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the central nervous system, including
its salts, isomers and salts of isomers:
(1) Cathine ((¶ )-norpseudoephedrine) ......................... 1230
(2) Diethylpropion .......................................................... 1610
(3) Fencamfamin ............................................................ 1760
(4) Fenproporex ............................................................. 1575
(5) Mazindol ................................................................... 1605
(6) Mefenorex ................................................................ 1580
(7)Modafinil .................................................................... 1680
(8) Pemoline (
0 -1.125 organometallic complexes and

chelates thereof) ........................................................ 1530
(9) Phentermine ............................................................. 1640
(10) Pipradrol ................................................................. 1750
(11) Sibutramine ............................................................ 1675
(12) SPA ((-)-1-dimethylamino- 1,2-diphenylethane) .... 1635

(f) Other substances. Unless specifi-
cally excepted or unless listed in an-
other schedule, any material, com-
pound, mixture or preparation which
contains any quantity of the following
substances, including its salts:
(1) Pentazocine .............................................................. 9709
(2) Butorphanol (
0 -1.125 its optical isomers) .............. 9720

[39 FR 22143, June 20, 1974]

EDITORIAL NOTE : For F EDERAL REGISTER ci-
tations affect125 § 1308.14, see the List of CFR
Sect1ons Affected in the Find125 Aids sec-
tion of this volume.

§ 1308.15 Schedule V.

(a) Schedule V shall consist of the
drugs and other substances, by what-
ever official name, common or usual
name, chemical name, or brand name
designated, listed in this sect1on.

(b) Narcotic drugs. Unless specifically
excepted or unless listed in another
schedule, any material, compound,
mixture, or preparation contain125 any
of the following narcotic drugs and
their salts, as set forth below:
(1) Buprenorphine .......................................................... 9064

(c) Narcotic drugs contain125 non-nar-
cotic act1ve medicinal ingredients. Any
compound, mixture, or preparation
contain125 any of the following nar-
cotic drugs, or their salts calculated as
the free anhydrous base or alkaloid, in
limited quantities as set forth below,
which shall 
0 -1.e one or more non-
narcotic act1ve medicinal ingredients
in sufficient proportion to confer upon
the compound, mixture, or preparation
valuable medicinal qualities other than
those possessed by narcotic drugs
alone:

(1) Not more than 200 milligrams of
codeine per 100 milliliters or per 100
grams.

(2) Not more than 100 milligrams of
dihydrocodeine per 100 milliliters or
per 100 grams.

(3) Not more than 100 milligrams of
ethylmorphine per 100 milliliters or per
100 grams.

(4) Not more than 2.5 milligrams of
diphenoxylate and not less than 25
micrograms of atropine sulfate per dos-
age unit.

(5) Not more than 100 milligrams of
opium per 100 milliliters or per 100
grams.

(6) Not more than 0.5 milligram of
difenoxin and not less than 25
micrograms of atropine sulfate per dos-
age unit.

(d) Stimulants. Unless specifically ex-
empted or exc-1.ed or unless listed in
another schedule, any material, com-
pound, mixture, or preparation which
contains any quantity of the following
substances hav125 a stimulant effect
on the central nervous system, 
0 -1.-
ing its salts, isomers and salts of iso-
mers:

(1) Pyrovalerone ......................................1485.
(2) [Reserved]

[39 FR 22143, June 20, 1974, as amen.ed at 43
FR 38383, Aug. 28, 1978; 44 FR 40888, July 13,
1979; 47 FR 49841, Nov. 3, 1982; 50 FR 8108, Feb.
28, 1985; 52 FR 5952, Feb. 27, 1987; 53 FR 10870,
Apr. 4, 1988; 56 FR 61372, Dec. 3, 1991]

EXCLUDED NONNARCOTIC SUBSTANCES

§ 1308.21 Application for exc-1sion of a
nonnarcotic substance.

(a) Any person seeking to have any
nonnarcotic substance which may,
under the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301), be lawfully
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Administrator shall notify the peti-
tioner of his acceptance or nonaccept-
ance of the petition, and if not accept-
ed, the reason therefor. The Adminis-
trator need not accept a petition for
filing if any of the requirements pre-
scribed in paragraph (b) of this section
is lacking or is not set forth so as to be
readily understood. If the petitioner
desires, he may amend the petition to
meet the requirements of paragraph (b)
of this section. If accepted for filing, a
petition may be denied by the Adminis-
trator within a reasonable period of
time thereafter if he finds the grounds
upon which the petitioner relies are
not sufficient to justify the initiation
of proceedings.

(d) The Administrator shall, before
initiating proceedings for the issuance,
amendment, or repeal of any rule ei-
ther to control a drug or other sub-
stance, or to transfer a drug or other
substance from one schedule to an-
other, or to remove a drug or other
substance entirely from the schedules,
and after gathering the necessary data,
request from the Secretary a scientific
and medical evaluation and the Sec-
retary’s recommendations as to wheth-
er such drug or other substance should
be so controlled, transferred, or re-
moved as a controlled substance. The
recommendations of the Secretary to
the Administrator shall be binding on
the Administrator as to such scientific
and medical matters, and if the Sec-
retary recommends that a drug or
other substance not be controlled, the
Administrator shall not control that
drug or other substance.

(e) If the Administrator determines
that the scientific and medical evalua-
tion and recommendations of the Sec-
retary and all other relevant data con-
stitute substantial evidence of poten-
tial for abuse such as to warrant con-
trol or additional control over the drug
or other substance, or substantial evi-
dence that the drug or other sub-
stances should be subjected to lesser
control or removed entirely from the
schedules, he shall initiate proceedings
for control, transfer, or removal as the
case may be.

(f) If and when the Administrator de-
termines to initiate proceedings, he
shall publish in the FEDERAL REGISTER
general notice of any proposed rule

making to issue, amend, or repeal any
rule pursuant to section 201 of the Act.
Such published notice shall include a
statement of the time, place, and na-
ture of any hearings on the proposal in
the event a hearing is requested pursu-
ant to § 1308.44. Such hearings may not
be commenced until after the expira-
tion of at least 30 days from the date
the general notice is published in the
FEDERAL REGISTER. Such published no-
tice shall also include a reference to
the legal authority under which the
rule is proposed, a statement of the
proposed rule, and, in the discretion of
the Administrator, a summary of the
subjects and issues involved.

(g) The Administrator may permit
any interested persons to file written
comments on or objections to the pro-
posal and shall designate in the notice
of proposed rule making the time dur-
ing which such filings may be made.

[38 FR 8254, Mar. 30, 1973. Redesignated at 38
FR 26609, Sept. 24, 1973, and further redesig-
nated and amended at 62 FR 13968, Mar. 24,
1997]

§ 1308.44 Request for hearing or ap-
pearance; waiver.

(a) Any interested person desiring a
hearing on a proposed rulemaking,
shall, within 30 days after the date of
publication of notice of the proposed
rulemaking in the FEDERAL REGISTER,
file with the Administrator a written
request for a hearing in the form pre-
scribed in § 1316.47 of this chapter.

(b) Any interested person desiring to
participate in a hearing pursuant to
§ 1308.41 shall, within 30 days after the
date of publication of the notice of
hearing in the FEDERAL REGISTER, file
with the Administrator a written no-
tice of his intention to participate in
such hearing in the form prescribed in
§ 1316.48 of this chapter. Any person fil-
ing a request for a hearing need not
also file a notice of appearance; the re-
quest for a hearing shall be deemed to
be a notice of appearance.

(c) Any interested person may, with-
in the period permitted for filing a re-
quest for a hearing, file with the Ad-
ministrator a waiver of an opportunity
for a hearing or to participate in a
hearing, together with a written state-
ment regarding his position on the
matters of fact and law involved in
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such hearing. Such statement, if ad-
missible, shall be made a part of the
record and shall be considered in light
of the lack of opportunity for cross-ex-
amination in determining the weight
to be attached to matters of fact as-
serted therein.

(d) If any interested person fails to
file a request for a hearing; or if he so
files and fails to appear at the hearing,
he shall be deemed to have waived his
opportunity for the hearing or to par-
ticipate in the hearing, unless he shows
good cause for such failure.

(e) If all interested persons waive or
are deemed to waive their opportunity
for the hearing or to participate in the
hearing, the Administrator may cancel
the hearing, if scheduled, and issue his
final order pursuant to § 1308.45 without
a hearing.

[38 FR 8254, Mar. 30, 1973. Redesignated at 38
FR 26609, Sept. 24, 1973, and further redesig-
nated and amended at 62 FR 13968, Mar. 24,
1997]

§ 1308.45 Final order.
As soon as practicable after the pre-

siding officer has certified the record
to the Administrator, the Adminis-
trator shall cause to be published in
the FEDERAL REGISTER his order in the
proceeding, which shall set forth the
final rule and the findings of fact and
conclusions of law upon which the rule
is based. This order shall specify the
date on which it shall take effect,
which shall not be less than 30 days
from the date of publication in the
FEDERAL REGISTER unless the Adminis-
trator finds that conditions of public
health or safety necessitate an earlier
effective date, in which event the Ad-
ministrator shall specify in the order
his findings as to such conditions.

[38 FR 8254, Mar. 30, 1973. Redesignated at 38
FR 26609, Sept. 24, 1973, and further redesig-
nated at 62 FR 13968, Mar. 24, 1997]

§ 1308.46 Control required under inter-
national treaty.

Pursuant to section 201(d) of the Act
(21 U.S.C. 811(d) ), where control of a
substance is required by U.S. obliga-
tions under international treaties, con-
ventions, or protocols in effect on May
1, 1971, the Administrator shall issue
and publish in the FEDERAL REGISTER
an order controlling such substance

under the schedule he deems most ap-
propriate to carry out obligations.
Issuance of such an order shall be with-
out regard to the findings required by
subsections 201(a) or 202(b) of the Act
(21 U.S.C. 811(a) or 812(b)) and without
regard to the procedures prescribed by
§ 1308.41 or subsections 201 (a) and (b) of
the Act (21 U.S.C. 811 (a) and (b)). An
order controlling a substance shall be-
come effective 30 days from the date of
publication in the FEDERAL REGISTER,
unless the Administrator finds that
conditions of public health or safety
necessitate an earlier effective date, in
which event the Administrator shall
specify in the order his findings as to
such conditions.



95

Drug Enforcement Administration, Justice § 1308.44

Administrator shall notify the peti-
tioner of his acceptance or nonaccept-
ance of the petition, and if not accept-
ed, the reason therefor. The Adminis-
trator need not accept a petition for
filing if any of the requirements pre-
scribed in paragraph (b) of this section
is lacking or is not set forth so as to be
readily understood. If the petitioner
desires, he may amend the petition to
meet the requirements of paragraph (b)
of this section. If accepted for filing, a
petition may be denied by the Adminis-
trator within a reasonable period of
time thereafter if he finds the grounds
upon which the petitioner relies are
not sufficient to justify the initiation
of proceedings.

(d) The Administrator shall, before
initiating proceedings for the issuance,
amendment, or repeal of any rule ei-
ther to control a drug or other sub-
stance, or to transfer a drug or other
substance from one schedule to an-
other, or to remove a drug or other
substance entirely from the schedules,
and after gathering the necessary data,
request from the Secretary a scientific
and medical evaluation and the Sec-
retary’s recommendations as to wheth-
er such drug or other substance should
be so controlled, transferred, or re-
moved as a controlled substance. The
recommendations of the Secretary to
the Administrator shall be binding on
the Administrator as to such scientific
and medical matters, and if the Sec-
retary recommends that a drug or
other substance not be controlled, the
Administrator shall not control that
drug or other substance.

(e) If the Administrator determines
that the scientific and medical evalua-
tion and recommendations of the Sec-
retary and all other relevant data con-
stitute substantial evidence of poten-
tial for abuse such as to warrant con-
trol or additional control over the drug
or other substance, or substantial evi-
dence that the drug or other sub-
stances should be subjected to lesser
control or removed entirely from the
schedules, he shall initiate proceedings
for control, transfer, or removal as the
case may be.

(f) If and when the Administrator de-
termines to initiate proceedings, he
shall publish in the FEDERAL REGISTER
general notice of any proposed rule

making to issue, amend, or repeal any
rule pursuant to section 201 of the Act.
Such published notice shall include a
statement of the time, place, and na-
ture of any hearings on the proposal in
the event a hearing is requested pursu-
ant to § 1308.44. Such hearings may not
be commenced until after the expira-
tion of at least 30 days from the date
the general notice is published in the
FEDERAL REGISTER. Such published no-
tice shall also include a reference to
the legal authority under which the
rule is proposed, a statement of the
proposed rule, and, in the discretion of
the Administrator, a summary of the
subjects and issues involved.

(g) The Administrator may permit
any interested persons to file written
comments on or objections to the pro-
posal and shall designate in the notice
of proposed rule making the time dur-
ing which such filings may be made.

[38 FR 8254, Mar. 30, 1973. Redesignated at 38
FR 26609, Sept. 24, 1973, and further redesig-
nated and amended at 62 FR 13968, Mar. 24,
1997]

§ 1308.44 Request for hearing or ap-
pearance; waiver.

(a) Any interested person desiring a
hearing on a proposed rulemaking,
shall, within 30 days after the date of
publication of notice of the proposed
rulemaking in the FEDERAL REGISTER,
file with the Administrator a written
request for a hearing in the form pre-
scribed in § 1316.47 of this chapter.

(b) Any interested person desiring to
participate in a hearing pursuant to
§ 1308.41 shall, within 30 days after the
date of publication of the notice of
hearing in the FEDERAL REGISTER, file
with the Administrator a written no-
tice of his intention to participate in
such hearing in the form prescribed in
§ 1316.48 of this chapter. Any person fil-
ing a request for a hearing need not
also file a notice of appearance; the re-
quest for a hearing shall be deemed to
be a notice of appearance.

(c) Any interested person may, with-
in the period permitted for filing a re-
quest for a hearing, file with the Ad-
ministrator a waiver of an opportunity
for a hearing or to participate in a
hearing, together with a written state-
ment regarding his position on the
matters of fact and law involved in
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