recommended, or suggested in the label-
i%g and that each ingredient contributes
she total effects claimed, and that the
_smmissioner of Food and Drugs in-
‘tended to initiate proceedings to with-
draw approval of the new-drug applica-

tion. Interested persons were invited to

submit pertinent data bearing on the
proposal within 30 days following pub-
lication of the announcement. No data
providing substantial evidence of effec-
tiveness were submitted pursuant to the
announcement.

Therefore, notice is given to the
holder(s) of the new-drug application (s)
and to any other interested person that
the Commissioner proposes to issue an
order under section 505 (e) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(e)) withdrawing approval of the
listed new-drug application(s) and all
amendments and supplements thereto on
the grounds that new information before
him with respect to the drug(s), evalu-
ated together with the evidence avail-
able to him at the time of approval of
the application(s), shows there is a lack
of substantial evidence that the drug(s)
will have all the effects purported or
represented to have under the conditions
of use prescribed, recommended, or sug-
gested in the labeling.

All identical, related, or similar prod-
ucts, not the subject of an approved new-
drug application, are covered by the new-
drug application(s) reviewed. See 21
CFR 130.40 (37 F.R. 23185, October 31,
1~793. Any manufacturer or distributor

uch an identical, related, or similar
1...sduct is an interested person who may
in response to this notice submit data
and information, request that the new-
drug application(s) not be withdrawn,
request & hearing, and participate as
a party in any hearing. Any person who
wishes to defermine whether a specific
product is covered by this notice should
write to the Food and Drug Administra-
tion, Bureau of Drugs, Office of Compli~-
ance (BD-300), 5600 Fishers Lane,
Rockville, Md. 20852.

In accordance with the provisions of
section 505 of the Act (21 U.S.C. 355)
and the regulations promulgated there-
under (21 CFR Part 130), the Commis-
sioner hereby gives the applicant(s) and
any other interested person an oppor-
tunity for a hearing to show why ap-
proval of the new-drug application(s)
should not be withdrawn.

Within 30 days after publication
hereof in the FepErAL REGISTER the ap-
plicant(s) and any other interested per-
son is required to file with the Hearing
Clerk, Department of Health, Educa-
tion, and Welfare, Room 6-88, 5600 Fish-
ers Lane, Rockville, MD 20852, a writ-
ten appearance electing whether or not

" to avail himself of the opportunity for a
hearing. Failure of an applicant or any
other interested person to file a written
appearance of election within said 30
days will constitute an election by him
not to avail himself of the opportunity
frr g hearing.

no person elects to avail himself of
«..- opportunity for a hearing, the Com-
missioner without further notice will
enter a final order withdrawing approval
of the application(s).

NOTICES

If an applicant or any other interested
person -elects to avail himself of the
opportunity for a hearing, he must file,
within 30 days after publication of this
notice in the FEDERAL REGISTER, & writ-~
ten appearance requesting the hearing,
giving the reasons why approval of the
new-drug application(s) should not be
withdrawn, together with a well-organ-
ized and full-factual analysis of the clin-
ical and other investigational data he is
prepared to prove in support of his op-
position. A request for a hearing may not
rest upon mere allegations or denials,
but must set forth specific facts show-
ing that a genuine and substantial issue
of fact requires a hearing (21 CFR 130.14
(b)).

If review of the data submitted by an
applicant or any other interested person
warrants the conclusion that there exists
substantial evidence demonstrating the
effectiveness of the product(s) for the
labeling claims involved, the Commis-
sioner will rescind this notice of oppor-
tunity for hearing.

If review of the data in the applica-
tion(s) and data submitted by the appli-
cant(s) or any other interested person
in a request for a hearing, together with
the reasoning and factual analysis in a
request for a hearing, warrants the con-
clusion that no genuine and substantial
issue of fact precludes the withdrawal
of approval of the application(s), the
Commissioner will enter an order of

- withdrawal m~king findings and conclu-

sions on such data.

If, upon the request of the new-drug
applicant(s) or any other interested per-
son, a hearing is justified, the issues will
be defined, a hearing examiner will be
named, and he shall issue, as soon as
practicable after the expiration of such
30 days, a written notice of the time and
place at which the hearing will com-
mence. All persons interested in identi-
cal, related, or similar products covered

by the new-drug application(s) will be .

affor_ded an opportunity to appear at the
hearing, flle briefs, present evidence,
cross-examine witnesses, submit sug-
gested findings of fact, and otherwise
particivate as a party, The hearing con-
temolated by this notice will be open to
the public except that any portion of the
hearing that concerns a method or proc-

ess the Commissioner finds entitled to -

protection as a trade secret will not be
open to the public, unless the respondent
specifies otherwise in his appearance.

Requests for a hearing and/or elec-
tions not to request a hearing may be
seen in the office of the Hearing Clerk
(address given above) during regular
business hours, Monday through Friday.

This notice is issued pursuant to provi-
slons of the Federal Food, Drug, and
Cosmetic Act (sec. 505, 52 Stat. 1052-53,
as amended; 21 U.S.C. 355), and the Ad-
ministrative Procedure Act (5 U.S.C.
554), and under authority delegated to
the Commissioner (21 CFR 2.120).

Dated: November 7, 1972.

Sam D. FINE,
Associate Commissioner
" for Compliance.

[FR Doc.72~19570 Filed 11-14-72;8:46 am]
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[DESI 11234; Docket No. FDC-D-527; NDA
11-234]

WINTHROP LABORATORIES

Combination Drug Containing Quin-
acrine Hydrochloride, Chloroquine
Phosphate, and Hydroxychloro-
quine Sulfate; Notice of Oppor-
tunity for Hearing on Proposal To
Withdraw Approval of New Drug
Application

In an announcement (DESI 11234)
published in the Feperar REGISTER of
July 26, 1972 (37 F.R. 14899), the Com-
missioner of Food and Drugs announced
his conclusions pursuant to the evalua-
tion of a report received from the Na-
tional Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, on the following drug:

Triquin tablets containing quinacrine
hydrochloride, chloroquine phosphate,
and hydroxychloroquine sulfate; for-
merly marketed by Winthrop Labora-
tories, 90 Park Avenue, New York, N.Y.
10016 (NDA 11-234).

The announcement stated that there
is a lack of substantial evidence that this
fixed combination drug will -have the
effect that it purports or is represented
to have under the conditions of use pre-
scribed, recommended, or suggested in
the labeling and that each component of
such drug contributes to the total effects
claimed and that the Commissioner of
Food and Drugs intended to initiate pro-
ceedings to withdraw approval of the
new drug application. Interested persons
were invited to submit any pertinent
data bearing on the propossl within 30
days following publication of the an-
nouncement. No data have been received
pursuant to the announcement.

Therefore, notice is given to the
holder(s) of the new drug application(s)
and to any other interested person that
the Commissioner proposes to issue an
order under section 505(e) of the Federal
Food, Drug, and Cosmetic Act (21 U.8.C.
355(e)) withdrawing approval of the
listed new drug application(s) and all
amendments and supplements thereto
on the grounds that new information be-
fore him with respect to the drug(s),
evaluated together with the evidence
available to him at the time of approval
of the application(s), shows there is a
lack of substantial evidence that the
drug(s) will have all the effects purported
or represented to have under the condi-
tions of use prescribed, recommended, or
suggested in the labeling.

All identical, related, or similar prod-
ucts, not the subject of an approved new
drug application, are covered by the new
drug application(s) reviewed. See 21
CFR 130.40 (37 F.R. 23185, October 31,
1972). Any manufacturer or distributor
of such an identical, related, or similar
product is an interested person who may
in response to this notice submit data
and information, request that the new
drug application(s) not be withdrawn,
request a hearing, and participate as a
party in any hearing. Any person who
wishes to determine whether a specific
product is covered by this notice should
write to the Food and Drug Administra-
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tion, Bureau of Drugs, Office of Compli-
ance (BD-300), 5600 Fishers Lane, Rock~
ville, Md. 20852.

In accordance with the provisions of
section 505 of the Act (21 U.S.C. 355)
and the regulations promulgated there-
under (21 CFR Part 130), the Commis-
sioner hereby gives the applicant(s) and
any other inferested person an oppor-
tunity for a hearing to show why ap-
proval of the new drug application(s)
should not be withdrawn.

Within 30 days affter publication
hereof in the FEpERAL REGISTER the ap-
plicant(s) and any other interested per-
son is required to file with the Hearing
Clerk, Department of Health, Education,
and Welfare, Room 6-88, 5600 Fishers
Lane, Rockville, Md. 20852, a written
appearance electing whether or not to
avail himself of the opportunity for a
hearing. Failure of an applicant or any
other interested person to file a written
appearance of election within said 30
days will constitute an election by him
not to avail himself of the opportunity
for a hearing.

If no person elects to avail himself of
the opportunity for a hearing, the Com-
missioner without further notice will en-
ter a final order withdrawing approva.l
of the application(s).

If an applicant or any other interested
person elects to avail himself of the op-
portunity for a hearing, he must file,
within 30 days after publication of this
notice in the FEpERAL REGISTER, a written
appearance requesting the hearing, giv-
ing the reasons why approval of the new
drug application(s) should not be with-
drawn, together with a well-organized
and full-factual analysis of the clinical
and other investigational data he is pre-
pared to prove in support of his opposi-
tion. A request for a hearing may not
rest upon mere allegations or denials, but
must set forth specific facts showing
that a genuine and substantial issue of
fact requires a hearing (21 CFR 130.14
(b)).

If review of the data submitted by an
applicant or any other interested person
warrants the conclusion that there exists
substantial evidence demonstrating the
effectiveness of the product(s) for the
labeling claims involved, the Commis-
sioner will rescind this notice of oppor-
tunity for hearing.

If review of the data in the appllca-
tion(s) and data submitted by the ap-
plicant(s) or any other interested person
in a request for a hearing, together with
the reasoning and factual analysis in a
request for a hearing, warrants the con-
clusion that no genuine and substantial
issue of fact precludes the withdrawal of
approval of the application(s), the Com-
missioner will enter an order of with-
drawal making ﬁndmgs and conclusions
on such data.

If, upon the request of the new drug
applicant(s) or any other interested per-
son, a hearing is justified, the issues will
be defined, a hearing examiner will be
named, and he shall issue, as soon as
practicable after the expiration of such
30 days, a written noticé of the time and

NOTICES

place at which the hearing will com-
mence. All persons interested in identi-
cal, related, or similar products covered
by the new drug application(s) will be
afforded an opportunity to appear at the
hearing, file briefs, present evidence,
cross-examine witnesses, submit sug-
gested findings of fact, and otherwise
participate as a party. The hearing con-
templated by this notice will be open to
the public except that any portion of the
hearing that concerns a method or proc-
ess the Commissioner finds entitled to
protection as a trade secret will not be
open to the public, unless the respondent
specifies otherwise in his appearance.

Requests for-a hearing and/or elec-
tions not to request a hearing may be
seen in the Office of the Hearing Clerk
(address given above) during regular
business hours, Monday through Friday.

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (sec. 505, 52 Stat. 1052-53,
as amended; 21 U.8.C. 355), and the Ad-
ministrative Procedure Act (5 U.S.C.
554), and under authority delegated to
the Commissioner (21 CFR 2.120).

Dated: November 7, 1972.

Sam D. FINE,
Associate Commissioner
for Compliance.

[FR Doc.72-19572 Filed 11-14-72:8:46 am]}

Office of Education

ADVISORY COMMITTEE ON ACCRED-
ITATION AND INSTITUTIONAL ELI-
GIBILITY

Notice of Public Meeting

Notice is hereby given, pursuant to Ex-
ecutive Order 11671, that the next meet-
ing of the Advisory Committee on
Accreditation and Institutional Eligi-
bility will be held on December 13, 1972,
at 9 am., local time, in Room 129, the
Brookings Institution, 17756 Massachu-
setts Avenue NW., Washington, DC.

The Advisory Committee on Accredita-
tion and Institutional Eligibility is estab-
lished pursuant to section 253 of the
Veterans’ Readjustment Assistance Act
(Chapter 33, Title 38 United States
Code). The Committee is established to
advise the Commissioner of Education in
fulfilling his statutory obligations to pub-
lish a list of nationally recognized ac-
crediting agencies and associations which
he determines to be reliable authority as
to the quality of training offered by edu-
cational institutions and programs.

The meeting of the Committee shall be
open to the public on Wednesday, De-
cember 13, 1972. The proposed agenda
includes presentations by representa-
tives of accrediting agencies and assocla~
tions which have petitions for recogni-
tion pending before the Committee and a
review of the second draft of proposed
changes in the Commissioner’s Criteria
for Recognition of Nationally Recognized
Accrediting Agencies and Associations.
Records shall be kept of all committee
proceedings.

Signed at Washington, D.C., on No-
vember 2, 1972. N

: 7

JoHN R. ProrFITT,
Director, Accreditation and

Institutional Eligibility Staf.

[FR Doc.72-19560 Filed 11-14-72;8:45 am]

Office of the Secretary

ADVISORY COMMITTEE ON OLDER
AMERICANS, HEALTH SUBCOM-
MITTEE ‘

Notice of Public Meeting

The Advisory Committee on Older
Americans was established by the Older
Americans Act of 1965 for the purpose
of advising the Secretary of Health, Edu-
cation, and Welfare on matters bearing
on his responsibilities under this Act
and related activities of his Department.

The Health subcommittee .of the com-
mittee will meet on November 16, 11 a.m.
to 5 p.m.,, HEW North Building, Room
3627, 330 Independence Avenue, SW.,
Washington, DC. They will review the
medical program for the aged of the
Veterans’ Administration, the implica-
tions of the Social Security Amendments
of 1972 for health services for the elderly
and identify future concern areas for
the subcommittee. Meeting open to pub-
lic observation.

CLEONICE TAVANI,
Staff Director,
NOVEMBER 8, 1972,

[FR Doc.72-19680 Filed 11-14-72;8:53 axi 2

DEPARTMENT OF
TRANSPORTATION

National Transportation Safety Board
[Docket No. S8-R-22]

RAILWAY ACCIDENT AT CHICAGO,
ILL.

Notice of Designation of Chairman
of Board of Inquiry and Notice of
investigation Hearing

Correction

In FR. Doc. 72-19497 appearing on
page 24132 of the issue for Tuesday, No-
vember 14, 1972, the headings should
appear as set forth above.

ATOMIC ENERGY COMMISSION

[Dockets Nos. 50-342 and 50-343]

CONSOLIDATED EDISON COMPANY
OF NEW YORK, INC.

Notice of Withdrawal of Application
for Utilization Facility Licenses

The Consolidated Edison Company rf
New York, Iie., 4 Irving Place,
York, NY 10003, by letter dated Octc..
20, 1972, has withdrawn its application
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