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on the human environment, and that an 
environmental impact statement is not 
required. The agency’s finding of no 
significant im pact and the evidence 
supporting that finding, contained in an 
environmental assessment, may be seen 
in the Dockets Management Branch 
(address above) between 9 a.m. and 4 
p.m., Monday through Friday.

List o f Subjects in 21 CFR Part 522

Animal drugs.
Therefore, under the Federal Food, 

Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs and redelegated to 
the Center for Veterinary M edicine, 21 
CFR part 522 is amended as follows:

PART 522— IMPLANTATION OR 
INJECTABLE DOSAGE FORM NEW 
ANIMAL DRUGS

1. The authority citation for 21 CFR 
part 522 continues to read as follows:

Authority: Sec. 512 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
360b).

2. Section 522.1940 is amended by 
revising paragraphs (b), (d)(2)(ii), and
(d)(2) (iii); and by redesignating 
paragraph (e) as paragraph (d)(2)(iv) and 
revising it to read as follows:

§ 522.1940 Progesterone and estradiol 
benzoate in combination.
Hr Hr Hr *  Hr

(b) Sponsor. See 000033 for use as 
provided in paragraphs (d)(1) and (d)(2 ) 
of this section; see 021641 for use as 
provided in paragraphs (d)(1) and
(d)(2)(i) through (d)(2)(iii)(a) of this 
section,
'Hr Hr Hr Hr Hr'

(d) * * *
(2) *  *  *
(ii) Indications for use. For increased 

rate of weight gain and improved feed 
efficiency.

(iii) Limitations, (a) For animals 
weighing 400 pounds or more; for 
subcutaneous ear implantation, one 
dose per animal.

(6) For additional improvement in 
rate of weight gain in steers fed in 
confinement for slaughter, reim plant at 
approximately day 70.

(iv) NAS/NRC status. The conditions 
of use specified in paragraphs (d)(2)(i) 
through (d)(2)(iii)(cr) are NAS/NRC 
reviewed and found effective.

Dated: September 20.1994.
Robert C. Livingston,
Director, Office o f  New Animal Drug 
Evaluation, Center fo r  Veterinary Medicine. 
[FR Doc. 94-24013 Filed 9-29-94; 8:45 am] 
BILLING CODE 4160-01-F

21 CFR Part 900

[Docket No. 93N-0351]

Quality Standards and Certification 
Requirements for Mammography
Facilities

AGENCY; Food and Drug Administration, 
HHS.
ACTION; Interim rule; opportunity for 
public comment,

SUMMARY: The Food and Drug 
Administration (FDA) is issuing 
regulations to implem ent the 
Mammography Quality Standards Act of 
1992 (MQSA). The MQSA requires the 
establishment of a Federal certification 
and inspection program for 
mammography facilities; regulations 
and standards for accrediting bodies for 
mammography facilities; and standards 
for mammography equipment, 
personnel, and practices, including 
quality assurance. This regulation, 
w hich amends two previously 
published interim rules, modifies and 
adds to the definitions previously set 
forth. In addition, the interim rule 
provides a mechanism  to request 
permission to meet alternative 
requirements, other than those 
previously set forth, if  the proposed 
alternative requirement is at least as 
effective as the existing quality 
standards in achieving quality 
mammography services for women. 
DATES: The interim regulation is 
effective October 1 ,1 9 9 4 ; written 
comments by December 2 9 ,1 9 9 4 . The 
Director of the Office of the Federal 
Register approves this incorporation by 
reference in accordance with 5 U.S.C, 
552(a) and 1 CFR part 51 of a certain 
publication in 21 CFR 900.12(d )(l)(i), 
effective on September 3 0 ,1 9 9 4 . 
ADDRESSES: Subm it written comments 
to the Dockets Management Branch 
(H FA -305), Food and Drug 
Administration, rm. 1 -2 3 ,1 2 4 2 0  
Parklawn Dr., Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT: 
Charles K. Showalter, Center for Devices 
and Radiological Health (H FZ -240), 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857, 
3 0 1 -5 9 4 -3 3 3 2 ,

SUPPLEMENTARY INFORMATION:

I. Background
The MQSA (Pub. L. 102-539) was 

enacted to establish minimum, national 
quality standards for mammography, 
The MQSA requires that, to provide 
mammography services legally after 
October 1 ,1 9 9 4 , all facilities, except 
facilities of the Department of Veterans 
Affairs, must be both accredited by an

approved accrediting body and certified 
by the Secretary o f Health and Human 
Services (HHS) (the Secretary). The 
authority to approve accreditation 
bodies and to certify facilities has been 
delegated by the Secretary to FDA.

The MQSA was passed on October 27, 
1992, in response to statistics on the 
prevalence of breast cancer across the 
United States. Breast cancer is now the 
most common cancer, and the second 
leading cause of cancer deaths among 
women. According to the 1992 
projections by the Am erican Cancer 
Society, there would be 180,000 new 
cases of breast cancer among w omen in 
the United States in just that year. Of 
these new cases, it was estimated that 
approximately 46 ,000 of these women 
would die from the disease. The lifetime 
risk of developing breast cancer is 
increasing. In 1992, breast cancer 
affected 1 in  8 women in their lifetime 
as compared to 1 in 11 in 1 9 8 0 ,1  in 14 
in 1960, and 1 in 20 in 1940,

Early detection o f breast cancer, 
typically involving physical breast 
examination and mammography, is the 
best means of preventing deaths that 
result from breast cancer detected at an 
advanced stage. The value of 
undergoing mammography screening is 
that mammography can detect cancers 
that are too sm all to be felt through 
physical exam ination (palpation). 
Mammograms can detect breast cancer 
up to 2 years before a woman or her 
doctor can feel a lump. In addition, 
these early stage cancers can be 90 to 
100 percent curable (Ref. 1).

However, according to the General 
Accounting Office (GAO), a 
mammogram is one of the most difficult 
radiographic images to read. It must 
have optimal clarity for the image to be 
interpreted correctly. If the image 
quality is poor or the interpretation is 
faulty, the interpreter may miss an 
incipient cancerous lesion. This could 
delay treatment and result in an 
avoidable death or mastectomy. Further, 
it is equally true that poor images or 
faulty interpretations can lead to a false 
positive diagnosis, w hich produces 
needless patient anxiety, costly 
additional testing, and painful biopsies 
wThen normal tissue is misread as 
abnormal.

The Senate Committee on Labor and 
Human Resources held hearings on the 
breast cancer issue and found a wide 
range of problems with the current 
mammography system: Poor quality 
equipment, the lack of quality assurance 
procedures, poorly trained technologists 
and physicians, false representation of 
accreditation by some mammography 
facilities, and the lack of inspections or 
consistent governmental oversight. The
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MQSA addresses these specific 
concerns by establishing national 
minimum standards for all 
mammography facilities, except the 
Department of Veterans Affairs, in the 
areas of radiation dose, equipment, 
personnel, and practices, such as quality 
control and quality assurance. The 
MQSA replaces a patchwork of Federal, 
State, and private standards and 
guarantees sufficient oversight and 
enforcement to ensure that women will 
receive high quality mammography 
services.

II. Comments

To date, FDA has received 97 
comments on the 2 interim rules that 
were published in the Federal Register 
of December 21 ,1993  (58 FR 67558 and 
58 FR 67565). These comments, which 
have been carefully reviewed and 
summarized, are under consideration as 
the final regulations are being 
developed, FDA will publish its 
response to the various comments in the 
Federal Register when the final rules 
are published,

III. Effective Date

The effective date of this regulation is 
October 1 ,1994. Although the effective 
date of a final regulation ordinarily may 
not be less than 30 days after date of 
publication in the Federal Register, the 
Administrative Procedures Act and 
FDA’s regulations permit exceptions to 
this timeframe when: (l) The regulation 
grants an exemption or relieves a 
restriction; (2) the regulation interprets 
rules and policy statements; or, (3) good 
cause exists and is published for the 
earlier date. This interim rule satisfies 
any one or all of the exemption criteria 
that permit an earlier effective date. (See 
5 U.S.C. 553(d) and 21 CFR 10.40(c)(4).)

First, this interim rule exempts 
certain mammography devices and 
procedures from quality standards 
established under the MQSA. Second, 
the interim rule provides a means for 
proposing alternative standards that 
may relieve restrictions for certain 
mammography facilities. Third, the 
interim rule provides interpretive 
definitions and FDA policy statements 
to clari fy essential terms in rules 
previously issued under the MQSA. 
Finally, failure to implement this 
interim rule by October 1 ,1994, could 
inadvertently render critical 
mammography devices and procedures 
illegal that are not currently intended to 
be covered under the MQSA. Therefore, 
the agency finds good cause for an 
effective date fewer than 30 days after 
publication of this regulation. 
Accordingly, for all these reasons, this

interim rule is made effective as of 
October 1 ,1994 .

IV. Legislative Authority
December 14,1993 , the President 

signed legislation (H. Rept. 2202) 
granting interim rule authority to the 
Secretary for promulgation of standards 
required by the MQSA. This 
authorization was provided in 
recognition of the fact that the 
certification deadline of October 1, 
1994, could not be met without 
streamlining the process for initial 
promulgation of standards. Because of 
the perceived urgent public health need 
for Federal standards for 
mammography, it was decided that 
interim rule authority should be 
granted, rather than an extension of the 
deadline to develop standards.

Under the interim rule legislation, the 
Secretary is authorized to issue 
temporary, interim regulations setting 
forth standards for approving 
accrediting bodies and for quality 
standards for mammography, under 
section 354(e) and 354(f) of the Public 
Health Service Act (the PHS Act) (42 
U.S.C. 263b(e) and 354(f)). Under the 
abbreviated process, the Secretary is 
required to adopt existing standards to 
the maximum extent feasible, such as 
those established by the Health Care 
Financing Administration (HCFA), 
private voluntary accreditation bodies,
e.g., the American College of Radiology 
(ACR), and some States. Also, in 
developing the interim regulations, the 
Secretary is not required to consult with 
the National Mammography Quality 
Assurance Advisory Committee 
(Advisory Committee). However, after 
the interim standards are issued, 
Congress intended that the Secretary 
proceed with the more extensive 
rulemaking procedures envisioned by 
the original enactment of the MQSA, 
including the statutorily required 
consultation with the Advisory 
Committee.

FDA used this authority to issue 
interim requirements for accrediting 
bodies, quality standards, and 
certification on December 21,1993. 
Those interim standards have been used 
to approve accreditation bodies and 
certify facilities before the October 1, 
1994, deadline. However, since the 
interim regulations were published on 
December 1993, FDA’s experience in 
applying those interim standards has 
convinced the agency that certain 
amendments to those interim rules are 
necessary in order to clarify the 
obligation that facilities have to meet 
under MQSA by the October 1 ,1994, 
deadline. The regulations implemented 
by this interim rule add to and modify

the interim rules issued on December
21,1993 , and will remain in effect until 
final regulations are proposed and 
promulgated in 1995.

V. Provisions of the Rule
A. A m ended Definition

FDA’s experience in developing 
standards and planning for 
implementation of the MQSA over the 
past year has made the agency aware 
that certain changes to its previously 
published interim definitions are 
necessary.

Section 900.2 (21 CFR 900.2) of the 
December 21 ,1993 , interim rule (58 FR 
67558 at 67563) defines essential terms 
used throughout the interim rules.
These definitions are intended to inform 
mammography facilities and consumers 
of the meaning of terminology used 
throughout the MQSA regulations. This 
interim rule amends and modifies 
certain terms defined in § 900.2.

In determining which facilities would 
be subject to the standards under the 
MQSA, Congress defined the term 
“facility” to include a hospital, 
outpatient department, clinic, radiology 
practice, or mobile unit, an office of a 
physician, or other facility, as 
determined by the Secretary, and, by 
delegation, FDA, that conducts breast 
cancer screening or diagnosis through 
mammography activities. The term does 
not include a facility of the Department 
of Veterans Affairs.

Congress further defined 
mammography “activities” to include 
the operation of equipment to produce 
a mammogram, the processing of film, 
the initial interpretation of the 
mammogram, and the (maintenance of) 
viewing conditions for that 
interpretation. However, Congress 
recognized that a mammogram may be 
performed in a place that is different 
from the facility that processes or 
interprets the x-ray film. In such a case, 
the MQSA requires the facility 
performing the mammogram to be 
responsible for meeting the MQSA 
quality standards.

Under this interim rule, FDA is 
amending the definition of “facility” 
under § 900.2 to clarify that it is the 
facility performing the mammogram that 
is responsible for obtaining 
accreditation by an FDA-approved 
accrediting body and certification by 
FDA to provide mammography services 
legally after October 1 ,1994 . Thè 
facility performing the mammogram 
must substantiate that the additional 
mammography activities of processing 
the x-ray film, interpreting the image, 
and maintaining viewing conditions, 
wherever performed, meet all quality
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standards required under the MQSA. 
Facilities that provide only partial 
services (e.g., film processing companies 
or interpreting radiologists) are not 
required at this time to apply for 
accreditation or certification under 
M QSA, although these partial providers 
w ill have to meet MQSA standards in 
order to be employed by any facility that 
performs mammograms. In the future, 
FDA may require facilities that perform 
any portion of the process required for 
a mammography evaluation to be 
directly subject to the accreditation and 
certification process.

In addition, although the M QSA 
excludes facilities of the Department of 
Veterans Affairs (VA) from die scope of 
the legislation, VA is working to 
establish standards consistent with this 
legislation. A ll other facilities that 
conduct the following screening or 
diagnostic mammography activities are 
subject to the standards issued under 
the MQSA.

B. New Definitions
This interim rule is adding the new 

terms “screening mammography” and 
“diagnostic mammography” to § 900.2 
in order to clarify which breast cancer 
screening or diagnostic mammography 
activities conducted by a facility will 
render that facility subject to the 
provisions of and regulations issued 
under the M QSA, and w hich activities 
are excluded from regulation. Under the 
MQSA, Congress defined the term 
“mammography” as radiography of the 
breast, but provided no statutory 
definition for the terms “screening 
mammography” and “diagnostic 
mammography.” This interim rule is 
adding the terms “screening 
mammography” and “diagnostic 
mammography” to the definition 
portion o f the regulations in order to 
clarify the scope of the regulated 
mammography activities. These 
definitions are based on definitions 
developed by the Agency for Health 
Care Policy and Research (AHCPR) and 
the ACR, and have been modified as 
necessary for purposes of MQSA 
implementation.

The term “screening mammography” 
is being defined as mammography 
performed on an asymptomatic patient 
to detect the presence of breast cancer 
at an early stage. In screening 
mammography, the patient typically has 
not manifested any clin ical signs, 
symptoms, or physical findings of breast 
cancer. The screening mammogram is 
performed to detect the presence of a 
breast abnormality in its incipient stage 
and to serve as a baseline film to which 
future screening or diagnostic 
mammograms may be compared.

The term “diagnostic mammography” 
is being defined as mammography 
performed on a patient with clin ical 
signs, symptoms, or physical findings 
suggestive of breast cancer; an abnormal 
or questionable screening mammogram; 
a history of breast cancer w ith breast 
conservation surgery regardless of 
absence o f clin ical breast signs, 
symptoms, or physical findings; or, 
augmented breasts regardless of absence 
of clin ical breast signs, symptoms, or 
physical findings. Diagnostic 
mammography is also called problem
solving mammography or consultative 
mammography. A diagnostic 
mammogram is performed because there 
is a reasonable articulable suspicion that 
an abnormality may exist in the breast. 
The diagnostic mammogram may 
confirm or deny the presence of an 
abnormality and, if  confirmed, may 
assist in determining the nature of the 
problem.

FDA has further defined the terms 
screening and diagnostic mammography 
to exclude breast imaging performed in 
a research setting as part of a scientific 
study to evaluate experimental 
mammography devices conducted in 
accordance with FDA’s investigational 
device exemption regulations in 21 CFR 
part 812. Science has not progressed to 
the point where effective quality 
standards may be written for every 
category of experimental mammography 
device. Therefore, at this tim e these 
investigational devices for breast 
radiography w ill not be subject to the 
quality standards issued under the 
MQSA. However, any conventional 
mammography device used as part of 
the scientific study to provide baseline 
data from w hich to evaluate the safety 
and efficacy of the experimental device 
would be subject to M QSA quality 
standards.

In addition, invasive interventions 
which employ breast radiography 
devices to produce radiographic images 
of the breast in association with 
localization or biopsy (e.g., stereotactic 
x-ray) procedures have also been 
excluded from the definitions of 
screening and diagnostic mammography 
activities.

In the future, when the science has 
advanced to a point where effective, 
national quality standards may be 
developed, FDA may regulate facilities 
that employ these invasive interventions 
or facilities that employ experimental 
devices for breast radiography to ensure 
their com pliance under the act.

C. Alternative Standards
FDA recognizes that there may be 

alternative standards to the standards 
issued in § 9 0 0 .1 2  (21 CFR 900.12) of

the Federal Register of December 12, 
1993 (58 FR 67565), that are at least as 
effective in delivering high quality 
mammography services to women. In 
the interest of improving the overall 
quality of mammography, FDA wants to 
provide an avenue by w hich safe and 
effective alternative standards may be 
implemented. Accordingly, the agency 
has created a mechanism for qualified 
applicants to request permission to meet 
an alternative standard rather than an 
existing quality standard. The request 
must be supported by such evidence as 
required by the agency to render a 
determ ination that the suggested 
alternative is at least as effective as the 
agency mandated standard in helping to 
achieve high quality mammography.

If the agency determines that the 
proposed alternative is acceptable, the 
agency w ill grant the request. The 
applicant w ill receive written notice of 
the approval of the alternative standard, 
including any lim itations on use of the 
alternative, and the period of time that 
the alternative may be employed. The 
decision w ill be placed in the public 
docket file in the Dockets Management 
Branch (address above), after deletion of 
any patient identifiers or confidential 
com m ercial information, and may also 
be published in the form of a notice in 
the Federal Register.

Other entities that desire to use the 
alternative standard must also submit an 
application and receive approval by the 
agency before they may substitute the 
alternative for the agency mandated 
standard. FDA anticipates that “me-too” 
entities filing an application in 
accordance with the regulations 
typically would receive a prompt 
response to the request. This process is 
necessary to ensure that those other 
entities wishing to avail themselves of 
the alternative fully understand and 
appreciate the alternative procedure and 
its applicability so that the overall 
quality of mammography services is 
maintained. However, if  a manufacturer 
of mammography equipment applies to 
the agency for approval of an alternative 
standard based on particular 
characteristics of that manufacturers’s 
equipment, FDA approval of that 
alternative standard would apply to all 
facilities using that manufacturer’s 
equipment.

VI. Quality Assurance Standards: 
Screen-Film

FDA is amending the quality 
assurance (QA) standard for screen-film 
systems. Section 900.12(d )(l)(i) (58 FR 
67565 at 67572) requires the screen-film 
QA program for a mammography facility 
to be substantially the same as that 
described in the 1992 edition of
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“Mammography Quality Control: 
Radiologist’s Manual, Radiologic 
Technologists Manual and Medical 
Physicist’s Manual.” Recently, the 1994 
edition of the manual has been 
published. FDA has evaluated the 
revised QA screen-film program in this 
latest edition and determined that either 
the 1992 version or the 1994 version of 
the program can serve as the basis for a 
facility’s screen-film QA program. FDA 
is amending § 900.12(d)(l)(i) to reflect 
this change,

V II .  Paperwork Reduction Act of 1980
This interim rule contains 

information collections which are 
subject to review by the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act of 1980 
(44 U.S.C. Chapter 35). The title, 
description, and respondent description

of the information collection are shown 
below with an estimate of the annual 
reporting and recordkeeping burden. 
Included in the estimate is the time for 
reviewing instructions, searching 
existing data sources, gathering and 
maintaining the data needed, and 
completing and reviewing the collection 
of information.

Title: Quality Standards and 
Certification Requirements for 
Mammography Facilities.

Description: FDA is issuing an interim 
rule to implement the certification and 
quality standards provisions of the 
MQSA. This regulation, which amends 
two previously published interim rules, 
modifies and adds to the definitions 
previously set forth. In addition, the 
interim rule provides a mechanism to 
request permission to meet alternative 
requirements, other than those

previously set forth, if the proposed 
alternative requirement is at least as 
effective as the existing quality 
standards in achieving quality 
mammography services for women.

As required by section 3504(h) of the 
Paperwork Reduction Act of 1980, FDA 
is submitting a copy of this interim rule 
to OMB for its review of these 
information collection requirements. 
Other organizations and individuals 
desiring to submit comments regarding 
this burden estimate or any aspects of 
these information collection 
requirements, including suggestions for 
reducing the burden, should direct them 
to FDA’s Dockets Management Branch 
(address above) and to the Office of 
Information and Regulatory Affairs, 
OMB, rm. 3208, New Executive Office 
Bldg., Washington, D.C. 20503, 
Attention: Desk Officer for FDA.

E s t i m a t e d  A n n u a l  B u r d e n  f o r  R e p o r t i n g

CFR section No. of re
spondents

No. of re
sponses per 
respondent

Total annual 
responses

Hours per 
response

Total
hours

21 CFR 900.11(b)(2), 21 CFR 900.181 ............... ......................................

Total ..........,..i............ ............. ........................................... ...................

25 1 25 2 50

50

1 FDA is unable to estimate the burden Imposed by 21 CFR 900.18 at this time because there is insufficient information to determine how 
many requests for approval of an alternative standard will be submitted. This estimate will be provided when FDA has sufficient information on 
whicn to base an estimate.

E s t i m a t e d  A n n u a l  B u r d e n  f o r  R e c o r d k e e p i n g

CFR section No. of record- 
keepers

Annual hours per 
recordkeeping

Total annual bur
den hours

21 CFR 90Ó 11(c)(1) ........... ........................ ........................................................................ 1,000
10,000

1
1

1,000
10,00021 CFR 900 12(e)(1), 21 CFR 900.181 .......................................................... ........... .........

11,050

1 FDA is unable to estimate the burden imposed by 21 CFR 900.18 at this time because there is insufficient information to determine how 
many requests for approval of an alternative standard will be submitted. This estimate will be provided when FDA has sufficient information on 
which to base an estimate.

VIII. Environmental Impact

The agency has determined under 21 
CFR 25.24(a)(8) that this action is of a 
type that does not individually or 
cumulatively have a significant effect on 
thè human environment. Therefore, 
neither an environmental assessment 
nor an environmental impàct statement 
is required.

IX. Economic Impact

FDA has examined the impacts of the 
interim rule under Executive Order 
12866 and the Regulatory Flexibility Act 
(Pub. L. 96-354), Executive Order 12866 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net benefits

(including potential economic, 
environmental, public health and safety, 
and other advantages; distributive 
impacts; and equity), The agency 
believes that this interim rule is 
consistent with the regulatory 
philosophy and principles identified in 
the Executive Order. In addition, the 
interim rule is not a significant 
regulatory action as defined by the 
Executive Order and so is not subject to 
review under the Executive Order.

The Regulatory Flexibility Act 
requires agencies to analyze regulatory 
options that would minimize any 
significant impact of a rule on small 
entities. Because a request for an 
alternative requirement is a voluntary 
action by the applicant and the 
amended definitions limit the current 
applicability of these requirements, the

agency certifies that the interim rule 
will not have a significant economic 
impact on a substantial number of small 
entities. Therefore, under the Regulatory 
Flexibility Act, no further analysis is 
required.

X. References
The following reference has been 

placed on display in the Dockets 
Management Branch (address above) 
and may be seen by interested persons 
between 9 a.m. and 4 p.m., Monday 
through Friday,
1. Report on the Mammography Quality 

Standards Act of 1992, U.S. Senate, Report 
102-448, October 1,1992.

XI. Request for Comments
Interested persons may, on or before 

December 29,1994, submit to the
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Dockets Management Branch (address 
above) written com ments regarding this 
interim rule. Two copies of any 
comments are to be submitted, except 
that individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the office 
above between 9 a.m. and 4 p.m., 
Monday through Friday. Although these 
amendments to the interim  regulations 
become effective October 1 ,1 9 9 4 , FDA 
w ill consider and evaluate all comments 
it receives as part of its ongoing work on 
the final rules.

List o f Subjects in 21 CFR Part 900
Electronic products, Incorporation by 

reference, Mammography, M edical 
devices, Radiation protection, Reporting 
and recordkeeping requirements, X-rays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act and the Public 
Health Service Act, and under authority 
delegated to the Commissioner of Food 
and Drugs, 21 CFR part 900 is amended 
as follows:

P A R T 900— M AM M OGRAPHY

1 . The authority citation for 21 CFR 
part 900 continues to read as follows:

Authority: Secs. 5 1 9 , 5 3 7 , an d  704(e) of the  
Fed eral Fo od , Drug, and C osm etic A ct (21  
U .S.C . 3 6 0 i, 360n n , an d  3 7 4 (e )); sec. 35 4  of  
the Pu blic H ealth S ervice  A ct (42  U .S.C. 
263b ).

2 . Section 900.2 is amended by 
revising paragraph (e) and by adding 
new paragraphs (r) and (s) to read as 
follows:

§ 900.2 Definitions.
it it it it it

(e) Facility means a hospital, 
outpatient department, clin ic, radiology 
practice, or mobile unit, office of a 
physician, or other facility that conducts 
breast cancer screening mammography 
activities or conducts diagnostic 
mammography activities, including the 
following: The operation of equipment 
to produce a mammogram, processing of 
film , initial interpretation of the 
mammogram, and m aintaining viewing 
conditions for that interpretation. This 
term does not include a facility of the 
Department of Veterans Affairs.
*  *  *  *  it

(r) Diagnostic mammography means 
mammography performed on a patient 
with: clin ical signs, symptoms, physical 
findings suggestive of breast cancer; an 
abnormal or questionable screening 
mammogram; a history of breast cancer 
with breast conservation surgery 
regardless of absence of clin ical breast 
signs, symptoms, or physical findings;

or, augmented breasts regardless of 
absence o f clin ical breast signs, 
symptoms, or physical findings. 
Diagnostic mammography is also called 
problem-solving mammography or 
consultative mammography. This 
definition excludes mammography 
performed during invasive interventions 
for localization or biopsy procedures. 
The definition further excludes 
mammography performed as part o f a 
scientific study to evaluate an 
experimental mammography device 
conducted in accordance with FDA’s 
investigational device exemption 
regulations in part 812 of this chapter,

(s) Screening mammography means 
mammography performed on an 
asymptomatic patient to detect the 
presence of breast cancer at an early 
stage. This definition excludes 
mammography performed as part of a 
scientific study to evaluate an 
experimental mammography device 
conducted in accordance with FDA’s 
investigational device exemption 
regulations in part 812 of this chapter.

3. Section 900.12(d )(l)(i) is revised to 
read as follows:

§ 900.12 Quality standards.
it it it it it

id)* * *
(1 ) *  *  *
(i) For film -screen systems, be 

substantially the same as that described 
in the 1992 or 1994 edition of 
“Mammography Quality Control: 
Radiologist’s Manual, Radiologic 
Technologist’s Manual, and M edical 
Physicist’s M anual,” prepared by the 
Am erican College of Radiology, 
Committee on Quality Assurance in 
Mammography, w hich is incorporated 
by reference in  accordance w ith 5 U.S.C. 
552(a) and 1 CFR part 51. Copies may 
be obtained from the Am erican College 
of Radiology, Mammography 
Accreditation Program, 1891 Preston 
W hite Dr., Reston, VA 2 2 0 91 -5431 ; and 
may be inspected at the Center for 
Devices and Radiological Health, 
Division of Mammography and 
Radiation Programs (H FZ -200), 5600 
Fishers Lane, Rockville, MD 20857; or 
may be examined at the Office of the 
Federal Register, 800 North Capitol St. 
NW., suite 700, W ashington, DC.
it it it it it

4. Section 900 .18  is added to subpart 
B to read as follows:

§ 900.18 Alternative requirements for 
MQSA quality standards.

(a) Criteria for approval of alternative 
standards. Upon application by a 
qualified party as defined under 
paragraph (b) of this section, the 
Director, Division of Mammography

Quality and Radiation Programs (the 
Director), may approve an alternative to 
a quality standard under § 900.12, when 
the Director determ ines that:

(1) The proposed alternative standard 
will be at least as effective in assuring 
quality mammography as the standard it 
proposes to replace, and

(2) The proposed alternative:
(1) Is too limited in its applicability to 

justify amending the standard, or
(ii) Offers an expected benefit to 

public health which is so great that the 
time required for the processing of an 
amendment to the standard would 
present an unjustifiable risk to public 
health, and

(3) The granting of the alternative is 
in keeping with the purposes of the 
Mammography Quality Standards Act of
1992.

(b) Applicants for alternatives. (1) 
Mammography facilities and 
accreditation bodies may apply for 
alternatives to the quality standards of 
§ 9 00 .12 .

(2) State governments that are not 
accrediting bodies may apply for 
alternatives to the standards of
§ 900.12(a).

(3) Manufacturers and assemblers of 
equipm ent used for mammography may 
apply for alternatives to the standards of 
§ 9 0 0 .1 2  (b), (c), and (d).

(c) Application for approval of an 
alternative standard. An application for 
approval of an alternative standard or 
for an amendment or extension of the 
alternative standard shall be submitted 
in an original and two copies to the 
Director, Division of Mammography 
Quality and Radiation Programs, Center 
for Devices and Radiological Health 
(H FZ -240), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. The application 
for approval of an alternative standard 
shall include the following information:

(1) Identification of the original 
standard for w hich the alternative 
standard is being proposed and an 
explanation of why it is believed 
necessary to propose the alternative;

(2) A description of the manner in 
w hich the alternative is proposed to 
deviate from the original standard;

(3) A description, supported by data, 
of the advantages to be derived from 
such deviation;

(4) An explanation, supported by 
data, of how such a deviation would 
assure equal or greater quality of 
production, processing, or interpretation 
of mammograms than the original 
standard;

(5) The suggested period of time that 
the proposed alternative standard would 
be in effect; and
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(6) Such other information required 
by the Director to evaluate and act on 
the application.

(d) Ruling on applications. (1) The 
Director may approve or deny, in whole 
or in part, a request for approval of an 
alternative standard or any amendment 
or extension thereof, and shall inform 
the applicant in writing of this action. 
The written notice will state the manner 
in which the requested alternative 
standard differs from the agency 
standard and a summary of the reasons 
for approval or denial of the request. If 
the request is approved, the written 
notice will also include the effective 
date and the termination date of the 
approval, a summary of the limitations 
and conditions attached to the approval, 
and any other information that may be 
relevant to the approved request. Each 
approved alternative standard will be 
assigned an identifying number.

(2) Notice of an approved request for 
an alternative standard or any 
amendment or extension thereof will be 
placed in the public docket hie in the 
office of the Dockets Management 
Branch and may also be in the form of
a notice published in the Federal 
Register. The notice will state the name 
of the applicant, a description of the 
published agency standard, and a 
description of the approved alternative 
standard, including limitations and 
conditions attached to approval of the 
alternative standard.

(3) Summaries of approved alternative 
standards, including information on 
their nature and number, will be 
provided to the National Mammography 
Quality Assurance Advisory Committee.

(4) All applications for approval of 
alternative standards and for 
amendments and extensions thereof and 
all correspondence (including written 
notices of approval) on these 
applications will be available for public 
disclosure in the Dockets Management 
Branch, excluding patient identifiers 
and confidential commercial 
information.

(e) Am endm ent or extension o f an 
alternative standard. An application for 
amending or extending approval of an 
alternative standard shall include the 
following information:

(1) The approval number and the 
expiration date of the alternative 
standard;

(2) The amendment or extension 
requested and the basis for the 
amendment or extension; and

(3) An explanation, supported by 
data, of how such an amendment or 
extension would assure equal or greater 
quality of production, processing, or 
interpretation of mammograms than the 
original standard.

(f) Applicability o f the alternative 
standards. Any approval of an 
alternative standard, amendment, or 
extension may be implemented only by 
the entity to which it was granted and 
under the terms under which it was 
granted, except that when an alternative 
standard is approved for a manufacturer 
of equipment, any facility using that 
equipment will also be covered by the 
alternative standard. Other entities 
interested in similar or identical 
approvals must file their own 
application by following the provisions 
of § 900.18(c).

(g) Withdrawal o f approval o f 
alternative standards. The Director shall 
amend or withdraw approval of an 
alternative standard whenever the 
Director determines that this action is 
necessary to protect the public health or 
otherwise is justified by § 900.12. Such 
action will become effective on the date 
specified in the written notice of the 
action sent to the applicant, except that 
it will become effective immediately 
upon notification of the applicant when 
the Director determines that such action 
is necessary to prevent an imminent 
health hazard.

Dated: September 26,1994.
William K. Hubbard,
Interim Deputy Commissioner for Policy.
[FR Doc. 94-24354 Filed 9-28-94; 12:40 pmj
BILLING CODE 41M-Q1-P

D EP A R TM EN T O F  HO USIN G AN D  
UR B AN  D EV ELO P M E N T

Office of the Assistant Secretary for 
Housing Federal Housing 
Commissioner

24 C FR  Parts 200,203,207,220,221, 
235,236,237,241 and 242

[Docket No. R-84-1751; FR -3434-F-02] 

RIN 2502-AG01

Payment of Insurance Claims by Book 
Entry Form of Debentures and Statute 
of Limitations on Payment of 
Distributive Shares

AGENCY: Office of the Assistant 
Secretary for Housing-Federal Housing 
Commissioner, HUD.
ACTION: Final rule.

SUMMARY: This rule implements 
provisions in the Housing and 
Community Development Act of 1992 
that authorize the Secretary to pay 
mortgage insurance claims with book 
entry forms of debentures and establish 
a statute of limitations on payments of 
Mutual Mortgage Insurance Fund 
distributive shares.

EFFECTIVE DATE: October 31,1994.
FOR FURTHER INFORMATION CONTACT: 
Christopher Peterson, Director, Office of 
Mortgage Insurance Accounting and 
Servicing, Room 2108, Department of 
Housing and Urban Development, 451 
Seventh Street, SW, Washington, DC 
20410, telephone: voice (202) 708-1046; 
the telecommunications device for the 
deaf (TDD) telephone number is (202) 
708-4594. (These are not toll-free 
numbers.)
SUPPLEMENTARY INFORMATION: This rule 
implements two provisions contained in 
the Housing and Community 
Development Act of 1992, Pub. L. 1 0 2 -  
550, approved October 28 ,1992  (the 
1992 Act). Section 516 of the 1992 Act 
amends sections 20 4 ,2 0 7 ,2 2 0  and 
221(g), of the National Housing Act to 
authorize the Secretary of HUD to pay 
virtually any mortgage insurance claim 
in book entry or other form of 
debentures an well as in the current 
certificated registered form. Section 508 
of the 1992 Act establishes a 6-year 
statute of limitation on the payment of 
distributive shares from the Mutual 
Mortgage Insurance Fund.

Authority To Pay Mortgage Insurance 
Claims With Book Entry and Other 
Forms of Debentures

The rule amends parts 200, 203 ,207 , 
220, 221, 235 ,236 , 237, 241 and 242 of 
title 24 of the Code of Federal 
Regulations to authorize payment of 
mortgage insurance claims with book 
entry or other forms of debentures.

Under HUD’s mortgage insurance 
programs, when a mortgage goes into 
default, the mortgagee is entitled to 
receive insurance benefits that are 
payable in cash or debentures. HUD 
currently pays most, but not all, claims 
in cash. One notable exception is that, 
under section 221(g)(4) of the National 
Housing Act, holders of single family 
mortgages insured under section 221 
that are current after 20 years from final 
endorsement may assign the mortgages 
to HUD and receive debentures in 
exchange. Holders of current section 
221 multifamily mortgages may likewise 
assign such mortgages to HUD in 
exchange for debentures if the mortgage 
is not sold through the auction process 
mandated by section 221(g)(4)(C). HUD 
also issues debentures for the difference 
between the amount of redeemed 
debentures and the amount of the 
mortgage insurance premium due, when 
mortgagees pay their MIP and then 
exercise their right to send in the 
debentures for redemption.

Since 1938, the Department of the 
Treasury has acted as Fiscal Agent for 
the Federal Housing Administration and
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HUD with respect to debentures, and 
has carried out debenture processing 
functions on FHA’s and HUD’s behalf. 
S ince 1988, Treasury has delegated 
m uch o f the debenture processing 
functions to the Federal Reserve Bank of 
Philadelphia (FRBP) acting in its 
capacity as Fiscal Agent of the United 
States. The computer system used by 
FRBP is designed to accommodate use 
o f book entry, as w ell as certificated 
debentures. Processing book entry 
debentures is considerably less costly 
than processing certificated debentures. 
Section 516 of the 1992 Act provides 
explicit statutory authority for HUD to 
convert to a book entry system.

Under current statutory authority, 
FRBP issues certificated debentures in 
m ultiples of $50, and issues a cash 
adjustment for the balance. The 
certificated debenture system is 
extrem ely cumbersome and expensive 
to administer, since FRBP must have the 
debenture stock printed, store and 
handle the debenture stock under secure 
conditions, process the issuance of 
debentures manually, transmit the 
debentures physically, and issue the 
cash adjustment separately. The 
certificated debentures are also 
cumbersome and expensive for holders 
to store and negotiate. Such debentures 
must be held under secure conditions, 
and the pledging and assignment 
through physical transfer could cause 
delays or lead to loss or theft.

Because of these considerations, 
Treasury and a number of Federal 
government agencies have switched 
from certificated to book entry 
securities, a shift paralleled in the 
equity and corporate and municipal 
bond markets. However, since Congress 
apparently contem plated the use of 
certificated debentures when it enacted 
the current provisions of sections 204, 
207, and 220 o f the National Housing 
Act, Section 516 of the 1992 Act was 
enacted to clarify HUD’s authority to 
pay claim s through the issuance of book 
entry debentures.

W ith enactment o f section 516, the 
book entry system administered by 
FRBP can be put into operation.
Effective with this rule, HUD will have 
authority to issue debentures in book 
entry form. HUD intends to implement 
this authority in  the very near future 
with respect to issuance of all new 
debentures. An announcement of the 
implementation w ill be made prior to its 
effective date. Also, once this new 
authority is implemented, debentures 
issued for amounts remaining after 
payment o f mortgage insurance 
premiums may also be in book entry 
form. In addition, holders of 
outstanding certificated debentures

may, at their option, exchange such 
debentures for book entry securities. 
Debentures in  book entry form w ill not 
thereafter be exchangeable for 
debentures in certificated form. Book 
entry debentures w ill be issued in a 
minimum amount of one dollar and 
increm ents of one cent. This w ill allow 
debentures to be issued in virtually the 
exact amount payable to the holder, 
with no cash adjustment. Interest and 
principal payments on book entry 
debentures w ill be made by direct 
deposit (electronic funds transfer) to the 
account and financial institution 
designated by the owners of the 
debentures. Considerable savings will 
accrue, both to the Federal government 
and to holders of debentures, by thus 
bringing the FHA debenture process 
into conformity with modem 
com m ercial practices.

Establish a Statute of Limitations on 
Payments of Distributive Shares

The rule also implements section 508 
o f the 1992 Act by amending 24 CFR 
Part 203 to establish a six-year statute of 
lim itations w ithin w hich an individual 
who is eligible for the payment of a 
distributive share could claim  his or her 
distributive share. The amendment also 
transfers amounts no longer eligible for 
distribution because o f the statute of 
lim itations from the Participating 
Reserve Account to the General Surplus 
A ccount to help ensure the actuarial 
soundness of the Mutual Mortgage 
Insurance Fund.

Publication as Final Rule

It is the policy o f the Department to 
publish rules for public comment before 
developing a rule for effect. However, in 
a particular case where notice and 
public comment are not required by 
statute, the procedure for advance 
public comment may be omitted i f  the 
Department determ ines that it is 
im practicable, unnecessary, or contrary 
to the public interest. In this case, 
revisions to the regulations are limited 
to those needed to reflect the clear 
Congressional mandate to effect a 6-year 
statute of lim itations on claim s for 
distributive shares and to provide 
authority to issue debentures in book 
entry form. The Department would not 
be able to change the minimal 
provisions it is  setting forth in this rule 
in  response to public comments because 
o f the specificity of the statute being 
implemented, Consequently, we believe 
it unnecessary to accept and review 
public com ments before putting into 
effect these statutory provisions,

Other Matters

Regulatory Flexibility

In accordance with 5 U.S.C. 605(b) 
(the Regulatory Flexibility  Act), the ■ 
undersigned hereby certifies that this 
rule does have a significant econom ic 
im pact on a substantial number of small 
entities. The rule implements 
Congressional mandates w hich will 
prove cost beneficial for affected 
business entities both large and small.

NEPA

Under HUD regulations (24 CFR 
50.20(k)), this rule is exempt from the 
requirements of the National 
Environmental Policy Act as set forth in 
24 CFR Part 50. The rule relates to 
internal administrative procedures, the 
content of w hich does not involve 
development decisions, and does not 
affect the physical condition of project 
areas or building sites but only relates 
to the payment of insurance claims and 
distributive shares.

Executive Order 12612, Federalism

* The General Counsel, as the 
Designated Official under section 6 (a) of 
Executive Order 12612, Federalism, has 
determined that the policies contained 
in this rule w ill not have substantial 
direct effects on States or their political 
subdivisions, or the relationship 
betw een the Federal government and 
the States, or on the distribution of 
power and responsibilities among the 
various levels of government. As a 
result, the rule is not subject to review 
under the order. The rule does not effect 
any change in current relationships 
between HUD, the private sector and 
state and local governmental entities.

Executive Order 12606, The Family

The General Counsel, as the 
designated official under Executive 
Order 12606, The Family, has 
determined that this rule does not have 
potential for significant impact on 
family formation, maintenance, and 
general well-being, and, thus, is not 
subject to review under the order. No 
significant change in existing HUD 
policies or programs w ill result from 
promulgation of this rule, as those 
policies and programs relate to family 
concerns.

Regulatory Agenda. This rule was 
listed as item 1597 in the Department’s 
Sem iannual Agenda o f Regulations 
published on April 2 5 ,1 9 9 4  (59 FR 
20424, 20450) in accordance with 
Executive Order 12866 and the 
Regulatory Flexibility  Act,
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List of Subjects
24 CFR Part 200

Administrative practice and 
procedure, Claims, Equal employment 
opportunity, Fair housing, Housing 
standards, Incorporation by reference, 
Lead poisoning, Loan programs—  
housing community development, 
Minimum property standards, Mortgage 
insurance, Organization and functions 
(Government agencies), Reporting and 
recordkeeping requirements, Social 
security, Unemployment compensation, 
Wages.

24 CFR Part 203 
Mortgage insurance.

24 CFR Part 207
Manufactured homes, Mortgage 

insurance, Reporting and recordkeeping 
requirements, Solar energy.

24 CFR Part 220
Home improvement, Loan programs— 

housing and community development, 
Mortgage insurance, Reporting and 
recordkeeping requirements, Urban 
renewal.
24 CFR Part 221

Low and moderate income housing, . 
Mortgage insurance, Reporting and 
recordkeeping requirements.

24 CFR Part 235
Condominiums, Cooperatives, Grant 

programs—housing and community 
development, Low and moderate 
income housing, Mortgage insurance, 
Reporting and recordkeeping 
requirements.
24 CFR Part 236

Grant programs—housing and 
community development, Low and 
moderate income housing, Mortgage 
insurance, Rent subsidies, Reporting 
and recordkeeping requirements.

24 CFR Part 237
Grant programs—housing and 

community development, Low and 
moderate income housing, Mortgage 
insurance.

24 CFR Part 241
Energy conservation, Home 

improvement, Loan programs—housing 
and community development, Mortgage 
insurance, Reporting and recordkeeping 
requirements, Solar energy.

24 CFR Part 242
Hospitals, Mortgage insurance, 

Reporting and recordkeeping 
requirements.

Accordingly, in chapter n of title 24 
Code of Federal Regulations, parts 200,

203, 2 0 7 ,2 2 0 ,2 2 1 ,2 3 5 ,2 3 6 , 237 ,241 , 
and 242, are amended as follows:

P A R T 200— IN TR O D U C TIO N

1. The authority citation for 24 CFR 
part 200 is revised to read as follows:

Authority: 12 U.S.C. 1701-l?15z-18, 
1701s, and 1715z-ll; 42 U.S.C. 3535(d), 
3543, and 3544.

2. In §200.157, paragraphs (b), (c), (d),
(e), and (f)(1) are revised to read as 
follows:

§ 200.157 Provisions and characteristics 
of debentures.
* * * * *

(b) Registration and denominations. 
Debentures in certificated form are 
issued in denominations of $50, $100, 
$500, $1,000 and $10,000 with the name 
of the owner inscribed on the face of the 
certificate. Debentures in book entry 
form are issued in a minimum amount 
of one dollar and in increments of one 
cent with the name of the owner 
recorded in an account master record on 
the books of the Treasury.

(c) Rate o f interest ana 
interchangeability. Debentures carry a 
rate of interest prescribed by the 
Commissioner but not in excess of an 
annual rate determined by the Secretary 
of the Treasury in accordance with 
prescribed statutory formula involving 
yields or prices of outstanding 
marketable obligations of the United 
States. Debentures in certificated form 
of the same series bearing the same 
interest rate and having the same 
maturity date shall be freely 
interchangeable between the various 
authorized denominations and may be 
exchanged for similar debentures in 
hook entry form. Debentures in book 
entry form cannot be exchanged for 
debentures in certificated form.

(d) Negotiability and Redemption. 
Debentures in certificated form are 
negotiable and, if in book entry form, 
are transferable in the manner described 
in applicable Treasury regulations. 
Debentures are fully guaranteed as to 
principal and interest by the United 
States. Debentures are redeemable on 
call issued by the Commissioner.

(e) Payment o f principal and interest. 
Principal and interest on debentures 
shall be payable when due at the 
Department of the Treasury,
Washington, DC, or any Government 
agency or agencies in the United States 
which the Secretary of the Treasury may 
from time to time designate for that 
purpose. The principal and interest 
shall be payable to the owner whose 
name shall be inscribed on the 
debenture in certificated form, to the 
owner designated as assignee as shown

by executed assignments for maturing or 
called certificated debentures, or to the 
owner whose name shall be recorded in 
the account master record of the book 
entry debentures.

(f) Transfer and use— (1) In general. 
Debentures in certificated form are 
negotiable and, if in book entry form, 
are transferable in the manner described 
in applicable Treasury regulations. They 
may be used by approved mortgagees in 
lieu of cash for payment of FHA 
mortgage insurance premiums. 
* * * * *

3. In § 200.158, the introductory text 
is revised and paragraphs (c) and (d) are 
removed, to read as follows:

§ 200.158 Applicability of Treasury 
regulations to debenture transactions.

The Department of the Treasury acts 
as fiscal agent for the Commissioner in 
connection with transactions and 
operations relating to debentures. 
Treasury’s General Regulations 
Governing U.S. Securities (31 CFR Part 
306) and its Supplemental Regulations 
Governing Federal Housing 
Administration Debentures (31 CFR Part 
337) have been and are adopted as 
revised and amended, to the extent 
applicable, as the regulations of the 
Commissioner governing the issuance 
of, transactions in and redemption of 
debentures, including the payment of 
interest thereon with the following 
exceptions:
* * * * *

P A R T  203— SIN G LE FAM ILY  
M O R TG A G E  IN SUR AN CE

4. The authority citation for 24 CFR 
part 203 continues to read as follows:

Authority: 12 U.S.C 1709,1715b; 42 
U.S.C. 3535(d).

5. Paragraph (r) of § 203.251 is revised 
to read as follows:

§203.251 Definitions.
*  «  *  *  *

(r) Debentures means registered, 
transferable securities in certificated or 
book entry form which are valid and 
binding obligations, issued in the name 
of the Mutual Mortgage Insurance Fund 
in accordance with the provisions of 
this part; such debentures are the 
primary liability of the Mutual Mortgage 
Insurance Fund and are unconditionally 
guaranteed as to principal and interest 
by the United States.
* * * * *

6. Section 203.408 is revised to read 
as follows:
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§ 203.408 Form and amounts of 
debentures.

Debentures issued under this part 
shall be in such form and amounts; and 
shall be subject to such term and 
conditions; and shall include such 
provisions for redemption, if  any, as 
may be prescribed by the Secretary, 
w ith the approval of the Secretary of the 
Treasury; and may be in book entry or 
certificated registered form, or such 
other form as the Secretary by regulation 
may prescribe.

7. Section 203.411 is revised to read 
as follows:

§ 203.411 Cash adjustment.
Any difference of less than $50 

between the amount of debentures to be 
issued to the mortgagee and the total 
amount of the mortgagee’s claim , as 
approved by the Commissioner, may be 
adjusted by the issuance o f a check in 
payment thereof.

8 . A new § 203.427 is added after 
§ 203.426 and at the end o f the 
undesignated center heading, “Mutual 
Mortgage Insurance Fund and 
Distributive Shares”, to read as follows:

§ 203.427 Statute of limitations on 
payment of distributive shares.

The Commissioner shall not distribute 
any distributive share to an eligible 
mortgagor under § 203.423 beginning on 
the date w hich is six  years after the date 
the Commissioner first transmitted 
written notification o f eligibility to the 
last known address of the mortgagor, 
unless the mortgagor has applied in 
accordance with procedures prescribed 
by the Commissioner for payment of the 
share within the six-year period. The 
Commissioner shall transfer any 
amounts no longer eligible for 
distribution under this section from the 
Participating Reserve Account to the 
General Surplus Account.

9. Paragraph (f) of § 203.440 is revised 
to read as follows:

§ 203.440 Definitions.
* * * * *

(f) D eben tu res means registered, 
transferable securities in  book entry or 
certificated form w hich are valid and 
binding obligations, unconditionally 
guaranteed as to principal and interest 
by the United States.

10 . Section 203.483 is revised to read 
as follows:

§ 203.483 Forms and amounts of 
debentures.

Debentures issued under this part 
shall be in such form and amounts; and 
shall be subject to such terms and 
conditions; and shall include such 
provisions for redemption, i f  any, as 
may be prescribed by the Secretary,

with the approval of the Secretary of the 
Treasury; and may be in book entry or 
certificated registered form, or such 
other form as the Secretary by regulation 
may prescribe.

11 . Section 203.487 is revised to read 
follows:

§ 203.487 Gash adjustment.
Any difference of less than $50 

between the amount o f debentures to be 
issued to the lender and the total 
amount of the lender’s claim , as 
approved by the Commissioner, may be 
adjusted by the issuance of a check in 
payment thereof.

PART 207— MULTIFAMILY HOUSING 
MORTGAGE INSURANCE

12. The authority citation for 24 CFR 
part 207 continues to read as follows:

Authority: 12 U.S.C. 1701z-ll(e), 1713, 
and 1715b; 42 U.S.C. 3335(d).

13. Section 207.259 is amended by 
revising paragraph (e)(5), to read as
follows:

§ 207.259 insurance benefits.
* * * * *

(e) * * *
(5) Be issued in such forms and 

amounts; and be subject to such terms 
and conditions; and include such 
provisions for redemption, i f  any, as 
may be prescribed by the Secretary, 
with the approval o f the Secretary of the 
Treasury; and may be in book entry or 
certificated registered form, or such 
other form as the Secretary by regulation 
may prescribe.
* * * * *

PART 220— M ORTGAGE INSURANCE 
AND INSURED IMPROVEMENT LOANS 
FOR URBAN RENEWAL AND 
CONCENTRATED DEVELOPMENT
AREAS

14. The authority citation for 24 CFR 
part 220 continues to read as follows:

Authority: 12 U.S.C. 1713 ,1715b, 1715k;
42 U.S.C. 3535(d).

15. Section 220.836 is revised to read 
as follows:

§ 220.836 Form and amou nts of 
debentures.

Debentures issued under subpart D of 
this part shall be in such form and 
amounts; and shall be subject to such 
terms and conditions; and shall include 
such provisions for redemption, i f  any, 
as may be prescribed by the Secretary, 
with the approval o f the Secretary of the 
Treasury; and may be in book entry or 
certificated registered form, or such 
other form as die Secretary by regulation 
may prescribe.

16. Section 220.842 is revised to read 
as follows:

§ 220.842 Cash adjustment

Any difference of less than $50 
between the amount of debentures to be 
issued to the lender and the total 
amount of the lender’s claim , as 
approved by the Commissioner, may be 
adjusted by the issuance of a check in 
payment thereof.

PART 221— LOW CO S T AND 
MODERATE INCOME M ORTGAGE 
INSURANCE

17. The authority citation for 24 CFR 
part 221 is revised to read as follows:

Authority: 12 U.S.C. 1707(a), 1715b, and 
17151, 42 U.S.C. 3535(d).

18. Section 221.780 is revised to read 
as follows:

§ 221,780 Issuance of debentures.

Upon the exercise of the assignment 
option and the satisfactory performance 
o f the requirements as to assignment set 
out in § 207.258 o f this chapter, the 
Commissioner shall issue the assignor 
mortgagee debentures having a total par 
value equal to the amount o f the original 
principal obligation o f the mortgage 
w hich was unpaid on the date of the 
assignment, plus accrued interest to 
such date.

PART 232— M ORTGAGE INSURANCE 
FOR NURSING HOMES,
INTERMEDIATE CARE FACILITIES, 
AND BOARD AND CARE HOMES

19. The authority citation for 24 CFR 
part 232 continues to read as follows:

Authority: 12 U.S.C. 1715(b), 1715w, 
!715z(9); 42 U.S.C. 3535(d).

20 . Section 232.893 is revised to read 
as follows:

§232.893 Cash adjustment

Any difference of less than $50 
betw een the amount of debentures to be 
issued to the lender and the total 
amount of the lender’s claim , as 
approved by the Commissioner, may be 
ad justed by the issuance of a check in 
payment thereof.

PART 235— M ORTGAGE INSURANCE 
AND ASSISTANCE PAYMENTS FOR 
HOMEOWNERSHIP AND PR OJECT 
REHABILITATION

21. The authority citation for 24 CFR 
part 235 continues to read as follows:

Authority: 12 U.S.C. 1715b and 1715z; 42 
U.S.C. 3535(d).

22 . Section 235.215 is revised to read 
as follows:
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§ 235.215 Method of paying insurance 
benefits.

If the application for insurance 
benefits is acceptable to the Secretary, 
the insurance claim  shall be paid in 
cash, unless the mortgagee files a 
written request with the application for 
payment in  debentures.

P AR T 236— M O R TG A G E  IN SUR ANCE  
AND IN TE R E S T R ED U C TIO N  
P AYM EN T FOR R E N TA L P R O JE C TS

23. The authority citation for 24 CFR 
part 236 continues to read as follows:

Authority: 12 U.S.C. 1715b and 1715z-l;
42 U.S.C. 3535(d).

24. Paragraph (a) of § 236.265 is 
revised to read as follows:

§ 236.265 Payment of insurance benefits.
•k 'v  k  k  k  k

(a) Insurance claim s sh all be paid in 
cash unless the mortgagee files a written 
request for payment in debentures.
k  ■ k  ■ k k  .. k

P AR T 237— S P E C IA L  M O R TG A G E  
INSURANCE FOR LO W  A N D  
M O D ER ATE INCOM E FAM ILIES

25. The authority citation for 24 part 
237 is revised to read as follows:

Authority: 12 U.S.C. 1709,1715b, 1715z- 
2; 42 U.S.C. 3535(d).

26. Section 237.260 is revised to read 
as follows:

§237.260 Method of paying insurance 
benefits.

If the application for insurance 
benefits is acceptable to the 
Commissioner, the insurance claim  
shall be paid in cash, unless the 
mortgagee files a written request with 
the application for payment in 
debentures.

PART 241— S U P P LEM EN TA R Y  
FINANCING FOR INSURED  
M ULTIFAM ILY P R O JE C TS

27. The authority citation for 24 CFR 
part 241 is revised to read as follows:

Authority: 12 U.S.C. 1715b, 1715Z-6; 42 
U.S.C 3535(d).

28. Section 241.893 is revised to read 
as follows:

§241.893 Cash adjustment

Any difference o f less than $50 
between the amount of debentures to be 
issued to the lender and the total 
amount o f the lender’s claim , as 
approved by the Commissioner, may be 
adjusted by the issuance o f  a check in 
payment thereof.

P A R T 242— M O R TG A G E  IN SUR ANCE  
FOR H O S P ITA LS

29. The authority citation for 24 CFR 
part 242 is revised to read as follows:

Authority: 12 U.S.C. 1715b, 1715n(t), 
1715Z-7; 42 U.S.C. 3535(d).

30. Section 242.260 is  revised to read 
as follows:

§242.260 Insurance benefits.
A ll o f the provisions o f § 207.259 of 

this chapter relating to insurance 
benefits apply to mortgages on hospitals 
insured under this subpart, except that 
in  a case where the mortgage involves 
the financing or refinancing of an 
existing hospital pursuant to § 242.93 
and the com m itm ent for insuring such 
mortgage is  issued on or after April 1 , 
1969, the insurance claim  shall be paid 
in cash unless the mortgagee files a 
written request for payment in 
debentures.

Dated: September 21,1994.
Jeanne K. Engel,
G eneral Deputy A ssistant Secretary fo r  
Housing—F ederal Housing Com m issioner. 
[FR Doc. 94—24188 Filed 9-29-94; 8:45 amj 
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SUMMARY: This final rule establishes a 
Continued Health Care Benefit Program 
(CHCBP) for certain DoD and other 
Uniformed Services health care 
beneficiaries who lose eligibility for 
health care in the M ilitary Health 
Services System (MHSS). It also 
provides for use o f the CHAMPUS 
benefit structure and CHAMPUS rules 
and outlines procedures for the CHCBP. 
EFFECTIVE DATES: October 1,1994. 
ADDRESSES: Office o f the Civilian Health 
and M edical Program o f the Uniformed 
Services (OCHAMPUS), Program 
Development Branch; Aurora, Colorado 
80045-6900.
FOR FURTHER INFORMATION CONTACT:
Mr. Gunther J. Zimmerman, Office of 
the Assistant Secretary o f Defense 
(Health Affairs), (703) 6 9 5 -3 3 3 1 ;

SUPPLEMENTARY INFORMATION:

1. Overview of the Final Rule
On April 6 ,1 9 9 4 , an interim  final rule 

regarding benefits and operational 
issues associated with implementation 
of the Continued Health Care Benefit 
Program (CHCBP) was published (59 FR 
16136).

The CHCBP was directed by Congress 
in  section 4408 o f the National Defense 
Authorization Act for F iscal Year 1993, 
Public Law 1 0 2 -4 8 4 , w hich amended 
title 10, United States Code, by adding 
section 1078a. This law directed the 
im plem entation o f a program of 
temporary continued health benefits 
coverage for certain former beneficiaries 
of the Department of Defense, 
com parable to the health benefits 
provided for former civilian  employees 
o f the Federal government.

Congress also directed that the 
program start by October 1 ,1 9 9 4 , and 
replace the conversion health care 
programs authorized in 10 U.S.C. 1086a 
and 1145(b). Conversion health care is 
provided via a DoD contract with 
Mutual o f Omaha and is scheduled to 
end Septem ber 3 0 ,1 9 9 4 .

The statute directs that the benefits 
offered by the CHCBP must be 
com parable to those offered to former 
civilian employees o f the Federal 
government. As is  the case for those 
employees, the costs w ill be borne by 
the beneficiary who w ill pay the entire 
premium charge. Additionally, the 
Department of Defense is  permitted to 
charge up to an additional ten percent 
of the premium charge to cover 
administrative expenses.

Under section 4408(b), eligibility to 
enroll in  the CHCBP includes members 
of the Uniformed Services who are 
discharged or released (voluntarily or 
involuntarily as long as not under 
adverse conditions) and their 
dependents; certain unremarried former 
spouses o f a member or former member; 
and emancipated children.

Health care coverage in  the CHCBP is 
for a specific tim e period, w hich varies 
by the category of beneficiary. Coverage 
periods are as follows: Former 
uniformed services members and their 
dependents—up to 18 months; 
unremarried former spouses—up to 36 
months; emancipated children (age 21 if  
not in  college or up to age 23 i f  in  
college)— up to 36 months. Eligible 
beneficiaries generally w ill have 60 days 
to elect coverage after they are notified 
o f their opportunity to enroll.

The Department o f Defense 
considered three alternatives to 
im plem ent this program: First, 
integration o f the program w ithin the 
Federal Employee Health Benefit


