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This section of the FEDERAL REGISTER contalns notices to the public of the proposed Issuance of rules and reguiations. The purpose of
these notices is to.give Interested persons an opportunity to participate in the rule making priar to the adoption of the fina! rules.

DEPARTMENT OF JUSTICE
Drug Enforcement Administration
[21CFRPart1308]

SCHEDULES OF CONTROLLED
SUBSTANCES

Proposed Placement of
Dextropropoxyphene in Schedule IV

On June 29, 1973, the Director of the
‘Bureau of Narcotics and Dangerous

Drugs (DNDD), predecessor agency to
the Drug Enforcement Administration,
requested of the Acting Commissioner of
the Food and Drug Administration that
a scientific and medical evaluation and
recommendation that dextropropoxy-
phene be placed in Schedule IV of the
Controlled Substances Act be made by
the Secretary of Health, Education and
Welfare and submitted to BNDD,

By a letter dated January 23, 1976, the
Assistant Secretary for Health requested
the Drug Enforcement Administration to
compile and provide FDA with addi-
tional data concerning propoxyphene.

On March 2, 1976, DEA provided FDA

-with the additional data.

By a letter dated August 12, 1976, the
Assistant Secretary for Health sub-
mitted the scientific and medical evalua-
tion and recommendation requested by
BNDD that propoxyphene be controlled
in Schedule IV of the Controlled Sub-
stances Act. The Assistant Secretary’s
letter is set out as follows:

DrpPARTMENT OF HFEALTH,
EDUCATION AND WELFARE,
OFFICE OF THE SECRETARY,
‘Washingion, D.C., August 12, 1976.

Mr. PETER BENSINGER,

Administrator, Drug Enjforcement Adminis-
* tration, 1405 “Eye” Sireet, NW., Washing-
ton, D.C.

Dear Mg. BENSINGER:” The Bureau of
Narcotics and Dangerous Drugs (BNDD) re-
quested on June 29, 1973 that the Depart-
ment of Health, Education and Welfare
evaluate a proposal to control dextropropoxy-
phene in Schedule IV of the Controlled Sub-
stances Act (CSA).

The Food and Drug Administration has
reviewed relevant data on dextropropoxy-
phene pursuant to Section 201 of the CSA and
recommends that dextropropoxyphene (in-
cluding all drug products containing dextro-
propoxyphene and its salts) be controlled in
Schedule IV of the-CSA. I concur with this
sclentific and medical evaluation.

A summary of the basis for this recom-
mendation is enclosed.

I want to thank you and members of your
staff for your cooperation in gathering the
necessary data for the inherently dificult
task of evaluating the issue of dextropro-
_poxyphene control.

Appropriate staff members of the FDA will
be available to assist the Drug Enforcement
Administration In evaluating aspects of this
recommendation and will make available any

relevant information which you may need
during the sadminfistrative procedures for
drug control at DEA.
Sincerely yours, .
J. F. Dicksor,
(For Theodore Cooper, M.D.,
Assistant Secretary for Healtl).

Enclosure.

The Drug Enforcement Administra-
tion has conducted a review of propoxy-
phene, which has included the folowing:

1. Published sclentific and medical 1it-
erature from the United States and other
nations regarding this drug;

2. Information obtained from knowl-
edgeable persons in the medical and
scientific community;

3. Field surveys regarding propoxy-
phene conducted by the Drug Enforce-
ment LAdministration;

4, Information obtained from the
United States Public Health Service;

5. Information obtained from the Na-
tional Institute for Drug Abusz poly-
Drug Program;

6. Information obtained from polson
control centers;

7. Selected mv&ctigatory files compiled
for law enforcement purposes by the
Drug Enforcement Administration;

8. Materials submitted to the Drug
Enforcement Administration by the De-
partment of Health, Education, and
‘Welfare in support of the Assistant Sec-
retary’s August 12, 1976 letter requesting
control for propoxyphene;

9. Materials on file with the Food and
Drug Administration, and the Drus En-
forcement Administration; and

10. The legislative history of the Con-
trolled Substances Act.

Based upon the investigations and re-
view of the Drug Enforcement Admin-
istration and upon the sclentific and
medical evaluation and recommenda-
tion of the Secretary of Health, Educa-
tion, and Welfare, recefved pursuant to
sections 201(a) and 201(b) of the Com-
prehensive Drug Abuse Prevention and
Control Act of 1970 (21 U.S.C. 811(a)
and 811(h)), the Administrator of the
?hr:ég Entorcement Administration finds

1. Based on information now available,
dextropropoxyphene has a low potential
for abuse relative to the drugs or other
substances currently listed in Schedule
Io.

2. Dextropropoxyphene has a current-
1y accepted medical use ln treatment in
the United States.

3. Abuse of dextropropomhenc may
lead to limited physical dependence or
psychological dependence relative to the
mdrugs or other substances in Schedule

Therefore, under the anthority vested
in tpe Attorney General by section 201

(3) of the Comprehensive Drug Abuse
Prevention and Control Act of 197¢ (21
U.S.C. 811(2)), and delegated to the
Administrator of the Drug Enforcement
Administration by regulations of the
Department of Justice, the Adminisira-
tor proposes that § 1308.14 of Title 21 of
the Cade of Federal Regulations (CFR)
be amended to read:

§ 130834 SchedulelV.
. E - * -

(e} Other substances. Unless specifi-
cally except or unless listed in another
schedule, any material, compound, mix-
ture or preparation which contains any
quantity of the following substances, In-
clude its salts:

(1) Dextropropoxyphene (alpha----4-di-
ethylamino - 1,2-diphenyl-3-methyl-2-pro-
plonoxybutane- = « = = = =

All interested persons are invited to
submit their comments or objections in
writing regarding this propesal. The
comments or objections should state with
particularity the issues concerning
which the person desires {o be heard.
Comments and objections should be sub-
mitted in quintuplicate to the Adminis~
trator, Drug Enforcement Administra-
tion, Department of Justice, Room 1130,
1405 Eye Street, NW., Washington, D.C.
20537, Attention: DEA Federal Register
Representative, and must be received no
later than December 1, 1976.

In the event that an interested party
submits objections to this proposal which
present reasonable grounds for this rule
not to be finalized and requests a hearing
In gecordance with 21 CFR 1308.45, the

party will be notified by registered mail
that a hearing on these objections will be
held as soon as the matter may be heard
at the Drug Enforcement Administra-
tion, 1405 Eye Street, NW., Washington,
D.C. 20537. X objections submitted do
not present such reasonable grounds, the
party will be zo advised by registered
mail.

If no objections presenting reasonable
grounds for a hearing on the proposal
are received within the time limitations,
and all interested parties waive or are
deemed to walve their opportunity for
the hearing or to participate in the hear~
ing, the Administrator may, after giving
consideration to written comments, issue
his final order pursuant to 21 CFR
1308.48 without a hearing.

Dated: September 23, 1976.

Prrzr B. BENSINGER,
Adminisirator,
Drug Enforcement Administration.

IPR Doc.76-28473 Piled 9-28-76;8:45 am]

" FEDERAL REGISTER, VOL. 41, NO. 190—WEDNESDAY, SEPTEMBER 29, 1976

HeinOnline -- 41 Fed. Reg. 42957 1976



