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Subpart A—General Requirements

§1305.01 Scope of part 1305.

Procedures governing the issuance,
use, and preservation of orders for
Schedule I and II controlled substances

94

21 CFR Ch. Il (4-1-23 Edition)

are set forth generally by section 308 of
the Act (21 U.S.C. 828) and specifically
by the sections of this part.

§1305.02

Any term contained in this part shall
have the definition set forth in the Act
or part 1300 of this chapter.

§1305.03 Distributions requiring a
Form 222 or a digitally signed elec-
tronic order.

Either a DEA Form 222 or its elec-
tronic equivalent as set forth in sub-
part C of this part and Part 1311 of this
chapter is required for each distribu-
tion of a Schedule I or II controlled
substance except for the following:

(a) Distributions to persons exempted
from registration under Part 1301 of
this chapter.

(b) Exports from the United States
that conform with the requirements of
the Act.

(c) Deliveries to a registered analyt-
ical laboratory or its agent approved
by DEA.

(d) Delivery from a central fill phar-
macy, as defined in §1300.01 of this
chapter, to a retail pharmacy.

(e) Deliveries to an authorized DEA
registrant by an ultimate user, a long-
term care facility on behalf of an ulti-
mate user who resides or has resided at
that facility, or a person authorized to
dispose of the ultimate user decedent’s
property.

(f) Distributions to reverse distribu-
tors and distributors by collectors and
law enforcement pursuant to §1317.55 of
this chapter.

(g) Deliveries of controlled sub-
stances from ultimate users for the
purpose of recalls pursuant to §1317.85
of this chapter.

[70 FR 16911, Apr. 1, 2005, as amended at 77

FR 4235, Jan. 27, 2012; 79 FR 53564, Sept. 9,
2014]

Definitions.

§1305.04 Persons entitled to order
Schedule I and II controlled sub-
stances.

(a) Only persons who are registered
with DEA under section 303 of the Act
(21 U.S.C. 823) to handle Schedule I or
IT controlled substances, and persons
who are registered with DEA under sec-
tion 1008 of the Act (21 U.S.C. 958) to
export these substances may obtain
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