the regulations. In order for them to be
of maximum benefit, they must be made
effective immediately,

Accordingly, under the administrative
procedure provisions in § U.S.C. 553, it
is found upon good cause that notice and
other public procedure concerning these
amendments are impracticable and un-<
necessary, and _good cause s found for
making these amendments effective less
than 30 days after publication in the
FEDERAL REGISTER.

The foregoing amendment shall be-
come effective upon issuance. Done at
Washington, D.C., this 14th day of De-
cember, 1977,

NotE~The Animal and Plant Health In-
spoction Service has determined that this
document does not contain a major proposal
requiring préparation of an Inflation Impact
Statement under Executive Order 11821 and
OMB Circular A-107,

R. I. BRowN,
Acting Deputy Admin-
istrator, Veterinary Services,

|FR Doc.77-36205 Piled 12-19-77;8:45 am|

[4110-03]
Title 21—Food and Drugs

CHAPTER |—FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

SUBCHAPTER C—DRUGS: GENERAL
{Docket No. 7TIN-0068]

PART 250—SPECIAL REQUIREMENTS
FOR SPECIFIC HUMAN DRUGS

New Drugs Containing Hexachlorophene

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This rule will amend drug
regulations to prohibit marketing of cer-
tain hexachlorophene-containing new
drugs. The prohibition will apply at the
time the Director of the Bureau of Drugs
issues a notice of opportunity for hearing
on a proposal to refuse to approve a new
drug application for such drug or on
January 31, 1878, whichever comes first,
This action is being taken because manu-
facturers of new drugs containing hexa-
chloropheéne have had approximately
5 years within which to submit adequate
information upon which a new drug ap-
plication can be approved.

EFFECTIVE DATE: January 19, 1978.

ADDRESSES: Written objections to the
Hearing Clerk (HFC-20), Food and Drug
Administration, Room 4-65, 5600 Fish-
ers Lane, Rockville, Md. 20857,

FOR FURTHER INFORMATION CON-
TACT;
Paul O. Fehnel, Bureau of Drugs
(HFD-30), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 5600 Fishers
&a;‘noa Rockville, Md. 20857, 301-443-

SUPPLEMENTARY INFORMATION:
In the FEpErAL REGISTER of April 18, 1977
(42 FR 20313), FDA proposed to amend
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% 250.250 (21 CFR 250.250) to prohibit the
marketing of new drugs containing
hexachlorophene for indications listed in
§ 250.250(c) (3) after a notice of oppor-
tunity for hearing is issued on a propo-
sal by the Director of the Bureau of
Drugs to refuse to approve such new
drug application (NDA) or after Sep-
tember 30, 1977, whichever comes first,
In response to the proposal, comments
were received from three manufacturers
and the Institute for Public Interest Rep-
resentation. A summary of the significant
comments and the Commissioner's con-
clusions are as follows:

1. One comment from a manufacturer
of a drug product that contains hexa-
chlorophene as & preservative assumed
that the manufacturer's product was not
covered by the proposal because of the
small amount of hexachlorophene used
and because it is used as a preservative
only, but asked for clarification on this
point,

The Commissioner advises that the
April 19 proposal pertained only to NDA's
for drug products that contain hexa-
chlorophene as an active ingredient for
use as a surgical scrub and for topical ap-
plication as specified In § 250.250(¢) (3)
(1), It did not propose to change, nor does
this final rule change, the provisions of
§ 250.250 (¢) (5) and (d), which indicate
that the use of hexachlorophene as a pre-
servative at a level not to exceed 0.1 per-
cent will not in itself require the submis-
slon of an NDA. Hexachlorophene may be
used only as part of a preservative sys-
tem, however, and only where no other
preservatives are available.

2. One comment suggested that the
effective date be changed from Septem-
ber 30, 1977, to June 30, 1978. The com-
ment argued that the extra time is needed
to comply with FDA’'s requirements.

The Commissioner rejects this com-
ment because it neither explains why the
additional time is necessary to meet the
FDA requirements, nor does It explain
why the information could not have been
submitted during the time that elapsed
after the requirement for an NDA was
putlished in the Feperar RECISTER of
September 27, 1972 (37 FR 20180). Be-
cause the final regulation is being pub-
Mshed later than expected, the proposed
effective date of September 30, 1977 is
being changed. The Commissioner Is
making the effective date 30 days after
the date of publication In the FepERAL
Recister and is establishing January 31,
1978 as the date after which drug
products containing hexachlorophene
may not be marketed without an ap-
proval NDA,

3. One comment objected to the state-
ment in the preamble of the proposal that
manufacturers have had approximately
5 years within which to submit the neces-
sary data in support of their NDA’s, The
comment sald that a change in the effi-
cacy guidelines was brought to the man-
ufacturers' attention in July 1975 and
contended that the reason some NDA's
remain unapproved is because of the de-

ficlencies in the review process, the
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change in guidelines, and the diculty
in meeting arbitrarily set guidelines.

The “glove juice” test, Le, the proce-
dure used to determine the effectiveness
of surgical scrubs, has since 1973 been
part of the guidelines of the Division of
Anti-infective Drug Products, Bureau of
Drugs, for evaluating surgical serubs.
This test was adopted, with some modi-
fication, by the OTC Antimicrobial I
Panel during its deliberations in 1973 and
was published as part of the Panel's re-
port in the FeoErAL REGISTER of Septem-
ber 13, 1974 (39 FR 33103). The OTC
Antimicrobial T Panel was appointed by
the Commissioner to review the data and
information submitted to FDA and to
prepare a report on the safety, effective~
ness, and labeling of OTC products con~
taining antimicrobial ingredients for
topical human use. This test, therefore,
has been in effect virtually from the time
that NDA's have been required for hexa-
chlorophene products.

With respect to the alleged deficiencies
in the review process, all applications for
surgical serubs have been expeditiously
reviewed by the Bureau of Drugs. Staff
members of FDA have had numerous
meetings with manufacturers to explain
procedures, interpret conclusions, review
statistical analyses, suggest changes in
instructions for use of the product to
improve its effectiveness, and explain
the approval criteria, Al applicants
for NDA's for hexachlorophene-contain-
ing products have been required to con-
duct the same tests for specified label in-
dications. Most of the NDA's submitted
in response to the 1872 regulation have
already been approved, which suggests
that not all firms have found it difficult
to meet the guidelines.

The Commissioner disagrees with the
statement that the guidelines have been
arbitrarily set, considering the nature of
hexachlorophene surgical scrubs, Any
product used as a surgical scrub should
produce the highest possible reduction of
microbial flora and should suppress the
count in the surgical glove over a 6-hour
perlod. If surgical scrubbing is going to
be performed, the ideal product would re-
move all transient flora and reduce the
resident flora to as low a level as pos-
sible. The product must also be acceptable
to the user and not Irritate the user’s
hands. It Is widely recognized, however,
that hexachlorophene scrubs do not
produce & high initial reduction, but with
constant repeated use will be effective
In reducing resident flora and in sup-
pressing the count in the user's glove
during the wearing time. Because no al-
ternative product giving high initial re-
duction and prolonged microbial sup-
pression was marketed in 1972, at the
time of the FDA action on hexachloro-
phene, the Panel recommended and the
Commissioner agreed that hexachloro-
phene products should continue to be
marketed as surgical scrubs and for
handwashing as part of patient care, As
produets combining both attributes be-
come available, the Commisioner be-

lieves that the criteria for evaluating a

FEDERAL REGISTER, VOL. 42, NO. 244—TUESDAY, DECEMBER 20, 1977




63772

surgical scrub product should be re-
examined in the light of risk-benefit
Judgments,

4. One comment argued that the glove-
Juice test is not the proper test for hexa-
chlorophene products because hexachlo-
rophene is a bacteriostatic rather than
a bactericidal agent, Purther, it was con-
tended that the 1-log reduction in bac-
terinl count required by the glove-juice
test is an arbitrary requirement. The
comment said a proper test to determine
the efficacy of a surgical scrub contain-
ing hexachlorophene would include the
test product, a positive and a vehicle
control, and studies in parallel in the
same laboratory.

The definitions of bacteriostatic and
bactericidal activity are not uniformly
agreed upon, As the use of adequate
neutralizers has been introduced into the
testing procedures for antimicrobial
chemicals, the ease with which the sepa-
ration of these definitions is usually made
has become significantly less. Acceptable
kill curves and D-values have been re-
quired and determined for what have
been generally accepted to be bactericidal
and bacteriostatic chemical agents, It is
obvious from historical data that a single
scrub with a hexachlorophene-contain-
ing product does have an antimicrobial
(bacteriostatic and/or bactericidal) ef-
fect on the skin microfiora.

As stated In the response to comment
3 above, & product used as a surgical
scrub should produce the highest possible
reduction of microbial flora and suppress
the count in the surgical glove over a 6~
hour period. Therefore, any product that
is used as a surgical scrub should meet &
standsard for initial reduction. The 1-log
reduction referred to in the comment is
therefore accepted as only the minimal
level of reduction for a suitable surgical
scrub in & bandwashing test, In fact, this
criterion can be met by some generally
available antimicrobial bar soaps when
tested under controlled conditions,

The glove-juice test is designed to test
surgical scrubs formulated with chem-
icals of differing activity including, as
part of the test, an objective assessment
of initial reduction of microbial flora,
action in suppressing growth of orga-
nisms while wearing the surgical glove,
and the product's substantive activity.
A substantive antimicrobial chemical is
one that binds to the outermost layer of
the skin cells. So that this substantive
activity can be determined, the test is
designed to extend over & 5-day testing
period, Because of limitations of num-
bers of test subjects and the use of the
opposite hand as a control, however, it is
not possible to also run & vehicle and/or
positive control in the same test, Cer-
tainly, other individual tests of these
elements, including both vehicle and
positive controls, can and should be de-
signed. One option would be to run se-
quential tests on the same group. Obvi-
ously, the Commissioner would not
discourage the development of such new
tests. However, it is desirable to have a
test for products, particularly hexachlo-
rophene-containing products, that al-
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lows judgment of the clements enume-
rated above for each product and com-
parisons between various antimicrobial
chemicals to define the activity of sur-
gioal serubs. Any agent which on initial
or single use did no better than ordinary
soap and water would not be acceptable
as a surgical scrub,

The glove-juice test has been designed
to eliminfite a5 much variation as pos-
sible because tests with fewer subjects
have not proven to be statistically valid.
The procedures used in the test, the sta-
tistical evaluation procedures, and the
criteria for definition as a surgical scrub
were reviewed by several experts prior to
use by FDA and adoption by the OTC
Antimicrobial I Panel. The data sub-
mitted for the numerous hexachloro-
phene-containing products have clearly
shown the value of this test in identify-
ing products that are effectively formu-
lated and products whose instructions
do not allow sufficient exposures to the
product to be effective. Collaborative
studies are often time consuming and
ultimately may merely show an already
recognized interlaboratory variation.

Because of the unusual situation that
hexachlorophene products were already
being marketed when they were declared
to be “new drugs,” the number of tests
required for an effective NDA is signifi-
cantly fewer than for & new material
being tested for safety and effectiveness.
Certainly, further studies comparing a
product to & vehicle control or a non-
antimicrobial soap are desirable. In cer-
tain instances where the vehicle, eg.,
alcohol, has obvious activity, vehicle con-
trols have been requested,

5. One comment noted that the glove-
juice test is based on a protocol pro-
posed by the OTC Antimicrobial I Panel
in the FeperaL REGISTER of September 13,
1974, as part of the panel’s proposed
monograph for OTC topical antimicro-
bial products. It pointed out that, to date,
neither the final monograph nor the
comments on the proposed test has been
published,

The Commissioner recognizes that the
tentative final monograph has not been
published, but, as indicated above, the
glove-juice test has been required for
surgical scrubs since 1973 and was
adopted, with some changes, by the OTC
Antimicrobial I Panel. The comments
submitted on the proposed monograph
concerning the glove-juice test dealt pri-
marily with details of the test and its
analysis and generally not with the cri-
teria involved. As a result of these
comments, some statistical changes in
analysis are expected to appear in the
tentative final monograph, but the test
is expected to remain the same. Of
course, all the comments received in re-
sponse to the proposed monograph are
on file with the Hearing Clerk, Food and
Drug Administration, and are avallable
for inspection.

6. One comment argued that for FDA
to classify an already marketed drug as a
new drug and then allow it to stay on the
market before its NDA is approved is
contrary to the provisions of section 505

of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355). It also alleged that
the preamble statement that the legality
of transitional treatment of newly classi-
fied new drugs was recognized by the
United States District Court for the Dis-
triet of Columbia in Hoffmann-LaRoche,
dne, v. Weinberger, (Civil Action No.
75-0270 filed July 29, 1975), was entirely
unfounded. Therefore, FDA should not
finalize the proposed regulation, but
should immediately prohibit the further
marketing of new drugs containing hex-
achlorophene that are not the subject
of an NDA.

The Commissioner rejects this com-
ment because transitional treatment of
newly classified new drugs was recog-
nized and accepted by the court in
“Hoffmann-LaRoche.” On October 31,
1875, June L. Green, U.S. District Judge,
United States District Court for the
District of Columbia, granted an FDA
motion to amend and clarify the July 29,
1975 Ordeér. The plaintiff (Hoffmann-
LaRoche, Inc.) concurred in this motion.
The October 31 Order contained a typo-
graphical error, which was corrected by
a revised Order reissued on November 3,
1975, The Court’s Order of November 3,
1975 is as follows:

Further ordered, That the Court's Order
of July 29, 1875, be amended to add the fol-
lowing separte final paragraph:

Ordered that nothing in the foregoing pro-
visions of this Order shall prevent defendants,
upon making and pulishing in the Fxorman
Rrcister a determination that prescription
new drugs in the following categories are
medically necessary, from allowing such drugs
to continue to be marketed pending comple-
tion of sclentific studies required for an
evaluation of thelr safely and effectiveness:
{a) Drugs covered by approved new drug
applications with respect to which new in-
formation causes defendants to initiate pro-
ceedings to withdraw approvals of applica-
tions pursuant to provisions of 21 U.5.C. 365
(e), and (b) drugs not previously declared as
new drugs and not covered by effective new
drug applications, which, upon the basis of
new information, the defendants have classi-
fied as new drugs,

Dated: November 3, 1875,

June L. Greex,
District Judge.

This amendment to the Order of July
28, 1975, published in the FeoErAl REG-
1sTer of March 2, 1976 (41 FR 8001), was
cited in the preamble to the proposed
regulation,

7. One comment objected, as an unduly
restrictive regulatory approach, to the
portion of the proposal that would pro-
hibit the marketing of a new drug con-
taining hexachlorophene upon the is-
suance of a notice of opportunity for
hearing on a proposal to refuse to ap-
prove the NDA. It alleged that this would
penalize a manufacturer who aggressive-
defended his product and would prevent
the manufacturer from marketing a
product earlier than another manufac-
turer who passively awaits the cut-off
date. The comment also alleged that such
& procedure appeared to be in conflict
with § 314.200(a) (1) and (2) (21 CFR
214.200(a) (1) and (2)).

The condition that marketing would
have to cease upon the publication of a
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notice of opportunity for hearing was in-
cluded {n the proposal because a notice of
opportunity for hearing constitutes the
final decision of the Bureau of Drugs
with respect to the application, After
such a determination it would be con-
trary to the public interest to continue to
permit the product to be shipped in inter-
state commerce pending final agency ac-
tion on the application. A notice of op-
portunity for hearing would be published
only if the manufacturer requests that
the application be filed over protest. Such
a request means that the manufacturer
has completed studies and believes that
sufficient data have been submitted for
the application to be approved. Because
the manufacturer contemplates no fur-
ther studies, and the Bureau of Drugs
has found the submitted studies unsatis-
factory, it would be contrary to the pro-
visions in “Hoffmann-LaRoche" (see
paragraph 6) to allow continued mar-
keting.

Although the comment alleged that the
proposed procedure appears to be in con-
flict with §314.200(a) (1) and (2), it
offered no explanation or discussion of
how the proposal conflicted. The Com-
missioner has reviewed these provisions
and, finding nothing in them that con-
flicts with the proposed regulations, re-
Jects this comment.,

8. One comment recommended that
FDA promulgate regulations establishing
the circumstances under which transi-
tional treatment is appropriate and a
maximum 6-month period during which
& new drug may be allowed to continue
in a transitional status.

Although it is beyond the scope of the
proposed regulation, the Commissioner
has reviewed this comment. The Court's
revised Order of November 3, 1975 in
“Hoffmann-LaRoche," set out in para-
graph 6 above, establishes that FDA can
only employ the transitional treatment
approach by publishing a determination
in the Feoerar REecister that the drug
involved is medically necessary. This is
the criterion to be followed by FDA, and
there s no need to elaborate on it in a
regulation.

The Commissioner also rejects the rec-
ommendation to establish 6 months as
the maximum time to leave a drug in the
transitional status. While it would be
contrary to the spirit of “Hoffmann-
LaRoche" to allow a transitional period
to continue indefinitely, a time period of
6 months may be too short for some prod-
ucts. Thus, rather than set a time period
applicable to all products, the Commis~
sioner advises that in each FEperaL Rec-
1sTER publication proposing transitional
treatment of a newly classified new drug,
he will propose a time limitation that is
considered reasonable for that particular
drug product,

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 505, 52
Stat, 1052-1053, as amended (21 U.S.C.
355)) and under authority delegated to
the Commissioner (21 CFR 5.1), § 250.250
Is amended by revising the introductory
text of paragraph (c)(4) to read as
follows:
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§ 250.250 Hexachlorophene, as a com-
ponent of drug and cosmetic prod-
ucls,

‘c) v w.\e

(4) Marketing of products for the in-
dications listed in paragraph (c)(3) of
this section may be continued without
an approved new drug application (or
required supplement thereto) either un-
til a notice of opportunity for hearing is
issued on a proposal by the Director of
the Bureau of Drugs to refuse to approve
such new drug application (or required
supplement) or until January 31, 1978,
whichever comes first, if all the follow-
ing conditions were met after Septem-
ber 27, 1972:

Effective date: This amendment be-
comes effective on January 19, 1978,

(Sec. 505, 52 Stat, 1052-1063 (21 US.C. 355))

Dated: December 13, 1977.

WiLniasm F. RANDOLPH,
Acting Assoclate
Commdssioner for Compliance.

| FR Doc.77-36173 Filed 12-10-77;8:45 am|

[4110-03 ]

SUBCHAPTER E—ANIMAL DRUGS, FEEDS,
AND RELATED PRODUCTS

PART 510—NEW ANIMAL DRUGS

SUBPART G—SPONSORS OF APPROVED
APPLICATIONS
PART 520—ORAL DOSAGE FORM NEW
ANIMAL DRUGS NOT SUBJECT TO CER-
TIFICATION

Primidone Tablets

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule,

SUMMARY: The mnimal drug regula-
tions are amended to reflect approval of
& new animal drug application (NADA)
filed by Bolar Pharmaceutical Co.,, Inc.,
providing for use of a 250-milligram
primidone tablet for treating dogs for
certain forms of epilepsy, distemper, and
hardpad disease.

EFFECTIVE DATE: December 20, 1977,

+#OR FURTHER INFORMATION CON-
TACT:

Henry C. Hewitt, Bureau of Veterinary
Medicine (HFV-112), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
é.ane. Rockville, Md. 20857, 301-443-
430.

SUPPLEMENTARY INFORMATION:
Bolar Pharmaceutical Co,, Inc., 130
Lincoln St., Copliague, N.Y. 11726, filed a
NADA (107-387V) providing for use of a
250-milligram primidone tablet for the
control of convulsions associated with
idiopathic epilepsy, epileptiform convul-
sions, viral encephalitis, distemper, and
hardpad disease that occurs as a clinical-
ly recognizable lesion in certain entities
in dogs.

In accordance with the freedom of in-
formation regulations and §514.11(e)
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(2) (i) of the animal drug regulations
(21 CFR 514.11(e) (2) (1)), & summary
of safety data and information sub-
mitted to support approval of this appli-
cation is relezsed publicly. The summary
is available for public examination at the
office of the Hearing Clerk (HFC-20),
Room 4-85, 5600 Pishers Lane, Rockville,
Md. 20857, from 9 a.m. to 4 p.m., Monday
through Friday, except on Federal holi-
days.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(1), 82
Stat. 347 (21 U.S.C. 360b(1) )) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1), Parts
510 and 520 are amended as follows:

1. In Part 510, § 510.600 is amended by
adding a new sponsor alphabetically to
paragraph (e) (1) and numerically to
paragraph (¢) (2) to read as follows:
£ 510.600 Names, addresses, and code

numbers of sponsors of approved ap-
plications,

(c) .- "

(1), o @

Firm name and address: Drug Hating No.
» » - - -
Bolar  Pharmaceutical 000725

Co,, Inc, 130 Lincoln
St., Copiague, NY.
11728,

(2) L
Drug listing No.: Firm name and address

- - - - -

Bolar Pharmaceutical Co.,
Ine, 130 Lincoln St
Copiague, N.Y. 11726,

2. In Part 520, § 520.1900 is amended
by revising paragraph (b) to read as fol-
lows:

§ 520.1900 Primidone mablets.

‘a) o &%

tb) Sponsor. See No. 000046 for use of
50- and 250-milligram tablets and No.
000725 for use of 250-milligram tablets
in § 510.600(¢c) of this chapter.

- » . - -

Effective date: This regulation is effec~
tive December 20, 1977,

(Sec, 512(1), 82 Stat. 347 (21 US.C. 360b(1) ).}
Dated: December 9, 1977,

FRreEp J. KINGMA,
Acting Direclor, Bureau of
Veterinary Medicine,

[FR D0c.77-36098 Filed 12-19-77;8:45 am|

[4410-01]
Title 28— Judicial Administration
CHAPTER |I—DEPARTMENT OF JUSTICE

PART 2-—PAROLE, RELEASE, SUPERVI-
SION AND RECOMMITMENT OF PRIS-
ONERS, YOUTH OFFENDERS, AND JU-
VENILE DELINQUENTS

Paroling, Recommitting and Supervising
Federal Prisoners

AGENCY: The United States Parole
Commission.
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ACTION: Final rule.

SUMMARY: Certification of release-
readiness by the Surgeon General (and
appropriate drug treatment) is required
prior to initial release on parole in the
case of all prisoners serving Narcotic
Addict Rehabilitation Act sentences. The
regulation herein adopted eliminates the
requirement for a re-certification by the
Surgeon General in a case where the
parole applicant is a returned parole vio-
lator whose parole was revoked for rea-
sons other than involvement with drugs.
The Commission has found that further
drug treatment would not advance the
statutory purpose where it would not be
relevant to the behavior problem which
caused the revocation.

EFFECTIVE DATE: February 1, 1978.

FOR FURTHER INFORMATION CON-
TACT:

Michael A. Stover, Office of the Gen-
eral Counsel, U.S. Parole Commission,
320 First St., N.W., Washington, D.C.
20537, phone: 202-724-3002,

SUPPLEMENTARY INFORMATION:
This will become effective for all re-
parole consideration proceedings held on
February 1, 1978, or thereafter. No re-
certification will then be required for an
applicant for re-parole under a NARA
sentence when the findings upon which
his revocation was based do not include
any drug-related violations (use, posses-
slon, sale, etc.) while on parole,

Accordingly, pursuant to the provi-
slons of 18 U.S.C. 4203(a) (1) and 4204
(a) (6), 28 CFR Chapter I, Part 2, Is
amended as set forth below, effective
February 1, 1978.

Dated: December 14, 1877,

Cecin C, McCaLL,
Chairman,
U.S. Parole Commission.
§2.3 Same; Narcotie Addict Rehabilita-
tion Act.

A Federal prisoner committed under
the Narcotic Addict Rehabilitation Act
may not be released on parole prior to
completion of a least 6 months in treal-
ment, not inciuding any period of time
for study prior to final judgment of the
court. Before parole is ordered by the
Commission, the Surgeon General or his
designated representative must certify
that the prisoner has made sufficient
progress to warrant his release and the
Attorney General or his designated
representative must also report to the
Commission whether the prisoner shouid
be released, Recertification by the Sur-
geon General prior to reparole consid-
eration is not required unless the revoca-
tion of parole was based on drug-related
violations, (18 U.B.C. 4254.)

IFR Doc. 77-36171 Filled 12-19-77: 8:45)
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[4810-25]
Title 31—Money and Finance: Treasury

CHAPTER |—MONETARY OFFICES,
DEPARTMENT OF THE TREASURY

PART 103—FINANCIAL RECORDKEEPING
AND REPORTING OF CURRENCY AND
FOREIGN TRANSACTIONS

Modification of Reporting Requirement
AGENCY: Department of the Treasury.
ACTION: Final rule,

SUMMARY: Each person having a fi-
nancial interest in, or signature au-
thority over a forelgn financial account
is required to report such relationship
on his Federal income tax return and
to provide such information concerning
each such account as shall be specified in
a special form to be filed by such per-
sons. This amendment: (1) Alters the
method of filing the report; and (2) ex-
empts persons having a financial interest
in 25 or more accounts from providing
detailed information concerning each
account unless so requested by the Sec-
retary or his delegate. The regulation is
being amended to that the required re-
port will no longer be made in conjunc-
tion with filing tax return information,
and to minimize the practical difficulties
of reporting a large number of accounts
by taxpayers having extensive Interna-
tional interests,

EFFECTIVE DATE: January 1, 1978.

FOR FURTHER INFORMATION CON-
TACT:

Robert J. Stankey, Assistant to the
Director (Financial Crimes and
Frauds), Office of Law Enforcement,
Department of the Treasury, Wash-
ington, D.C. 20220, 202-566-5630.

SUPPLEMENTARY INFORMATION:
New Treasury Form 90-22.1, Report of
Foreign Bank, Securities, and Other Fi-
nancial Accounts will be filed with the
Treasury Department on or before
June 30th of each calendar year begin-
ning with 1078 with respect to accounts
maintained during the preceding calen-
dar year,

Moreover, persons having & financial
interest in 25 or more foreign accounts
will be required to provide detalled in-
formation concerning each account only
when so requested by the Secretary or
his delegate. This modification in filing
procedure is designed to minimize the
practical difficulties of reporting a large
number of accounts by taxpayers hav-
ing extensive international interests. On
August 15, 1877 Treasury permitted this
procedures to be used for returns flled
in 1977 and stated that the report form
would be revised before it is time to
file reports due In 1978, This amendment
carries out that pledge.

The Department finds that since each
of these changes is a modification or

liberalization of existing requirements,
notice and public procedure with respect
to these amendments is unnecessary un-
der the provisions of 5§ US.C. 553(b) and
that good cause exists for making it
effective less than 30 days after publica-
tion.

Accordingly, effective January 1, 1978,
§ 103.24 of Title 31 of the Code of Fed-
eral Regulations is amended to read as
follows:

£103.24 Reports of foreign financial

accounis.

Each person subject to the jurisdic-
tion of the United States texcept a for-
elgn subsidiary of a U.S. person) having
a financial Interest in, or signature or
other authority over, a bank, securities
or other financial account in a foreign
country shall report such relationship to
the Secretary for each year in which
such relationship exists, and shall pro-
vide such information as shall be speci-
fled in & reporting form prescribed by
the Secretary to be filed by such per-
sons. Persons having a financial inter-
est in 25 or more foreign financial ac-
counts need only note that fact on the
form. Such persons will be required to
provide detailed information concern-
ing each account when so requested by
the Secretary or his delegate.

Dated: December 8, 1977.

BeTTe B. ANDERSON,
Under Secretary
of the Treasury.

{FR Doc¢.77-30164 Filed 12-18-77,8:48 am]

Title 32—National Defense

CHAPTER |—OFFICE OF THE
SECRETARY OF DEFENSE

SUBCHAPTED M—MISCELLANEOUS

PART 242a—PUBLIC MEETING PROCE-
DURES OF THE BOARD OF REGENTS,
UNIFORMED SERVICES UNIVERSITY OF
THE HEALTH SCIENCES

Change in Definition

AGENCY: Uniformed Services Univer-
sity of the Health Sciences,

ACTION: Final rule.

SUMMARY: This rule changes the defi-
nition of meeting by changing the num-
ber of Regents whose deliberations con-
stitute a meeting of the Board. The
change is necessary to conform to the
definition of quorum In the Board's Gen-
eral Procedures and Delegations.

EFFECTIVE DATE: January 19, 1978,

ADDRESS: Legal Counsel, Uniformed
Services University of the Health Scien-
ces, 4301 Jones Bridge Road, Bethesda,
Md. 20014,

FOR FURTHER INFORMATION CON-
TACT:

Merel Glaubiger, Legal Counsel, 202-
295-2113.
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