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NOTICE S

precludes the withdrawal of approval
of the application, the Commissioner
will enter an order on these data, making
findings and conclusions on such data. Mt
a hearing is requested and justified by the
response to this notice, 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 . (35 F.R. 7250, May 8, 1970 ; 3 5
F.R. 16631, Oct. 27, 1970. )

Received requests for a hearing and /
or elections not to request a hearing may
be seen in the office of the Searing Clerk
(address given above) during regular
business hours, Monday through Friday.

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

Dated : February 3, 1972 ,
SAM D. FINE ,

Associate Commissioner
for Compliance.

[FR Doc.72-1999 Filed 2-9-72 ;8 :53 am ]

[DESI 11498; Docket No. FDC-D-427;
NDA No. 11-498 ]

CIBA PHARMACEUTICAL CO. .
Domipheri Bromide-Benzocaine Loz-

enges; Notice of Withdrawal of Ap-
proval of New Drug Applicatio n
In an announcement (DESI 11498 )

published in the FEDERAL REGISTER On
March 28, 1970 (35 F.R . 5278), the Com-
missioner of Food and Drugs announce d
his conclusions pursuant to the evalua-
tion of a report received from the Na-
tional Academy of Sciencas-National Re -
search Council, Drug Efficacy Study
Group, on Bradosol Lozenges (NDA 11-
498) containing domiphen bromide an d
benzocaine ; Ciba Pharmaceutical Co.,
556 Morris Avenue, Summit, N .J . 07901 .
The announcement stated that there is a
lack of substantial evidence that the dru g
will have the effects it purports or is rep -
resented to have under the conditions
of use recommended in its labeling .

Ciba Pharmaceutical Co., holder of
NDA 11-498 Bradosol Lozenges has re -
quested withdrawal of approval of thei r
new drug application and thereby
waived their opportunity for a hearing,
stating that marketing of the drug was
discontinued in January 1970 .

The Commissioner of Food and Drugs,
pursuant to the provisions of the Fed-
eral Food, Drug, and Cosmetic Act (sec.
505(0, 52 Stat. 1053, as amended ; 2 1
U.S.C. 355(e)) and under the authority
delegated to him (21 CFR 2.120) finds
on the basis of new information before
him with respect to the drug evaluated
together with the evidence available to
him when the application was approved,
that there is a lack of substantial evi-
dence that the drug will have the effec t
it purports or is represented to have un-
der the conditions of use prescribed, rec-
ommended, or suggested in its labeling.

Therefore, pursuant to the foregoing
findings, approval of the above-listed
new drug application and all amend-
ments and supplements applying thereto
is withdrawn effective on the date
of publication hereof in the FEDERAL
REGISTER.

Dated : February 3, 1972 .
SAM D. FINE,

Associate Commissione r
for Compliance .

[FR Doc.72-2000 Filed 2-9-72 ;8 :53 am ]

[DocketNo. MC-D-419 ; NDA No. 6-969 ]

ENDO LABORATORIES, INC.
Arsthinol Tablets; Notice of With-

drawal of Approval of New Drug
Application
In the FEDERAL REGISTER of May 22,

1971 (36 F.R . 9342), the Commissioner
announced (DESI 6969) his conclusions
pursuant to evaluation of a report re-
ceived from the National Academy of
Sciences-National Research Council ,
Drug Efficacy Study Group, concernin g
the following drug for oral use :

NDA 6-969 ; Balarsen Tablets contain-
ing arsthinol ; Endo Laboratories, Inc . ,
1000 Stewart Avenue, Garden City, Lon g
Island, N.Y . 11533 .

The announcement stated that the drug
was regarded as possibly effective for the
labeled indications. Six months from the
date of that publication were allowed fo r
the holder of the application and an y
person marketing such drug without ap-
proval to obtain and submit data pro-
viding substantial evidence of effective-
ness of the drug . No such data have been
received and the holder of said new dru g
application has stated that marketing
of the drug was discontinued in 1966,
requested withdrawal of approval of the
application and thereby has waived op-
portunity for a hearing .

The Commissioner of Food and Drugs ,
pursuant to the provisions of the Federa l
Food, Drug, and Cosmetic Act (sec . 50 5
(e), 52 Stat . 1053, as amended ; 21 U.S .C .
355(e) ), and under authority delegate d
to him (21 CFR 2 .120) , finds that on the
basis of new information before him with
respect to said drug, evaluated togethe r
with the evidence available to him when
the application was approved, there Is
a lack of substantial evidence that the
drug will have the effect it purports or I s
represented to have under the condition s
of use prescribed, recommended, or sug-
gested in the labeling thereof .

Therefore, pursuant to the foregoin g
findings, approval of the above-listed
new drug application (NDA 6-969), and
all amendments and supplements there-
to, Is withdrawn effective on the date of
publication hereof in the FEDERAL
REGISTER.

Dated : February 3, 1972 .
SAM D. FINE,

Associate Commissioner
for Compliance .

[PR Doc.72-2001 Piled 2-O-72 ;8 :53 smj

Mydriatic Drug ; Drugs for Human Use ;
Drug Efficacy Study Implementa-
tion; Follow-up Notice
In a notice [DESI 4l published in the

FEDERAL REGISTER of June 23, 197. 0 (35
F.R. 10237), the Commissioner of Food
and Drugs announced his conclusions
pursuant to the evaluation of a report
received from the National Academy
of Sciences-National Research Council ,
Drug Efficacy Study Group concerning
Paredrine (hydroxyamphetamine hydro-
bromide) 1 percent with Boric Acid
ophthalmic solution ; Smith Kline and
French Laboratories, 1500 Spring Garde n
Street, Philadelphia, Pa . 19101 (NDA
0-004) . The announcement stated tha t
this drug was regarded as effective for
use in the production ofmydriasis; and
possibly effective when used adjunctively
to help induce a rapid and satisfactory
cycloplegia .

The indication for which the drug
was regarded as possibly effective was
allowed to be used for 6 months follow -
ing the publication date (June 30, 1970 )
of the announcement to allow additional
time for submission of data supporting
the efficacy of the drug for this indica-
tion .

The time for submission of additional
evidence lids expired, and no additional
evidence has been submitted in support
of the possibly effective indication.
Smith Kline and French Laboratories
has supplemented their new drug appli-
cation to delete any indication other
than the effective indication .

Accordingly, the Commissioner of Foo d
and Drugs finds that there is a lack of
substantial evidence that hydroxyam
phetamine hydrobromide is effective
when used adjunctively tO help induce a
rapid and satisfactory cycloplegia .
Therefore, this indication is no longer
acceptable in labeling.

Any such preparation on the market
with labeling bearing indications for
which substantial evidence of effective-
ness is lacking may be subject to regu-
latory proceedings.

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 authority delegated to the
Commissioner of Food and Drugs (2 1
CFR 2.120) .

Dated : February 3, 1972 .
Sam D. FINE ,

Associate Commissioner
for Compliance.

[FR Doc .72-2000 Filed 2-9-72;8 :54 am ]

[Docket No. PM-D-342; NDA 12-663 ]

WYETH LABORATORIES
Spartase Tablets ; Notice of With-

drawal of Approval of New Drug
Application
A coda: was published in the FEDERAL

Racial= of July 23, 1971 (36 FR.13698) ,
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extending to Wyeth Laboratories, Inc . ,
Post Office Box 8299, Philadelphia., Pa.
19101 and to any interested person who
may be adversely affected, an opportu-
nity for hearing on the proposal of the
Commissioner of Foodand Drugs to issue
an order under section 505(e) of the
Federal Food, Drug, and Cosmetic Act
withdrawing approval of NDA 12-663 fo r
Spartase Tablets (potassium and mag-
nesium aspartates) . The basis of the pro-
posed action was the lack of substantial
evidence that the drug is effective for it s
labeled indications .

Neither the holder of the application
nor any other person filed a written ap-
pearance of election within the 30 days
provided by said notice . The failure to
file such an appearance is construed a s
an election by such persons not to avai l
themselves of an opportunity for
hearing .

The Commissioner of Food and Drugs
pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec .
505(e), 52 Stat. 1053, as amended; 21
U.S .C. 355(e)) and under authority dele-
gated to him (21 CFR 2 .120) , finds that
on the basis of new Information before
him with respect to the drug, evaluated
together with the evidence available to
him when the application was approved,
there is a lack of substantial evidence
that the drug will have the effect it pur-
ports or is represented to have under the
conditions of use prescribed, recom-
mended, or suggested in the labeling
thereof.

Therefore, pursuant to the foregoing
finding, approval of new drug applica-
tion No . 12-663 and all amendments and
supplements thereto is withdrawn effec-
tive on the date of publication hereof in
the FEDERAL REGISTER .

Dated : February 3, 1972.
SAM D. FINE ,

Associate Commissione r
for Compliance.

[F•R Doc .72-2002 Filed 2-9-72 ;8 :53 am]

ATOMIC ENERGY COMMISSIO N
[Docket No. 50-253 ]

GULF ENERGY & ENVIRONMENTA L
SYSTEMS CO .

Notice of Issuance of Amendment t o
Facility License

The Atomic Energy Commission (the
Commission) has issued, effective as of
the date of issuance, Amendment No . 5
to Facility License No . R-105 dated
March 7, 1967 . The license presently au-
thorizes Gulf Energy & Environmental
Systems Co. to possess, use and operate
the Accelerator Pulsed Fast Critical As-
sembly (APFA-III) located at the Tor-
rey Pines Mesa site near San Diego, Calif.
The amendment extends the expiration
date to January 31, 1974.

The Commission has found that the
application for the amendment complies
with the requirements of the Atomic
Energy Act of 1954, as amended (the
Act), and the Commission's regulations

published in 10 CFR Ch. L The Commis-
sion has made the findings required by
the Act and the Commission's regulations
which are set forth in the amendment,
and has concluded that the issuance of
the amendment will not be inimical to
the common defense and security or to
health 'and safety of the public. The
Commission has also found that prior
public notice of this amendment is no t
required since the amendment does no t
present significant hazards considera-
tions different from those previously
evaluated.

Within fifteen (15) days from the dat e
of publication of the notice in the FED-
ERAL REGISTER, the applicant may file a
request for a hearing and any person
whose interest may be affected by thi s
proceeding may file a petition for leave
to intervene. Requests for a hearing and
petitions to intervene shall be filed in ac-
cordance with the Commission's rules of
practice in 10 CFR Part 2 . If a request
for a hearing or a petition for leave to
intervene is filed within the time pre -
scribed in this notice, the Commission
will issue a notice of hearing or an appro-
priate order.

For further details with respect to this
amendment, see (1) the licensee's appli-
cation for license amendment dated De-
cember 15, 1971, and (2) the amend-
ment to facility license, which are avail -
able for public inspection at the Com-
mission's Public Document Room at 171 7
H Street NW., Washington, DC. A copy
of the amendment may be obtained upon
request sent to the Atomic Energy Com-
mission, Washington, D.C. 20545, At-
tention : Director, Division of Reactor
Licensing .

Dated at Bethesda, Md ., this 27th day
of January 1972 .

For the Atomic Energy Commission .
DONALD J. SKOVHOLT,

Assistant Director for Reactor
Operations, Division of Reac-
tor Licensing .

[FR Doc .72-1998 Filed 2-9-72 ;8 :53 am ]

[Docket No . 50-192 1

UNIVERSITY OF TEXAS
Notice of Issuance of Facility License

Amendment
The Atomic Energy Commission (the

Commission) has issued, effective as o f
the date of issuance, Amendment No . 8
to Facility License No . R-92 dated Feb-
ruary 20, 1968. The license authorizes
The University of Texas to possess, use
and operate a TRIGA Mark I nuclea r
reactor located on the University's cam -
pus at Austin, Tex., at power levels up
to 250 kilowatts (thermal) . The amend-
ment extends the expiration date of the
license from February 12, 1972, to Febru -
ary 12, 1976, in accordance with the Uni-
versity's application dated January 11 ,
1972 .

The Commission has found that the
application for the amendment dated
January 11, 1972, complies with the re-
quirements of the Atomic Energy Act of

1954, as amended (the Act) , and the
Commission's regulations published in 10
CFR Ch. I . The Commission has made
the findings required by the Act an d
the Commission's regulations and has
concluded that the issuance of the
amendment will not be inimical to the
common defense and security or to the
health and safety of the public. The
Commission has also found that prior
public notice ofthis amendment is no t
required since the amendment does no t
involve significant hazards considera-
tions different from those previousl y
evaluated.

Within 15 days from thedate ofpub-
lication of the notice in the FEDERAL
REGISTER, the applicant may file a re-
quest for a hearing and any person whose
interest may be affected by this proceed-
ing may file a petition for leave to
intervene . Requests for a hearing an d
petitions to intervene shall be filed in
accordance with the Commission's rule s
of practice in 10 CFR Part 2 . If a request
for a hearing or a petition for leave to
intervene is filed within the time pre-
scribed in this notice, the Commission
will issue a notice of hearing or an ap-
propriate order.

For further details with respect to this
amendment, see (1) the licensee's appli-
cation for license amendment.dated Jan-
uary 11, 1972, and (2) the amendment to
the facility license, both of which are
available for public inspection at th e
Commission's Public Document Room a t
1717 A Street NW., Washington, DC . A
copy of item (2) above may be obtaine d
upon requestsent to the U.S. Atomic
Energy Commission, Washington, DC
20545, Attention : Director, Division o f
Reactor Licensing.

Dated at Bethesda, Md ., this 27th day
of January 1972 .

For the Atomic Energy Commission .
DONALD J . SKOVHOLT,

Assistant Director for Reactor
Operations, Division of Reac-
tor Licensing.

[FR Doc .72-1915 Filed 2-9-72 ;8 :47 am ]

[Docket No. 50-271 ]
VERMONT YANKEE NUCLEAR POWER

CORP .
Order Setting Dates for Further
Sessions of Evidentiary Hearing s
In the matter of Vermont Yankee Nu -

clear Power Corp . (Vermont Yankee
Nuclear Power Station), Docket No . 50-
271 .

At an evidentiary session of hearings
convened on January 31 and February 1 ,
1972, consideration was given to request s
by Applicant for further sessions of hear-
ings. Applicant requested two sessions
each of 2 weeks duration in March an d
April. After a consideration of schedules,
the Atomic Safety and Licensing Board
has granted the request of Applicant by
providing for two sessions of 1 week
each, aitemplating more than the usua l
hours of hearing for each day's session.
In addition, Applicant requested that a
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