G '73‘{(%98? Digloxol " Tablets
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NDA  Drugname NDA holder
0.
10-811 Quiactin Tablets, ’I‘he William 8. Merrell
containing oxana-  Co., Division Richard-
mide. son M ell, Inc., 110
e T
cinna 4621
18-261 Lenetran Tablets, Lakeside Laboratorles,

aining mephe-

Division Colgate-
noxalone

Palmolive Co., 1707
East North Ave.
Milwaukee, WI 53201
E. R. 8quibb & Sons,
Ine., Division Olin

6-566 Tolserol Tablets,
Capsules Elixir,

Injection, and Mathieson Chemical
Powdert for Corp., 745 Fifth Ave.,
Injection, con- New York NY 10022.
t;nnlng mephene-
sin. :

9-157 Tolseram Tablets, Do.
and Suspension,
cont
me henes n

G. W. Carnrick Co., 85

Hgsu.les and Horse Hill Rd., Cedar
Elixir containing Knolls, NJ 07927. -
mephenesin.

1 Although not speoifically reviewed by the Academy,
these are regarded as similarly affected.

Neither the holders of the new drug
applications ' nor any other interested
person have flled a written appearance
of election as provided by said notice.
The failure to file such an appearance
is construed as an election by sueh per-
sons not to avail themselves of an oppor~
tunity for hearing. _

The Commissioner of Food and Drugs
pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act 505(e), 52
Stat. 1053, as amended; 21 U.S.C. 355(e)
and under authority delegated to him
(21 CFR 2.120), finds that on the basis
of new information before him with re-
spect to each of said drugs, evaluated
together with the evidence available to
him when each application was ap-
proved, there is a lack of substantial
evidence that each of the drugs will
have the effect it purports or is repre-
sented to have under the conditions of
use prescribed, recommended, or sug-
gested in the labeling thereof.

Therefore, pursuant to the foregoing
finding, approval of the above-listed hew
drug applications and all amendments
and supplements thereto is withdrawn
effective on the date of publication hereof
in the FEDERAL REGISTER (2-12-72).

Dated: February 3, 1972.

Sam D. FINE,
Associate Commissioner
for Compliance.

[FR Doc.72-2136 Filed 2-11-72;8:51 am]

[Docket No. FDC-D-426; NDA 8-245]

PARKE, DAVIS & CO.

Combination Drug Containing Di-
phenhydramine Hydrochloride and

Scopolamine Hydrobromide; Notice .

of Opportunity for Hearing on Pro-

posal to Withdraw Approval of

New Drug Application

In a hotice (DESI 8245) published in
the FEpERAL REGISTER of October 15, 1970
(35 P.R. 16194) the Commissioner of

Food and Drugs announced his conclu-
sions pursuant to the evaluation of a
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report.received from the National Acad-
emy of Sciences-National Research
Counecil, Drug Efficacy Study Group, on
the drug described below, stating that
the drug is regarded as possibly effective
for the labeled indications. The possibly
effective indications have been reclassi-~
fled as lacking substantial evidence of
effectiveness in that no.new evidence
of effectiveness of the drug has been sub-
mitted within the period provided.

NDA 8-245; Benacine Tablets contain-~
ing diphenhydramine hydrochloride and
scopolamine hydrobromide; Parke, Davis
& Co., Joseph Campau at the River,
Detroit, Mich. 48232.

Therefore, notice is given to Parke,
Davis & Co. and to any interested person
who may be adversely affected, that the
Commissioner proposes to issue an order
under section 505(e) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355
(e)) withdrawing approval of the listed
new drug application and all amend-

ments and supblements thereto on the"

grounds that new information before
him with respect to the drug, evaluated
together with the evidence available to
him when the application was approved,
shows there is a lack of substantial evi-
dence that the drug will have all the
effects it purports or is represented to
have under the conditions of use pre-
scribed, recommended, or suggested in
its Iabeling. N

In ac¢cordance with the provisions of

.section 505 of the Act (21 U.8.C. 355)

and the regulations promulgated there-
under (21 CFR Part 130), the Commis-
sioner will give the applicant, and any
interested person who would be adversely
affected by an order withdrawing such
approval, an opportunity for a hearing

to show why approval of the new drug’

application should not be withdrawn. Any

. related drug for human use, not the sub-

ject of an approved new drug applica-
tion, may be affected by this action.

Within 30 days after publication
hereof in the FEDERAL REGISTER such per-
sons are required to file with the Hearing
Clerk, Department of Health, Educa-
tion, and Welfare, Room 6-88, 5600
Fishers Lane, Rockville, Md. 20852, a
written appearance electing whether:

1. To availl themselves of the opportunity
for a hearing; or

2. Not to avail themselves of the oppor-
tunity- for a hearing.

If such persons elect not to avail them-
selves of the opportunity for a hearing,
the Commissioner without further no-
tice will enter a final order withdrawing
approval of the new drug application,
Failure of such persons to file a written
appearance of election within said 30
days will be construed as an election by
such persons not to avail themselves of
an opportunity for a hearing, /

The hearing contemplated by this no-
tice will be open to the public except that
any portion of the hearing that con-
cerns a method or process the Commis-
sioner finds entitled to protection as a
trade secret will not be open to the pub-
lic, unless the respondent specifies other-
wise in his appearance.
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If such persons elect to avail them-
selves of the opportunity for a hearing,
they must flle, within 30 days after pub-

lication of this notice in the FEDE
REGISTER, 8 written appearance req!-‘j

ing the hearing, giving the reasons
approval of the new drug application
should not be withdrawn, together with
a well organized and full factual analysis
of the clinical and other investigational
data they are prepared to prove in sup-
port of their opposition.

A request for 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. When it clearly
appears from the data in the applica~
tion and from the reasons and factual
analysis in the request for the hearing
that no genuine and substantial issue of
fact precludes the withdrawal of ap-
proval of the application, the Commis-
sioner will enter an order on these data,
anaéking findings and conclusions on such

ata. -

If a hearing is requested ahd 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. 7260, May 8, 1970; 35
F.R. 16631, Oct. 27, 1970.)

Received requests for a hea,rlng 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=
visionis of the Federal Food, Drug,
Cosmetic Act (sec. 505, 52 Stat. 1052
as amended; 21 U.8.C. 355) and under
authority delega,ted to the Conmussioner
(21 CFR 2.120).

Dated: February 3,1972.

Sam D, FINE,
Associale Commissioner
for Compliance.

[FR Doc.72-2183 Filed 2-11-72;8:50 am]

[DBESI 12467; Docket No. FDC-D-416; NDA
" 12-467]
SMITH, KLINE & FRENCH
LABORATORIES

Combination Containing Trimepraziﬁe
Tartrate, Phenylpropanolamine Hy-
drochloride, and Acetaminophen
for Oral Use; Notice of Opportunity
for Hearing on Proposal To With-
draw Approval of New Drug
Application

In an announcement (DESI 12467) -

published in the FEDERAL REGISTER of
May 22, 1971 (36 F R, 9344), the Com-
missioner of Food and Drugs announced
his eonclusions pursuant to the evalua-
tion of a report received from the Na-
tional Academy of Sciences-National Re-
search Council, Drug Efficacy Study
Group, on Coplexen Liquid (NDA 12—467)

ylpropanolamine hydrochloride, an

-,

containing trimeprazine tartrate, phen- I i
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acetaminophen. The announcement stat-~
ed that there is a lack of substantial evi-
dence that the drug is effective as a fixed
combination for its various claims, a lack
of evidence that the claimed benefits out-~
weigh the risks of administration of a
phenothiazine derivative for symptoms
related to the common cold, and that the
Commissioner of Food and Drugs in-
tended to initiate proceedings to with-
draw approval of the new drug applica-
tion for the drug. Interested persons
were invited to submit any pertinent data
besring on the proposal within 30 days
following publication of the announce-
ment. There has been no response.

Therefore, notice is given to Smith,
Kline and French Laboratories, 1500
Spring Garden Streef, Philadelphia, PA
19101, holder of NDA 12-467 for Coplexen
Liquid, and to any interested person who
may be adversely affected, that the Com-~
missioner proposes to issue an order
under section 505(e) of the Federal Food,
Drug, and Cosmetic Act (21 U.8.C. 355
(e)) withdrawing approval of said ap-
plication and all amendments and sup-
plements thereto on the grounds that
new information before him with
to the drug, evaluated together with the
evidence available to him when the ap-
plication was approved, shows there is
lack of substantial evidence that the
drug will have the effects its purports or
is represented to have under the condi-
tions of use prescribed, recommended, or
suggested in the labeling.

In accordance with the provisions of
section 505 of the Act (21 U.8.C. 355) and
the regulations promulgated thereunder
(21 CFR Part 130), the Commissioner
will give the applicant, and any inter-
ested person who would be adversely af-
fected by an order withdrawing such
approval, an opportunity for a hearing to
show why approval of the new drug ap-
plication should not be withdrawn. Any
related drug for human use, not the sub-
ject of an approved new drug applica-
tion, may be affected by this action.

Within 30 days after publication hereof
in the FeperAL REGISTER, such persons
are required fo 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:

1. To avail themselves of the opportunity
for a hearing; or

- 2. Not to avall themselves of the oppor-

tunity for a hearing.

If such persons elect not to avail them-
selves of the opportunity for a hearing,
the Commissioner without further notice
will enter a final order withdrawing ap-
proval of the new drug application. Fail-
ure of such persons to file a written ap-
pearance of election within said 30 days
will be construed as an election by such
persons not to avail themselves of the
opportunity for a hearing.

The hearing contemplated by this no~
tice 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, un-
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less the respondent specifies otherwise in
his appearance.

If such persons elect to avail them-
selves of the opportunity for a hearing,
they must file, within 30 days after pub-
lication of this notice in the FEDERAL REG~
ISTER, & written appearance requesting
the hearing, giving the reasons why ap-
proval of the new drug sapplication
should not be withdrawn, together with a
well organized and full factual analysis
of the clinical and other investigational
data they are prepared to prove in sup-
port of their opposition. A trequest for
a hearing may not rest upon mere alle-
gations or denials, but must set forth spe-
cific facts showing that a genuine and
substantial issue of fact requires & hear-
ing, When it clearly appears from the
data in the application and from the
reasons and factual analysis in the re-
quest for a hearing that no genuine and
substantial issue of fact precludes the
withdrawal of approval of the applica-
tion, the Commissioner will enter an or-
der on these data, making findings and
conclusions on such data. .

If 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; 35

F.R. 16631, Oct. 7, 1970)
+ Received 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 under
authority delegated to the Commissioner
(21 CFR 2.120).

Dated: February 3, 1972.

Sam D. FINE,
Associale Commissioner
for Compliance.

[FR Doc.72-2182 Filed 2-11-72;8:50 am]

(Docket No, PDC-D~425; NDA 6-205]
PARKE, DAVIS AND CO.

Tetraethylammonium Chloride Injec-
tion; Notice of Opportunity for
Hearing on Proposal to Withdraw
Approval of New Drug Application

In a notice (DESI 6205) published in
the FeperAL REcisTER of October 15,1970
(35 FR. 16195) the Commissioner of
Food and Drugs announced his conclu-
sions pursuant to the evaluation of a
report received from the National Acad-
emy of Sciences-National Research
Council, Drug Efficacy Study Group, on
the drug described below, stating that
the drug is regarded as possibly effective
and lacking substantial evidence of
effectiveness for the various labeled indi-
cations. The possibly effective indica-
tlons have been reclassified as lacking
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substantial evidence of effectiveness in
that no new evidence of effectiveness of
the drug has been submitted within the
period provided.

NDA 6-205; Etamon Chloride Steri-
Vial containing Tetraethylammonium
chloride; Parke, Davis & Co., Joseph:
Campau at the River, Detroit, Mich.
48232, )

Therefore, notice {s given to Parke,
Davis & Co., and to any interested per-
son who may be adversely affected, that
the Commissioner proposes o issue an
order under section 505(e) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(e)) withdrawing approval of the
listed new drug application and all
amendments and supplements thereto on
the grounds that new information before
him with respect to the drug, evaluated
together with the evidence available to
him when the application was approved,
shows there iIs a lack of substantial
evidence that the drug will have all the
effects it purports or is represented to
have under the conditions of use pre-
scribed, recommended, or suggested in
its labeling.

In accordance with the provisions of
section 505 of the Act (21 U.8.C. 355)
and the regulations promulgated there-
under (21 CFR Part 130), the Commis-
sioner will give the applicant, and any
interested person who would be adversely
affected by an order withdrawing such
approval, an opportunity for a hearing
to show why approval of the new drug
application -should not be withdrawn.
Any related drug for human use, not the
subject of an approved new drug appli-
cation, may be affected by this action.

Within 30 days after publicatior
hereof in the FEDERAL REGISTER such per-
sons are 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:

1. To avall themselves of the opportunlty
for a hearing; or

2. Not to avall themselves of the opportu-

‘nity for a hearing.

If such persons elect not to avail them-
selves of the opportunity for a hearing,
the Commissioner without further notice
will enter = findl order withdrawing ap-
proval of the new drug application. Fail-
ure of such persons to file a written
appearance of election within said 30
days will be construed as an election by
such persons not to avail themselves of
an opportunity for a hearing.

The hearing contemplated by this
notice will be open to the public except
that any portion of the hearing that
concerns a method or process the Com-
missioner finds entitled to protection as
a trade secret will not be open to the
public, unless the respondent specifies
otherwise in his appearance.

If such persons elect to avail them-
selves of the opportunity for a hearing,
they must file, within 30 days after pub~
lication of this notice in the FEepEraL
REGISTER, & written appearance request-
ing the hearing, giving the reasons why
approval of the new drug avpplicationy
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