished. We have revised 
paragraph (d) to require that the “orders 
must be put in writing and be signed 
and dated with the date of receipt by the 
registered nurse or qualified therapist 
(as defined in § 484.4 of this chapter) 
responsible for furnishing or 
supervising.the ordered services.” This 
revision closely reflects the current 
policy governing the use of oral orders. 
in the hospital setting (see 42 CFR 
482.23(c)(2)). It is also important to note 
that other Federal or State laws or 
regulations may restrict the personnel 
allowed to receive oral orders. To 
ensure consistency with the Medicare 
HHA conditions of participation, we 
have also revised § 484.18(c).

Comment: One commenter stated that 
the physician should not be required to 
sign the oral order before the bill for 
services is submitted to the 
intermediary. Several commenters 
complained that physicians are slow to 
sign these orders in a timely manner 
because they have no motivation to do 
so.

Retponse: We have not revised this 
requirement. This is a longstanding 
Medicare requirement that is intended 
to ensure that the HHA obtains the 
physician’s signature on the oral orders 
(which confirms that the services were 
furnished under a physician’s order) in 
a timely manner. We believe that the 
removal of this requirement would 
ensure that neither the physician nor 
the HHA have any motivation to obtain 
the physician’s signature in a timely 
manner. ~

Comment: One commenter asked for 
clarification of whether a plan of care or 
oral order may be transmitted by 
facsimile machine.

Response: Yes. The plan of care or 
oral order may be transmitted by 
facsimile machine. However, the hard 

I copy of the order with the original 
signature must be retained and made 
available to the intermediary, State

surveyor, or other authorized personnel 
upon request.

Comment: One commenter asked that 
we allow the use of computer-generated 
“alternative signatures” for the 
physician’s signature on the plan of 
care.

Response: We do not believe that this 
rule is the appropriate place to establish 
criteria for the acceptance of computer
generated alternative signatures. 
However, we do generally support the 
use of this technology and intend to 
make revisions to the Medicare HHA 
and Intermediary Manuals to specify the 
conditions under which these signatures 
may be used.

Comment: One commenter stated that 
the physician should not be required to 
review the plan of care at least every 62 
days. The commenter believed that 

. some patients’ need for care can be 
predicted for more than 62 days, and so 
the physician’s review should only be 
required when necessary

Response: We have not accepted this 
comment. We believe that requiring the 
physician’s review of the plan of care at 
least once every 62 days protects patient 
health and safety by ensuring a 
minimum level of physician oversight. 
Although it is true that some patients’ 
needs for services are relatively stable, 
this requirement ensures regular 
physician review of all patients’ care 
and minimizes the chance of a patient 
receiving long periods of inappropriate 
or ineffective care. This requirement is 
also intended to coordinate with similar 
physician review requirements 
contained in §§ 424.22 and 484.18, thus 
allowing the HHA to meet the 
requirements of three regulations with a 
single document.

Comment: One commenter stated that 
the plan of care should not be 
terminated just because a beneficiary 
does not receive at least one covered 
skilled service in a 62 day period.

Response: As explained in this rule, a 
beneficiary must be in need of either 
intermittent skilled nursing care or 
physical therapy, speech-language 
pathology, services, or continuing 
occupational therapy to qualify for 
Medicare coverage of home health 
services. If the physician’s plan of care 
does not order any of these services, we 
presume that the beneficiary no longer 
needs any of these skilled service« and 
therefore does not qualify for Medicare 
home health coverage. However, we 
understand that some individuals need 
skilled care at intervals of more than 62 
days and so therefore allow coverage of 
services furnished to beneficiaries who 
do not require at least one qualifying 
skilled service in a 62 day period if the 
physician documents that such ah

interval without skilled care is 
appropriate to the treatment of the 
beneficiary’s illness or injury. We do not 
agree that the beneficiary should be able 
to continue to receive nonskilled 
services indefinitely when there is no 
documented need for a skilled service.
Skilled Service Requirements (§ 409.44)

Comment: Several commenters stated 
that the statement contained in the 
preamble of the proposed rule regarding 
the necessity of basing coverage 
decisions on objective clinical evidence 
should be included in the text of the 
final rule.

Response: We agree. We have added 
a new paragraph (a) to § 409.44 (and 
redesignated subsequent paragraphs) to 
include this general statement 
concerning coverage determinations. We 
also believe it is important to note that 
this principle has been explicitly stated 
in the Medicare HHA Manual as 
Medicare policy since 1989 and so does 
not represent a change in the current 
process of Medicare coverage 
determinations.

Comment: One commenter stated that 
the proposed requirements governing 
skilled nursing care contradict the 
current principles contained in the 
Medicare HHA Manual.

Response: We disagree. The 
requirements of this section are based 
on section 205.1(A) of the Medicare 
HHA Manual, which is entitled 
“General Principles Governing 
Reasonable and Necessary Skilled 
Nursing Care.” The requirements of this 
rule closely reflect the manual 
provisions and in many ways are . 
identical.

Comment: One commenter suggested 
that this section be revised to include a 
reference to the skilled nursing 
requirements of 42 CFR 409.33, which 
provides examples of skilled nursing 
care for purposes of Medicare coverage 
of posthospital skilled nursing facility 
care.

Response: We agree and have added 
a cross-reference to paragraphs (a) and 
(b) of §409.33.

Comment: One commenter stated that 
this section should specify that teaching 
and training are covered skilled nursing 
services. Another commenter stated that 
this section should specifically note that 
the management and evaluation of a 
care plan is a covered skilled nursing 
service.

Response: By adding the cross- 
reference explained in the previous 
response, § 409.44 now incorporates the 
description of skilled nursing care 
contained in § 409.33. Section 409.33 
includes patient education services and 
the management and evaluation of a
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care plan as examples of skilled nursing 
care.

Comment: Several commenters 
expressed concern about Medicare’s 
policy that a service that can safely and 
effectively be performed by the average 
nonmedical person without the 
supervision of a licensed nurse cannot 
be considered a skilled nursing service. 
The commenters specifically disagreed 
with the preamble’s example of a 
nonskilled service that described a 
patient who could not self-administer 
eye drops that are normally self- 
administrable. The commenters 
believed that the absence of a caregiver 
to administer the eyedrops made the 
administration of the eyedrops a skilled 
service.

Response: Our policy that a 
nonskilled service does not become a 
skilled service simply because there is 
no competent person to perform it is 
intended to protect Medicare from 
paying skilled personnel (at a skilled 
rate) for furnishing nonskilled services. 
In the example described above, the 
absence of a caregiver to administer the 
eyedrops does not make their 
administration a skilled service. 
Therefore, this rule at §409.44(b)(l)(iv) 
states that “if the service could be 
performed by the average nonmedical 
person, the absence of a competent 
person to perform it does not cause it to 
be a skilled nursing service.” This clear 
statement represents no change from the 
longstanding Medicare policy that is 
currently contained in the Medicare 
HHA Manual at § 205.1(A)(2) and 
(B)(4)(c).

Comment: Several Commenters 
requested clarification of Medicare 
coverage of skilled nursing care 
following cataract surgery.

Response: Medicare coverage of 
skilled musing care furnished to 
beneficiaries who have recently 
undergone cataract surgery is based on 
the same policies governing Medicare 
home health coverage of skilled nursing 
care furnished to any beneficiary. If, for 
example, the patient’s unique medical 
condition is such that the skills of a 
nurse are required to observe and assess 
his or her condition or furnish 
additional teaching of a medication 
regimen or safety precautions, these 
services would be covered. It is 
important to note, however, that the 
routine initial teaching of post-cataract 
medication administration and post
operative safety precautions that is 
needed by any individual having 
cataract surgery is routinely furnished 
by ophthalmologists as part of their care 
of cataract patients. Therefore, it is not 
considered reasonable and necessary for 
a HHA to duplicate such services.

Comment: One commenter requested.. 
that we remove the current requirement 
that psychiatric nursing services be 
furnished under a plan of care 
established and periodically reviewed 
by a psychiatrist (see section 
205.1(B)(15) of the Medicare HHA 
Manual). The commenter believed that 
this requirement made it difficult for 
some beneficiaries who do not have 
access to a psychiatrist to receive 
needed care from a psychiatrically 
trained nurse. The commenter also 
requested that we include several 
examples of covered psychiatric nursing 
care.

Response: With regard to the 
requirement that a psychiatrist establish 
and review plans of care for psychiatric 
nursing services, we agree with the 
commenter’s concerns. We have not 
included a similar requirement in this 
rule and intend to revise the 
requirements contained in the HHA 
Manual. We do not believe that this rule 
is the appropriate place to include 
specific examples of skilled nursing 
care. However, we do intend to include 
several examples of coveted psychiatric 
nursing services in the revisions to the 
Medicare HHA Manual that will follow 
the publication, of this rule.

Comment: One commenter requested 
that the phrase “standards of medical 
practice” in proposed §409.44(b)(2)(i) of 
this section be revised to read 
"standards of practice” to recognize the 
standards that have been developed by 
therapy professionals.

Response: We have not accepted this 
comment. We do not believe that the 
phrase “standards of medical practice” 
excludes those standards developed by 
therapy professionals. We require 
covered therapy services also to be 
considered specific, safe, and effective 
treatment under the appropriate therapy 
standards of practice.

Comment: One commenter stated that 
the coverage requirements of proposed 
§ 409.44(b)(2)(ii) (which describes the 
level of complexity and sophistication 
of covered services) are too restrictive. 
The commenter believed that Medicare 
should cover any services that “fall 
within the scope of the licensed 
professional.”

Response: We do not agrée with the 
commenter. We believe that such a 
vague and general policy would result 
in Medicare paying for many services 
that do not necessarily require the skills 
of a licensed therapist to be performed 
safely and effectively. For example, 
assisting a patient with simple transfère 
could be performed safely and 
effectively by a physical therapist, but it 
should not be covered as a skilled 
therapy service because it could also be

furnished safely and effectively by a 
home health aide. We believe that the 
provisions of this paragraph ensure that 
Medicare will pay only for those 
services which require the skills of a 
licensed therapist to be performed safely 
and effectively.

Comment: One commenter stated that 
the requirement of § 409.44(c)(2)(iii) that 
“there must be an expectation that the 
beneficiary’s condition will improve 
materially in a reasonable (and generally 
predictable) period of time * * * ” is too 
vague. The commenter specifically 
recommended that we delete the word 
“materially” from the paragraph.

Response: We have not accepted this 
comment. We consider “material” 
improvement to be improvement to a 
significant degree or extent. This 
requirement ensures that Medicare will 
cover only those therapy services that 
are actually contributing to the 
treatment of the patient’s illness or 
injury. Such a requirement cannot be 
completely precise in its application to 
all possible situations and. its 
application does depend somewhat on 
the discretion of the intermediary. 
However, we believe that the 
requirement of this paragraph is 
reasonable and understandable. We also 
point out that this is a longstanding 
policy that is currently contained in the 
Medicare HHA ManuaFat section 
205.2(A)(5).

Comment: One commenter stated that 
paragraph (b) of proposed § 409.44 
should be revised to recognize the 
medical necessity of extended therapy 
in certain cases and of acti ve therapy 
furnished to patients whose health is 
declining in certain cases.

Response: We do not believe that such 
a revision is necessary. Paragraph (c) 
(paragraph (b) in the proposed rule) 
states that Medicare will pay for the= 
services of a therapist when his or her 
skills are necessary for the safe and 
effective performance of a maintenance 
program. This policy clearly recognizes 
that, in certain cases, an extended 
maintenance program can be considered 
medically necessary.

We also believe tnat active therapy for 
a beneficiary whose health is declining 
can be covered. The new paragraph (a) 
of this section that we have added in 
this final rule specifies that the 
intermediary’s decision on whether care 
is reasonable and necessary must be 
based on objective clinical evidence and 
the beneficiary’s unique need for care. 
Therefore, this rule specifically 
prohibits claims decisions based on 
general inferences about patients with 
similar diagnoses, which means that it 
would be inappropriate for an 
intermediary to deny therapy services
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solely on the basis that they were , 
furnished over a long period of time or 
to a patient whose general health status 
is in decline.

Comment: One commenter stated that 
we should require that the expectation 
that the beneficiary’s condition will 
materially improve be based on the 
therapist’s assessment of the patient’s 
rehabilitation potential and the 
physician’s assessment of the patient’s 
unique medical condition. (We 
proposed only to require-the physician’s 
assessment.)

Response: We believe that such a 
revision would not be appropriate. Our 
policy concerning the physician’s role 
in determining the patient’s need for 
care is based on section 1861(m) of the 
Act, which requires covered home 
health services to be furnished under a 
plan of care established and periodically 
reviewed by a physician, and sections 
1814(a)(2)(C) and 1835(a)(2)(A), which 
require qualified Medicare home health 
beneficiaries to be under the care of a 
physician and receiving services under 
a plan of care established and 
periodically reviewed by a physician. 
Because the law specifically assigns 
these responsibilities to the physician, 
we do not believe that it would be 
appropriate to shift the responsibility 
for assessment of the patient to an 
individual other than the physician. In 
addition, we believe that the therapist’s 
role in establishing the plan of care is 
adequately protected by the Medicare 
HHA conditions of participation at 42 
CFR 484.18(a), which specifically 
requires the consultation and 
participation of the therapist (as well as 
other HHA staff) in the development of 
the plan of care:
Dependent Services Requirements 
(§409.45)

Comment: Several commenters stated 
that Medicare should cover home health 
aide and medical social services 
furnished after the final qualifying 
skilled visit.

Response: The Act at sections 
1814(a)(2)(C) and 1835(a)(2)(A) 
specifically requires that a beneficiary 
be in need of physical therapy, speech 
pathology services, continuing 
occupational therapy, or intermittent 
skilled nursing care to be eligible for 
Medicare coverage of home health 
services. Because a patient who has 
received his or her last qualifying 
service can no longer be considered in 
need of that service, Medicare cannot 
Pay for any home health aide or medical 
social services furnished that patient 
after the final qualifying visit. We have 
revised paragraph (a) of § 409,45 to 
clarify that dependent services

furnished after the final qualifying 
service are not covered, except when the 
dependent service was not followed by 
a qualifying service due to an 
unanticipated event such as the 
unexpected inpatient admission or 
death of the beneficiary.

Comment: One commenter stated that 
the phrase “repetitive speech routines to 
support speech therapy” in 
§409.45(b)(l)(iv) should be replaced 
with “functional communication skills 
and opportunities to support speech- 
language pathology services.”

Response: We have revised this 
phrase to refer to “repetitive practice of 
functional communication skills to 
support speech-language pathology 
services.” We believe that this revision 
addresses the commenter’s concern and 
will be readily understood by providers, 
intermediaries, and others.

Comment: One commenter stated that 
§ 409.45 should be revised to include 
respite care for a beneficiary’s caregiver 
as a covered home health aide service.

Response: We have not accepted this 
comment. An individual who requires 
covered services—such as skilled 
nursing care—may receive them when 
the need for the services arises because 
a caregiver who ordinarily provides 
them is temporarily unavailable. In this 
context, the services are covered home 
health services even though one result 
may be respite for the caregiver. On the 
other hand, the Act at section 
1862(a)(1)(A) excludes any service that 
is not “reasonable and necessary for the 
diagnosis or treatment of illness or 
injury or to improve the functioning of 
a malformed body member” from 
Medicare coverage. “Respite care “ that 
does not represent actual treatment of 
the beneficiary’s illness or injury, but • 
primarily consists of noncovered care 
provided in order to relieve the 
beneficiary’s caregiver, would fall under 
the statutory exclusion. We have no 
statutory authority to cover respite care 
as a home health aide service. To make 
this long-standing Medicare policy 
clear, § 409.45(b)(1) of this section 
specifically states that a covered home 
health aide visit must be for the 
provision of hands-on personal care to 
the beneficiary or for services that are 
needed to maintain the beneficiary’s 
health or to facilitate treatment of the 
beneficiary’s illness or injury.

Comment: One commenter objected to 
§ 409.45(b)(3)(iii), which requires that 
covered home health aide services» “be 
of a type that there is no willing or able 
caregiver to provide, or, if there is a 
potential caregiver, the beneficiary is 
unwilling to use the services of that 
individual.” The commenter believes 
that this could lead to abuse of the

Medicare program by beneficiaries who 
seek to receive home health aide 
services by refusing to accept the 
services of an able caregiver.

Response: We have not revised this 
requirement. It hqs long been Medicare 
policy to cover services without regard 
to whether there is someone in the 
home who could furnish them. This 
policy is described in section 203.2 of 
the HHA Manual, which states:

Where the Medicare criteria for coverage of 
home health services are met, beneficiaries 
are entitled by law to coverage of reasonable 
and necessary home health services.
Therefore, a beneficiary is entitled to have 
the costs of reasonable and necessary services , 
reimbursed by Medicare without regard to 
whether there is someone in the home 
available to furnish them.

In those cases in which the beneficiary 
refuses to accept the services of an 
available caregiver, or when a caregiver 
refuses to furnish needed care, it is not 
appropriate for Medicare to coerce those 
individuals into providing or receiving 
the services under circumstances to 
which they object. Of course, if a 
caregiver is furnishing necessary 
services, Medicare will not pay for a 
home health aide to furnish duplicative 
services. In addition, although we 
appreciate the commenter’s concern, we 
have no evidence of widespread abuse 
of this long-standing policy.

Comment: One commenter suggested 
that we not require medical social 
services to be furnished under physician 
orders. The commenter believes that 
physicians are not qualified to 
determine a patient’s need for medical 
social services.

Response: Section 1861(m) of the Act 
requires that all covered home health 
services be furnished under a plan of 
care established and periodically 
reviewed by a physician. In addition, 
this section of the Act specifically 
defines “medical social services under 
the direction of a physician” as a 
covered home health service. Therefore, 
we cannot accept the commenter’s 
suggestion.

Comment: One commenter requested 
that we clarify what constitutes a social 
or emotional problem that is an 
impediment to the effective treatment of 
the beneficiary’s medical condition or to 
his or her rate of recovery.

Response: A social or emotional 
problem that impedes (or is expected to 
impede) a beneficiary’s medical 
treatment is a problem which may 
obstruct or inhibit the effective 
treatment of the beneficiary’s medical 
condition. Examples are an emotional 
problem that causes the beneficiary to 
neglect his or her medication regimen 
and a social problem, such as a hostile
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family situation or an extremely limited 
income, that results in the beneficiary 
receiving inadequate nutrition or 
personal assistance. The Medicare HHA 
Manual at § 206.3 provides several 
examples of covered medical social 
services provided to beneficiaries with 
such problems.

Comment: Several comm enters stated 
that this section should be revised to 
allow Medicare coverage of medical 
social services furnished to a 
beneficiary’s family when such services 
are necessary to resolve an impediment 
to the beneficiary’s medical treatment,

Response: We agree with the 
commenters and have revised 
§ 409.45(c)(2) accordingly to allow for 
Medicare coverage of medical social 
services furnished on a short-term basis 
to a beneficiary’s family member or 
caregiver when it can be demonstrated 
that a brief intervention (that is, two or 
three visits) by the medical social 
worker is necessary to remove a clear 
and direct impediment to the effective 
treatment of the beneficiary ’s medical 
condition or to his or her rate of 
recovery.

We believe that medical social 
services furnished to a beneficiary’s 
family member or caregiver in these 
circumstances will enhance the 
effectiveness of the treatment of the 
beneficiary’s illness or injury. In those 
cases where a family member or 
caregiver is directly impeding the 
beneficiary’s medical treatment or rate 
of recovery (for example, by failing to 
provide necessary care or by engaging in 
abusive neglectful behavior), we believe 
that short-term medical social services 
furnished to the caregiver or family 
member for the purpose of removing 
that impediment will greatly benefit the 
home health patient by enhancing the 
effectiveness of his or her medical 
treatment and, ultimately, the rate and 
level of his-or her recovery. We also 
expect that, in these circumstances, the 
effective use of short-term medical 
social services will result in a reduction 
in the beneficiary’s need for other home 
health services (such as skilled nursing 
care to observe and assess the patient’s 
treatment and progress). In some cases, 
these services may also prevent a costly  ̂
inpatient stay by the beneficiary 
necessitated by his or her unhealthy or 
unsafe home environment.

We also note that Medicare currently 
covers family counseling services 
furnished by a physician to a 
beneficiary’s family when the primary 
purpose is the treatment of the 
beneficiary’s condition and not the 
treatment of the family member’s 
problems (see § 35-14 of the Medicare 
Coverage Issues Manual). We believe

that the services of a medical social 
worker furnished to a beneficiary’s 
family member under similar 
circumstances would also be of value.

In addition, this coverage is consistent 
with our long-standing policy regarding 
the coverage of home health skilled 
nursing visits for purposes of teaching 
and training family members or 
caregivers. Medicare has long covered a 
limited number of skilled nursing visits 
for teaching and training family 
members where the teaching and 
training is appropriate to prepare the 
family member to furnish treatment or 
support for the beneficiary’s functional 
loss, illness or injury. Again, as with the 
physician counseling, Medicare covers 
these visits.

It is important to emphasize that this 
revision is intended to cover medical 
social services furnished to a family 
member or caregiver only when a brief 
intervention will resolve a problem 
which clearly and directly impedes the 
beneficiary’s medical treatment. To be 
considered “clear and direct’* the 
behavior or actions of the family 
member or caregiver must plainly 
obstruct, contravene, or prevent the 
patient’s medical treatment or rate of 
recovery. The HHA is responsible for 
demonstrating in its documentation that 
the problem is a dear and direct 
impediment to the treatment of the 
beneficiary’s medical condition or rate 
of recovery. Medical social services 
furnished to address general problems 
that do not clearly and directly impede 
the beneficiary’s treatment or rate of 
recovery as well as long-term social 
services furnished to family members, 
such as ongoing alcohol counseling, are 
not covered; Because we have limited 
coverage to medical social services to 
address only clear and direct 
impediments on a short-term basis, it is 
our expectation that medical social 
services furnished to family members or 
caregivers should require only a brief 
intervention on the part of the social 
worker, which should rarely exceed two 
or three visits. We intend to include an 
example of covered medical social 
services furnished to a family member 
in the Medicare HHA Manual. We have 
also revised in this final rule the 
paragraph (g) that we had proposed to 
add to § 409.49. That paragraph will 
now exclude from Medicare coverage 
medical social services furnished to 
family members, except as provided in 
§ 409.45(c)(2).

Comment: One commenter objected to 
this section’s requirement that covered 
medical social services must be 
necessary to resolve social or emotional 
problems that are expected to be an 
impediment to the treatment of the

beneficiary’s medical condition or to his 
or her rate of recovery. The commenter 
stated that the services of a social 
worker may address a wide range of 
difficulties in addition to those that 
present an impediment to the treatment 
of the beneficiary’s medical condition.

Response: The Act at section 186-1 (m) 
specifically defines m edical social 
services as a covered home health 
service. In addition, section 
1862(a)(1)(A) of the Act excludes from 
Medicare coverage any service that is 
not reasonable and necessary for the 
diagnosis or treatment of the patient’s 
illness or injury. Therefore, Medicare is 
limited to covering those social services 
that are provided to treat the patient’s 
m edical condition; that is, they are 
directed at resolving impediments to the 
treatment of the patient’s illness or 
injury. Although we agree that 
professional social workers are qualified 
to address a wide range of problems 
beyond those that may affect the 
treatment of the patient’s medical 
condition, we do not agree that 
Medicare should cover such services.

Comment: Several commenters 
objected to the provision that covered 
medical social services must require the 
skills of a social worker ora social work 
assistant to be performed safely and 

-effectively.
Response: We do not believe that this 

requirement.is unreasonable. It would 
not be proper for Medicare to pay a 
social worker to perform services that 
do not require his or her unique skills.
It is important to note that this is a 
longstanding coverage requirement that 
also applies to skilled nursing and 
therapy services (see §§ 409.44(b)(l)(ii) 
and (c)(2)(ii)). This longstanding 
requirement is intended to protect 
Medicare from making payment to a 
skilled professional for services that 
could have been furnished by the 
average nonmedical person.

Comment: One commenter suggested 
that paragraph (e) be revised to describe 
Medicare coverage of certain 
intravenous pump supplies specifically 
as it is described in section 3113.4 of the 
Medicare Intermediary Manual.

Response: The manual section to 
which the commenter refers describes 
Medicare Part B coverage of durable 
medical equipment (DME) and related 
supplies. We do not believe that the 
suggested revision is necessary because 
paragraph (e) of this section specifically 
provides for Medicare coverage of DME 
under the home health benefit identical 
to its coverage under Part B. Therefore, 
all policy relating to Part B coverage of 
DME applies to home health DME 
coverage, not just the policy contained 
in section 3113.4 of the Intermediary
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Manual. We have chosen not to include 
the extensive manual provisions on Part 
B DME coverage in this rule, but we 
have cross-referenced paragraph (e) with 
42 CFR 410.38, which contains the 
regulations describing the scope and 
conditions of payment for DME under 
Part B. We have not included the 
manual provisions in this rule because 
we believe that §410.38 (to which this 
section refers) provides an adequate 
description of Medicare DME coverage 
and because the extensive and detailed 
nature of the manual provisions on DME 
coverage make them best suited for 
inclusion in the appropriate manuals' 
but inappropriate for inclusion in this 
rule. We also note that § 220 of the 
Medicare HHA Manual describes this 
coverage in depth.

Comment: One commenter stated that 
HCFA should issue a list of Medicare- 
covered medical supplies.

Response: We do not issue a list of 
covered medical supplies because it is 
not feasible to compile and maintain 
such a list in a timely and 
comprehensive manner. Also, in some 
cases, Medicare coverage of a  certain 
item may depend on the circumstances 
in which it is used (such as skin lotion 
or shampoo), and so a list would not 
adequately provide for all possible 
coverage. Therefore, we define (in both 
this rule and in the Medicare HHA 
Manual) the criteria for Medicare 
coverage of medical supplies and rely 
on the intermediary to apply those 
criteria on a case-by-case basis.

Comment: One commenter informed 
us that the Council on Medical 
Education of the American Medical 
Association, to which we referred in 
§ 409.45(g), is now known as the 
Accreditation Council for Graduate 
Medical Education.

Response: We have made the 
appropriate revision to paragraph (g).
Allowable Administrative Costs 
(§409.46)

Comment: One commenter stated that 
§ 409.46(a) should be revised to allow 
for Medicare coverage of skilled nursing 
services furnished without a physician’s 
orders during the initial evaluation visit.

Response: In addition to establishing 
other requirements, section 1861(m) of 
the Act defines covered home health 
services as items and services furnished 
under a plan of care established and 
periodically reviewed by a physician. 
Therefore, there is no statutory authority 
for Medicare coverage of services that 
have not been ordered by a physician.
If the nurse performing the evaluation 
visit finds the beneficiary to be in need 
of immediate care, he or she may obtain 
verbal orders for care from a physician

at that time and then proceed to furnish 
the ordered care. In this circumstance, 
the initial evaluation visit would then 
become a Medicare-covered skilled 
nursing visit.

Comment: One commenter stated that 
visits by registered nurses or other 
qualified professionals for the 
supervision of home health aides should 
be considered a home health aide cost 
rather than an allowable administrative 
cost.

Response; Because the cost of the 
supervisory visit is associated with 
providing an administrative service 
(that is, compliance with the 
requirements of the Medicare HH A 
conditions of participation at 42 CFR 
484,36) and not a home health aide 
service, the costs associated with the 
provision of the required supervisory 
visits is an allowable administrative 
cost. We have also added a new 
§ 413.125 in this final rule to refer to the 
•rules on the allowability of certain costs 
in this section as well as § 409.49(b).

Comment: One commenter suggested 
that.§ 409.46(c) be revised to specify 
that only skilled nurses or physical 
therapists with special training in 
respiratory care be allowed to furnish 
respiratory therapy services.

Response: We have not accepted this 
comment for two reasons; First, the 
purpose of this section is to describe 
certain services that are allowable 
administrative costs, not to establish 
requirements for coverage of skilled 
nursing or physical therapy services; 
therefore, such a revision would not be 
appropriate to this section. Second, we 
do not believe that such a revision is 
necessary because State practice acts 
and professional standards of practice 
generally regulate the services that can 
be provided by nurses and therapists, 
thus preventing nurses or therapists 
from furnishing services they are not 
qualified to provide.
Place of Service Requirements 
(§409.47)

Comment: One commenter suggested 
that this section be revised to reflect the 
place of service provisions formerly at 
§ 409.42(e)(1).

Response: We have accepted this 
comment. We have revised this section 
to reflect the specific provisions of 
section 1861 (m)( 7) of the Act and 
previous regulations at § 409.42(e) more 
closely. As stated in the revised 
§ 409.47(b), an outpatient setting may 
include a hospital, a SNF of a 
rehabilitation center with which the 
HHA has an arrangement in accordance 
with §484.14(h) of this chapter. We 
believe that this revised requirement, by 
duplicating the provisions of section

1861(m) of the Act, more closely reflects 
the original congressional intent to 
restrict home health coverage of 
outpatient services to only a few 
specific outpatient facilities and thus 
ensure that home health services would 
be primarily provided in the homes of 
the beneficiaries.

It has also been brought to our 
attention that the definition of a 
beneficiary’s home at proposed 
§ 409.47(a) and the definition of 
"confined to the home" at proposed 
§ 409.42(a) were not entirely consistent. 
We have revised § 409.42(a) so that both 
sections define a beneficiary’s home for 
purposes of Medicare home health 
coverage as any place in which the 
beneficiary resides that is not a hospital, 
SNF, or nursing facility as defined in 
sections 1861(e)(1), 1819(a)(1), or 
1919(a)(1) of the Act, respectively.

Comment: One commenter suggested 
that the place of service requirements 
contained in § 409.47(b) be expanded to 
allow Medicare home health coverage of 
outpatient services furnished in a 
variety of settings, such as general 
outpatient clinics and adult day care 
facilities.

Response: As we explained in the 
previous response, the Act specifically 
allows Medicare coverage of outpatient 
home health services furnished in a 
hospital, SNF, or rehabilitation center. 
We have revised paragraph (b) to reflect 
the statutory provision. We have not 
expanded the list of allowable 
outpatient settings because such a 
revision would not be consistent with 
the plain language of the statute. Also, 
it is important to note that section 
1861(m)(7)(A) of the Act provides for 
coverage of outpatient home health 
services only when the beneficiary 
requires a service which "involves the 
usé of equipment of such a nature that 
the items and services cannot readily be 
made available to the individual” in his 
or her home. This means that Medicare 
coverage of outpatient home health 
services is available only when the 
primary service cannot be furnished in 
the home, not merely when it is more 
convenient to the HHA or beneficiary to 
provide the service in an outpatient 
setting. Because coverage of outpatient 
home health services is available only in 
such specific circumstances, we believe 
that the statutory limitation of the 
services to certain specific facilities is 
appropriate and does not restrict a 
beneficiary’s access to covered home 
health outpatient care.
Visits (§409.48)

Comment: One commenter requested 
Clarification of Medicare coverage when 
a nurse provides a skilled nursing
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service and a home health aide service 
in the course of a single visit. The 
commenter suggested that the HHA 
should receive two payments for this 
visit: one payment for a skilled nursing 
visit and one for a home health aide 
visit.

Response: If a nurse furnishes several 
services that fall within the normal 
scope of a nurse’s practice in the course 
of a single visit, that constitutes only 
one visit. Because the visit involved 
only a single nurse providing home 
health services during the course of a 
single visit, the fact that the nurse also 
provided incidental unskilled services 
(which can be safely mid effectively 
provided by a licensed nurse) in 
addition to the skilled nursing care does 
not mean that the service could be 
covered as two visits. We consider this 
situation to involve only a single 
episode of personal contact between the 
HHA staff and the beneficiary and, 
therefore, covered only as a single visit 
under the requirements of § 409.48(c).

Comment: One commenter requested 
clarification of Medicare coverage when 
two individuals are needed to provide a 
service. The commenter specifically 
cited a situation in which a nurse and 
a home health aide are required to 
furnish a service.

Response: As stated in § 409.48(c)(3) 
of this section, Medicare will pay for 
two visits when two individuals are 
needed to furnish a service (e.g., a bath, 
wound care, or a certain exercise). 
Because each patient’s situation is 
unique, we have not established a 
specific guideline for which 
combinations of HHA personnel can 
furnish services that are covered as two 
visits. The personnel, however, must be. 
appropriate for the service to be 
performed (for example, it would not 
require the services of two licensed 
nurses to give a routine bath to a heavy 
beneficiary). Although coverage of these 
services does not require the HHA to 
submit any additional documentation, 
the clinical notes should describe why 
it is necessary for two individuals to 
furnish the service (patient’s weight, 
nature of required equipment, etc.).

Comment: One commenter opposed 
the coverage of two visits when the 
HHA staff cannot provide the reasonable 
and necessary care in the course of a 
single visit but remain in the 
beneficiary’s home between the 
provision of the services. The 
commenter stated that claims for 
coverage in this situation would be too 
difficult for the intermediary to review. 
Another commenter requested that we 
rescind this coverage until its impact 
can be studied.

Response: We have not accepted 
either of these comments. We believe 
that, in those situations in which the 
HHA cannot provide the necessary 
services in the course of a single visit 
(e.g., wound dressing changes), it is fair 
and reasonable to cover two separate 
visits even though the individual 
furnishing the care has remained in the 
home between visits (e.g., to provide 
companionship or other non-covered 
care). Abandonment of this policy 
would simply result in HHA staff 
leaving the home for a token period of 
time or having a different HHA staff 
member provide the second seiyice to 
create an artificial “second visit.” 
Although coverage of these visits may 
be more demanding for the intermediary 
to review, the removal of this coverage 
would inevitably result in HHAs 
allocating staff less efficiently to secure 
coverage of two visits. In summary, if 
the two services cannot feasibly be 
provided in a single visit, we do not 
believe what the provider does between 
those services is relevant to the coverage 
decision. With regard to delaying 
implementation of this coverage, 
Medicare has covered two visits in this 
situation for some time without 
discernible effect. This rule codifies 
current coverage.
Excluded Services (§ 409.49)

Comment: One commenter stated that 
the Medicare home health benefit 
should cover drugs and biologicals 
furnished in the home.

Response: We cannot accept this 
comment because section 1861(m)(5) of 
the Act specifically excludes drugs and 
biologicals from Medicare home health 
coverage.

Comment: One commenter noted that 
the regulations text in the proposed rule 
omitted paragraph (c) of § 409.49.

Response: The proposed rule did 
inadvertently omit paragraph (c) of this 
section from the regulations text, 
although the provisions of paragraph (c) 
were described in the preamble. This 
final rule includes paragraph (c), which 
excludes from home health coverage 
services which would not be covered if 
furnished as hospital inpatient services. 
We have specified this exclusion 
because the unnumbered material in 
section 1861(m) of the Act following 
paragraph (m)(7) specifically precludes 
home health coverage of any service that 
would not be covered as an inpatient 
hospital service.

Comment: One commenter stated that 
exclusion from coverage of 
housekeeping services is too restrictive.

Response: We do not agree. It is 
important to note that § 409.49(d) 
excludes only those services whose sole

purpose is to allow the beneficiary to 
continue to reside in his or her home.
If a home health aide performs some 
light housekeeping incidental to 
providing a covered home health aide 
service, that visit would not be excluded 
from coverage. However, a visit for the 
sole purpose of providing housekeeping 
services would not be covered, as these 
services are not related to the treatment 
of the beneficiary’s illness or injury. As 
we stated in the preamble of the 
proposed rule, this does not represent 
any change from current Medicare 
policy and would not affect the coverage 
of home health aide services that are 
essential for healthcare, such as 
bathroom disinfection and the cleaning 
of soiled sheets. Also, it is important to 
note that this exclusion applies to 
Medicare coverage of aide services 
under the home health benefit and has 
no impact on coverage of “homemaker” 
services furnished under the Medicare 
hospice benefit. “Homemaker” services, 
which we consider to be identical to 
housekeeping services, are specifically 
mentioned as a covered hospice service 
in 42 CFR 418.202(g). *

Comment: Several commenters asked 
that we clarify Medicare coverage of 
home health services furnished to end 
stage renal disease (ESRD) patients. One 
commenter specifically requested 
clarification of Medicare coverage of a 
home health nursing visit to furnish 
wound care related to an abandoned 
shunt site.

Response: Because Medicare’s 
composite rate payment to an ESRD 
facility is intended to subsume payment 
for all dialysis-related services, any 
service directly related to a beneficiary’s 
dialysis is covered as a dialysis service 
and not as a home health service. Home 
health services that are not related to an 
ESRD beneficiary’s dialysis, however, 
can be covered under the home health 
benefit if all requirements are met (for 
example, the beneficiary is 
homebound). Only those services which 
are directly related to the beneficiary’s 
dialysis (and not to other aspects of 
renal disease) are excluded by this 
paragraph. Because wound care for an 
abandoned shunt site is not directly 
related to the beneficiary’s dialysis, a 
nursing visit to furnish such care to a 
qualified Medicare home health 
beneficiary would be covered.- ;

Comment: One commenter stated that 
the reference to § 410.36 in paragraph (f) 
appears to exclude coverage of wound 
supplies and intravenous maintenance 
supplies.

Response: Paragraph (f) excludes from 
coverage only those items which meet 
the requirements of § 410.36(b) for 
prosthetic devices. That is, prosthetic
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devices that replace all or part of a body 
organ (with the exception of catheters, 
catheter supplies, ostomy bags, and bags 
relating to ostomy care) are excluded 
from coverage under the home health 
benefit. Section 1861(m) of the Act 
indicates that medical supplies and 
durable medical equipment are covered 
home health services. Since prosthetic 
devices are not also listed in section 
1861(m), they cannot be covered as 
home health services. Items described in 
§ 410.36(a), such as surgical dressings, 
are not excluded by this paragraph. Any 
item that meets the requirements for 
coverage contained in § 409.45(f) of this 
rule as medical supplies may be covered 
as a home health service.
Condition of Participation: Home 
Health Aide Services (§484.36)

Comment: Several commenters stated 
that the current requirement that home 
health aides must receive at least 12 
hours of in-service training each 
calendar year is overly burdensome. The 
commenters did not protest the inquired 
number of training hours but found the 
requirement that the training he 
furnished within each calendar year to 
present burdensome scheduling 
problems. The commenters said these 
scheduling problems were particularly 
difficult in the cases of home health 
aides who were hired late in the 
calendar year and therefore were 
obligated to complete the 12 hours of 
training in a relatively short period of 
time.

Response: We agree with the 
commenters that this requirement 
would be overly burdensome and have 
revised proposed § 484.36(b)(2)(iii) to 
require each aide to receive at least 12 
hours of in-service training per 12 
month period. Without the requirement 
that the training be received in each 
calendar year, this provision will allow 
Hi!As a full 12 months to provide the 
required in-service training to newly 
hired home health aides. The revised 
requirement will also allow HHAs 
greater flexibility in scheduling in- 
service training programs.

Comment: One commenter stated that 
the provision of § 484.36(c) requiring 
the registered nurse to assign the home 
health aide to a specific patient reduces 
the HHA’s scheduling flexibility and 
ability to send a substitute aide in the 
event of sickness or other unforeseen 
circumstances.

Response: This requirement 
represents no change from the current 
requirements of this section. Although 
we understand that this requirement 
may slightly reduce the HHA’s 
scheduling flexibility, we believe that 
the benefits to be gained by its

No. 243 / Tuesday, December 20, 1994 / Rules and Regulations 65491

encouragement of consistency in care 
and familiarity between patient and 
home health aide far outweighs any 
reduction in scheduling flexibility. This 
requirement does not prevent the 
assignment of more than one aide to a 
patient, and we certainly do not intend 
it to preclude the use of a substitute aide 
when illness or other unforseen 
circumstances prevents the regularly 
scheduled aide from providing services.

Comment: One commenter stated that 
a licensed practical nurse (LPN) should 
be allowed to perform the required 
home health aide supervisory visit.

Response: We do not agree. We 
believe that the more extensive 
educational background of a registered 
nurse (RN) makes the RN better 
equipped to assess the care provided by 
the borne health aide as well as the total 
effect of the care on the patient’s 
condition. Therefore, we believe that it 
is in the best interest of the patient’s 
health and safety to require that 
supervisory visits be performed by an 
RN. It has long been Medicare policy 
that the RN’s extensive professional 
training uniquely qualifies him or her to 
perform evaluation and supervisory 
functions. This recognition of the RN’s 
qualifications is represented not only in 
this section but in § 484.30, which 
describes skilled nursing services,
§ 484.16, which describes the group of 
professional personnel, and § 484.14(d), 
which requires therapeutic services to 
be furnished under the supervision of a 
physician or RN.

Comment: One commenter opposed 
the requirement that a supervisory visit 
be performed no less frequently than 
every two weeks as costly to the HHA 
and unnecessary because these patients 
are regularly seen by a nurse or therapist 
who likely performs a basic assessment 
of the care furnished by the home health 
aide anyway.

Response: We disagree with the 
commenter. If the patient is receiving 
skilled care from a registered nurse or 
therapist on a biweekly basis, then the 
professional can easily perform the 
required supervisory visit during the 
course of his or her visit to furnish 
covered skilled care. Therefore, we 
believe that patients in the situation 
described by the commenter present 
little cost or difficulty to an HHA 
scheduling supervisory visits. Not all 
patients, however, receive skilled 
nursing or therapy services on such a 
regular basis. When a patient is 
receiving skilled nursing or therapy 
services, we believe that it is in the best 
interest of the patient to require the 
registered nurse or appropriate therapist 
to supervise and assess the care 
furnished by the home health aide on a

biweekly basis. This supervisory visit 
ensures that the aide services will be 
regularly assessed to ensure that they 
are furnished properly and of benefit to 
the treatment of the patient’s illness or 
injury.

Comment: Many commenters oppose 
the proposed provision in 
§ 484.36(d)(2){i), which would have 
required at least one supervisory visit 
per month to occur while the aide is 
furnishing services if the patient is 
receiving one or more skilled services. 
Many commenters also oppose the 
proposed provision in paragraph
(d)(2)(ii), which would have required all 
supervisory visits to occur while the 
aide is furnishing services when the 
aide is not employed directly by the 
HHA.

Response: We have accepted these 
comments and are not including these 
proposed supervisory requirements 
contained in § 484.36(d){2)(i) and (ii) in 
the final rule. We have concluded that 
the improvement in the quality of home 
health aide services that has occurred as 
a result of the home health aide training 
and competency evaluation 
requirements implemented in 1990, as 
well as the increase in patient 
participation in care that has resulted 
from the recently implemented patient 
rights requirements of § 484.10, make 
the proposed requirements for direct 
aide supervision unnecessary. These 
requirements were proposed in response 
to a study published by the Office of the 
Inspector General in September 1987. 
(“Home Health Aide Services for 
Medicare Patients”, O A l-02-86- 00010 , 
September 1987.) Since the time this 
study was completed, however, we have 
instituted the training and evaluation 
requirements referred to above as well 
as annual in-service training and 
performance review requirements. We 
believe that these requirements have 
significantly improved the quality and 
oversight of home health aide services.
In addition, the institution of patient 
rights requirements has given home 
health patients a more comprehensive 
knowledge of their rights regarding care 
planning and provision. This, in effect, 
lets the patient play a greater role in the 
oversight of the care he or she receives.

Many commenters stated that 
arranging for the provision of the 
proposed supervisory requirements 
would impose significant burdens and 
costs associated with scheduling, travel, 
and the inefficient allocation of nursing 
resources. Many commenters also stated 
that the joint visits would be of limited 
value because many patients are 
reluctant to  voice concerns or 
complaints in the presence of the home 
health aide (preferring to speak with the
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nurse privately in person or by 
telephone). These legitimate and • 
practical concerns have persuaded us 
that the value to be gained by the 
proposed requirements does not merit 
the burden which they would impose 
on HHAs. Because of the progress we 
have already made in our efforts to 
ensure the high quality of home health 
aide services furnished by Medicare- 
approved HHAs, we do not believe that 
the advantages of the proposed 
requirements justify their associated 
cost and burden. Therefore, this final 
rule does not contain the requirements.

Comment: Two commenters stated 
that the required supervisory visit by a 
registered nurse every 62 days when the 
non-Medicare patient is receiving home 
health aide services but no skilled 
nursing care or physical, speech, or 
occupational therapy is too infrequent. 
One commenter believes that the 
required frequency of supervisory visits 
does not provide adequate oversight of 
home health aide services.

Response: We disagree. We believe 
that these non-Medicare patients who 
are not receiving skilled nursing care, 
physical or occupational therapy, or 
speech-language pathology servicesare 
not as ill as those who are receiving 
skilled services and therefore are at less 
risk of medical problems or 
complications that could occur during 
the course of receiving home health aide 
services. Because these patients are less 
ill, and therefore receiving home health 
aide care that is likely to be more 
custodial in nature, we believe that it is 
appropriate to require a lower frequency 
of supervision. Due to the lower 
frequency of these visits, we have 
specifically required them to occur 
while the aide is furnishing services so 
that the nurse can assess the aide’s 
actual provision of care as well as the 
general condition of the patient. Also, 
we are requiring the on-site supervisory 
visit (which applies only to non- 
Medicare patients) at this frequency to 
conform Federal requirements that 
apply to HHAs that participate in 
Medicare with the licensure 
requirements of many States, thus 
enabling many HHAs to meet the 
administrative requirements of two 
bodies with a single visit.
Condition of Participation: Clinical 
Records (§ 409.48)

Comment: Several commenters 
expressed concern that the proposed 
requirement that discharge summaries 
be sent to the attending physician will 
increase the flow of unwanted 
paperwork into physicians’ offices. One 
commenter suggested that we require 
HHAs to inform the attending physician

of the availability of the discharge 
summary.

Response: We understand the 
commenters’ concern and have accepted 
the suggestion. We have revised 
§ 484.48 to require the HHA to inform 
the attending physician of the 
availability of a discharge summary and 
send it to him or her upon request. This 
requirement will allow physicians to 
remain informed of the care furnished to 
their patients while minimizing the 
amount of unwanted paperwork being 
sent to physicians’ offices. We would 
also like to clarify that the discharge 
sum m ary need not be a separate piece 
of paper and could be incorporated into 
the routine summary reports already 
furnished to the physician.

Comment:''One commenter stated that 
the discharge summary requirement 
could not be implemented without 
clearance under the Paperwork 
Reduction Act.

Response: We do not agree with the 
commenter. The requirement that HHAs 
maintain a discharge summary for each 
patient is not new. Section 484.48 has 
long required the HHA to include a 
discharge summary in the patient’s 
clinical record. This rule does not 
impose any additional paperwork 
requirements. It only requires the HHA 
to make the discharge summary (already 
required under the existing conditions 
of participation) available to the 
patient’s attending physician upon 
request. Also, as stated above, we are 
not requiring that the discharge 
summary be a separate piece of paper 
that is not part of the routine summary 
reports already being submitted to the 
physician.

Comment: One commenter requested 
that we specify the required contents of 
the discharge summary.

Response: We are specifically 
requiring only that the discharge 
summary include the patient’s medical 
and health status at discharge. We are 
otherwise providing the HHAs the 
flexibility to include whatever 
additional information they consider to 
be relevant and necessary.
Hospice Care
Covered Services (§ 418.202)

Comment: One commenter expressed 
concern that this section would increase 
a hospice’s operating costs because the 
commenter believed it would require 
that homemaker services be furnished 
by home health aides.

Response: Thecommenter 
misinterpreted the requirements of the 
paragraph. Although a home health aide 
can fiirnish homemaker services, 
Medicare does not require homemaker

services furnished under the Medicare 
hospice benefit to be provided by home 
health aides. This section specifically 
distinguishes between home health aide 
services, which must be provided by an 
individual who meets the home health 
aide training and competency 
evaluation requirements of § 484.36, and 
homemaker services, which can be 
provided by individuals who are not 
required to have completed any specific 
training or competency evaluation.
Changes From the Proposed Rule Made 
by This Final Rule

Following is a summary listing of 
provisions in this final rule that differ 
from those in the proposed rule. 
Additional minor clarifying or editorial 
changes have also been made.

• We have revised proposed
§ 409.43(b) to clarify the required 
content of physician orders.

• We have revised proposed
§ 409.43(c) to correct a printing error in 
the physician signature requirements.

• We have revised proposed
§ 409.43(d) to require the registered 
nurse or therapist who is responsible for 
furnishing or supervising the ordered 
services to sign verbal orders received 
by the HHA.

• We have revised proposed § 409.44 
to include general requirements for 
coverage determinations.

• We have revised proposed § 409.42, 
§ 409.44, and § 409.45 to replace the 
term “speech therapist’’ with “speech- 
language pathologist” and the term 
“speech therapy” with “speech- 
language pathology services.”

• We have revised proposed
§ 409.45(a) to clarify that no dependent 
services may be covered after the final 
qualifying service has been furnished.

• We have revised proposed
§ 409.45(c)(2) to allow the provision of 
medical social services on a short-term 
basis to a beneficiary’s family member 
or caregiver.

• We have revised proposed
§ 409.45(g)(1) to replace “Council on 
Medical Education of the American 
Medical Association” with 
“Accreditation Council for Graduate 
Medical Education."

• We have revised proposed
§ 409.47(b) to include the allowable 
home health outpatient settings 
specified in the Act.

• We have added § 409.49(c), which 
excludes Medicare home health 
coverage of services that would not be 
covered as inpatient services. This was 
inadvertently omitted from the 
proposed rule.

• We have revised proposed
§ 409.49(g) to exclude Medicare home 
health coverage of medical social
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services provided to family members 
except as provided in § 409.45(c)(2).

• We have revised §484.36(b)(2)(iii) 
to require a home health aide to receive 
at least 12 hours of in-service training 
during each 12-month period.

• We are not including the proposed 
home health aide supervision 
requirements that had been located in 
proposed §§ 484.36(d)(2) (i) and (ii).

• We have revised the introductory 
paragraph of proposed §484.48 to 
require the HHA to inform the attending 
physician of the availability of the 
discharge summary and to send it to 
him or her upon request.

• We have added a new § 413.125 to 
refer to the rules on allowability of 
certain costs in §§ 409.49(b) and 409.46.
Regulatory Impact Statement

We generally prepare a regulatory 
flexibility analysis that is consistent 
with the Regulatory Flexibility Act 
(RFA) (5 U.S.C. 601 through 612) unless 
the Secretary certifies that a rule will 
not have a significant economic impact 
on a substantial number of small 
entities. For purposes of the RFA, all 
HHAs are considered to be small 
entities.

Also, section 1102(b) of the Act 
requires the Secretary to prepare a 
regulatory impact analysis if a rule may 
have a significant impact on the 
operations of a substantial number of 
small rural hospitals. This 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 of a Metropolitan 
Statistical Area and has fewer than 50 
beds.

The provisions in this final rule 
clarify existing policy and represent 
minor changes to the proposed rule 
published September 27,1991 (56 FR 
49154). We have revised § 409.45(a) to . 
clarify that we do not cover dependent 
services after the final qualifying service 
has been furnished except under certain 
circumstances. Though we are not able 
to estimate the magnitude, we believe 
this change will result in Medicare 
program savings.

We have revised § 409.45(c)(2) to 
allow provision of medical social 
services on a short-term basis to a 
beneficiary’s family member or 
caregiver if it can be demonstrated that 
the service is necessary to resolve a 
clear and direct impediment to the 
treatment of the beneficiary's medical 
condition or to his or her rate of 
recovery. Though this change could 
increase program expenditures, we 
believe the additional cost will be 
negligible because of the low volume of

these services and offsetting savings if 
the beneficiary’s rate of recovery is 
improved.

Several changes made to the proposed 
rule will benefit HHAs’ administration 
and utilization of home health aides. We 
have revised §484.36(b)(2)(iii) to allow 
a home health aide to receive the 
required 12 hours of in-service training 
during a 12-month period instead of 
each calendar year. This change allows 
HHAs some flexibility in scheduling 
training.

Many commenters opposed the 
requirements of proposed 
§484.36(d)(2)(i) and (ii). We agreed and 
are deleting those sections from the final 
rule. Therefore, we are not mandating 
supervisory visits once a month while 
the home health aide is providing 
patient care, or mandating supervisory 
visits while the aide is furnishing 
services in all instances if the home 
health aide services are provided by an 
individual not employed directly by the 
HHA. These changes allow HHAs 
additional flexibility.

For these reasons, we are not 
preparing analyses for either the RFA or 
section 1102(b) of the Act since wé have 
determined, and the Secretary certifies, 
that this final rule will not result in a 
significant economic impact on a 
substantial number of small entities and 
will not have a significant impact on the 
operations of a substantial number of 
small rural hospitals.

In accordance with the provisions of 
Executive Order 12866, this regulation 
was reviewed by the Office of 
Management and Budget.
Collection of Information Requirements

Sections 409.43, 484.18, 484.36, and 
484.48 of this document contain 
information collection requirements. As 
required by section 3504(h) of the 
Paperwork Reduction Act of 1980 (44 
U.S.C. 3504), we have submitted a copy 
of this document to OMB for its review 
of these information collection 
requirements.

However, these information collection 
requirements have been previously 
approved under the information 
collection requirements contained in the 
conditions of participation for home 
health agencies. These information 
collection requirements implement 
patient rights provisions and set forth 
home health aide criteria; they were 
approved under the OMB approval 
number 0938-0365 on June 24,1991 
through December 31,1993 by OMB in 
accordance with the Paperwork 
Reduction Act (44 U.S.C. 3501 et seq.).
We are requesting reapproval of the 
collection requirements in those 
sections. Public reporting burden for

these collections of information is 
estimated to be six hours per home 
health agency per year.

Organizations and individuals 
desiring to submit comments on the 
information collection and 
recordkeeping requirements should 
direct them to the OMB official whose 
name appears in the “ADDRESSES” 
section of this preamble.
List of Subjects
42 CFR Part 409

Health facilities, Medicare.
42 CFR Part 413

Health facilities, Kidney diseases, 
Medicare, Puerto Rico, Reporting and 
recordkeeping requirements,
42 CFR Part.418

Health facilities, Hospice care, 
Medicare, Reporting and recordkeeping 
requirements.
42 CFR Part 484

Health facilities, Health professions, 
Medicare, Reporting and recordkeeping 
requirements.

42 CFR chapter IV is amended as 
follows:

A. Part 409 is amended as set forth 
below:

PART 409-HOSPITAL INSURANCE 
BENEFITS

1 . The authority citation is revised to 
read as follows:

Authority: Secs. 1 1 0 2 ,1 8 1 2 ,1 8 1 3 ,1 8 1 4  
1835 ,1 8 6 1 ,1 8 6 2  (a), (f), and (h), 1871 and 
1881 of the Social Security Act (42 U.S.C. 
1 3 0 2 ,1395d, 1395e, 1395f, 1395n, 1395x, • 
1395y(a), (f), and (h), 1395hh and 1395qq).

2 . Section 409.32(a) is revised to read 
as follows:

§ 409.32 Criteria for skilled services and 
the need for skilled services.

(a) To be considered a skilled service, 
the service must be so inherently 
complex that it can be safely and 
effectively performed only by, or under 
the supervision of, professional or 
technical personnel.
* * * * *

3. Section 409.40 is revised to read as 
follows:

§ 409.40 Basis, purpose, and scope.
This subpart implements sections 

1814(a)(2)(C), 1835(a)(2)(A), and 
1861(m) of the Act with respect to the 
requirements that must be met for 
Medicare payment to be made for home 
health services furnished to eligible 
beneficiaries.

4. Section 409.41 is revised to read as 
follows:



65494  Federal Register / Vol. 59, No. 243 / Tuesday, December 20, 1994 / Rules and Regulations

§ 409.41 Requirement for paym ent
In order for home health services to 

qualify for payment under the Medicare 
program the following requirements 
must be met:

(a) The services must be furnished to 
an eligible beneficiary by, or under 
arrangements with, an HHA that—

(1) Meets the conditions of 
participation for HHAs at part 484 of 
this chapter; and

(2) Has in effect a Medicare provider 
agreement as described in part 489, 
subparts A, B, C, D, and E of this 
chapter.

(b) The physician certification and 
recertification requirements for home 
health services described in §424.22.

(c) All requirements contained in 
§§ 409.42 through 409.47.

5. Section 409.42 is revised to read as 
follows:
§ 405.42 Beneficiary qualifications for 
coverage of services.

To qualify for Medicare coverage of 
home health services, a beneficiary must 
meet each of the following 
requirements:

(a) Confined to the home. The 
beneficiary must be confined to the 
home or in an institution that is not a 
hospital, SNF or nursing facility as 
defined in section 1861(e)(1), 1819(a)(1) 
or 1919(a)(1) of the Act, respectively.

(b) Under the care o f  a  physician . The 
beneficiary must be under the care of a 
physician who establishes the plan of 
care. A doctor of podiatric medicine 
may establish a plan of care only if that 
is consistent with-thetHIA’o pi^icyjpad 
with the functions ho or she is 
authorized to perform under State law..

(c) In need o f  skilled services. The 
beneficiary must need at least one of the 
following skilled services as certified by 
a physician in accordance with the 
physician certification and 
recertification requirements for home 
health services under §424.22 of this 
chapter.

(1) Intermittent skilled nursing 
services that meet the criteria for skilled 
services and the need for skilled 
services found in § 409.32. (Also, see
§ 409.33 (a) and (b) for a description of 
examples of skilled nursing and 
rehabilitation services.)

(2) Physical therapy services that meet 
the requirements of §409.44(b). .

(3) Speech-language pathology 
services that meet the requirements of 
§ 409.44(b).

(4) Continuing occupational therapy 
services that meet the requirements of
§ 409.44(b) if the beneficiary’s eligibility 
for home health services has been 
established by virtue of a prior need for 
intermittent skilled nursing care,

speech-language pathology services, or 
physical therapy in the current or prior 
certification period.

(d) Under a  plan o f  care. The 
beneficiary must be under a plan of care 
that meets the requirements for plans of 
care specified in § 409.43.

(e) By whom the services: must b e  
furnished. The home health services 
must be furnished by, or under 
arrangements made by, a participating 
HHA.

6 . Section 409.43 is revised to read as 
follows: .

§ 409.43 Plan of care requirements.
(a) Contents. The plan of care must 

contain those items listed in § 484.18(a) 
of this chapter,.that specify the standards 
relating to a plan of care that an HHA 
must meet in order to participate in the 
Medicare program.

(b) Physician’s orders. The 
physician’s' orders for services in the 
plan of care must specify the medical 
treatments to be furnished as well as the 
type of home health discipline that will 
furnish the ordered services and at what 
frequency the services will be furnished. 
Orders for services to be provided “as 
needed” or “PRN” must be 
accompanied by a description of the 
beneficiary’s medical signs and 
symptoms that would occasion the visit 
and a specific limit on the number of 
those visits to be made under the order 
before an additional physician order 
would have to be obtained. Orders for 
care may indicate a specific range in 
frequency of visits to ensure that the 
most appropriate level of services is 
furnished. If a range of visits is ordered, 
the upper limit of the range is 
considered the specific frequency.

(c) Physician signature. The plan of 
care must be signed and dated by a 
physician who meets the certification 
and recertification requirements of
§ 424.22 of this chapter. The plan of care 
must be signed by the physician before 

. the bill for services is submitted. Any 
changes in the plan must be signed and 
dated by the .physician.

(d) Oral (verbal) orders. If any services 
are provided based on a physician’s oral 
orders, the orders must be put in writing 
and be. signed and dated with the date 
of receipt by the registered nurse or 
qualified therapist (as defined in § 484.4 
of this chapter) responsible for 
furnishing or supervising the ordered 
services. Oral orders may only be 
accepted by personnel authorized to do 
so by applicableTitate and Federal laws 
and regulations as well as by the HHA’s 
internal policies. The oral orders must 
also be countersigned and dated by the 
physician before the HHA bills for the 
care.

(e) Frequency o f  review. The plan of 
care must be reviewed by the physician 
(as specified in § 409.42(b)) in 
consultation with agency professional 
personnel at least every 62 days. Each 
review of a beneficiary’s plan of care 
must contain the signature of the 
physician who reviewed it and the date 
of review.

(f) Termination o f  the p lan  o f  care.
The plan of care is considered to be 
terminated if the beneficiary does not 
receive at least one covered skilled 
nursing, physical therapy, speech- 
language pathology services, or 
occupational therapy visit in a 62-day 
period unless the physician documents 
that the interval without such care is 
appropriate to the treatment of the 
beneficiary’s illness or injury.

7. Section 409.44 is revised to read as 
follows:

§ 409.44 Skilled services requirements.
(a) General. The intermediary’s 

decision on whether care is reasonable 
and necessary is based on information 
provided on the forms and in the 
medical record concerning the unique 
medical condition of the individual 
beneficiary. A coverage denial is not 
made solely on the basis of the 
reviewer’s general inferences about 
patients with similar diagnoses or on 
data related to utilization generally but 
is based upon objective clinical 
evidence regarding the beneficiary’s 
individual need for care.

(b) Skilled nursing care. (1) Skilled 
nursing care consists of those services 
that must, under State law, be 
performed by a registered nurse, or 
practical (vocational) nurse, as defined 
in § 484.4 of this chapter, and meet the 
criteria for skilled nursing services 
specified in §409.32. See §409.33 (a) 
and (b) for a description of skilled 
nursing services and examples of them.

(i) In determining whether a service 
requires the skill of a licensed nurse, 
consideration roust be given to the 
inherent complexity of the service, the 
condition of the beneficiary, and 
accepted standards of medical and 
nursing practice.

(ii) If tne nature of a service is sucb 
that it can safely and effectively be 
performed by the average nonmedical 
person without direct supervision of a 
licensed nurse, the service cannot be 
regarded as a skilled nursing service.

(iii) The fact that a skilled nursing 
service can be or is taught to the 
beneficiary or to the beneficiary’s family 
or friends does not negate the skilled 
aspect of the service when performed by 
the nurse.

(iv) If the service could be performed 
by the average nonmedical person, the
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absence of a competent person to 
perform it does not cause it to be a 
skilled nursing service.

(2) The skilled nursing care must be 
provided on a part-time or intermittent 
basis.

(3) The skilled nursing services must 
be reasonable and necessary for the 
treatment of the illness or injury.

(ij To be considered reasonable and 
necessary, the services must be 
consistent with the nature and severity 
of the beneficiary’s illness or injury, his 
or her particular medical needs, and 
accepted standards of medical and 
nursing practice.

(ii) Tne skilled nursing care provided 
to the beneficiary must be reasonable 
within the context of the beneficiary’s 
condition.

(iii) The determination of whether 
skilled nursing care is reasonable and 
necessary must be based solely upon the 
beneficiary’s unique condition and 
individual needs, without regard to 
whether the illness or injury is acute, 
chionic, terminal, or expected to last a 
long time.

(cj Physical therapy, speech-language 
pathology services, and occupational 
therapy:T o  be covered, physical 
therapy, speech-language pathology 
services, and occupational therapy must 
satisfy the criteria in paragraphs (c)(1) 
through (4) of this section. Occupational 
therapy services initially qualify for 
home health coverage dnly if they are 
part of a plan of care that also includes 
intermittent skilled nursing care, 
physical therapy, or speech-language * 
pathology services as follows:

(1) Speech-language pathology 
services and physical or occupational 
therapy services must relate directly and 
specifically to a treatment regimen 
(established by the physician, after any 
needed consultation with the qualified 
therapist) that is designed to treat the 
beneficiary’s illness or injury. Services 
related to activities for the general 
physical welfare of beneficiaries (for 
example, exercises to promote overall 
fitness) do not constitute physical 
therapy, occupational therapy, or 
speech-language pathology services for 
Medicare purposes.

(2) Physical and occupational therapy 
and speech-language pathology services 
must be reasonable and necessary. To be 
considered reasonable and necessary, 
the following conditions must be met:

(i) The services must be considered 
under accepted standards of medical 
practice tjp be a specific, safe, and 
effective treatment for the beneficiary ’s 
condition.

(ii) The services must be of such a 
level of complexity and sophistication 
or the condition of the beneficiary must

be such that the services required can 
safely and effectively be performed only 
by a qualified physical therapist or by 
a qualified physical therapy assistant 
under the supervision of a qualified 
physical therapist, by a qualified 
speech-language pathologist, or by a 
qualified occupational therapist or a 
qualified occupational therapy assistant 
under the supervision of a qualified 
occupational therapist (as defined in 
§ 484.4 of this chapter). Services that do 
not require the performance or 
supervision of a physical therapist or an 
occupational therapist are not 
considered reasonable or necessary 
physical therapy or occupational 
therapy services, even if they are 
performed by or supervised by a 
physical therapist or occupational 
therapist. Services that do not require 
the skills of a speech-language 
pathologist are not considered to be 
reasonable and necessary speech- 
language pathology services even if they 
aré performed by or supervised by a 
speech-language pathologist. ..

(iii) There must be an expectation that 
the beneficiary’s condition will improve 
materially in a reasonable (and generally 
predictable) period of time based on the 
physician’s assessment of the 
beneficiary’s restoration potential and 
unique medical condition, or the 
services must be necessary to establish
a safe and effective maintenance 
program required in connection with a 
specific disease, or the skills of a 
therapist must be necessary to perform 
a safe and effective maintenance 
program. If the services are for the 
establishment of a maintenance 
program, they may include the design of 
the program, the instruction of the 
beneficiary, family, or home health 
aides, and the necessary infrequent 
réévaluations of the beneficiary and the 
program to the degree that the 
specialized knowledge and judgment of 
a physical therapist, speech-language 
pathologist, or occupational therapist is 
required.

(iv) The amount, frequency, and 
duration of the services must be 
reasonable.

8 . A new § 409.45 is added to read as 
follows:

§ 409.45 Dependent services 
requirements.

(a) General. Services discussed in 
paragraphs (b) through (g) of this section 
may be covered only if the beneficiary 
needs skilled nursing care on an 
intermittent basis, as described in 
§ 409.44(a); physical therapy or speech- 
language pathology services as 
described in § 409.44(b); or has a 
continuing need for occupational

therapy services as described in 
§ 409.44(c) if the beneficiary’s eligibility 
for home health services has been 
established by virtue of a prior need for 
intermittent skilled nursing care, 
speech-language pathology services, or 
physical therapy in the current or prior 
certification period; and otherwise 
meets the qualifying criteria (confined 
to the home, under the care of a 
physician, in need of skilled services, 
and under a plan of care) specified in 
§ 409.42. Home health coverage is not 
available for services furnished to a 
beneficiary who is no longer in need of 
one of the qualifying skilled services 
specified in this paragraph. Therefore, 
dependent services furnished after the 
final qualifying skilled service are not 
covered, except when the dependent 
service was not followed by a qualifying 
skilled service as a result of the 
unexpected inpatient admission or 
death of the beneficiary, or due to some 
other unanticipated event.

(b) H om e health  a id e services. To be 
covered, home health aide services must 
meet each of the following 
requirements:

(1) The reason for the visits by the 
home health aide must be to provide 

, hands-on personal care to the 
beneficiary or services that are needed 
to maintain the beneficiary’s health or to 
facilitate treatment of the beneficiary’s 
illness or injury. The physician’s order 
must indicate the frequency of the home 
health aide services required by the 
beneficiary. These services may include 
but are not limited to:

(i) Personal care services such as 
bathing, dressing, grooming, caring for 
hair, nail and oral hygiene that are 
needed to facilitate treatment or to 
prevent deterioration of the 
beneficiary’s health, changing the bed 
linens of an incontinent beneficiary, 
shaving, deodorant application, skin 
care with lotions and/or powder, foot 
care, ear care, feeding, assistance with 
elimination (including enemas unless 
the skills of a licensed nurse are 
required due to the beneficiary’s 
condition, routine catheter care, and 
routine colostomy care), assistance with 
ambulation, changing position in bed, 
and assistance with transfers.

(ii) Simple dressing changes that do 
not require the skills of a licensed nurse.

(iii) Assistance with medications that 
are ordinarily self-administered and that 
do not require the skills of a licensed 
nurse to be provided safely and 
effectively.

(iv) Assistance with activities that are 
directly supportive of skilled therapy 
services but do not require the skills of 
a therapist to be safely and effectively 
performed, such as routine maintenance
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exercises and repetitive practice of 
functional communication, skills to 
support speech-language pathology 
services.

(v) Routine care of prosthetic and 
ortliotic devices.

(2 ) The services to be provided by the 
home health aide must be—

(if Ordered by a physician; in the plan 
of care; and

(ii)Provided by the home health aide 
on a part-time or intermittent basis.

{3-), The services provided by the home 
health aide must be reasonable and 
necessary. To be considered reasonable 
and necessary, the services must—

(il Meet the requirement for home 
health'aide services in paragraph (b)(1) 
of this section;

(ii) Be of a type the beneficiary cannot 
perform for himself or herself; and

(iii) Be of a type that there is no able 
or willing caregiver to provide, or, if 
there is a potential caregiver, the 
beneficiary is unwilling to use the 
services of that individual.

(4) The home health aide also may 
perform services incidental to a visit 
that was for the provision of care as 
described in paragraphs (b)(3)(i) through 
(iii) of this section. For example, these 
incidental services may include 
changing bed linens, personal laundry, 
or preparing a light meat.

(c) M edical socia l services. Medical 
social services may be covered if the 
following requirements are met:

(1) The services are ordered by a 
physician and included in the plan .of 
care.

(2 ) (i) The services are necessary to 
resolve social or emotional problems 
that are expected to be an impediment 
to the effective treatment of the 
beneficiary’s medical condition or to his 
or her rate of recovery.

(ii) IT these services are furnished to 
a beneficiary’s family member or 
caregiver, they are furnished on a short
term basis and it can be demonstrated 
that the service is necessary to resolve 
a clear and direct impediment to the 
effective treatment of the beneficiary’s 
medical condition or to his or her rate 
of recovery.

(3 ) The frequency and nature of the 
medical social services are reasonable 
and necessary to the treatment of the 
beneficiary’s condition.

(4) The medical social services are 
furnished by a qualified social worker or 
qualified social work assistant under the 
supervision of a social worker as 
defined in § 484.4 of this chapter.

(5) The services needed to resolve the 
problems that are impeding the 
beneficiary’s recovery require the skills 
of a social worker or a social work 
assistant under the supervision of a

social worker to be performed safely and 
effectively.

(d) O ccupational therapy. 
Occupational therapy services that are 
not qualifying services under § 409.44(c) 
are nevertheless covered as dependent 
services if the requirements of
§ 409.44(c)(2}fi} through (iv), as to 
reasonableness and necessity, are met.

(e) D urable m ed ical equipm ent. 
Durable medical equipment in 
accordance with § 410.38 of this 
chapter, which describes the scope and 
conditions of payment for durable 
medical, equipment under Part B , may 
be covered under the home health 
benefit as either a Part A or Part B 
service. Durable medical equipment 
furnished by an HHA as a home health 
service is always covered by Part A if  
the beneficiary is entitled to Part A.

(f) M edical supplies. Medical supplies 
(including catheters, catheter supplies, 
ostomy bags, and supplies relating to 
ostomy care but excluding drugs and 
biologicals) may be covered as a home 
health benefit. For medical supplies to 
be eovered as a Medicare home health 
benefit, the medical supplies must be 
needed to treat the beneficiary’s illness 
or injury that occasioned the home 
health care.

(g) Intern an d  resident services. The 
medical services of interns and 
residents in training under an approved 
hospital teaching program are covered if 
the services are ordered by the 
physician who is responsible for the 
plan of care and the HHA is affiliated 
with or under the common control of 
the hospital furnishing the medical 
services.

A pproved  means—
(1) Approved by the Accreditation 

Council for Graduate Medical 
Education;

(2) In the case of an osteopathic 
hospital, approved by the Committee on 
Hospitals of the Bureau of Professional 
Education of the Americail Osteopathic 
Association;

(3) In the case of an intern or resident- 
in-training in the field of dentistry, 
approved by the Council on Dental 
Education of the American Dental 
Association; or

(4) In the case of an intern or resident - 
in-training in the field of podiatry, 
approved by the Council on Podiatry 
Education of the American Podiatric 
Association.
§ 409.46 Coinsurance far durable medical 
equipment (DME) furnished as a home 
health service [Redesignated as § 409.50]

9. Section 409.46 is redesignated as 
§409.50,

10. New §§409.46 through 409.49 are 
added to read as follows:

§ 409.46 Allowable administrative costs.
Services that are allowable as 

administrative costs but are not 
separately billable include, but are not 
limited to, the following:

(a) R egistered nurse in itial evaluation  
visits. Initial evaluation visits by a 
registered nurse for the purpose of 
assessing a beneficiary ’s health needs, 
determining if the agency can meet 
those health needs, and formulating a 
plan of care for the beneficiary are 
allowable administrative costs, if a 
physician specifically orders that a 
particular skilled service be furnished 
during the evaluation in which the 
agency accepts the beneficiary for 
treatment and all other coverage criteria 
are met, the visit is billable as a skilled 
nursing visit. Otherwise it is considered 
to be an administrative cost.

(b) Visits by registered nurses or 
q u a lified  profession als fo r  th e 
supervision o f hom e health  aides. Visits 
by registered nurses or qualified 
professionals for the purpose of 
supervising home health aides as 
required at § 484.36(d) of this chapter 
are allowable administrative costs. Only 
if the registered nurse or qualified 
professional visits the beneficiary for 
the purpose of furnishing care that 
meets the coverage criteria at §409.44, 
and the supervisory visit occurs 
simultaneously with the provision of 
covered care, is the visit billable as a 
skilled nursing or therapist’s visit.

(c) Respiratory care services. If a 
respiratory therapist is used to furnish 
overall training or consultative advice to 
an HHA’s staff and incidentally 
provides respiratory therapy services to 
beneficiaries in their homes, the costs of 
the respiratory therapist’s services are 
allowable as administrative costs. Visits 
by a respiratory therapist to a 
beneficiary ’s home are not separately 
billable. However, respiratory therapy 
services that are furnished as part of a 
plan of care by a skilled nurse or 
physical therapist and that constitute 
skilled care may be separately billed as 
skilled visits.

(d) Dietary and nutrition personnel, if 
dieticians or nutritionists are used to 
provide overall training or consultative 
advice to HHA staff and incidentally 
provide dietetic or nutritional services 
to beneficiaries in their homes, the costs 
of these professional services are 
allowable as administrative, costs. Visits 
by a dietician or nutritionist to a 
beneficiary’s home are not separately 

.billable.

§ 409.47 Place o f service requirements.
To be covered, home health services 

must be furnished in either the
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beneficiary’s home or an outpatient 
setting as defined in this section.

(a) B eneficiary’s hom e. A beneficiary’s 
home is any pLace'in which a 
beneficiary resides that is not a hospital, 
SNF, or pursing facility as defined in 
sections 1861(e)(1), 1819(a)(1), of 
1919(a)(1) of the Act, respectively.

(b) Outpatient setting. For purposes of 
coverage of home health services, an 
outpatient setting may include a 
hospital, SNF or a rehabilitation center 
with which the HHA has an 
arrangement in accordance with the 
requirements of § 484.14(h) of this 
chapter and that is used by the HHA to 

jrrovide services that either—
(1) Require equipment that cannot be 

made available at the beneficiary’s 
home; or

(2) Are furnished while the 
beneficiary is at the facility to receive 
services requiring equipment described 
in paragraph (b)(1) of this section.

§409.48 Visits.
(a) Number o f  allow able visits under 

Part A. To the extent that all coverage 
requirements specified in this subpart 
are met, payment may be made on 
behalf of eligible beneficiaries under 
Part A for an unlimited number of 
covered home health visits. All 
Medicare home health services are 
covered under hospital insurance unless 
there is no Part A entitlement.

(b) Number o f  visits under Part B. To 
the extent that all coverage requirements 
specified in this subpart are met, 
payment may be made on behalf of 
eligible beneficiaries under Part B for an 
unlimited number of covered home 
health visits. Medicare home health 
services are covered under Part B only 
when the beneficiary is not entitled to 
coverage under Part A.

(c) Definition o f  visit. A visit is an
episode of personal contact with the 
beneficiary by staff of the HHA or others 
under arrangements with the HHA, for 
the purpose of providing a covered 
service. . -

(1) Generally, one visit may be 
covered each time an HHA employee or 
someone providing home health 
services under arrangements enters the 
beneficiary’s home and provides a 
covered service to a beneficiary who 
meets the criteria of § 409.42 (confined 
to the home, under the care of a 
physician, in need of skilled services, 
and under a plan of care).

(2) If the HHA furnishes services in an 
outpatient facility under arrangements 
with the facility, one visit may be 
covered for each type of service 
provided.

(3) If two individuals are needed-to 
provide a service, two visits may be

covered. If two individuals are present, 
but only one is needed to provide the 
care, only one visit may be covered.

(4) A visit is initiated with the 
delivery of covered home health 
services and ends at the conclusion of 
delivery of covered home health 
services. In those circumstances in 
which all reasonable and necessary 
home health services cannot be 
provided in the course of a single visit, 
HHA staff or others providing services 
under arrangements with the HHA may 
remain at the beneficiary’s residence 
between visits (for example, to provide 
non-covered services). However, if all 
covered services could be provided in 
the course of one visit, only one visit 

~ may-be covered.

§ 409.49 Excluded services.
(a) Drugs and biologicals. Drugs and 

biologicals are excluded from payment 
under the Medicare home health 
benefit.

(1) A drug is any chemical compound 
that may be used on or administered to 
humans or animals as an aid in the 
diagnosis, treatment or prevention of 
disease or other condition or for the 
relief of pain or suffering or to control 
or improve any physiological pathologic 
condition.

(2) A biological is any medicinal 
preparation made from living organisms 
and their products including, but not 
limited to, serums, vaccines, antigens, 
and antitoxins. ,

(b) Transportation. The transportation 
of beneficiaries, whether to receive 
covered care or for other purposes, is 
excluded from home health coverage. 
Costs of transportation of equipment, 
materials, supplies, or staff may be 
allowable as administrative costs, but no 
separate payment is made for them.

(c) Services that would not be covered  
as inpatient services. Services that 
would not be covered if furnished as 
inpatient hospital services are excluded 
from home health coverage.

(d) H ousekeeping services. Services 
whose sole purpose is to enable the 
beneficiary to continue residing in his 
or her home (for example, cooking, 
shopping, Meals on Wheels, cleaning, 
laundry) are excluded from home health 
coverage.

(e) Services covered  under the End 
Stage Renal D isease (ESRD) program. 
Services that are covered under the 
ESRD program and are contained in the 
composite rate reimbursement 
methodology, including any service 
furnished to a Medicare ESRD 
beneficiary that is directly related to 
that individual’s dialysis, are excluded 
from coverage under the Medicare home 
health benefit..

(f) Prosthetic devices. Items that meet 
the requirements of § 410.36(b) of this 
chapter for prosthetic devices covered 
under Part B are excluded from home 
health coverage. Catheters, catheter 
supplies, ostomy bags, and supplies 
relating to ostomy care are not 
considered prosthetic devices if 
furnished under a home health plan of 
care and are not subject to this 
exclusion from coverage.

(g) M edical socia l services provided to 
fam ily  m em bers’. Except as provided in
§ 409.45(c)(2), medical social services 
provided solely to members of the 
beneficiary’s family and that are not 
incidental to covered medical social 
services being provided to the 
beneficiary are not covered.

B. Part 413 is amended as set forth 
below:

PART 413—PRINCIPLES OF 
REASONABLE COST 
REIMBURSEMENTi PAYMENT FOR 
END-STAGE RENAL DISEASE 
SERVICES

1 . The authority citation for part 413 
continues to read as follows:

Authority: Secs. 1 1 0 2 ,1814(b), 1815,1833  
(a), (i), and (n), 186t(v), 1 8 7 1 ,1881 ,1883 , 
and 1886 of the Social Security Act (42 
U.S.G. 1 3 0 2 ,13051(b), 1395g, 13951 (a), (i), 
and(n), 1395x(v), 1395hh,1395rr, 1395ft, 
and 1395ww); see. 104 of Public Law 1 0 0 -  
360 as amended by sec. 608(d)(3) of Public 
Law 1GQt485  (42 U.S.C. 1395ww (note)); and 
sec. 101(c) of Public Law 101-234 (42 U.S.C. 
1395ww (note)).

2 . Section 413.125 is added to subpart 
F to read as follows:

§ 413.125 Payment for home health 
services.

For additional rules on the 
allow ability o f certain  costs incurred by 
hom e health agencies, see  §§ 409.46 and  
409.49(b) o f this chapter.

C. Part 418 is amended as set forth 
below:

PART 418—HOSPICE CARE

1. The authority citation for part 418 
is revised to read as follows:

Authority: Sees. 1 1 0 2 ,1812(a)(4), 1812(d), 
1813(a)(4), 1814(a)(7), 1814(1), 1816(e)(5),
1861 (dd), 1862(a) (l), (6) and (9) and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1395d(a)(4), 1395d(d), 1395e(a){4),
1395f(a)(7), 1396f(i), 1395hfe)(5), 1395x(dd), 
1395y(a) (1), (6) and (9) and 1395hh) and sec. 
353 of the Public Health Service Act (42 
U.S.C 263a).

2 . Section 418.202 is amended by 
revising paragraph (g) to read as follows:

§ 418.202 Covered services.
* ,  * ■ * .. * * .
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(g) Home health a id e services 
fu rn ished by qualified aides as 
designated in §418.94 and hom em aker 
services. Home health aides may 
provide personal care services as 
defined in § 409.45(b) of this chapter. 
Aides may perform household services 
to maintain a safe and sanitary 
environment in areas of the home used 
by the patient, such as changing bed 
linens or light cleaning and laundering 
essential to the comfort and cleanliness 
of the patient. Aide services must be 
provided under the general supervision 
of a registered nurse. Homemaker 
services may include assistance in 
maintenance of a safe and healthy 
environment and services to enable the 
individual to carry out the treatment 
plan.

7 *  *  A A Ar

D. Part 484 is amended as set forth 
below:

PART 484—CONDITIONS OF 
PARTICIPATION: HOME HEALTH 
AGENCIES

1 . The authority citation for part 484 
is revised to read as follows:

Authority: Secs. 1 1 0 2 ,1814(a)(2)(C), 
1835(a)(2)(A), 1861,1871, and 1891 of the 
Social Security Act (42 U.S.C. 1302, 
1395f(a)(2)(C), 1395n(a)(2)(A), 1395x,
1395hh, and 1395bbb).

2 . Section 484.18(c) is revised to read 
as follows:

§ 484.18 Condition of participation: 
Acceptance of patients, plan of care, and 
medical supervision.
A A A *  A

(c) Standard: Conform ance with 
physician orders. Drugs and treatments 
are administered by agency staff only as 
ordered by the physician. Oral orders 
are put in writing and signed and dated 
with the date of receipt by the registered 
nurse or qualified therapist (as defined 
in § 484.4 of this chapter) responsible 
for furnishing or supervising the 
ordered services. Oral orders are only 
accepted by personnel authorized to do 
so by applicable State and Federal laws 
and regulations as well as by the HHA’s 
internal policies. Agency staff check all 
medicines a patient may be taking to 
identify possible ineffective drug 
therapy or adverse reactions, significant 
side effects, drug allergies, and 
contraindicated medication, and 
promptly report any problem to the 
physician.

3. In §484.36, paragraphs (b)(2)(iii),
(c» and (d) are revised to read as follows:

§ 484.36 Condition of participation: Home 
health aide services.
* * * * *

(b) * * *
(2) * * *
(iii) The home health aide must 

receive at least 12 hours of in-service 
training during each 12-month period. 
The in-service training may be 
furnished while the aide is furnishing 
care to the patient.
* * * * *

(c) Standard: Assignment and duties 
o f the hom e health aide.

(1) Assignment. The home health aide 
is assigned to a specific patient by the 
registered nurse. Written patient care 
instructions for the home health aide 
must be prepared by the registered 
nurse or other appropriate professional 
who is responsible for the supervision 
of the home health aide under 
paragraph (d) of this section.

(2) Duties. The home health aide 
provides services that are ordered by the 
physician in the plan of care and that 
the aide is permitted to perform under 
State law. The duties of a home health 
aide include the provision of hands-on 
personal care, performance of simple 
procedures as an extension of therapy or 
nursing services, assistance in 
ambulation or exercises, and assistance 
in administering medications that are 
ordinarily self-administered. Any home 
health aide services offered by an HHA 
must be provided by a tfyalified home 
health aide.

(d) Standard:'Supervision.
(1 ) If the patient receives skilled 

nursing care, the registered nurse must 
perform the supervisory visit required 
by paragraph (d)(2) of this section. If the 
patient is not receiving skilled nursing 
care, but is receiving another skilled 
service (that is, physical therapy, 
occupational therapy, or speech- • 
language pathology services), 
supervision may be provided by the 
appropriate therapist.

(2) The registered nurse (or another 
professional described in paragraph
(d)(1) of this section) must make an on
site visit to the patient’s home no less 
frequently than every 2 weeks.

(3) If home health aide services are 
provided to a patient who is not 
receiving skilled nursing care, physical 
or occupational therapy or speech- 
language pathology services, the 
registered nurse must make a 
supervisory visit to the patient’s home 
no less frequently than every 62 days. In 
these cases, to ensure that the aide is 
properly caring for the patient, each 
supervisory visit must occur while the 
home health aide is providing patient 
care.

(4) If home health aide services are 
provided by an individual who is not 
employed directly by the HHA (or

hospice), the services of the home 
health aide must be provided under 
arrangements, as defined in section 
1861(w)(l) of the Act. If the HHA (or 
hospice) chooses to provide home 
health aide services under arrangements 
with another organization, the HHA’s 
(or hospice’s) responsibilities include, 
but are not limited to— (i) Ensuring the 
overall quality of the care provided by 
the aide;

(ii) Supervision of the aide’s services 
as described in paragraphs (d)(1) and
(d)(2) of this section; and

(iii) Ensuring that home health aides 
providing services under arrangements 
have met the training requirements of 
paragraph (a) of this section.
«A A *  Ar *

5. In § 484.48, the introductory 
paragraph is revised to read as follows:

§484.48 Condition of participation:
Clinical records.

A clinical record containing pertinent 
past and current findings in accordance 
with accepted professional standards is 
maintained for every patient receiving 
home health services. In addition to the 
plan of care, the record contains 
appropriate identifying information; 
name of physician; drug, dietary, 
treatment, and activity orders; signed 
and dated clinical and progress notes; 
copies of summary reports sent to the 
attending physician; and a discharge 
summary. The HHA must inform the 
attending physician of the availability of 
a discharge summary. The discharge 
summary must be sent to the attending 
physician upon request and must 
include the patient’s medical and health 
status at discharge.
*  *  *  *  *

(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare— Hospital 
Insurance; and Program No. 93.774,
Medicare— Supplementary Medical 
Insurance Program)

Dated: May 31, 1994.
Bruce C. Vladeck,
Administrator, Health Care Financing 
Administration.

Dated: June 24, 1994.
Donna E. Shalala,
Secretary.
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