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102 of the Act (21 U.S.C. 802) or part
1300 of this chapter.

[62 FR 13969, Mar. 24, 1997]

21 CFR Ch. Il (4-1-25 Edition)

§1312.03 Forms applicable to this part.

Access/
Form submission
DEA Form 35, Permit 10 IMPOMt .......c.oiiiiiiiiiiiiiieiiie ettt sttt electronic.
DEA Form 36, Permit t0 EXPOI ......cocviiiiiieie e e electronic.
DEA Form 161, Application for Permit to Export Controlled Substances ... | electronic.
DEA Form 161R, Application for Permit to Export Controlled Substances For Subsequent Reexpon ............. electronic.

DEA Form 161R-EEA, Application for Permit to Export Controlled Substances for Subsequent Reexport | electronic.

Among Members of the European Economic Area.
DEA Form 236, Controlled Substances Import/Export Declaration

............ electronic.

DEA Form 357, Application for Permit to Import Controlled Substances for Domestlc And/Or Smentlflc Pur- | electronic.

poses.

[81 FR 97025, Dec. 30, 2016]

IMPORTATION OF CONTROLLED
SUBSTANCES

§1312.11 Requirement of authoriza-
tion to import.

(a) No person shall import, or cause
to be imported, into the customs terri-
tory of the United States from any
place outside thereof (but within the
United States), or into the TUnited
States from any place outside thereof,
any controlled substances listed in
Schedule I or II, or any narcotic con-
trolled substance listed in Schedule III,
IV, or V, or any non-narcotic con-
trolled substance listed in Schedule III
which the Administrator has specifi-
cally designated by regulation in
§1312.30 or any non-narcotic controlled
substance listed in Schedule IV or V
which is also listed in Schedule I or II
of the Convention on Psychotropic
Substances, 1971, unless and until such
person is properly registered under the
Act (or, in accordance with part 1301 of
this chapter, exempt from registration)
and the Administration has issued him
or her a permit to do so in accordance
with §1312.13.

(b) No person shall import, or cause
to be imported, into the customs terri-
tory of the United States from any
place outside thereof (but within the
United States), or into the TUnited
States from any place outside thereof,
any non-narcotic controlled substance
listed in Schedule III, IV, or V, exclud-
ing those described in paragraph (a) of
this section, unless and until such per-
son is properly registered under the
Act (or, in accordance with part 1301 of
this chapter, exempt from registration)

and has filed an import declaration to
do so in accordance with §1312.18.

(c) A separate permit or declaration
is required for each shipment of a con-
trolled substance to be imported.

[81 FR 97026, Dec. 30, 2016]

§1312.12 Application for import per-
mit; return information.

(a) Registered importers, other reg-
istrants authorized to import as a coin-
cident activity of their registrations,
and persons who in accordance with
part 1301 of this chapter are exempt
from registration, seeking to import a
controlled substance in schedule I or II;
any narcotic drug in schedule III, IV,
or V; any non-narcotic drug in schedule
IITI that has been specifically des-
ignated by regulation in §1312.30; or
any non-narcotic substance listed in
schedule IV or V that is also listed in
schedule I or II of the Convention on
Psychotropic Substances, 1971, must
submit an application for a permit to
import controlled substances on DEA
Form 357. All applications and sup-
porting materials must be submitted to
the Administration through the DEA
Diversion Control Division secure net-
work application. The application must
be signed and dated by the importer
and must contain the importer’s reg-
istered address to which the controlled
substances will be imported.

(b) The applicant must include on the
DEA Form 357 the registration number
of the importer and a detailed descrip-
tion of each controlled substance to be
imported including the drug name, dos-
age form, National Drug Code (NDC)
number, the Administration Controlled
Substance Code Number as set forth in
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part 1308 of this chapter, the number
and size of the packages or containers,
the name and quantity of the con-
trolled substance contained in any fin-
ished dosage units, and the quantity of
any controlled substance (expressed in
anhydrous acid, base or alkaloid) given
in kilograms or parts thereof. The ap-
plication must also include the fol-
lowing:

(1) The name/business name, address/
business address, contact information
(e.g., telephone number(s), email ad-
dress(es), etc.), and business of the con-
signor, if known at the time the appli-
cation is submitted, but if unknown at
that time, the fact should be indicated
and the name and address afterwards
furnished to the Administration as
soon as ascertained by the importer;

(2) The foreign port and country of
initial exportation (i.e., the place
where the article will begin its journey
of exportation to the United States);

(3) The port of entry into the United
States;

(4) The latest date said shipment will
leave said foreign port or country;

(6) The stock on hand of the con-
trolled substance desired to be im-
ported;

(6) The name of the importing carrier
or vessel (if known), or if unknown it
should be stated whether the shipment
will be made by express, freight, or
otherwise, imports of controlled sub-
stances in Schedules I or II and nar-
cotic drugs in Schedules III, IV, or V
by mail being prohibited);

(7) The total tentative allotment to
the importer of such controlled sub-
stance for the current calendar year;
and

(8) The total number of kilograms of
said allotment for which permits have
previously been issued and the total
quantity of controlled substance actu-
ally imported during the current year
to date.

(c) If desired, alternative foreign
ports of exportation within the same
country may be indicated upon the ap-
plication (e.g., 1. Kolkata, 2. Mumbai).
If a permit is issued pursuant to such
application, it will bear the names of
the two ports in the order given in the
application and will authorize ship-
ment from either port. Alternative

§1312.12

ports in different countries will not be
authorized in the same permit.

(d) Return information. Within 30 cal-
endar days after actual receipt of a
controlled substance at the importer’s
registered location, or within 10 cal-
endar days after receipt of a written re-
quest by the Administration to the im-
porter, whichever is sooner, the im-
porter must file a report with the Ad-
ministration through the DEA Diver-
sion Control Division secure network
application specifying the particulars
of the transaction. This report must in-
clude the following information: The
date the controlled substance was re-
leased by a customs officer at the port
of entry; the date on which the con-
trolled substance arrived at the reg-
istered location; the actual quantity of
the controlled substance released by a
customs officer at the port of entry;
and the actual quantity of the con-
trolled substance that arrived at the
registered location. Upon receipt and
review, the Administration will assign
a transaction identification number to
a completed report. The report will not
be deemed filed until the Administra-
tion has issued a transaction identi-
fication number.

(e) Denied release at the port of entry.
In the event that a shipment of con-
trolled substances has been denied re-
lease by a customs officer at the port
of entry for any reason, the importer
who attempted to have the shipment
released must, within 5 business days
of the denial, report to the Administra-
tion that the shipment was denied and
the reason for denial. Such report must
be transmitted to the Administration
through the DEA Diversion Control Di-
vision secure network application. This
report must include the following in-
formation: The quantity of the con-
trolled substance denied release; the
date on which release was denied; and
the basis for the denied release. Upon
the importer’s report of a denied re-
lease at the port of entry, the DEA will
assign the report a transaction identi-
fication number and the import permit
will be void and of no effect. No ship-
ment of controlled substances denied
release for any reason will be allowed
to be released into the United States
unless the importer submits a new
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DEA Form 357 and the Administration
issues a new import permit.

[81 FR 97026, Dec. 30, 2016]

§1312.13 Issuance of import permit.

(a) The Administrator may authorize
importation of any controlled sub-
stance listed in Schedule I or II or any
narcotic drug listed in Schedule III, IV,
or V if he finds:

(1) That the substance is crude
opium, poppy straw, concentrate of
poppy straw, or coca leaves, in such
quantity as the Administrator finds
necessary to provide for medical, sci-
entific, or other legitimate purposes;

(2) That the substance is necessary to
provide for medical and scientific needs
or other legitimate needs of the United
States during an emergency where do-
mestic supplies of such substance or
drug are found to be inadequate, or in
any case in which the Administrator
finds that competition among domestic
manufacturers of the controlled sub-
stance is inadequate and will not be
rendered adequate by the registration
of additional manufacturers under sec-
tion 303 of the Controlled Substances
Act (21 U.S.C. 823); or

(3) That the domestic supply of any
controlled substance is inadequate for
scientific studies, and that the impor-
tation of that substance for scientific
purposes is only for delivery to offi-
cials of the United Nations, of the
United States, or of any State, or to
any person registered or exempted
from registration under sections 1007
and 1008 of the Act (21 U.S.C. 957 and
958).

(4) That the importation of the con-
trolled substance is for ballistics or
other analytical or scientific purposes,
and that the importation of that sub-
stance is only for delivery to officials
of the United Nations, of the United
States, or of any State, or to any per-
son registered or exempted from reg-
istration under sections 1007 and 1008 of
the Act (21 U.S.C. 957 and 958).

(b) The Administrator may require
that such non-narcotic controlled sub-
stances in Schedule III as he shall des-
ignate by regulation in §1312.30 of this
part be imported only pursuant to the
issuance of an import permit. The Ad-
ministrator may authorize the impor-
tation of such substances if he finds

21 CFR Ch. Il (4-1-25 Edition)

that the substance is being imported
for medical, scientific or other legiti-
mate uses.

(c) If a non-narcotic substance listed
in Schedule IV or V is also listed in
Schedule I or II of the Convention on
Psychotropic Substances, 1971, it shall
be imported only pursuant to the
issuance of an import permit. The Ad-
ministrator may authorize the impor-
tation of such substances if it is found
that the substance is being imported
for medical, scientific or other legiti-
mate uses.

(d) The Administrator may require
an applicant to submit such documents
or written statements of fact relevant
to the application as he deems nec-
essary to determine whether the appli-
cation should be granted. The failure of
the applicant to provide such docu-
ments or statements within a reason-
able time after being requested to do so
shall be deemed to be a waiver by the
applicant of an opportunity to present
such documents or facts for consider-
ation by the Administrator in granting
or denying the application.

(e) If an importation is approved, the
Administrator will issue an import per-
mit bearing his or her signature or
that of his or her delegate. Each permit
will be assigned a unique permit num-
ber. A permit must not be altered or
changed by any person after being
signed. Any change or alteration upon
the face of any permit after it has been
signed renders it void and of no effect.
Permits are not transferable. The Ad-
ministrator or his/her delegate will
date and certify on each permit that
the importer named therein is thereby
permitted as a registrant under the
Act, to import, through the port of
entry named, one shipment of not to
exceed the specified quantity of the
named controlled substances, shipment
to be made before a specified date.
Only one shipment may be made on a
single import permit. A single import
permit shall authorize a quantity of
goods to be imported/exported at one
place, at one time, for delivery to one
consignee, on a single conveyance, at
one place, on one bill of lading, air
waybill, or commercial loading docu-
ment; a single permit shall not author-
ize a quantity of goods to be imported/
exported if the goods are divided onto
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