of fact requires a hearing (21 CFR 130.14
).

If review of the data submitted by an
applicant or any other interested per-
son warrants the conclusion that there
exists substantial evidence demonstrat-
ing the effectiveness of the product(s) for
the labeling claims involved, the Com-
missioner will rescind this notice of op-
portunity for hearing. . i

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 with-
drawal of approval of the application(s),
the 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, & 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, & 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
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 1s 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 (6 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.72-22103 Filed 12-22-72;8:48 am]

[DESI 9794, Docket No, FDC-D-548; NDA
" No. 9-794]

CERTAIN DRUGS FOR TOPICAL USE
CONTAINING HYDROCORTISONE
AND PANTHENOL

Notice of Opportunity for Hearing on

- Proposal To Withdraw Approval of
New Drug Application

In a notice (DEST 9794) published in
,the FEDERA;. REGISTER of April 29, 1971

~
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NOTICES

(36 F.R. 8072) the Commissioner of Food
and Drugs announced his conclusions
pursuant to -the evaluation of reports
received from the National Academy of
Sciences-National Research Council,
Drug Efficacy Study Group, on the drugs
described below, stating that the drugs
are regarded as possibly effective for the
various labeled indications, The possibly
effective indications have been reclassi-
fled as lacking substantial evidence of
effectiveness in that no new evidence of
effectiveness of the drugs has been sub-
mitted. s
NDA 9-794; Pantho-F 0.2 percent and
1 percent cream containing hydrocor-
tisone and panthenol; USV Pharmaceu-
tical Corp., 800 Second Avenue, New
York, N.Y. 10017. '
Therefore, notice is given to the 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
drug application(s) and all amendments
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 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, October 31, 1972).
Any manufacturer or distributor of such
an ldentical, related, or similar product
is an interested person who may in re-
sponse 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 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 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 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 avail
himself of the opportunity for g hearing.
Faijlure 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
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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 FEpeErAL REGISTER, a8 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-orga-
nized and full-factual analysis of the
clinical and other investigational data
he is prepared to prove in support of his
opposition. 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 per-
son warrants the conclusion that there
exists substantial evidence demonstrat-
ing the effectiveness of the product(s)
for the labeling claims involved, the
Commissioner will rescind this notice of
opportunity 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 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 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
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
process 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 elections
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.B.C.
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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.72-22098 Filed 12-22-72;8:48 am]

[DESI 2354; Docket No. FDC-D-559;
NDA No. 2-864]

COMBINATION DRUG CONTAINING
PHENOBARBITAL, ACETAMI-

" NOPHEN, PHENACETIN, ATROPINE
SULFATE, SCOPOLAMINE HYDRO-
BROMIDE, AND HYOSCYAMIN
HYDROBROMIDE :

Notice of bpporluni!y for Hearing on
Proposal To Withdraw Approval of
New Drug Application

In a notice (DESI 2354) published in
the FEpERAL REGISTER of February 19,
1972 (37 F.R. 3775) the Commissioner of
Food and Drugs announced his conclu-
sions pursuant to the evaluation of a re-
port received from the National Acad-
emy of Sciences-National Research
Council, Drug Efficacy Study Group, on
the drug described below stating that the
drug is regarded as possibly effective and
lacking substantial evidence of effective-

ness for the various labeled indications.

The possibly effective indications have
been reclassified as lacking substantial
evidence of effectiveness in that no new
evidence of effectiveness of the drug has
been submitted pursuant to the notice.

NDA 2-354; Hasamal tablets contain-
ing phenobarbital, acetaminophen, phen-
acetin, -atropine sulfate, scopolamine
hydrobromide, and hyoscyamine hydro-
bromide; Charles C. Haskell Division,
Arnsr-Stone Laboratories Inc., 601 East
Kensington Road, Mount Prospect, Xl
60056,

Therefore, notice is given to the 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), evalu-
ated 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 conditions

of use prescribed, recommended, or sug-
gested in the labeling.

All identical, related, or similar prod-
ucts, not the subject of an approved hew
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 distribu-
tor of such an identical, related, or sim-
ilar product is an interested person who
may in response to this notice submit

NOTICES

data and information, request that the
new drug application(s) not be with-
drawn, request a.hearing, and participate
as a party In any hearing. Any person
who wishes to determine whether a spe-
cific 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.

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 FeperaL REcISTER 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 avail
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 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 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
g 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 clalms 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 re-
quest for a hearing, warrants the conclu-
sion that no genuine and substantial is-
sue of fact precludes the withdrawal of
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, & 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
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 & 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-
sions 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: December 18, 1972.

. 'Sam D, FiINE,
Associate Commissioner
for Compliance.

[FR Doc.72-22091 Filed 12-232-72;8:47 am]

{Docket Nb. FDC-D-564]
HOFFMANN-LA ROCHE, INC.

Certain  Antibiotic-Containing Pre-
mixes; Notice of Drugs Deemed
Adulterated

In announcements in the FepEraL
REGISTER of July 21, 1970 (35 F.R. 11647,
DESI 0177TNV), July 21, 1970 (35 F.R.
11650, DESI 0180NV), July 24, 1970 (35
F.R. 11951, DESI 0175V), August 5, 1970
(35 F.R. 12490, DESI 018INV), August
12, 1870 (35 F.R. 12790, DESI 0176NV),
and August 21, 1970 (35 F.R. 13401, DESI
0064NV), the Commissioner of Food and
Drugs announced the conclusions of the
Food and Drug Administration following
evaluation of reports received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, on the following products mar-
keted by Hoffman-La Roche, Inc., Nutley,
N.J. 07110:

A. DESI 0177NV; Certain Penicillin,
Vitamin, Mineral Premixes.

1. Kimbell’'s No. 4 Turkey Starter-
Grower-Breeder, Premix No. 2, Premix
No. 673 and Premix No. 682;

2, Breeder Premix No, 14780 and
Broiler Premix;

3. Broiler Finisher Premix No, 12;

4. Broiler Premix; -

5. Turkey Premix, Broiler Premix,
8pecial Starter Broiler Grower A
Turkey Starter Premix, Turkey Finisher

Premix, and Magic Brand Utility Premix;
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