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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: November 7, 1972.

. Sam D. FINE,
Associate Commissioner
for Compliance.

[FR Doc.72~19669 Filed 11-14--72;8:46 am]

[DESI 16; Docket No. FDC-D-521; NDA 16]
RIKER LABORATORIES, INC.

Combination Drug Containing Ephed-
rine. Hydrochloride, Atropine Sul-
fate, and Pentobarbital for Oral
Use; Notice of Opportunity for
Hearing on Proposal To Withdraw
Approval of New Drug Application

In an announcement (DESI 16) pub-
lished in the FepEraL REGISTER of Juhe
23, 1972 (37 F.R. 12417), the Commis-
sioner of Food and Drugs announced his
conclusions pursuant to the evaluation of
a report received from the National Acad-
emy of Sciences-National Research
Council, Drug Efficacy Study Group, on
Rinofeds Capsules, containing ephedrine
hydrochloride, atropine sulfate and pen-
tobarbital; Riker Laboratories, Inc., sub-
sidiary of 3M Co., 19901 Nordhoff Street,
Northridge, CA 91324 (NDA 16), and pre-
viously marketed by Broemmel Pharma-
ceuticals, 1235 Sutter Street, San Fran-
cisco, CA 94109.

The announcement stated that there
is a lack of substantial evidence, within
the meaning of the Federal Food, Drug,
and Cosmetic Act, that this drug is effec-
tive as a fixed combination for its la-
beled claims relating to the treatment of
respiratory conditions and that the Com-
missioner of Food and Drugs intended to
initiate proceedings to withdraw ap-
proval of the new drug.application. In-
terested persons were invited to submit
any pertinent data bearing on the pro-
posal within 30 days following publica-
tion of the announcement. No data have
been received pursuant to the announce-
ment.

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(¢) of the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S8.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),
available to him at the time of approval
of the application(s), shows there is a
evaluated, together with the evidence
lack of substantial evidence that the
drug(s) will have all the effects purport-
ed or represented to have under the con-
ditions of use prescribed, recommended,
or suggested in the labeling.

All identical, related, or similar prod-
ucts, not the subject of an approved new
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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 infterested person who may in re-
sponse to this notice submit data and in-
formation, 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 his 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 thereunder
(21 CFR Part 130), the Commissioner
hereby gives the applicant(s) and any
other interested person an opportunity
for a hearing to show why approval of
the new-drug application(s) should not
be withdrawn.

Within 30 days after publication here-
of in the FEpEraL 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 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). i

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
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 re-
quest for a hearing, warrants the conclu-
sion that no genuine and substantial issue
of fact precludes the withdrawal of ap-
proval of the application(s), the Commis-

sioner will enter an order of withdrawal
making findings and conclusions on such |
data. : ;

If, upon the request of the new dr:
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 a method or proe-
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 apparance.

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 provi-
sions of the Federal Food, Drug, and Cos-
metic 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. g

Sam D. FINE,
Associate Commissioner for Compliance.

[FR Doc.72-19565 Filed 11-14-72;8:46 am]

[DESI 10911; Docket No. FDC-D-630;
’ NDA 10-911}

STUART CO.

Buclizine Hydrochloride with Pyridox-
ine Hydrochloride, Scopolamine
Hydrobromide, Atropine Sulfate,
and Hyoscyamine Sulfate; Nofice
of Opportunity for Hearing on
Proposal To Withdraw Approval of
New-Drug Application

In an announcement (DESI 10911)
published in the FepEraL REGISTER of
July 28, 1972 (37 F.R. 15186), 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:

Bucladin Tablets, containing buclizine
hydrochloride, pyridoxine hydrochloride,

-scopolamine hydrobromide, atropine sul-

fate, and hyoscyamine sulfate; The
Stuart Co., Division of Atlas Chemical
Industries, Inc., Wilmington, Del. 19899
(NDA 10-911).

The announcement stated that there
is a lack of substantial evidence that th

‘fixed combination drug has the effec

that it purports or is represented to have
under the conditions of use prescribed,

FEDERAL REGISTER, VOL. 37, NO. 221—WEDNESDAY, NOVEMBER 15, 1972



	page 1

