§1309.27

(1) Any officer or employee of the Ad-
ministration, any officer of the U.S.
Customs Service, any officer or em-
ployee of the United States Food and
Drug Administration, any other Fed-
eral officer who is lawfully engaged in
the enforcement of any Federal law re-
lating to listed chemicals, controlled
substances, drugs or customs, and is
duly authorized to possess and distrib-
ute List | chemicals in the course of of-
ficial duties; and

(2) Any officer or employee of any
State, or any political subdivision or
agency thereof, who is engaged in the
enforcement of any State or local law
relating to listed chemicals and con-
trolled substances and is duly author-
ized to possess and distribute List |
chemicals in the course of his official
duties.

(b) Any official exempted by this sec-
tion may, when acting in the course of
official duties, possess any List | chem-
ical and distribute any such chemical
to any other official who is also ex-
empted by this section and acting in
the course of official duties.

§1309.27 Exemption of certain manu-
facturers.

The requirement of registration is
waived for any manufacturer of a List
I chemical, if that chemical is pro-
duced solely for internal consumption
by the manufacturer and there is no
subsequent distribution or exportation
of the List | chemical.

§1309.28 Exemption of distributors of
regulated prescription drug prod-
ucts.

(a) The requirement of registration is
waived for any person who distributes
a prescription drug product containing
a List | chemical that is regulated pur-
suant to §1310.01(f)(1)(iv) of this chap-
ter.

(b) If any person exempted by this
section also engages in the distribu-
tion, importation or exportation of a
List | chemical, other than as de-
scribed in paragraph (a) of this section,
the person shall obtain a registration
for such activities, as required by
§1309.21 of this part.

() The Administrator may, upon
finding that continuation of the waiver
granted in paragraph (a) of this section
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would not be in the public interest,
suspend or revoke a person’s waiver
pursuant to the procedures set forth in
§§1309.43 through 1309.46 and 1309.51
through 1309.57 of this part.

[61 FR 32926, June 26, 1996]

§1309.29 Exemption of retail distribu-
tors of regulated drug products.

The requirement of registration is
waived for any retail distributor whose
activities with respect to List | chemi-
cals are restricted to the distribution
of below-threshold quantities of a drug
product that contains a List | chemical
that is regulated pursuant to
§1300.02(b)(28)(1)(D) of this chapter to
an individual for legitimate medical
use.

[62 FR 53960, Oct. 17, 1997]
APPLICATION FOR REGISTRATION

§1309.31 Time for application for reg-
istration; expiration date.

(a) Any person who is required to be
registered and who is not so registered
may apply for registration at any time.
No person required to be registered
shall engage in any activity for which
registration is required until the appli-
cation for registration is approved and
a Certificate of Registration is issued
by the Administrator to such person.

(b) Any person who is registered may
apply to be reregistered not more than
60 days before the expiration date of
his registration.

(c) At the time a person is first reg-
istered, that person shall be assigned
to one of twelve groups, which shall
correspond to the months of the year.
The expiration date of the registra-
tions of all registrants within any
group will be the last day of the month
designated for that group. In assigning
any of the above persons to a group,
the Administration may select a group
the expiration date of which is less
than one year from the date such busi-
ness activity was registered. If the per-
son is assigned to a group which has an
expiration date less than eleven
months from the date of which the per-
son is registered, the registration shall
not expire until one year from that ex-
piration date; in all other cases, the
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registration shall expire on the expira-
tion date following the date on which
the person is registered.

§1309.32 Application forms; contents;
signature.

(a) Any person who is required to be
registered pursuant to §1309.21 and is
not so registered, shall apply on DEA
Form 510.

(b) Any person who is registered pur-
suant to Section 1309.21, shall apply for
reregistration on DEA Form 510a.

(c) DEA Form 510 may be obtained at
any divisional office of the Administra-
tion or by writing to the Registration
Unit, Drug Enforcement Administra-
tion, Department of Justice, Post Of-
fice Box 28083, Central Station, Wash-
ington, DC 20005. DEA Form 510a will
be mailed to each List | chemical reg-
istrant approximately 60 days before
the expiration date of his or her reg-
istration; if any registered person does
not receive such forms within 45 days
before the expiration date of the reg-
istration, notice must be promptly
given of such fact and DEA Form 510a
must be requested by writing to the
Registration Unit of the Administra-
tion at the foregoing address.

(d) Each application for registration
shall include the Administration
Chemical Code Number, as set forth in
§1310.02 of this chapter, for each List |
chemical to be distributed, imported,
or exported.

(e) Registration shall not entitle a
person to engage in any activity with
any List | chemical not specified in his
or her application.

(f) Each application shall include all
information called for in the form, un-
less the item 1is not applicable, in
which case this fact shall be indicated.

(9) Each application, attachment, or
other document filed as part of an ap-
plication, shall be signed by the appli-
cant, if an individual; by a partner of
the applicant, if a partnership; or by an
officer of the applicant, if a corpora-
tion, corporate division, association,
trust or other entity. An applicant may
authorize one or more individuals, who
would not otherwise be authorized to
do so, to sign applications for the ap-
plicant by filing with the application
or other document a power of attorney
for each such individual. The power of

§1309.35

attorney shall be signed by a person
who is authorized to sign applications
under this paragraph and shall contain
the signature of the individual being
authorized to sign the application or
other document. The power of attorney
shall be valid until revoked by the ap-
plicant.

§1309.33 Filing of application; joint fil-
ings.

(a) AIll applications for registration
shall be submitted for filing to the
Registration Unit, Drug Enforcement
Administration, Chemical Registra-
tion/ODC, Post Office Box 2427, Arling-
ton, Virginia 22202-2427. The appro-
priate registration fee and any required
attachments must accompany the ap-
plication.

(b) Any person required to obtain
more than one registration may submit
all applications in one package. Each
application must be complete and must
not refer to any accompanying applica-
tion for required information.

§1309.34 Acceptance for filing; defec-
tive applications.

(a) Applications submitted for filing
are dated upon receipt. If found to be
complete, the application will be ac-
cepted for filing. Applications failing
to comply with the requirements of
this part will not generally be accepted
for filing. In the case of minor defects
as to completeness, the Administrator
may accept the application for filing
with a request to the applicant for ad-
ditional information. A defective appli-
cation will be returned to the applicant
within 10 days of receipt with a state-
ment of the reason for not accepting
the application for filing. A defective
application may be corrected and re-
submitted for filing at any time.

(b) Accepting an application for fil-
ing does not preclude any subsequent
request for additional information pur-
suant to §1309.35 and has no bearing on
whether the application will be grant-
ed.

§1309.35 Additional information.

The Administrator may require an
applicant to submit such documents or
written statements of fact relevant to
the application as he deems necessary
to determine whether the application
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