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21 CFR Ch. II (4–1–14 Edition) § 1301.31 

ACTION ON APPLICATION FOR REGISTRA-
TION: REVOCATION OR SUSPENSION OF 
REGISTRATION 

§ 1301.31 Administrative review gen-
erally. 

The Administrator may inspect, or 
cause to be inspected, the establish-
ment of an applicant or registrant, pur-
suant to subpart A of part 1316 of this 
chapter. The Administrator shall re-
view the application for registration 
and other information gathered by the 
Administrator regarding an applicant 
in order to determine whether the ap-
plicable standards of section 303 (21 
U.S.C. 823) or section 1008 (21 U.S.C. 958) 
of the Act have been met by the appli-
cant. 

[62 FR 13953, Mar. 24, 1997] 

§ 1301.32 Action on applications for re-
search in Schedule I substances. 

(a) In the case of an application for 
registration to conduct research with 
controlled substances listed in Sched-
ule I, the Administrator shall process 
the application and protocol and for-
ward a copy of each to the Secretary of 
Health and Human Services (Secretary) 
within 7 days after receipt. The Sec-
retary shall determine the qualifica-
tions and competency of the applicant, 
as well as the merits of the protocol 
(and shall notify the Administrator of 
his/her determination) within 21 days 
after receipt of the application and 
complete protocol, except that in the 
case of a clinical investigation, the 
Secretary shall have 30 days to make 
such determination and notify the Ad-
ministrator. The Secretary, in deter-
mining the merits of the protocol, shall 
consult with the Administrator as to 
effective procedures to safeguard ade-
quately against diversion of such con-
trolled substances from legitimate 
medical or scientific use. 

(b) An applicant whose protocol is de-
fective shall be notified by the Sec-
retary within 21 days after receipt of 
such protocol from the Administrator 
(or in the case of a clinical investiga-
tion within 30 days), and he/she shall be 
requested to correct the existing de-
fects before consideration shall be 
given to his/her submission. 

(c) If the Secretary determines the 
applicant qualified and competent and 

the research protocol meritorious, he/ 
she shall notify the Administrator in 
writing of such determination. The Ad-
ministrator shall issue a certificate of 
registration within 10 days after re-
ceipt of this notice, unless he/she deter-
mines that the certificate of registra-
tion should be denied on a ground spec-
ified in section 304(a) of the Act (21 
U.S.C. 824(a)). In the case of a supple-
mental protocol, a replacement certifi-
cate of registration shall be issued by 
the Administrator. 

(d) If the Secretary determines that 
the protocol is not meritorious and/or 
the applicant is not qualified or com-
petent, he/she shall notify the Adminis-
trator in writing setting forth the rea-
sons for such determination. If the Ad-
ministrator determines that grounds 
exist for the denial of the application, 
he/she shall within 10 days issue an 
order to show cause pursuant to 
§ 1301.37 and, if requested by the appli-
cant, hold a hearing on the application 
pursuant to § 1301.41. If the grounds for 
denial of the application include a de-
termination by the Secretary, the Sec-
retary or his duly authorized agent 
shall furnish testimony and documents 
pertaining to his determination at such 
hearing. 

(e) Supplemental protocols will be 
processed in the same manner as origi-
nal research protocols. If the proc-
essing of an application or research 
protocol is delayed beyond the time 
limits imposed by this section, the ap-
plicant shall be so notified in writing. 

[62 FR 13953, Mar. 24, 1997] 

§ 1301.33 Application for bulk manu-
facture of Schedule I and II sub-
stances. 

(a) In the case of an application for 
registration or reregistration to manu-
facture in bulk a basic class of con-
trolled substance listed in Schedule I 
or II, the Administrator shall, upon the 
filing of such application, publish in 
the FEDERAL REGISTER a notice naming 
the applicant and stating that such ap-
plicant has applied to be registered as 
a bulk manufacturer of a basic class of 
narcotic or nonnarcotic controlled sub-
stance, which class shall be identified. 
A copy of said notice shall be mailed 
simultaneously to each person reg-
istered as a bulk manufacturer of that 
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basic class and to any other applicant 
therefor. Any such person may, within 
60 days from the date of publication of 
the notice in the FEDERAL REGISTER, 
file with the Administrator written 
comments on or objections to the 
issuance of the proposed registration. 

(b) In order to provide adequate com-
petition, the Administrator shall not 
be required to limit the number of 
manufacturers in any basic class to a 
number less than that consistent with 
maintenance of effective controls 
against diversion solely because a 
smaller number is capable of producing 
an adequate and uninterrupted supply. 

(c) This section shall not apply to the 
manufacture of basic classes of con-
trolled substances listed in Schedules I 
or II as an incident to research or 
chemical analysis as authorized in 
§ 1301.13(e)(1). 

[62 FR 13953, Mar. 24, 1997] 

§ 1301.34 Application for importation 
of Schedule I and II substances. 

(a) In the case of an application for 
registration or reregistration to import 
a controlled substance listed in Sched-
ule I or II, under the authority of sec-
tion 1002(a)(2)(B) of the Act (21 U.S.C. 
952(a)(2)(B)), the Administrator shall, 
upon the filing of such application, 
publish in the FEDERAL REGISTER a no-
tice naming the applicant and stating 
that such applicant has applied to be 
registered as an importer of a Schedule 
I or II controlled substance, which sub-
stance shall be identified. A copy of 
said notice shall be mailed simulta-
neously to each person registered as a 
bulk manufacturer of that controlled 
substance and to any other applicant 
therefor. Any such person may, within 
30 days from the date of publication of 
the notice in the FEDERAL REGISTER, 
file written comments on or objections 
to the issuance of the proposed reg-
istration, and may, at the same time, 
file a written request for a hearing on 
the application pursuant to § 1301.43. If 
a hearing is requested, the Adminis-
trator shall hold a hearing on the ap-
plication in accordance with § 1301.41. 
Notice of the hearing shall be published 
in the FEDERAL REGISTER, and shall be 
mailed simultaneously to the applicant 
and to all persons to whom notice of 
the application was mailed. Any such 

person may participate in the hearing 
by filing a notice of appearance in ac-
cordance with § 1301.43 of this chapter. 
Notice of the hearing shall contain a 
summary of all comments and objec-
tions filed regarding the application 
and shall state the time and place for 
the hearing, which shall not be less 
than 30 days after the date of publica-
tion of such notice in the FEDERAL 
REGISTER. A hearing pursuant to this 
section may be consolidated with a 
hearing held pursuant to § 1301.35 or 
§ 1301.36 of this part. 

(b) The Administrator shall register 
an applicant to import a controlled 
substance listed in Schedule I or II if 
he/she determines that such registra-
tion is consistent with the public inter-
est and with U.S. obligations under 
international treaties, conventions, or 
protocols in effect on May 1, 1971. In 
determining the public interest, the 
following factors shall be considered: 

(1) Maintenance of effective controls 
against diversion of particular con-
trolled substances and any controlled 
substance in Schedule I or II com-
pounded therefrom into other than le-
gitimate medical, scientific research, 
or industrial channels, by limiting the 
importation and bulk manufacture of 
such controlled substances to a number 
of establishments which can produce 
an adequate and uninterrupted supply 
of these substances under adequately 
competitive conditions for legitimate 
medical, scientific, research, and in-
dustrial purposes; 

(2) Compliance with applicable State 
and local law; 

(3) Promotion of technical advances 
in the art of manufacturing these sub-
stances and the development of new 
substances; 

(4) Prior conviction record of appli-
cant under Federal and State laws re-
lating to the manufacture, distribu-
tion, or dispensing of such substances; 

(5) Past experience in the manufac-
ture of controlled substances, and the 
existence in the establishment of effec-
tive control against diversion; 

(6) That the applicant will be per-
mitted to import only: 

(i) Such amounts of crude opium, 
poppy straw, concentrate of poppy 
straw, and coca leaves as the Adminis-
trator finds to be necessary to provide 
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