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generally by those sections and specifi-
cally by the sections of this part.

[62 FR 13945, Mar. 24, 1997]

§1301.02 Definitions.

Any term used in this part shall have
the definition set forth in section 102 of
the Act (21 U.S.C. 802) or part 1300 of
this chapter.

[62 FR 13945, Mar. 24, 1997]

§1301.03 Information; special instruc-
tions.

Information regarding procedures
under these rules and instructions
supplementing these rules will be fur-
nished upon request by writing to the
Registration Unit, Drug Enforcement
Administration, Department of Jus-
tice, Post Office Box 28083, Central Sta-
tion, Washington, DC 20005.

[36 FR 7778, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 23, 1973, and amended at 51
FR 5319, Feb. 13, 1986]

REGISTRATION

§1301.11 Persons required to register.

(a) Every person who manufactures,
distributes, dispenses, imports, or ex-
ports any controlled substance or who
proposes to engage in the manufacture,
distribution, dispensing, importation
or exportation of any controlled sub-
stance shall obtain a registration un-
less exempted by law or pursuant to
§§1301.22-1301.26. Only persons actually
engaged in such activities are required
to obtain a registration; related or af-
filiated persons who are not engaged in
such activities are not required to be
registered. (For example, a stockholder
or parent corporation of a corporation
manufacturing controlled substances is
not required to obtain a registration.)

(b) [Reserved]

[62 FR 13945, Mar. 24, 1997]

§1301.12 Separate registrations for

separate locations.

(a) A separate registration is re-
quired for each principal place of busi-
ness or professional practice at one
general physical location where con-
trolled substances are manufactured,
distributed, imported, exported, or dis-
pensed by a person.
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(b) The following locations shall be
deemed not to be places where con-
trolled substances are manufactured,
distributed, or dispensed:

(1) A warehouse where controlled
substances are stored by or on behalf of
a registered person, unless such sub-
stances are distributed directly from
such warehouse to registered locations
other than the registered location from
which the substances were delivered or
to persons not required to register by
virtue of subsection 302(c)(2) or sub-
section 1007(b)(1)(B) of the Act (21
U.S.C. 822(¢)(2) or 957(b)(1)(B)):

(2) An office used by agents of a reg-
istrant where sales of controlled sub-
stances are solicited, made, or super-
vised but which neither contains such
substances (other than substances for
display purposes or lawful distribution
as samples only) nor serves as a dis-
tribution point for filling sales orders;
and

(3) An office used by a practitioner
(who is registered at another location)
where controlled substances are pre-
scribed but neither administered nor
otherwise dispensed as a regular part of
the professional practice of the practi-
tioner at such office, and where no sup-
plies of controlled substances are
maintained.

(4) A freight forwarding facility, as
defined in §1300.01 of this part, provided
that the distributing registrant oper-
ating the facility has submitted writ-
ten notice of intent to operate the fa-
cility by registered mail, return re-
ceipt requested (or other suitable
means of documented delivery) and
such notice has been approved. The no-
tice shall be submitted to the Special
Agent in Charge of the Administra-
tion’s offices in both the area in which
the facility is located and each area in
which the distributing registrant main-
tains a registered location that will
transfer controlled substances through
the facility. The notice shall detail the
registered locations that will utilize
the facility, the location of the facil-
ity, the hours of operation, the indi-
vidual(s) responsible for the controlled
substances, the security and record-
keeping procedures that will be em-
ployed, and whether controlled sub-
stances returns will be processed
through the facility. The notice must
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also detail what state licensing re-
quirements apply to the facility and
the registrant’s actions to comply with
any such requirements. The Special
Agent in Charge of the DEA Office in
the area where the freight forwarding
facility will be operated will provide
written notice of approval or dis-
approval to the person within thirty
days after confirmed receipt of the no-
tice. Registrants that are currently op-
erating freight forwarding facilities
under a memorandum of understanding
with the Administration must provide
notice as required by this section no
later than September 18, 2000 and re-
ceive written approval from the Spe-
cial Agent in Charge of the DEA Office
in the area in which the freight for-
warding facility is operated in order to
continue operation of the facility.

[62 FR 13945, Mar. 24, 1997, as amended at 65
FR 44678, July 19, 2000; 65 FR 45829, July 25,
2000]

§1301.13 Application for registration;
time for application; expiration
date; registration for independent
activities; application forms, fees,
contents and signature; coincident
activities.

(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 granted 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/her registration, except that a bulk
manufacturer of Schedule I or II con-
trolled substances or an importer of
Schedule I or II controlled substances
may apply to be reregistered no more
than 120 days before the expiration
date of their registration.

(c) At the time a manufacturer, dis-
tributor, researcher, analytical lab, im-
porter, exporter or narcotic treatment
program is first registered, that busi-
ness activity shall be assigned to one of
twelve groups, which shall correspond
to the months of the year. The expira-
tion date of the registrations of all reg-
istrants within any group will be the

15

§1301.13

last date of the month designated for
that group. In assigning any of the
above business activities 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
business activity is assigned to a group
which has an expiration date less than
three months from the date of which
the business activity is registered, the
registration shall not expire until one
year from that expiration date; in all
other cases, the registration shall ex-
pire on the expiration date following
the date on which the business activity
is registered.

(d) At the time a retail pharmacy,
hospital/clinic, practitioner or teach-
ing institution is first registered, that
business activity shall be assigned to
one of twelve groups, which shall cor-
respond to the months of the year. The
expiration date of the registrations of
all registrants within any group will be
the last day of the month designated
for that group. In assigning any of the
above business activities to a group,
the Administration may select a group
the expiration date of which is not less
than 28 months nor more than 39
months from the date such business ac-
tivity was registered. After the initial
registration period, the registration
shall expire 36 months from the initial
expiration date.

(e) Any person who is required to be
registered and who is not so registered,
shall make application for registration
for one of the following groups of con-
trolled substances activities, which are
deemed to be independent of each
other. Application for each registration
shall be made on the indicated form,
and shall be accompanied by the indi-
cated fee. Fee payments shall be made
in the form of a personal, certified, or
cashier’s check or money order made
payable to the ‘“‘Drug Enforcement Ad-
ministration’. The application fees are
not refundable. Any person, when reg-
istered to engage in the activities de-
scribed in each subparagraph in this
paragraph, shall be authorized to en-
gage in the coincident activities de-
scribed without obtaining a registra-
tion to engage in such coincident ac-
tivities, provided that, unless specifi-
cally exempted, he/she complies with



