
Regulatory Update

DEA 11th Chemical Industry Conference
September 21-22, 2010

Denver, Colorado

Mark W. Caverly, Chief
Liaison and Policy Section
Office of Diversion Control



September 2010

Chemical Registrant Population 
as of 9/2/2010

Total CSA Population: 1,357,960

• Chemical Manufacturer - 201

• Chemical Distributor - 567

• Chemical Importer - 169

• Chemical Exporter - 159
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CMEA Self-Certification Status

General Merchandise Stores 331 55
Convenience Stores 5,541 2,633
Discount Department Stores 1,758 1,805
Gas Stations 8,666 6,668
Grocery Stores 4,646 6,670
Other Health & Personal Care 175 196
Pharmacy and Drug Stores 28,957 34,626
Specialty Food Stores 14 4
Warehouse Clubs & Superstores 4,376 4,647

Total

8/20/08 9/02/10

54,375 57,308
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Self-Certification Status

Florida 4,026
California 3,518
Texas 3,150
Pennsylvania 2,738
Georgia 2,650
New York 2,598
North Carolina 2,557
Indiana 2,436
Michigan 2,195
Virginia 1,860

Top Ten States by Total Number8/20/08
Florida 4,315
California 4,121
New York 3,779
Texas 3,279
Pennsylvania 2,836
Georgia 2,402
Ohio 2,359
North Carolina 2,321
Indiana 2,113
Virginia 1,781

9/2/10
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Self-Certification Status
as of 8/20/2008

Top Ten States by Total Number
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Self-Certification Status
as of 9/2/2010

Top Ten States by Total Number



Unified Agenda
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Unified Agenda

• aka Semiannual Regulatory Agenda

• Published in the Federal Register
• 2 X per year, usually April & October

• Summarizes the rules and proposed 
rules that each agency expects to 
issue during the next year
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Chemical DEA Rulemakings
DEA # Title Status Last Action Date

DEA-211 Security Requirements for 
Handlers of PSE, EPH, PPA

On Hold 10-28-2004

DEA-222 Chemical Mixtures Containing 
GBL

Final Rule Effective
7-29-2010

DEA-291 Retail Sales of SLCP; Self 
Certification of Regulated 
Sellers

Final Rule
DOJ Review

8-2-2010

DEA-292 CMEA, Notice of Transfers 
Following Imp/Exp

IFR
FR Drafting

4-9-2007

DEA-320 Control of Ergocristine as a 
List I Chemical

NPRM 2-4-2010

DEA-328 Implementation of MPPA NRPM 3-23-2010

DEA-334 Listing of Exempt Chemical 
Mixtures

Final Rule
Cleared to Publish

7-2-2010

DEA-340 Assessment of Annual Need Drafting 14



Reg Drafting 101

Office of Diversion Control 15September 2010



16

Rulemaking Process

What is a Rule?

An agency statement of general 
applicability and future effect 
designed to implement or interpret 
law or policy
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Rulemaking Process

Why do we engage in rulemaking?
• Legislation
• Industry Operation or Practice Changes
• Advances in Technology
• Repetitive petitions for exemption
• Executive Orders and memoranda
• Petitions for Rulemaking
• New Methods of Diversion
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Rulemaking Process

Notice of Proposed Rulemaking
• Initiating Event
• Agency Research and Drafting
• Internal DEA review/approval
• DOJ review and clearance
• OMB/Interagency review and clearance
• Publication in the Federal Register for 

comment
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Rulemaking Process
Final Rule Major Steps
• Public Comments

• Final rule drafted by Agency w/ response to 
comments

• Internal DEA review/approval

• DOJ review and clearance

• OMB/Interagency review and clearance

• Publication in the Federal Register
September 2010 Office of Diversion Control



Combat Methamphetamine 
Epidemic Act
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• Passed by Congress in 2/2006 
to control eph, pse and ppa sales 

• Signed by the President in 3/2006

• Regulations published in 9/2006 for 
implementation



Chemical Handler’s Manual
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Disclaimer

This chemical handler’s manual is intended to 
summarize and explain the basic requirements 
for the handling of List I and List II chemicals 
under the Controlled Substances Act (CSA), 
Title 21 United States Code (21 U.S.C.) 801-
890, and the DEA regulations, Title 21, Code of 
Federal Regulations (21 C.F.R.), Parts 1300 to 
1316.  Pertinent citations to the law and 
regulations are included in this manual.  
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Comments / Questions?
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