. which substantial evidence of effective-
m;ssis lacking as described in paragraph
43, of this announcement. An order
vithdrawing approval of the applications
will not issue if such applications are
supplemented, in accord with this no-
tice, to delete such indication. Any related
drug for human use, not the subject .of
an approved new drug application, of-
fered for the indication for which sub-
stantial evidence of effectiveness is lack-
ing may be affected by this action.

‘9. 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 will give the holders of any such
applications, and any interested person
who would be adversely affected by such
an order, an opportunity for a hearing to
show why such indications should not be
deleted from labeling. A request for a
hearing must be filed within 30 days after
the date of publication of this notice in
the FEDERAL REGISTER.

3. 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, together with a
well organized and full factual analysis
of the clinical and other investigational
data that the objector is prepared to
prove in a hearing. Any data submitted
in response to this notice must be pre-
viously unsubmitted and include data
from adequate and well controlled clini-
cal investigations (identified for ready
veview) as described in §130.12(a) (5) of
e regulations published in the FEDERAL
REGISTER of May 8, 1970 (35 F.R. 7250).
Carefully conducted and documented
clinical studies obtained under uncon-
trolled or partially controlled situations

‘are not acceptable as a sole basis for
approval of claims of effectiveness, but
such studies may be considered on their
merits for corroborative support of effi-
cacy and evidence of safety.

4. If a hearing is requested and is jus-
tified by the response to this notice, the
issues will be defined, a hearing examiner
will be named, and he shall issue a
written notice of the time and place at
which the hearing will commence.

A copy of the Academy’s report has
been furnished to the firm referred to
above. Communications forwarded in re-
sponse to this announcement should be
identified with the reference number
DESI 12301, directed to the attention
of the appropriate office listed below, and
addressed to the Food and Drug Admin-
istration, 5600 Fishers Lane, Rockville,
Md. 20852:

Supplements (ldentify with NDA number):
Office of Sclentific Evaluation (BD-100),
Bureau of Drugs.

Original abbreviated new drug applications
(identify as such): Drug Efficacy Study
Implementation Project Office (BD-60),
Bureau of Drugs.

Request for Hearing (ldentify with Docket
Number) : Hearing Clerk, Office of General
Counsel (GC-1), Room 6-88, Parklawn
Building,

Requests for the Academy's report: Drug

- Efficacy Study Information Control (BD-

" 67), Bureau of Drugs.
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All other communications regarding this an~
nouncement:

Drug Efficacy Study Implementation Proj-
ect Office (BD-60), Bureau of Drugs.

Received requests for a hearing may
be seen in the Office of the Hearing
Clerk( address given above) during regu-
lar business hours, Monday through
Friday. .

This notice 1s issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (secs. 502, 505, 52 Stat.
1050-53, as amended; 21 U.S.C. 352, 355)
and under the authority delegated to the
Commissioner of Food and Drugs (21
CFR 2.120).

Dated: June 29, 1972.

Sam D. FINE,
Associate Commissioner
for Compliance.

[FR Doc.72-10538 Filed 7-10-72;8:49 am]

[DESI 125851

COLISTIN SULFATE FOR ORAL
SUSPENSION

Drugs for Human Use; Drug Efficacy

Study Implementation; Follow-Up

Notice

In a notice (DESI 12595) published
in the FrpERAL REGISTER of July 17, 1971
(36 P.R. 13284), the Commissioner of
Food and Drugs announced his conclu-
slons pursuant to evaluation of reports
recelved from the National Academy of
Sclences-National Research Council,
Drug Efficacy Study Group, on Coly-
Mycin S8 Oral Suspension containing
colistin sulfate, marketed by Warner-
Chileott Laboratories, Division of
Warner-Lambert Pharmaceutical Co.,
201 Tabor Road, Morris Plains, N.J.
07950 (NDA 50-355). i

The notice stated that the drug was
regarded as probably effective and possi-
bly effective for its varlous labeled
indications.

Based upon further review and evalua-
tion of additional studies, the Commis-
sioner finds 1t appropriate to amend the
announcement of July 17, 1971 by:

1. Changing the effectiveness classi-
fication of the probably effective indica~
tions to effective, and restating them as

follows:
INDICATIONS

Diarrhea in infants and children, caused
by susceptible strains of enteropathogenic
E. coll,

Gastroenteritis due to Shigella organisms.
Clinical response may vary, due to the ab-
sence of tissue levels in the bowel wall.

" 2. Reclassifying the possibly effective
indications to lacking substantial evi-
dence of effectiveness in that no new evi-
dence of effectiveness has been received
pursuant to the July 17, 1971 announce-
ment,

Batches of such drugs with labeling
bearing indications for which substantial
evidence of effectiveness is lacking are
no longer acceptable for certification or
release, ’

Any person who will be adversely af-
fected by the deletion from labeling of
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the indications for which the drug has
been reclassified from possibly effective
to lacking substantial evidence of effec-
tiveness may, within 30 days after the
date of publication of this notice in the
FEDERAL REGISTER, petition for the issu-
ance of a regulation providing for other
certification of the drug for such indica-
tions. The petition must be supported 1:y
a full factual and well documented meci-
cal analysis ‘which shows reasona!le
grounds for the issuance of such reguia-
tion.

A petition for issuance of said regula-
tion should be filed (preferably in quin-
tuplicate) with the Hearing Clerk, De-
partment of Health, Education, and
Welfare, Room 6-88, 5600 Fishers Lane,
Rockville, Md. 20852,

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (secs. 502, 507, 52 Stat.
1050-51, as amended, 59 Stat. 463 as
amended; 21 U.S.C. 352, 357) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 2.120).

Dated: June 29, 1972.

SaM D. FINE,
Associate Commissioner
for Compliance.

[FR Doc.72-10539 Filed 7-10-72;8:49 am]

[DESI 11730; Docket No. FDC-D-440; NDA
11-730)

MEPERIDINE HYDROCHLORIDE AND
PROMETHAZINE HYDROCHLORIDE
FOR PARENTERAL USE

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Administration
has evaluated a report received from the
National Academy of Sclences-National
Research Council, Drug Efficacy Study
Group, on the following drug:

Mepergan Injection containing me-
peridine hydrochloride and promethazine
hydrochloride; marketed by Wyeth Lab-
oratories, Inc., Post Office Box 8299,
Philadelphia, Pa. 19101 (NDA 11-730).

Such drugs are regarded as new drugs
(21 U.S.C. 321(p)). Supplemental new
drug applications are required to revise-
the labeling in and to update previously
approved applications providing for such
drugs. A new drug application is required
from any person marketing such drug
without approval.

A. Effectiveness classification. The
Food and Drug Administration has con-
sidered the Academy’s report, as well as
other available evidence, and concludes
that:

1. The drug is effective as a preanes-
thetic medication and for use as an
adjunct to local or general anesthesia.

2. The drug is possibly effective for the
analgesic claims made for it, and for
use as an antiemetic. .

3. The drug lacks substantial evidence
of effectiveness of amnesic action.

B. Conditions for approval and mar-
keting. The Food and Drug Administra-
tion is prepared to approve new drug

applications and supplements to pre-
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