wishes to determine whether a specific
product is covered by this notice should
" bite to the Food and Drug Administra-

on, 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-
sioncr hereby gives the applicant(s) and
auy 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should not be withdrawn.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 FEpEraAL 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
interested 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
enter & 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

tice in the FEDERAL REGISTER, a writ-

A 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withdrawn, together with a well-orga-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
f%ct 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 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
"~ defined, a hearing examiner will be

med, and he shall issue, as soon as
practicable after the expiration of such
30 days, a written notice of the time and
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place at which the hearing will com-
mence. All persons interested in identical,
related, or similar products covered by
the new-drug application(s) will be af-
forded 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 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.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.72-19571 Filed 11-14~72;8:46 am}

[DESI 12056; Docket No. FDC-D-519; NDA
12-056, etc.]

LEDERLE LABORATORIES; ROCHE
LABORATORIES

Certain Sulfanomides With Phenazo-
pyridine; Notice of Opportunity
for Hearing on a Proposal To With-
draw . Approval of New Drug
Applications

In the FepEraL REGISTER of April 28,
1972 (37 F.R. 8405), the Commissioner of
Food and Drugs announced his conus,sE
sions (DESI 12056) pursuant to evalu-
ation of reports received from the Na-
tional Academy of Sciences-National Re-
search Council, Drug Efficacy Study
Group, on the following drugs:

1. Azo Gantanol Tablets containing
sulfamethoxazole and phenazopyridine
hydrochloride; Roche Laboratories, Divi-
sion of Hoffmann-La Roche, Inc., 340
Kingsland Avenue, Nutley, NJ 1'7110
(NDA 13-294).

2. Azo Kynex Tablets containing sul-
famethoxypyridszine and phenazopvri-
dine hydrochloride; formerly marketed
by Lederle Laboratories, Division of
American Cyaniamid Co., West Middle-
town Road, Pearl River, NY 10965 (NDA
12-056) .

The announcement stated that there
is a lack of substantial evidence, within
the meaning of the Federal Food, Drug,
and Cosmetic Act, that these ﬁxed com-
bination drugs will have the effects that
they purport or are represented to have
under the conditions of use prescribed,
recommended, or suggested in the label-
ing, including their recommended use in
certain urinary tract infections asso-
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ciated with pain or discomfort, and that
each component of the combination con-
tributes to the total effects claimed for
the drugs. It further stated that the
Commissioner intended to initiate pro-
ceedings to withdraw approval of the
new drug applications. Interested per-
sons were invited to submit pertinent
data within 30 days.

Lederle Laboratories has advised the
Administration that marketing of Azo
Kynex has been discontinued. Substan-
tial evidence showing the effectiveness of
either of these drugs has not heen
received.

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 Fed-
eral 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
before 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 pur-
ported or represented to have under the
conditions of use prescribed, recom-
mended, 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 hy this notice should
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 opportu-
nity for a hearing to show why approval
of the new drug application(s) should
not be withdrawn.

Within 30 days after publication hereof
in the FEpERAL REGISTER the applicant(s)
and any other interested person is re-
quired to fille 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 flle 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-
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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 FPEDERAL 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 2 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
Commissioner will enter an order of with-
drawal making findings and conclusions
on such data. R
_ 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 socon 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 appear-
ance.

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 (6 U.S.C.

NOTICES

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.72-19573 Filed 11-14-72;8:46 am]

[DESI 6363; Docket No. FDC-D-532;
NDA 12-281 ete.]

METHOCARBAMOL WITH PHENACE-
TIN, ASPIRIN, HYOSCYAMINE SUL-
FATE AND PHENOBARBITAL; AND
METHOCARBAMOL WITH ASPIRIN

Notice of Opportunity for Hearing on
Proposal to Withdraw Approval of
New Drug Applications

In an announcement (DESI 6363),
published in the FEDERAL REGISTER of
February 11, 1970 (35 F.R. 2836), the
Commissioner of Food and Drugs an-
nounced his conclusions pursuant to the
evaluation of reports received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, on the following drugs:

1. Robaxisal-PH Tablets;
bamol, phenacetin, aspirin, hyoscyamine
sulfate and phenobarbital; A. H. Robins
Co., 1407 Cummings Drive, Richmond,
VA 23220 (NDA 12-399).

2. Robaxisal Tablets; methocarbamol
and aspirin; A. H, Robins (NDA.12-281).

The announcement stated that there
is a lack of substantial evidence that
these drugs are effective as fixed com-
binations for the uses recommended or
suggested in their labeling and that each
component of the combination drugs
contributes to the total effects claimed,
and that the Commissioner of Food and
Drugs intended to initiate proceedings to
withdraw approval of the new drug ap-
plications. Interested persons were in-
vited to submit pertinent data bearing on
the proposal within 30 days following
publication of the announcement. Data
submitted by A. H. Robins pursuant to
the announcement have been reviewed
and found not to provide substantial
evidence of effectiveness of the drugs.

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 US.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 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 rep-

resented to have under the conditions

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

methocav-

All identical, related, or similar prod-
ucts, not the subject of an approved new
drug application, are covered by the ne/ =
drug application(s) reviewed. See &
CFR 130.40 (37 F.R. 23185, October 31,
1972). Any manufacturer or distribu-
tor of such an identical, related, or simi-
lar 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 wih-

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.8.C. 355)
and the resulations 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, Education,
and Welfare, Room 6-88, 5600 Fishers
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 in-
terested person to file a written appes
ance of election within said 30 days w, _
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
enter a final order withdrawing approval
of the application(s).

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, 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
2 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 ap-
plicant(s) or any other interested per-
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