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Imports & Exports

The Laws and Regulations relating to 
U.S. Imports and Exports

• Title 21 § 951 - Definitions

• Title 21 § 952 - Importation of controlled substances  

• Title 21 § 953 - Exportation of controlled substances 

• 21 CFR § 1312 - Importation and Exportation of controlled 
substances



Imports & Exports
DEA-357 DEA-161

DEA Form-236 DEA Form-486/A
Imports Exports Imports Exports

Schedule I & II

Schedule III Narcotic

Schedule III Non-Narcotic
(7369 requires a PERMIT)

Schedule IV Narcotic

Schedule IV Non-Narcotic

Schedule V Narcotic

Schedule V Non-Narcotic

List I & II Chemicals

EPH, PSE, & PPA



DEA-161

Purpose: The “Application for Permit to Export Controlled 
Substances” is for any controlled substance in schedule I 
or II, or any narcotic controlled substance III or IV

To DEA: DEA-161, the foreign import permit or Letter of 
No Objection (LONO) from the Competent National 
Authority, and necessary supporting documents for the 
export

From DEA: DEA 36 (DEA Permit to Export)



DEA-357

Purpose: The “Application for Permit to Import Controlled 
Substances” is for any controlled substance in schedule I 
or II, or any narcotic controlled substance III, IV, or V

To DEA: DEA-357, and necessary supporting documents 
for the import

From DEA: DEA 35 (DEA Permit to Import)



DEA-236 (for Imports & Exports)

Purpose: The “Controlled Substances Import/Export 
Declaration” is for non-narcotic drugs schedule III, IV, or V 
(imports) and non-narcotic drugs in schedule III or IV or 
any controlled substances in schedule V (exports)

To DEA: DEA-236; the foreign Import Permit or Letter of 
No Objection from the Competent National Authority (for 
exports); and necessary supporting documents

From DEA: Transaction ID



Online IMEX (Import & Export)



Online IMEX (Import & Export)
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Online IMEX (Import & Export)



Online IMEX (Import & Export)



Online IMEX (Import & Export)



Imports & Exports
The Import and Export Section (DRI) requires some 

forms to be e-mailed for the following situations:

• No standard conversion to base*

• Schedule V substances without an official drug code

• Amphetamine Combination Salts Drug Products

• Re-exports within and outside of the EEA



No Standard Conversion Factor



Schedule V substances



Amphetamine Combination Salts



Amphetamine Combination Salts



Re-Exports
Controlled Substances Export Reform Act (2005)

• From the US to a 1st country; from the 1st country to 
one or more 2nd countries; No re-export from the 2nd

countries

• The DEA-161-R is required; Information concerning 
the consignees of re-export must be provided to the 
DEA on the initial submission

• Re-exports from the 1st country to the 2nd must occur 
within 180-days after departure from the US



Re-Exports
Improving Regulatory Transparency for

New Medical Therapies Act (2015)

• From the US to an EEA country; from the 1st EEA 
country to other EEA countries; unlimited re-export 
within the EEA; cannot re-export outside of the EEA

• The DEA-161-R application is required in lieu of a 
DEA-161-R-EEA; Use EEA Countries for re-export 
destination; Information concerning the consignees 
of re-export must be provided to the DEA with the 
Return Information



Re-Exports

Improving Regulatory Transparency for
New Medical Therapies Act (2015)

• By law, there is no time limit for re-exports

• The 1st country must always be an EEA country

• The EEA includes EU countries and also Iceland, 
Liechtenstein, and Norway. Switzerland and the UK 
are not members of the EU or EEA



Imports & Exports

Registrant
(DEA’s Trade)

DEA
(the good guys)

CBP
(the other Fed guys)

Broker/F.F.
(CPB’s Trade)



Imports & Exports

The crucial ITDS/ACE data:

• DEA Registration #

• Permit #/Transaction ID #

• Drug Code

• Base Weight & Unit of Measure (UOM)



Issues

• Uploading a foreign import permit or LONO that is 
not issued by the Competent National Authority 
(CNA); i.e. the Central Bureau of Narcotics, not the 
CDSCO, is the CNA of India

• Incorrect use of base/salt relative to the NDC #

• Importing or Exporting on the same day the DEA 
authorized your application or declaration

• Providing Return Information prior to the shipment 
departing the US



Base/Salt Example



Issues

• DRI has to review each uploaded attachment. Please 
label PDF uploads (permit, LONO, etc.) and don’t 
upload extraneous information

• Provide your reference number, permit #, tracking #, 
in the subject line of any e-mails you send to DRI

• Provide your DEA Registration # and your telephone 
number in your e-mail if you need DRI to resolve an 
issue

• The DEA approved my prior submission



Issues

• If you have an importer or exporter registration for 
controlled substances, that registration cannot be 
used to import or export Ephedrine, 
Pseudoephedrine, Phenylpropanolamine API or bulk 
finished dosage forms; Per the regulations, the 
dosage units must be in compliance with the Federal 
Food, Drug, and Cosmetic Act (FD&C Act)

• Check the INCB Status of Estimates and Status of 
Assessments at www.INCB@org



Issues

• If you submit an application or declaration and DRI 
has approved it, and you later submit an amendment 
to the original, then by regulation you must use the 
amended DEA permit or declaration; the DEA permit 
or declaration must accompany the shipment
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