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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 respond-
ent specifies otherwise in his appearance.

Requests for a hearing and/or elec-
tions not to request a hearing may b e
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 Stmt . 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 : December 18, 1972 .
SAM D. FINE,

Associate Commissioner
for Compliance.

[FR Doc.72-22102 Filed 12-22-72;8 :48 am ]

[DEBI 12451 ; Docket No. FDC-D-553 ; NDA
No. 12-452 ]

USV PHARMACEUTICALS CORP .
Ethamivan Parenteral; Notice of Op-

portunity for Hearing on Proposal
To Withdraw Approval of New Dru g
Applicatio n
In a notice (DESI 12451) published i n

the FEDERAL REGISTER of April 10, 1970
(35 F.R. 5972) the Commissioner of Food
and Drugs announced his conclusions
pursuant to the evaluation of a report
received from the National Academy of
Sciences-National Research Council ,
Drug Efficacy Study Group, on the dru g
described below stating that the dru g
is regarded as possibly effective for th e
various labeled indications . The possi-
bly effective indications have been re -
classified as lacking substantial evidence
of effectiveness in that no new evidence
of effectiveness of the drug has been sub-
mitted within the period provided .

NDA 12-452 ; Emivan Parenteral con-
taining 50 milligrams ethamivan per cu-
bic centimeter ; USV Pharmaceuticals
Corp., 800 Second Avenue, New York ,
N.Y. 10017.

Therefore, notice is given to the hold-
er(s) of the new-drug applications) and
to any other interested person that the
Commissioner proposes to issue and or-
der 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 al l
amendments and supplements thereto on
the grounds that new information before

him with respect to the drug(s), evalu-
ated together with the evidence available
to him at the time of approval of the ap-
plication(s) , shows there is a lack of sub-
stantial evidence that the drug(s) will
have all the effects purported or repre-
sented 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, Oct . 31, 1972) .
Any manufacturer or distributor of suc h
an identical, related, or similar product
is an interested person who may in re-
sponse to this notice submit data and in -
formation, request that the new-drug ap-
plication(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 i s
covered by this notice should write to the
Food and Drug Administration, Burea u
of Drugs; Office of Compliance (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 thereunde r
(21 CFR Part 130), the Commissioner
hereby gives the applicant(s) and an y
other interested person an opportunity
for a hearing to show why approval of
the new-drug application(s) should no t
be withdrawn .

Within 30 days after publication here-
of in the FEDERAL REGISTER the appli-
cant(s) and any other interested person
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 appear-
ance electing whether or not to avai l
himself of the opportunity for a hearing .
Failure of an applicant or any other in-
terested person to file a written appear-
ance of election within said 30 days will
constitute an election by him not to avail
himself of the opportunity for a hear-
ing .

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 approval
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 FEDERAL REGISTER, a writ-
ten appearance requesting the hearing ,
giving the reasons why approval of th e
new drug application(s) should not b e
withdrawn, together with a well-orga-
nized and full-factual analysis of the
clinical and other investigational data h e
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 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 ex-
ists substantial evidence demonstrating

the effectiveness of the product(s) for
the labeling claims involved, the Com -
missioner will rescind this notice of op-
portunity for hearing.

If review of the data in the applica-
tion(s) and data submitted by the ap-
plicant(s) or any other interested per-
son in a request for a hearing, together
with the reasoning and factual analysis
in a request for a hearing, warrants the
conclusion that no genuine and substan-
tial issue of fact precludes the withdraw-
al of approval of the application(s), th e
Commissioner will enter an order of
withdrawal making 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 suc h
30 days, a written notice of the time an d
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 otherwis e
participate as a party. The hearing con-
templated -by this. notice will be open to
the public except that any portion of th e
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 election s
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 $tat . 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 : December 18, 1972 .
SAM D. FINE,

Associate Commissioner
- for Compliance .

[FR Doc.72-22101 Filed 12-22-72 ;8 :48 am ]

[DEBI 8183; Docket No. FDO-D-487 ; NDA
8-183 ]

WYETH LABORATORIES, DIVISIO N
AMERICAN HOME PRODUCTS CORP .
Promethazine Hydrochloride for Der-

matologic Use ; Notice of With-
drawal of Approval of New-Dru g
Application
A notice was published in the FED-

ERAL REGISTER of July 13, 1972 (37 F .R.
13723), extending to Wyeth Laboratories
Division American Home Products Corp . ,
Post Office Box- 8299, Philadelphia, Pa .
19101, and to any interested person, an
opportunity for hearing on the proposa l
of the Commissioner of Food and Drug s
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to issue 'an Order under section 505(e) of
the Federal Food, Drug, and Cosmetic
Act withdrawing approval of NDA 8-18 3
for Phenergan Cream (promethazine
hydrocloride) . The basis of the proposed
action was the lack of substantial evi-
dence that the drug is effective for its
labeled indications .

All identical, related, or similar prod-
ucts, not the subject of an approved
new-drug application are covered by the
new-drug application reviewed and are
subject to this notice. See 21 CFR 130 .40
(37 F.R . 23185, Oct. 31, 1972) : Any per -
son who wishes to determine whether a
specific product is covered by this notice
should write to the Food and Drug Ad-
ministration, Bureau of Drugs, Office of
Compliance (BD-300) , . 5600 Fishers
Lane, Rockville, Md . 20852 .

Neither the holder of the application
nor any other person filed a written ap-
pearance of election within the 30 days
provided by said notice. The failure to
file such an appearance constitutes an
election by such persons not to avail
themselves of an opportunity for hearing .

The Commissioner of•Food and Drug s
pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec . 505 ,
52 Stet. 1053, as amended ; 21 U .S.C . 355) ,
and the Administrative Procedure Act ( 5
U.S.C. 554), and under authority dele-
gated to him (21 CFR 2 .120), finds that
on the basis of new information before
him with respect to the drug evaluated
together with the evidence available to
him when the application was approved ,
there is a lack of substantial evidence
that the drug will have the effect i t
purports or is represented to have under
the conditions of use prescribed, recom-
mended, or suggested in the labeling
thereof .

Therefore, pursuant to the foregoing
finding, approval of new drug application
No. 8-183 and all amendments and sup -
plements thereto is withdrawn effective
on the date of publication hereof in th e
FEDERAL REGISTER (12-23-72) .

Shipment in interstate commerce o f
any of the above-listed drug products or
of any identical, related, or similar prod-
uct, not the subject of an approved new
drug application, is henceforth unlawful .

Dated : December 18, 1972.
SAM D. FINE ,

Associate Commissioner
for Compliance .

[FR Doc .72-22096 Filed 12-22-72;8 :47 am]

Health Services and Mental Health
Administratio n

PSYCHOLOGICAL SCIENCES FELLOW-
SHIP REVIEW AND CULTURAL AN-
THROPOLOGY FELLOWSHIP RE -
VIEW COMMITTEES

Notice of Meetings
Pursuant to Executive Order 11671 ,

the Administrator, Health Services and
Mental Health Administration, an-
nounces the meeting dates and other re-
quired information for the following Na -

"''l~FOYIGES

tional Advisory bodies scheduled to as-
semble during the month of January
1973, in accordance with provisions set
forth in section 13(a) (1) and (2) of that
Executive order :
Committee name, date/time/place, type of

meeting and/or contact person
Psychological Sciences Fellowship Review

Committee, January 4th and 5th, 9 a .m.,
Board Room, Sheraton-Silver Spring Motor
Inn, Silver Spring, Md ., Closed, Contac t
Dr. R . Czeh, Room 9C-24, Parklawn Build-
ing, 5600 Fishers La ., Rockville, Md ., Code
301-443-3855 .
Purpose . The committee is charged with

the review of predoctoral, postdoctoral, and
special research fellowship applications from
individuals requesting Federal assistance for
training in general experimental, compara-
tive, and physiological psychology. Recom-
mendations are made to the Division of
Manpower and Training Programs, National
Institute of Mental Health .

Agenda . The committee will be perform-
ing the . review of fellowship applications for
Federal assistance and will not be open to
the public, in accordance with the determi-
nation by the Secretary of Health, Educa-
tion, and Welfare, pursuant to the provision s
of Executive Order 11871, section 13(d) .
Committee Name, Date/Time/Place, Type of

Meeting and/or Contact Person
Cultural Anthropology Fellowship Review

Committee, 1/4-5, 9 a.m., Pine Inn, Ocean
Avenue, Cannel, Calif . ; Closed, Dr . Bela C .
Maday, Room 9C-18, Parklawn Build-
ing, 5600 Fishers Lane, Rockville, Md .
Code 301-443-3857 .
Purpose . The committee is charged with

the initial review of fellowship grant appli-
cations for Federal assistance relating to re -
search training activities in anthropology
and makes recommendations to the Division
of Manpower and Training, National Insti-
tute of Mental Health .

Agenda . The committee will be performing
initial review of fellowship applications for
Federal assistance and will not be open to
the public, in accordance with the deter-
mination by the Secretary of Health, Educa-
tion, and Welfare, pursuant to the provisions
of Executive Order 11671, section 13(d) .

Items for discussion are subject to
change due to priorities as directed by
the President of the United States, or
the Secretary of Health, Education, and
Welfare .

A roster of members may be obtained
from the contact person listed above .

Dated : December 19, 1972 .
ANDREW J . CARDINAL ,

Acting Associate Administrator
for Management, Health
Services and Mental Health
Administration.

[FR Doc .72-21974 Filed 12-22-72 ;8 :45 am ]

- /
National Institutes of Health
ARBOVIRUS SUBCOMMITTE E

Notice of Meeting
Pursuant to Executive Order 11671, no-

tice is hereby given of the meeting o f
the Arbovirus Subcommittee of the Re -
search Resources Committee, NIAID
from 9 am . to 4 p.m . on January 3, 1973 ,
at the California State Department of
Public Health Laboratories, Berkeley,

Calif. This meeting will be open to the
public to discuss the certification of re -
agents in final packaged form, recom-
mendations for packaging of bulk re-
agents and discussion of new viruses fo r
inclusion into production program. At-
tendance by the public will be-limited to
space available.

Mr. Robert Schreiber, MAID Informa-
tion Officer, National Institutes of
Health, Building 31, Room 7A-34, phone
496-5717, will furnish a summary of the
meeting, and a roster of the committe e
members .

	

-
Dr. John E. Nutter, Chief, Research

Resources Branch, NIAID, National In-
stitutes of Health, Building 31, Roo m
7A-30, phone 496-5937, will furnish
substantive program information.

Dated : December 15,1972 .
JOHN F. SHERMAN,

Deputy. Director,
National Institutes of Health.

[FR Doc .72-22108 Filed 12-22-72;8 :48 am ]

DENTAL HEALTH RESEARCH AN D
EDUCATION ADVISORY SUBCOM-
MITTEE

Notice of Meeting
Pursuant to Executive Order 11671 ,

notice Is hereby given of a meeting of
the following study section and the in-
dividual from whom summaries of the
meeting may be obtained .

Study section, Date, Time, and Location
Dental Health Research and Education Ad -

visory Committee, January 18-19, 1973 ,
8 :30 a .m . to 5' .pm., Holiday Inn, Be -
thesda, Md .
1.Summaries of the meeting and ros-

ters of committee members will be fur-
nished by Ms. Mary Gailbreath, Division _
Information Officer, Room 304B Federal
Building, Bethesda, Md. Phone 496-1103 .

2. Substantive information may be ob-
tained from Mr. Solomon Levy, Execu-
tive Secretary to the Committee, Room
308 Federal Building, Bethesda, Md .
Phone 496-4535 .

This meeting will be open to the pub-
lic from 8 :30 a.m. to 9 :30 a.m., January
18, 1973 to discuss Division activities and
closed thereafter in accordance with sec-
tion 13(d) of Executive Order 11671 and
the Secretary's Determination of Sep-
tember 27, 1972, In order to review, dis-
cuss . and evaluate and rank grant ap-
plications . Attendance by the public wil l
be limited to space available.

Dated : December 14, 1972 .
JOHNF. SHERMAN,

Deputy Director,
National Institutes of Health .

[FR Doc .72-22106 Filed 12-22-72 ;8 ;48 am ]

NATIONAL INSTITUTE OF ALLERG Y
AND INFECTIOUS DISEASE S

Notice of Meeting s
Pursuant to Executive Order 11671,

notice is hereby given of meetings of the

FEDERAL REGISTER, VOL . 37, NO. 248-SATURDAY, DECEMBER 23, 1972


	page 1
	page 2

