
Drug & Chemical Evaluation Section 

Office of Diversion Control

14th DEA Pharmaceutical Industry 

Conference 

Portland, OR

Oct. 14-15, 2009

Susan M. Carr 

Deputy Chief



Drug and Chemical Evaluation (ODE)

METHAMPHETAMINE

PRODUCTION

EPHEDRINE OR PSEUDOEPHEDRINE

CH CH CH

N

CHH

OH

3

3CH CH CH

N

CHH

OH

3

3
CH CH CH

N

CHH

H

3

3CH CH CH

N

CHH

H

3

3

METHAMPHETAMINE

Typical clandestine

methamphetamine 

laboratory



Drug and Chemical Evaluation (ODE)

DEA and State and Local Law Enforcement Methamphetamine Seizures 

(Includes Labs, dump sites, glassware and equipment seizures)
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DEA Requirements Under CMEA

CMEA mandates that DEA 

Â Establish  Assessment of Annual Need (AAN) for 

the List I chemicals ephedrine, pseudoephedrine 

and PPA.

Â Establish procedures for the administration of the 

import, manufacturing and procurement quotas for 

the List I chemicals ephedrine, pseudoephedrine 

and PPA.
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Assessment of Annual Needs (AAN)-

provides for

Assessment of Annual Need (AAN):  The 

maximum quantity of pseudoephedrine, 

ephedrine and PPA that may be produced or 

imported annually

Â For the medical, scientific, research, and industrial 

needs of the United States

Â For lawful export and for reserve stocks
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List I Quota: Types
Three types of Quotas for ephedrine, pseudoephedrine & PPA:

ÅDEA 250

ÅApplies to:

ÅDosage

Manufacturers

ÅPackagers

ÅLabelers

ÅRepackagers

ÅRelabelers

Procurement 

ÅDEA 189

ÅApplies to:

Å Bulk Manufacturer

Manufacturing

ÅDEA 488 & Form A

ÅApplies to:

ÅImporters

Import
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Registration
ONLY issue quotas to DEA-registered importers and 

manufacturers that have the drug codes specifically listed 

on their registration.

Manufacturers and importers of ephedrine, 

pseudoephedrine, and phenylpropanolamine are     

required to register with the DEA

Registration must be obtained for each chemical for each 

physical location where these List I chemicals are manufactured, 

distributed, imported, or exported.

Registered controlled substances manufacturers at the 

same location where these List I chemicals are also 

manufactured must

Have each List I chemical added to their registrations
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Who Needs Quota? Following a 

Product From Start To Finish

ÁA bulk manufacturer imports bulk 

ephedrine for conversion into 

pseudoephedrine.  They sell  

pseudoephedrine to company ñAò which 

converts the bulk pseudoephedrine into 

dosage forms. 
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Who Needs Quota Answers:

ÁBulk manufacturer and importer

Á Import Quota (ephedrine) is required to import the 
ephedrine into the U.S. under an importer registration

Á Procurement Quota (ephedrine) is required to move 
the ephedrine from their importer registration to their 
manufacturing registration.

Á Manufacturing Quota (pseudoephedrine) is required 
to manufacture pseudoephedrine from the ephedrine. 

ÁCompany A ïdosage form manufacturer

Á Procurement Quota (pseudoephedrine) is required to 
procure bulk pseudoephedrine for dosage form 
manufacturing.
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Frequently Asked Questions

Question: May registrants request an 

adjustment to their quotas?

Answer: Yes. Registrants may request an 

adjustment to quota(s) at anytime. 

Â Request must be in writing DEA may request 

additional information to support request.


