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rity Office,
and preaddr

DEPARTMENT OF JUSTI[:E

' Burequ of Narcotics and Dangerous

Drugs

PHENMETRAZINE (PRELUDIN) AND
METHYLPHENIDATE (RITALIN)

Notice of Proposed Aggregate
Production Quotas

On April 24, 1971, the regulations im-
plementing t.he Comprehensive Drug
Abuse Prevention and Control Act of 1970
(21 U.B8.C. 801) were published in the
FEDERAL REGISTER (36 F.R. 7789). Section
303.42 required that all persons desiring
a 1972 procurement quota, according to
§ 303.12 of the regulations, or a 1972
individual manufacturing quota, accord-
ing to §303.22 of the regulations, for
basic classes of controlled substances
listed in §§ 308.11 (schedule I) and 308.12
(schedule II) of the regulations, file an
appropriate application with the Bureau.

On October 28, 1971, a final order was
published in the FeperaL Recister (36
F.R. 20686) transferring phenmetrazine
and methylphenidate into Schedule II
of the Act, with the imposition of Sched-
ule II controls effective on January 1.
1972. Thus all persons manufacturing or
procuring, for compounding and formu-
lating, these substances prior to the re-
scheduling, who desired to continue to do
s0 in 1972, were required to submit their
quota requests to the Bureau.

Aggregate production quotas for phen-
metrazine and methylphenidate for 1972
are to be established at levels adequate
to provide for the:

(1) Estimated medical, scientific, re-
search, and industrial needs of the
United States;

(2) Lawful export requirements; and

(3) Establishment and maintenance
of reserve stocks.

The Bureau has considered the fol-
lowing as required by section 306 of the
Controlled Substances Act (21 U.S.C.
826) and § 303.11 of Title 21 of the Code
of Federal Regulations in determining

:the appropriate aggregate production

quotas:
(1) Total net disposal by manufac-
turers during the current and preceding

"2 years and trends in the national rate

of net disposal;

(2) Totalactual (or estimated) inven-
tory of methylphenidate and phenmetra-
zine and of all substances manufactured
from them and trends in inventory
accumulation;

(3) Projected demand as indicated by
procurement quotas requested pursuant
to §303.12 of Title 21 of the Code of
Federal Regulations; and

(4) Other relevant factors affecting
the medical, scientifie, research, and in-
dustrial needs in the United States and
lawful export requirements, including:

(a) Changes in currently accepted
medical use In treatment with phen-
gﬁtrazme and methylphenidate as

ows:
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(1) Voluntary restrictions upon pre- -

scribing, administering, and dispensing
of amphetamines and methampheta-
mines, and other stimulants substances,
such as phenmetrazine and methylphe-
nidate, except for highly limited and se-
lective indications such as narcolepsy
and hyperkinesis, adopted by an ever-
inereasing number of medical and phar-
macy associations and societies through-
out the United States (including at least
20 State medical societies) ;

(ii) The American Medical Associa-
tion’s adoption of a resolution urging all
physicians to limit their use of these sub-
stances to specific well-recognized medi-
cal indications; and

(b) Economic and physician availa-
bility or raw materials for use in manu-
facturing and inventory purposes;

(¢) Yield and stability problems;

(d) Potential disruptions to produc-
tion; and

(e) Unforeseen emergencies.

The Bureau specifically considered the
needs of phenmetrazine for treatment
of obesity in relation to the production
of amphetamine and methamphetamine
for this purpose. The customary dosage
of phenmetrazine for antiobesity uses is
approximately 5 times larger than the
equivalent dosage of amphetamine, Thus,
it requires 500 kg. of phenmetrazine salts
to supply the same degree of medical
treatment as 100 kg. of amphetamine
salts.

A major factor considered by the Bu-
reau was the estimate by the Depart-
ment of Health, Education, and Welfare
of legitimate needs in the United States
of 1972, dated June 30, 1972. That De-
partment delayed its evaluation of cur-
rent legitimate needs in the United States
to determine the effect upon prescribing
and use of methylphenidate and phen-
metrazine of the transfer of these sub-
stances from Schedule III to Schedule
II of the law. The Department of Health,
Education, and Welfare has rec-
ommended that 1972 legitimate needs
could be met by a 40-percent reduction
in production of phenmetrazine from
1971 levels and by a 50-percent reduction
in production of methylphenidate from
1971 levels.

Based upon consideration of the above
factors, the Director, Bureau of Nar
cotics and Dangerous Drugs, under th
authority vested in the Attorney Gener:
by section 306 of the Cemprehensive
Drug Abuse Prevention and Control Act
of 1970 (21 U.S8.C. 826) and redelegated
to the Director, Bureau of Narcotics and
Dangerous Drugs by § 0.100 of Title 28
of the Code of Federal Regulations, pro-
poses that the aggregate production
quotas for 1972 for methylphenidate and
phenmetrazine, expressed in kilograms
of the anhydrous alkaloid, be established

as follows:

Basic class Produced nested Proposed
—1971 —1972 —1973
Methylphenidate. . 2,854 3,802 1,42
henInetrasine. .-.. 4,038 6,174 2,672
H""-u__‘__
T~ FEDERAL

4

NOTICES

; All Interested persons are invited to
/submit their comments and objections
in writing regarding this proposal. Com-
ments and objections should be sub-
mitted in quintuplicate to the Office of
Chief Counsel, Bureau of Narcotics and
Dangerous Drugs, Department of Jus-
tice, Room 611, 1405 Eye Street NW.,
Washington, DC 20537, and must be re-
ceived by August 11, 1972.

Dated: July 3, 1972.

) JoHN E. INGERSOLL,
Director, Bureau of Narcotics,
and Dangerous Drugs.

[FR Doc.72-103556 Filed T-5-72;8:56 am]

DEPARTMENT OF COMMERCE

Maritime Administrafion
HARRIS TRUST & SAVINGS BANK
Notice\of Approval of /Applicant as

FEDERAL REMNSTER issye of November 29,
1967 (32 F.R\ 16287), notice was given
that the Harris st & Savings Bank, an
Illinois banking\ass tion, with offices

treet, Chicago, IL,
trustee pursuant to

Public Law B89 and 46 CFR 221.21-
221.30.

Notice is ven that Harris
Trust & Sa survivor as an

name to

and 46 CFR 221.21-221.30.
Dated: June 26, 1972.

Burt KYLE,
Chief, Office of Domestic Shipping.
[FR Doc.72-10315 Filed 7-5-72;8:52 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[Docket No. FDC-D-260; NDA No, 6-017]

ABBOTT LABORATORIES

Methamphetamine Hydrochloride In-
jection; Notice of Wlthdmwul_of
Approval of New Drug Application

In a notice published in the FEDERAL
RecisTer of February 23, 1971 (36 FR.
3387) and amended September 3, 1971
(36 F.R. 17669), the Commissioner of
Food and Drugs announced (DESI 5504)
his conclusions pursuant to evaluation of
a report recelved from the National
Academy of Sclences-National Research
Council, Drug Efficacy Study Group, con-
cerning the following drug:

NDA 6-017; Desoxyn Sterile Solution
containing methamphetamine hydro-
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chloride; Abbott Laboratories, 14th gy ?ﬂ

Sheridan Rd., N. Chicago, I1l. 60064, ;~#<.
The announcement stated this 2
amphetamine hydrochloride injection ..
regarded as a new drug and is considered
to be: (1) Effective for supporting, re-
storing, or maintaining blood pressure
during spinal, regional block, or intra-
venous barbiturate anesthesia: (2) prob-
ably effective for supporting, restoring, or
maintaining blood pressure during oper-
ative procedures and in treating post-
operative vascular collapse; (3) lacking
:ul:st.ant.ia.l evid;ance of effectiveness as
asopressor for use in respiratory
stimulation in comatose patients: and
postoperatively to relieve nausea, vomit-
ing, and vertigo; and (4) possibly &ffec-
tive for its other labeled indications.
Holders of “deemed approved” new drug
applications for the drug were requested
to revise labeling and update their appli-
cations in accordance with the announce-
ment and were given 6 and 12 months
respectively to obtain and submit data to
provide substantial evidence of effective-.
ness of the drug for the possibly effective
and probably effective indications. No
such data have been received from the
above applicant who has advised that the
drug is no longer marketed, has re-
quested withdrawal of approval of its.

new drug application, and thereby has .

waived opportunity for a hearing. -

The Commissioner of Food and Drugs,
pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec.
505(e), 52 Staf. 1053, as amended; 21
U.8.C. 355(e) ), and under authority
gated to him (21 CFR 2.1207, nnds tX
on the basis of new information before
him with respect to said 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 application
No. 6-017, and all amendments and

supplements thereto, is withdrawn effeo— -

tive on the date of publication hereof in
the FEDERAL REGISTER (T-6-T2),

Dated: June 23, 1972,

Sam D, FINE,
Associate Commissioner
for Compliance.

[FR Doc.72-10256 Filed 7-5-12;8:47 am]

[Docket No. FDO-D—433; NDA 10-891]
AYERST LABORATORIES

Captodiame Hydrochloride; Notice of
Withdrawal of Approval of New
Drug Application
A notice was published in the FEDERAL

REGISTER of February 25, 1972 (37 F.R.
4003), extending to Ayerst Laboratories,

685 Third Ave., New York, N.¥, '-IQ?"'
and to any interested person who may.

adversely affected, an opportunity fo-

6, 1972
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fid¥2f Food and Drugs to issue an
Yo v dg,uoum on 505(e) of the Federal
+4 rug, and Cosmetic Act withdraw-
miiroval of NDA 10-891 for Suvren
*(captodiame hydrochloride) . The
weéls f the proposed action was the
ack @f substantial evidence that the drug
wactive for its labeled indications.
sher the holder of the application
%w other person filed a written ap-
e of election within the 30 days
sofded by said notice. The failure to
file SGch an appearance is construed as
al¥ éledidon by such persons not to avail
élves of an opportunity for hearing.
The Commissioner of Food and Drugs
puréiant to provisions of the Federal
Fooa rDrug, and Cosmetic Act (sec.
506¢e>3 52 Stat. 1053, as amended; 21
U8.@=255(e) ) and under authority dele-
gigied® to him (21 CFR 2.120), finds that
oftothe! basis of new information before
him with respect to the drug, evaluated
togethor with the evidence available to
Him witen the application was approved,
tiiereisis a lack of substantial evidence
drug will have the effect it pur-

Porbsl gF 1s represented to have under the
cshal of use prescribed, recom-

mricd, or suggested in the labeling
thereof(

siTherefore, pursuant to the foregoing
finding, approval of new drug applica-
tion No. 10-891 and all amendments and
supplements thereto is withdrawn ef-
fective on the date of publication hereof
i FEDERAL REGISTER (7-6-72).
--}?; June 26, 1972,

Sam D, FINE,
Associate Commissioner
% vi§ for Compliance.
[FEDoc.72-10257 Piled T7-5-72;8:47 am |

~ CIBA-GEIGY CORP.
Nolice of Withdrawal of Approval of
Certain New Animal Drug Appli-
cations

Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec. 512,

82 Stat. 343 et seq., 21 U.S.C. 360b) the
alow notice is issued:
‘Al the request of Ciba-Gelgy Corp.,

%mﬂc. N.J. 07901, and in accordance
no

LG
- \_'_If_

. §135.28(d) (21 CFR 135.28(d) ),
bt :e mn 1&111_3; approval of NADA
new lication) No.
l.'3;13';33:3‘? for A;miicorteazf-% cream (flu-

thasone and iodochlorh
N.F.Dn No. 31-295V for Vmﬁgx%%‘#ﬁzé
t%‘?@;‘pnhlorot.hiazlde). NADA No. 13-
575V for Vetidrex Bolus for Cattle (hy-

chlorothiazide), and NADA No.
13-184V for Vetidrex Injectable Solu-
tlon (hydrochlorothiazide) for use in
animals is hereby withdrawn.

Effective date. This order shall be ef-

fective upon publication in the F
ReeisTER (7-6-72), FPERAL

{Bec, 512, 82 Stat. 343 et seq., 21 USC. 360b)
 Dated: June 26, 1972.

Sam D. Fing,
Associate Commissioner
for Compliance,

Doc.72-10258 Filed 7-6-72;8:47 am]

- A FEDERAL

NOTICES

[DESI 10899; Docket No. FDO-D-472; NDA
10-899]

CIBA PHARMACEUTICAL CO.

Methylphenidate Hydrochloride Par-
enteral; Notice of Opportunity for
Hearing on Proposal To Withdraw
Approval of New Drug Application

In a notice (DESI 10899) published in
the FEpERAL REecisTErR of August 3, 19871
(36 F.R. 14278), the Commissioner of
Food and Drugs announced his conclu-
sions pursuant to the evaluation of re-
ports recelved from the National Acad-
emy of Sciences-National Research
Council, Drug Efficacy Study Group on
Ritalin Hydrochloride lyophilized powder
for injection (methylphenidate hydro-
chloride) ; Ciba Pharmaceutical Co., 556
Morris Avenue, Summit, NJ 07901 (NDA
10-899).

The notice stated that the drug was
regarded as possibly effective and lack-
ing substantial evidence of effectiveness
for the labeled indications. The possibly
effective indications have been reclassi-
fied as lacking substantial evidence of ef-
fectiveness in that no new evidence of ef-
fectiveness of the drug has been sub-
mitted within the period provided.

Therefore, notice is given to Ciba
Pharmaceutical 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 new drug application No. 10-899 and
all amendments and supplements thereto
on the grounds that new information be-
fore him with respect to the drug, evalu-
ated together with the evidence avail-
able to him when the application was ap-
proved, shows there is a lack of substan-
tial 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 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 ap-
proval, 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 application,
may be affected by this action.

Within 30 days after publcation
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 avail themselves of the oppor-
tunity for a hearing; or

2. Not to avail themselves of the op-
portunity 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 final order withdrawing ap-
proval of the new drug application, Fail-
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ure of such persons to file a written ap-
pearance of election within sald 30 days
will be construed as an election by such
persons not to avail themselves of the op-
portunity for a hearing.

The hearing contemplated by this no-
tice wil 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-
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
publication of this notice in the FEpERAL
REGISTER, & written appearance request-
ing the hearing, giving the reasons why
approval of the new drug application
should not be withdrawn, together with
a well organized and full factual analy-
sis of the clinical and other investiga-
tional data they are prepared to prove
in support of their opposition. 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. When it clearly appears from
the data in the application and from the
reasons and factual analysis in the re-
quest for the hearing that no genuine
and substantial issue of fact precludes
the withdrawal of approval of the appli-
cation, the Commissioner will enter an
order 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. 27, 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.S.C. 355) and under
authority delegated to the Commissioner
(21 CFR 2.120). 3

Dated: June 23, 1972.

Sam D. FINE,
Associate Commissioner
for Compliance.

[FR Doc.72-10260 Filed 7-5-72;8:48 am]

[DESI 9892; Docket No. FDC-D-486; NDA
9-8923]

CIBA PHARMACEUTICAL CO.

Tripelennamine Hydrochloride with
Methylphenidate Hydrochloride for
Oral Use; Notice of Opportunity for
Hearing on Proposal to Withdraw
Approval of New Drug Application

In an announcement (DESI 9892)
published in the FepEraL REGISTER of
October 15, 1970 (35 F.R. 16197), the

. 6, 1972
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