
Notices
DEPARTMENT OF HEALTH ,

EDUCATION, AND WELFAR E
Food and Drug Administration
[DEESI 9217 ; Docket No. FDC-D-552 ;

NDA No. 5-891 etc . ]

CERTAIN ANTIHYPE'RTENS I VE
BARB1TURATE COMBINATION DRUGS

Opportunity for Hearing on Proposal
To Withdraw Approval of New
Drug Applications; Drugs for -Hu-
man Use; Drug Efficacy Study Imple -
mentation
The Food and Drug Administration

has evaluated reports re*ved from the
National Academy of Sctences-1ational .
Research Council, Drug Efficacy Study
Group, on the following antihyperten-
sive drugs :

1.Vertavis-Phen, tablets containing
veratrum viride and phenobarbital ; Mal-
linckrodt Chemical Works, Pharma-
ceutical Products Division, Post Office
Box '5439, St. Louis, Mo. 63160 (NDA
5-691) .

2. Unitensen-Phen, tablets containin g
cryptenamine, as tannate salts, and
phenobarbital ; Mallinckrodt Chemical
Works, Pharmaceutical Products Divi-
sion (NDA 9-217) .

3.Vera-Tensil R-S, tablets containing
rauwolfia serpentina, phenobarbital ,
powdered extract aconite, veratrum vi -
ride, potassium bicarbonate, and potas-
sium nitrate ; Richiyn Laboratories, 3725
Castor Avenue, Philadelphia, Pa. 19124
(NDA 10-129) ..

The Food and Drug Administration
has considered the Academy reports, a s
well as other available evidence, and con-
cludes• tlat there is a lack of substantial
evidence, within the meaning of the -Fed-
eralOsod, Drug, and Cosmetic Act, that
these fixed combination drugs will have
the effects that they purport or are rep -
resented to have under the conditions
of use prescribed, recommended, or sug -
gested in the labeling, and that eac h
component of such combinations contrib -
utes~to the total effects claimed.

Therefore, notice is given to the hold -
er(s )of the Secretary of Defense er(s) of the new drug application(s )
and to any other interested person tha t
the Commissioner proposes to issue an
order under section 505(e) of the Fed-
eral Food, Drug, and Cosmetic Act (2 1
U.S .C. 355(e)) withdrawing approval of
the listed new drug application(s) an d
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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 simila r
product is an interested person who may
in response to this notice submit dat a
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 specifi c
product is covered by this notice shoul d
write to the Food and Drug Administra-
tion, Bureau of Drugs, Office of Com-
pliance (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 here-
of in the FEDERAL REGISTER the appli-
cant(s) and any other interested per-
son is required to file with the Hearin g
Clerk, Department of Health, Education ,
and Welfare, Room 6-88, 5600 Fisher s
Lane, Rockville, Md. 20852, a written ap-
pearance 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 ap-
pearance of election within said 30 days
will constitute an election by him not t o
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 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 written
appearance requesting the hearing, giv-
ing the reasons why approval of the ne w
drug applications) should not be with -
drawn, together with a well-organize d
and full-factual analysis of the clinica l
and other investigational data he Is pre -
pared to prove in support of his opposi-
tion . A request for a hearing may not res t
upon mere allegations or denials, but
must set forth specific facts showing tha t
a genuine and substantial issue of fac t
requires a hearing (21 CFR 130 .14(b) ) .

If review of the data submitted by al l
applicant or any other interested person
warrants the conclusion that there exists
substantial evidence demonstrating the
effectiveness of the product(s) for the

DEPARTMENT OF STATE
U.S . ADVISORY COMMISSION ON IN .

TERNATIONAL EDUCATIONAL AN D
CULTURAL AFFAIRS

Notice of Meetin g
The Advisory Commission on Interna-

tional Educational and Cultural Affairs
will meet in open session in the confer-
ence room of the Research Institute of
America, 589 Fifth Avenue, New York
City, beginning at 9 a.m . on Friday,
January 5, 1973. The 1-day meeting will
consider the outline of a special organi-
zational study of the Commission .

Dated: December 21, 1972 .
MARGARET G. TWYMAN,

Director, Commission Secretariat.
[FR Doc .72-22198 Filed 12-22-72 ;8 :50 am]

DEPARTMENT OF TH E
TREASURY

Bureau of Customs
[T D. 73-4 ]

C J . F . GOLDKAMP & CO., ST. LOUIS ,
MO.

tellation of Customhouse Broker' s
License

DECEMBER 18, 1972.
Notice is hereby given that the Corn-

missioner of Customs on December 18 ,
1972, pursuant to section 641, Tariff Act
of 1930, as amended, and ¢ 111 .51(a) ,
Customs regulations, as amended, upon
the specific request of J . F. Cioldkamp &
Co. canceled without prejudice custom-
house broker's license No . 14 issued to it
on May 2, 1924, for Customs collection
district No. 45 (now the Customs district
of St . Louis) .

[SEATO

	

EDWIN F. RAINS,
Acting Commissioner of Customs .

[FR Doc.72-22080 Filed 12-22-72 ;8 :4'7 am ]

DEFENSE SCIENCE BOAR D
Notice of Advisory Committe e

Meeting

DEPARTMENT OF DEFENS E
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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 o f
approval of the application(s), the Com-
missioner will enter an order of with-
drawal making findings 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 wil l
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 ope n
to the public except that any portion o f
the hearing that concerns a method or
process the Commissioner finds entitle d
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 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.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 Compliancy

[FR Doc .72-22097 Filed 12-22-72 ;8 :47 am ]

[DESI 10899; Docket No . MC-D-472 ; NDA
10-899 ]

CIBA PHARMACEUTICAL CO .
Methylphenidate Hydrochloride' Pa-

renteral ; Notice of Withdrawal of
Approval of New Drug Application
A notice was published in the FEDERAL

REGISTER of July 6, 1972 (37 F.R. 13281) ,
extending to Ciba Pharmaceutical Co .,
556 Morris Avenue, Summit, NJ 07901 ,
and to any interested person, an oppor-
tunity for hearing on the proposal of
the Commissioner of Food and Drugs to
issue an order under section 505(e) of
the Federal Food, Drug, and Cosmeti c
Act withdrawing approval of NDA 10-
899 for Ritalin Hydrochloride lyophilize d
powder for injection (methylphenidate

NOTICES

hydrochloride), The basis of the pro -
posed action was the lack of substantial
evidence 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 ne w
drug application reviewed and are sub-
ject to this notice . See 21 CFR 130.40 (3 7
F.R. 23185, October 31, 1972) . Any per-
son who wishes to determine whether a
specific product is covered by this notic e
should write to the Food and Drug Ad -
ministration, Bureau of Drugs, Office of
Compliance (HD-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 t o
file such an appearance constitutes elec-
tion by such person not to avail them -
selves of an opportunity for hearing .

The Commissioner of Food and Drugs
pursuant to provisions of the Federa l
Food, Drug, and Cosmetic Act (sec . 505,
52 Stat . 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 regard to the drug, evaluated
together with the evidence available t o
him when the application was approved,
there is a lack of substantial evidence
that the drug will have the effect it pur-

orts or is represented to have under the
onditions of use prescribed, mom-
ended, or suggested in the labelin g
ereof .
Therefore, pursuant to the foregoin g

finding, approval of new drug applica-
tion No . 10-899 and all amendments and
supplements thereto is withdrawn effec-
tive on the date of publication hereof in
the FEDERAL REGISTER (12-23-72) .

Shipment in interstate commerce o f
the above-listed drug product or of any
identical, related, or similar product, not
the subject of an improved new drug ap-
plication, ds henceforth unlawful .

Dated : December 15, 1972 .
SAM D. FINE,

Associate Commissioner
for Compliance .

[FR Doc .72-22099 Filed 12-22-72 ;8 :48 am ]

[DESI 1730 ; Docket No . MC-D-534 ; NDA's
1730, etc. ]

CERTAIN DRUGS CONTAINING AMO-
BARBITAL AND DIOXYLINE PHOS-
PHATE; PHENOBARBITAL AND
THEOBROMINE CALCIUM SAUCY
LATE ; OR BUTABARBITAL AND HY-
DROCHLOROTHIAZIDE, WITH AND
WITHOUT RESERPIN E

Opportunity for Hearing on Proposa l
To Withdraw Approval of New
Drug Applications ; Drugs for Hu-
man Use; Drug Efficacy Study
Implementation
The Food and Drug Administration

has evaluated reports received from the

28433

National Academy of Sciences-National
Research Council, Drug Efficacy Stud y
Group, on the following drugs for oral
use :

1. Phenobarb Theocalcin tablets con-
taining phenobarbital and theobromin e
calcium salicylate; Knoll Pharmaceutical
Co., 377 Crane Street, Orange, N.J . 0705 1
(NDA 1-730) .

2. Paveril Phosphate and Amytal tab -
lets containing dioxyline phosphate an d
amobarbital ; Eli Lilly and Co., Post Offic e
Box 618, Indianapolis, Ind . 46206 (NDA
9-047) .

3. Butiserpazide-25 and Butiserpazide -
50 Prestabs, prolonged action tablets con-
taining butabarbital, hydrochlorothia-
zide, and reserpine; McNeil Laboratories,
Inc ., Camp Hill Road, Fort Washington ,
Pa . 19034 (NDA 13-313) .

4. Butizide-25 and Butizide-50 Pres-
tabs, prolonged action tablets containin g
butabarbital and hydrochlorothiazide;
McNeil Laboratories, Inc. (NDA 13-312) .

The Food and Drug Administration
has considered the Academy's reports ,
as well as other available evidence, and
concludes that there is a lack of sub-
stantial evidence, within the meanin g
of the Federal Food, Drug, and Cosmetic
Act, that these fixed combination drug s
will have the effect that they purport or
are represented to have under the condi -
tions of use prescribed, recommended,
or suggested in the labeling and that
each component of such drugs contrib-
utes to the total effects claimed.

Therefore, notice is given to be hold-
er(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 amend- -
ments and supplements thereto on the
grounds that new information before him
with respect to the drug (s) , evaluated to-
gether with the evidence available to him
at the time of approval of the applica-
tions) , shows there is a lack of substan-
tial evidence that the drug(s) will have
all the effects purported or represented
to have under the conditions of use pre -
scribed, recommended, or suggested in
the labeling.

All identical, related, or similar prod-
ucts, not the subject of an approved ne w
drug application, are covered by the new
drug applications) reviewed . See 21 CFR
130 .40 (37 F.R . 23185, October 31, 1972) .
Any manufacturer or distributor of such
an identical, related, or similar prod-
uct is an interested person who may in
response to this notice submit data and
information, request that the new dru g
application(s) not be withdrawn, reques t
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, Bureau
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 Commissione r
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