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tif,Xt they are prepared to prove in sup-
pei of their opposition . A request for a
hQ ring may not rest upon mere allega
fl c-or denials, but must set forth spe -

facts showing that a genuine an d
affil tantial issue of fact requires a hear -

.s,When it clearly appears from th e
in the application and from the rea -

e
and factual analysis in the request

the hearing that no genuine and sub-
a.>pial issue of fact precludes the with-

` sisal of approval of the application,
Pe ;Commissioner will enter an order
'fh 'titese data, making findings and con-
hj0ns on such data .

hearing is requested and justified
P.x the response to this notice, the issue s
wall be defined, a hearing examiner wil l
be lamed, and he shall issue, as soon as

e cable after the expiration of such
s, a written notice of the time an d
at which the hearing will com-

ela"ae (35 F .R. 7250, May 8, 1970 ; 35
XI, 16631, Oct . 27, 1970) .

-

Received requests for a hearing and/
or elections not to request a hearing ma y
be seen in the office of the Hearing
Clerk (address given above) during reg-
V i

tt ,business hours, Monday through

Ttlisi notice is issued pursuant to pro-
viM'dns of the Federal Food, Drug, an d
Cosmetic Act (sec . 505, 52 Stat . 1052-53 ,
as mended; 21 U.S.C . 355) and unde r
authority delegated to the Commissioner
(21 CFR 2 .120) .

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

Associate Commissioner
for Compliance .

.[FR Doc .72-10253 Filed 7-5-72 ;8 :47 am ]

[DESI 50417 ]
CERTAIN COMBINATION ANTIBIOTI C

PREPARATIONS FOR OPHTHALMI C
US E

Drugs for Human Use ; Drug Efficacy
Study Implementation; Classifica-
Han and Labelin g
In . a notice (DESI 50417) published in

the FEDERAL REGISTER of August 28, 197 1
(36 P .R. 17372) the Commissioner of
Food and Drugs announced his conclu-
sions pursuant to evaluation of report s
reserved from the National Academy o f
Sciences-National Research council ,Thug Efficacy Study Group, on the fol -
4twing drugs (other drugs were also in -
eluded in that notice, and an order con -

eriai ug them is published elsewhere i n
tltisssue of the FEDERAL REGISTER) :

1: Preparations containing neomycinSu7fd , polymyxin B sulfate, and grami -

cidin . a . Neo-polycin ophthalmic solu-
tion ; the Dow Chemical Co., P .O . Box 10 ,
Zionsville, Ind. 46077 (NDA 60-427) .

b . Neosporin ophthalmic solution ; Bur-
roughs Wellcome & Co ., 3030 Cornwallis
Road, Research Triangle Park, N .C.
27709 (NDA 60-582) .

2 . Preparations containing bacitracin,
neomycin sulfate, and polymyxin B sul-
fate . a . Mycitracin ophthalmic ointment ;
the Upjohn Co., 7171 Portage Road,
Kalamazoo, Mich . 49001 (NDA 61-048) .

b. Polymyxin B-bacitracin-neomycin
ophthalmic ointment ; Pfizer Labora-
tories Division, Pfizer Inc ., 235 East 42 d
Street, New York, N.Y. 10017 (NDA
60-281) .

c. Neo-polycin ophthalmic ointment ;
the Dow Chemical Co . (NDA 60-647) .

d. Bacitracin-neomycin-polymyxin B
ophthalmic ointment ; Biocraft Labora-
tories, Inc ., 92 Route 46, East Paterson,
N.J . 07407 (NDA 60-965) .

3 . Preparations containing zinc baci-
tracin, neomycin sulfate, and polymyxin
B sulfate . a. Neosporin ophthalmic oint-
ment ; Burroughs Wellcome & Co . (NDA
50-417) .

b. Polymyxin B-bacitracin-neomycin
ophthalmic ointment ; Day-Baldwin ,
Inc ., 1460 Chestnut Avenue, Hillside, N .J .
07205 (NDA 61-078) .

c. Bacitracin - polymyxin - neomyci n
ophthalmic ointment ; Kasco Labora-
tories, Inc ., Hicksville, N .Y. 11820 (ND A
60-764) .

The notice stated that the drugs wer e
regarded as possibly effective for their
labeled indications related to use in
superficial ocular infections and lackin g
substantial evidence of effectiveness fo r
their other labeled indications .

Based upon a reevaluation of the prep-
arations listed above, the Commissioner
finds it appropriate to amend the an-
nouncement of August 28, 1971, by :

1. Changing the evaluation from pos-
sibly effective to effective for indication s
related to use in superficial ocula r
infections .

2. Setting forth labeling guidelines .
The labeling guidelines are as follows :

DESCRIPTION
(Descriptive information to be included b y

the manufacturer or distributor should be
confined to an appropriate description of th e
physical and chemical properties of the dru g
and formulation .)

ACTION S
As appropriate to the particular prepara-

tion :
Bacitracin, an antibiotic substance de -

rived from cultures of Bacillus subtilis
(Tracey), exerts antibacterial action in vitr o
against a variety of gram-positive and a few
gram-negative organisms .

Neomycin, isolated from Streptomyces
fradiae, has antibacterial activity in vitr o
against a wide range of gram-negative and
gram-positive organisms, with effectiveness
against many strains of Proteus .

Polymyxin B is one of a group of closely
related substances produced by various
strains of Bacillus polymyxa. Its activity is
sharply restricted to gram-negative bacteria ,
including many strains of Pseudomona s
aeruginosa.

Gramicidin has particular action in vitro
against certain gram-positive bacteria.

INDICATION S
This product is indicated in the short ter m

treatment of superficial external ocular in-
fections caused by organisms susceptible t o
one or more of the antibiotics contained
therein,

CONTRAINDICATION S
This product is contraindicated in thos e

persons who have shown sensitivity to any
of its components .

WARNING S
Prolonged use may result in overgrowth o f

nonsusceptible organisms .
PRECAUTIONS

Culture and susceptibility testing should
be performed during treatment.

Allergic cross-reactions may occur whic h
could prevent the use of any or all of th e
following antibiotics for the treatment of
future infections : kanamycin, paromomycin ,
streptomycin, and possibly gentamicin .

ADVERSE REACTIONS
Neomycin is a not uncommon cutaneou s

sensitizer . Articles in the current literatur e
indicate an increase in the prevalence o f
persons allergic to neomycin .

DOSAGE AND ADMINISTRATIO N
(To be provided by the manufacturer o r

distributor as appropriate to the particula r
preparation . )

Batches of such drugs for which cer-
tification or release is requested shoul d
provide for labeling information in ac -
cord with the guidelines set forth above .

This notice is issued pursuant to the
provisions 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 unde r
the authority delegated to the Commis-
sioner of Food and Drugs (21 CFR 2 .120) .

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

Associate Commissione r
for Compliance .

[FR Doc .72-10246 Filed 7-5-72 ;8 :46 am ]

[DESI 50254 ]

CERTAIN OPHTHALMIC AND/OR OTI C
PREPARATIONS CONTAINING TET-
RACYCLINE HYDROCHLORIDE O R
CHLORTETRACYCLINE HYDRO -
CHLORID E

Drugs for Human Use ; Drug Efficacy
Study Implementation ; Follow-U p
Notice

In a notice (DESI 50254) published in
the FEDERAL REGISTER of July 17, 1971 (3 6
F.R. 13284), the Commissioner of Food
and Drugs announced his conclusions
pursuant to evaluation of reports re-
ceived from the National Academy of
Sciences-National Research Council ,
Drug Efficacy Study Group on the fol-
lowing ophthalmic and/or otic prepara-
tions .

1 . Tetracycline hydrochloride eye and
ear ointment ; Day-Baldwin, Inc ., 146 0
Chestnut Avenue, Hillside, N.J. 07205
(NDA 60-316) .

such persons elect to avail them-
of the opportunity for a hearing,

must isle, within 30 days after pub-
f this notice in the FEDERAL

TER, a written appearance request -
he hearing, giving the reasons why
val of the new drug application
d not be withdrawn, together with
1 organized and full factual analysis
e clinical and other investigational
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2. Achromycin ophthalmic oil suspen-

sion containing- tetracycline hydrochlo-ride; Lederle Laboratories Division,
American Cyanamid Co., Pearl River,N.Y . 10965 (NDA 50-268) .

3. Auhromycin ophthalmic sterilized
powder for solution containing tetra-
cycline hydrochloride, sodium chloride ,
and sodium borate ; Lederle Laboratories
(NDA 50-267) .

4. Acrromycin eye and ear ointment
containing tetracycline hydrochloride ;
Lederle Laboratories (NDA 50-266) .

5. Aureomycin ophthalmic sterilized
powder for solution containing chlortet-
racycline hydrochloride, sodium borate ,
and sodium chloride ; Lederle Labora -
tories (NDA 50-254) .

6. Aueromycin ophthalmic ointment
containing chlortetracycline hydrochlo-
ride, Lederle Laboratories (NDA 50-404) .

The notice stated that the drugs wer e
regarded as effective and possibly effec-
tive for their labeled indications .

The possibly effective indications have
been reclassified as lacking substantial
evidence of effectiveness in that no new.
evidence of effectiveness has been sub-
mitted pursuant to the notice of July 17 ,
1971 .

Batches of such drugs with labelin g
bearing indications for which substan-
tial evidence of effectiveness is lacking
are no longer acceptable for certificatio n
or release .

Any person who will be adversely af -
fected by the deletion from labeling of
the indications for which the drugs have
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 is-
suance of a regulation providing for other
certification of the drug for such indica-
tions. The petition must be supported by
a full factual and well documented medi-
cal analysis which shows reasonabl e
grounds for the issuance of such regula -
tion.

A petition for issuance of said regu -
lation should be filed (preferably in
quintuplicate) with the Hearing Clerk ,
Department of Health, Education, an d
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 Commis-
sioner of Food and Drugs (21 CFR 2 .120) ,

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

Associate Commissioner for
Compliance.

[FR Doo .72-10255 Filed 7-5-72 ;8 :47 am)

[DESI 8278 ]

PHENTOLAMINE MESYLATE FOR IN-
JECTABLE USE AND PHENTOLA-
MINE HYDROCHLORIDE FOR ORA L
USE

Drugs for Human Use; Drug Efficac y
Study Implementation Followu p
Notic e
In a notice published in the FEDERAL

REGISTER of April 6, 1971 (36 F.R . 6531) ,
the Commissioner of Food and Drugs an-
nounced his conclusions pursuant t o
evaluation of a report received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Stud y
Group, on the following drugs marketed
by Ciba Pharmaceutical Co., division of
Ciba-Geigy Corp., 556 Morris Avenue ,
Summit, NJ 07901 :

1. Regitine Lyophilized Powder for
Injection containing phentolamine mes-
ylate, and

2. Regitine Tablets containing phen-
tolamine hydrochloride (NDA 8-278) .

The notice stated that the drugs wer e
regarded as effective, probably effective ,
and possibly effective for their various .
labeled indications . The indications clas-
sified as probably effective and possibly
effective 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 of April 6, 1971 . Ciba Pharma-
ceutical Co., holder of the only new drug
application for these drugs supple-
mented the application to delete from
labeling all indications other than those
regarded as effective and the supple-
ments have been approved.

Any such preparations, for human use ,
introduced into interstate commerce
after 60 days following publication of
this notice in the FEDERAL REGISTER with
labeling bearing indications for which
the drugs lack substantial evidence o f
effectiveness, may be subject to regula-
tory proceedings .

This notice is issued pursuant to the
provisions 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 authority delegated to th e
Commissioner of Food and Drugs (2 1
CFR2.120) .

Dated : June 23, 1972 .
SAM D . FINE ,

Associate Commissioner
for Compliance.

[FR Doc .72-10254 Filed 7-5-72 ;8 :47 am ]

[Docket No. FDC-D-485 ]

DIAMOND LABORATORIES, INC .
Cilopen Powder; Notice of Dru g

Deemed Adulterate d
In an announcement in the FEDERA L

REGISTER of July 17, 1970 (35 F .R . 11533 ,
DESI 0072NV) , the Commissioner of
Food and Drugs announced the conclu-
sions of the Food and Drug Administra-
tion following evaluation of a report

received from the National Aca d
Sciences-National Research
Drug Efficacy Study Carr on Ci
Powder. Said announcem
Diamond Laboratories, Inc., 2538 South-east 43d Street, Des Moines, Iowa 50303 ,and all interested parties a 6-month pe-
riod in which to submit new animal drugapplications .

Diamond Laboratories, Inc . did notsubmit a new animal drug applicationfor the above named product within the6-month period .
On the basis of the foregoing and thèinformation before him the Commis-

sioner concludes that Cilopen Powder isadulterated within the meaning of sec-
tion 501(a)(5) of the Federal Food ,Drug, and Cosmetic Act in that it is notthe subject of an approved new animal
drug application pursuant to section 61 2of the act . Therefore, notice is given to
Diamond Laboratories, Inc ., and ,all
other interested persons that all stocks
of said drug within the jurisdiction of
the Federal Food, Drug, and Cosmetic - ` .
Act are deemed adulterated within th e
meaning of the act and are subject to
appropriate regulatory action .

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (sec. 501(a) (5), 512, 5 2
Stat. 1049 as amended, 82 Stat. 343-51 ;
21 U .S .C. 351(a) (5), 360b) and under
authority delegated to the Commissione r(21 CFR 2 .120) .

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

Associate Commissioner}o,- cimapcrances.;.

[FR Doc .72-10261 Filed 7-5-72 ;8 :48 am ]

[DESI 5590 ; Docket No. FDC-D-380 ;
NDA 5-590 ]

PARKE, DAVIS & CO .
Synapoidin Steri-Vial ; Notice of With-

drawal of Approval of New Dru g
Applicatio n
On October 27, 1971, there was pub-

lished in the FEDERAL REGISTER (36 F.R .
20619) a notice of opportunity for hear-
ing (DESI 5590) in which the Commis-
sioner of Food and Drugs proposed t o
issue an order under section 505(e) of the
Federal Food, Drug, and Cosmetic Ac t
(21 U .S .C : 355(e)) withdrawing approval
of the following new drug application on
the basis that the drug is not shown t o
be safe for use and that substantial evi-
dence of effectiveness is lacking.

NDA 5-590, Synapoidin Steri-Vial con-
taining pituitary-chorionic gonadotro-
pins; Parke, Davis & Co ., Joseph Campau
Avenue at the River, Detroit, Mich .
48232 .

Neither Parke, Davis & Co . nor any
other interested person have filed a
written appearance of election as pro-
vided by said notice . The failure to fil e
such an appearance is construed as a n
election by such persons not toy= avail
themselves of the opportuni ty foie
hearing.
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