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hereof in the FEDERAL REGISTER may
cause the drug. to be subject to regula-
tory proceedings .

	

v
3 . The notice Conditions for Market-

ing New Drugs Evaluated in Drug Effi-
cacy Study, published ini-. the FEDERAL`~J
REGISTER, July 14, 1970 (35 F.R. 11273) ,
describes in paragraphs (d), (e), and (f )
the marketing status of a drug labele d
with those indications for which it is
regarded as possibly effective.

A copy of the Academy's report has
been furnished to each firm referred to
above. Communications forwarded in re-
sponse to this announcement should be
identified with the reference number
DESI 8451, 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 (identify with NDA number) :

Office of Scientific Evaluation (BD-100) ,
Bureau of Drugs.

Original new-drug applications : Office of
Scientific Evaluation (BD-100), Bureau of
Drugs.

Requests for tile Academy's report : Drug
Efficacy Study Information Control (BD-
67) . Bureau of Drugs .

All other communications regarding this an-
nouncement : Drug Efficacy Study Imple-
mentation Project Office (BD-60), Bureau
of Drugs.

This notice is 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 (2 1
Celt 2.120) .

Dated : June 2d, 1972 .
SAM D. FINE.

Associate Commissioner
for Compliance.

[FR Doc.72-10453 Filed 7-7-72;8 :48 am ]

[DESI 50020 ]
NEOMYCIN PALMITATE-TRYPSIN-

CHYMOTRYPSIN TOPICAL PREPA-
RATIO N

Drugs for Human Use ; Drug Efficac y
Study Implementatio n

The Food and Drug Administration has
evaluated a report received from the Na-
tional Academy of Selenoes-National
Research Council, Drug Efficacy Study
Group, ontne Yellowing prescription drug
for topical application :

Biozyme Ointment containing neomy-
cin palmitate and try, psin-chymotrypsin
concentrate ; Armour Pharmaceutical
Co., Division, Armour and Co ., Post Of-
fice Box 511, Kankakee, Ill . 60901 .

The Food and Drug Administration
concludes that the above listed combina-
tion drug for topical administration i s
possibly effective for the claimed indica-
tions for treatment of localized infec-
tions or for suppressive therapy in such
conditions.

Preparations containin g tai ing neomycinl.wawvavasa

	

sul -
fate in combination with tryps n-ehymo -

trypsin al 3 subject to antibiotic - ertifica-
tion procedures underde- section 'orll 507 of the
Federal Food, Drug, and Cosmetic Act.
To allow applicants to obtain and sub-
mit data to provide substantial evidence
of the effectiveness of the drug in thos e
conditions for which it has been evalu-
ated as possibly effective, such drug
laLeled with those indications will con-
tinue to be accepted for release or certi-
fication by the Food and Drug Adminis-
tration for a period of 6 months afte r
publication or this . announcement in the
FEDERAL REGISTER .

To be acceptable for consideration i n
support of the effectiveness of a drug,
any such data must be previously unsub -
mitted, well-organized, and include data
from adequate and well-controlled clini-
cal investigations (identified for ready
review) as described in section 130 .12(a )
(5) of the regulations published in th e
FEDERAL REGISTER of May 8, 1970 (35 F.R.
7250) . Carefully conducted and docu-
mented clinical studies obtained under
uncontrolled or partially controlled situ-
ations are not acceptable as a sole basis
for the approval of claims of effective-
ness, but such studies may be considered
on their merits for corroborative support
of efficacy and evidence of safety .

At the end of the 6-month period, any
such data will be evaluated to determine
whether there is substantial evidence of
effectiveness for such uses. After that
evaluation, the conclusions concerning
the drug will be published in the FEDERAL.
REGISTER . If no studies have been under-
taken, or if the studies do not provide
substantial evidence of effectiveness ,
such drug will not be eligible for release
or certification .

A copy of the Academy's report has
been furnished to the firm referred t o
above. Communications forwarded in re-
sponse to this announcement should be
identified with the reference number
DESI 50020 directed to the attention of
the following appropriate office, and ad -
dressed to the Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville ,
Md. 20852 :
Amendments (identify with NDA number )

Division of Anti-Infective Drug Products
(BD-140), Office of Scientific Evaluation ,
Bureau of Drugs .

Requests for the Academy's report : Drug Ef-
ficacy Study Information Control (BD-67) ,
Bureau of Drugs .

All atiaei communications regarding this an-
nouncement : Drug Efficacy Study Imple -

V*tn o ~ zvjo~o Oiace (BD-6i) , Bureauof Drugs.

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
the authority delegated to the Commis-
sioner of Food and Drugs (21 CFFZ 2 .120) .

Dated : June 27, 1972 .
SAM D. FINE,

Associate Commisioner
for Compliancc

(FR Doc .72-10455 Piled 7-7-72 :R,45 , mi

[DESI 7909 ]

PREPARATION CONTAINING
CARBACRYLAMINE RESINS

Drugs for Human Use; Drug Efficacy
Study Implementatio n

The Food and Drug Administration
has evaluated a report received from th e
National Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, on the following drug for ora l
use :

Carbo-Resin Powder containing car-
bacrylamine resin ; Eli Lilly and Co., Pos t
Office Box 618, Indianapolis, Ind. 46206
(NDA 7-909) .

The Food and Drug Administration
has considered the Academy's report, as
well as other available evidence, an d
concludes that there is a lack of sub-
stantial evidence, within the meaning of
the Federal Food, Drug, and Cosmetic
Act, that this drug will have the effects
it purports or is represented to have
under the conditions of use prescribed ,
recommended, or suggested in the label-
ing. The holder of the NDA has indicated
that the preparation is no longer
marketed.

A notice was published in the FEDERAL
REGISTER of March 18, 1972 (37 F.R .
5711), withdrawing approval of NDA 7-
909 on the grounds that reports require d
under section 505(j) of the Act and
§§ 130.13 and 130 .35 (e) and (f) of the
new drug regulations (21 CFR 130 .13 and
130 .35) had not been submitted .

Accordingly, this notice is published to
inform any person interested in similar
or related products of the effectiveness
classification of this article. If any re-
lated drug for human ase, not the subjec t
of an approved new drug application, i s
being marketed it may be affected by
the above classification and be subjec t
to appropriate action .

A copy of the Academy's report has
been furnished to the firm referred t o
above . Communications forwarded in
response to this announcement should b e
identified with the reference number
DESI 7909, 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 :
Requests for the Academy's report : Drug Ef-

Ec acy Study Information Control (BD-67) ,
Bureau of Drugs .

All other :nmmu1c:inn c rg rdiug this an -
nouncement : Drug Efficacy Stud y Imnle -
mentatioil Project Office (BO-tin), Burea u
of Drugs.
This notice is issued pursuant to provi -

sions 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 th e
Commissioner of Food and Drugs (2 1
CFR 2 .120) .

Dated : June 26, 1972 .
SAM D. FINE ,

Associate Commissione r
for Compliance .

FI Dr: 2-10452 Fi led 7-7-72 ;3 :47 ..
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