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Chemical Registrant Population

as of 9/2/2010

ytal CSA Population:

. Chemical Manufacturer
« Chemical Distributor

\ Chemical Importer

« Chemical Exporter -



CMEA Self-Certification Status

8/20/08 9/02K.0
Gen;z/ral Merchandise Stores 331 55 \
Ccyﬁvenience Stores 5,541 2,633 \
D/{scount Department Stores 1,758 1,805
CFas Stations 8,666 6,668
C%rocery Stores 4,646 6,670
dgher Health & Personal Care 175 196
Ph&{rmacy and Drug Stores 28,957 34,626 /
Speéiglty Food Stores 14 4 /
Wareh(}b% Clubs & Superstores 4,376 4,647

Total 54,375 57,308
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Self-Certification Status

8/20/08 Top Ten States by Total Number 9/2/10
Florida 4,026 Florida 4,315,
C#Iifornia 3,518 California 4,121 \
T/exas 3,150 New York 3,779
Ffennsylvania 2,738 Texas 3,279
Qeorgia 2,650 Pennsylvania 2,836
N\%W York 2,598 Georgia 2,402 /
No\\h Carolina 2,557 Ohio 2,359/
Indla\@ 2,436 North Carolina 2,321
Michigahq\ 2,195 Indiana

Virginia 1,860 Virginia

September 2010 Office of Diversion Control



Self-Certification Status
as of 8/20/2008

Ten States by Total Number

September 2010



Self-Certification Status
as of 9/2/2010

Ten States by Total Number
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Unified Agenda
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Unified Agenda

o/ aka Semiannual Regulatory Agenda

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

Summarizes the rules and proposed
ules that each agency expects to
ISsue during the next year

Office of Diversion Control



jency Rule List - Spring 2010 - Mozilla Firefox

Edit  Yiew Hiskory Bookmarks Tools  Help

requlatory unified agenda

i - c AN I\j |http:waw.reginfo.gov,fpublic,l'u:lu:u,l'e.'!'.gendaMain?nperatinn=0PERATION_GET_P.GENCY_RLILE_LIST&J:urrentPub=true&agencyCd=11DD&ImageSB.x=13&Ir 7T I-"l"

lost Yisted 3 Getting Started 5 | Latest Headlines

Agency Rule List - Spring 2010 | el

U.5. General
\GEMENT and BUDGET Sevvices GSA

THE PRESIDENT Administration

Agen 0 ;' 'WICR

Home | Unified Agenda Regulatory Review | Information Collection Review | FAQs/Resources | ContactUs |

Agen

Department of Justice

Aden Agenda Stage of
SUEncy Rulemaking
DA Prerule Stage Mational Standards to Prevent, Detect, and Respond to Prison Rape 11058-AB34
conszolidation of Regulations Governing Administrative Forfeiture for Department of Justice Law
DOLA Proposed RUIB B0 £ e ment Agencies; Application of Deparment Regulations to Sefzures for Forfeiture by aTF L L-RATd
DA Proposed Rule Stage  Procedures for Suspension and Removal of Panel Trustees and Standing Trustees 105-AB12
DA, Proposed Rule Stage  Conforming OWWY Grant Programs Regulations to Statutory Changes 11058-AB15
DA Proposed Rule Stage  Research Misconduct 11058-AB25
DA Proposed Rule Stage  Disclosure or Production of Records ar Information M05-AB2T
DA Proposed Rule Stage  Unifarm Farms for Periodic Reparts for Chapter 11 Cases 11058-AB30
Claims Under the Radiation Exposure Compensation Act, Requirements for Submission of
DA Proposed Rule Stage \dertification Recards 105-AB35
DA Final Rule Stage Procedures for Review of Denial of Claims of Standing Trustee for Actual, Mecessary Expenses 105-AB16
) Application Procedures and Criteria for Approval of Monprofit Budoet and Credit Counseling
DA Final Rule Stage Agencies by U5, Trustees 1105-AB17
DOJLA Final Rule Stage Production of Certain Information ar Testimony by State or Local Law Enforcement or Prosecutive 1105-AB21

Officials Serving on a Department of Justice Task Farce
DA Final Rule Stage Applicability of the Sex Offender Repistration and Motification Act 11058-AB22
DA Final Rule Stage Standards for the Administrative Collection of Claims 1 05-ABZE
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Implementation of Sections 104 and 109 of the Communications Assistance far Law Enfarcement

DOJIFB Long-Term ACionS 4 Netice of Actual and Masimurn Capaciy: Paging, MSS, SMR, and ESMR 110522
DOJIDEA ) Proposed Rule Stage  Chemical Mistures Containing Listed Farms of Phosphaorus T 7-AAGRR
Limited Exemption for Pevate Use in Traditional Ceremanies With a Traditional Indian Religion by

DOJDEA Proposed Rule Stage Members of Federally Recognized Indian Tribes T 7-AA87

DOJIDEA Proposed Rule Stage  Redistration Requirements for Individual Practitioners Operating in a "Locum Tenens" Capacity 1117-AB21

DOJDEA Proposed Rule Stage  Identification of Institution-Based Individual Practitioners 1117-ABZZ

Cantral of Ergocristine, a Chemical Precursor Used in the licit Manufacture of Lysergic Acid

DOJDEA Proposed RUIE S1a08 1ot tamide, as a List| Chermical T T-AR

DOJIDEA Proposed Rule Stage  Implementation of the Methamphetamine Production Prevention Act of 2008 1117-AB25

DOJDEA Proposed Rule Stage  Voluntary Surrender of Certificate of Reoistration 11T-ABZT

DOJDEA Proposed Rule Stage g;lgjrdaules of Controlled Substances: Exempted Prescription Product; River Edge Pharmaceutical, 1117-A829

DOJDEA Final Rule Stage Electronic Prescriptions far Controlled Substances 1117-AAGT

< [OUDEA Final Rule Stage Chemical Mixtures Containing Gamma-Butyrolactone Y —

) Retail ales of Scheduled Listed Products; Chemical; Self-Cedification of Regulated Sellers of

DOJDEA Final Rule stage Scheduled Listed Chemical Products L17AR0S
: Implementation of the Combat Methamphetamine Epidemic Act of 2004; Motice of Transfers

DOJDEA Final Rule Stage Following Importation or Exportation 1117-AB06
: Removal of Thresholds for the List| Chemicals Ephedrine, Pseudoephedrine, and

DOJDEA Final Rule Stage Phanylpropanalaming 1117-AR10

DOJDEA Final Rule Stage Record Requirements for Chemical Distributars 1117-AB14
) Cantral of Immediate Precursar Used in the llicit Manufacture of Fentanyl as a Schedule Il

DOJIDEA Final Rule Stage Cantrolled Substance 1117-AB16

DOJDEA Final Rule Stage Implementation of the Ryan Haight Online Pharmacy Consumer Protection Act of 2008 1117-AB20
) Correction of Code of Federal Requlations: Remaoval of Temporary Listing of Benzylfentanyl and

DOJDEA Final Rule Stage Thenylfentanyl as Controlied Substances L1I-ABG

DOJDEA Long-Term Actions Security Requirements for Handlers of Pseudoephedring, Ephedrine, and Phemylpropanaolaming 1117-AAR2

) Dizposal of Controlled Substances by Persons Mot Registered With the Drug Enforcement
DOJDEA Long-Term Actions Adrmiristration 1117-AB18
DOJDEA Completed Actions Infarmation on Foreign Chain of Distribution for Ephedrine, Pseudoephedrine, and 1117-AR07

Phemlpropanolamine
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DOJIDEA RIN: 1117-AAG4 Publication ID: Spring 2010

@ical Mixtures Containing Gamma-Bu@

Abstract: In previous rulemakings, DEA made gamma-hutyrolactone (GBLY a List| chemical and established threshaolds for transactions invalving this chemical. This
rule establishes a concentration limit for chemical migtures containing GBL. Currently, all chemical mixtures containing GBL are exempt from regulation. These mixures
will rernain exempt until publication of & final rule. GBL is used in the illicit manufacture of gamma-tydroxdbutyric acid (GHE), 8 Schedule | controlled substance.

Agency: Department of Justice (D) Priority; Cther Significant
RIM Status: Previously published in the Unified Agenda Agenda Stage of Rulemaking: Final Rule Stage
Major: Mo Unfunded Mandates: Mo

CFR Citation: 21 CFR 1310 (To search for a specific CFR, visitthe Code of Federal Regulations.)
Legal Authority: 21 USC 802, 21 USC 330, 21 LISC 871

Legal Deadline: Mong

Timetahle:
Action Date FR Cite

ANPRM a7 92002 BT FR 47403
Correction 08192002 67 FR 53842
correction 00482002 67 FR 6776

ANPREM Comment Period End Qa1 72002

PR 11122008 {3 FREBEE14

NPRM Comment Period End 01122004

Final Action NTnC2n

e [
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Legal Authority: 21 USC 802 21 USC 830 1 UBC B71(h)
Legal Deadline; Mone

Timetahle:

Action Date FR Cite
AMPREM 07M 92002 B7 FR 47483
Carrection O&M 92002 7 FR 538427
Corraction Daras/2002 BT FR S6TYE
AMPRM Comment Period End 0anyi2002
[P R 111212008 CTS FR BEE1S )
MPRM Comment Period End 01122009
Final Action oyianr2o10
Final Action Effective 0Efaor2o10
Additional Information: DEA-222
Regulatory Flexibility Analysis Required: Mo Government Levels Affected: Mone
Small Entities Affected: Mo Federalism: Mo

Included in the Regulatory Plan; Ho

Public Comment URL: ww. deadiversion.usdoj. oy
RIN Data Printed in the FR: Mo

Related RINs: Related to 1117-AA31

Agency Contact:

Wtark V. Caverly

Chief Liaison and Policy Section
Department of Justice

Drug Enforcement Administration

8701 Marrissette Drive,

Springfield, WA 22152

Fhone:202 307-7247

Email: dea.diversion.policyf@usdoj.gov

About Uz | Related Resoures | Dizclozune | Acceszibility | Privacy Policy | Contact Uz

[one



?) PDFgate.cqi (application,/pdf Object) - Mozilla Firefox
File Edit ‘iew History Bookmarks Tools  Help

i; - c g,.g (i1 I.'_-q‘http:I,I'FrwebgateS.access.gpcu.gnvfcgi-binIPDFgate.cgi?WF\ISdocID=Q]’8tc1,l'1IZJ’D&WF\ISactiUn=retrieve

R E

requlatory unified agenda

E Mosk Visited ,' Getting Started 5 | Latest Headlines

.':1 PDFgate.cqi {application/pdf Object) | -

= s AL

$ ool

o] IFind .

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1310
[Docket No. DEA-222P]
RIN 1117-AA64

Exempt Chemical Mixtures Containing
amma-Butyrolactone

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice.

ACTION: Notice of Proposed Rulemaking.

SUMMARY: DEA is proposing that
chemical mixtures that are 70 percent or
less gamma-butyrolactone (GBL), by
weight or volume, be automatically
exempt from regulatory controls under
the Controlled Substances Act (CSA).
DEA is seeking through this rulemaking
to exempt only those chemical mixtures
that do not represent a significant risk
of diversion. If finalized as proposed,
this regulation would result in GBL
chemical mixtures, in concentrations
greater than 70 percent. becoming

COOTOLHEN SUDSTANCE SdlllTd=
hydroxybutyric acid (GHB).

DEA recognizes that concentration
criteria alone cannot identify all
mixtures that warrant exemption. As a
result, 21 CFR 1310.13 provides for an
application process by which
manufacturers may obtain exemptions
from CSA regulatory controls for those
GBL chemical mixtures that are not
automatically exempt under the
concentration criteria.

DATES: Written comments must be
postmarked and electronic comments
sent on or before January 12, 2009.

ADDRESSES: To ensure proper handling
of comments, please reference “Docket
No. DEA-222p” on all written and
electronic correspondence. Written
comments sent via regular or express
mail should be sent to Drug
Enforcement Administration, Attention:
DEA Federal Register Representative/
ODL, 8701 Morrissette Drive,
Springfield, VA 22152. Comments may
be directly sent to DEA electronically by
sending an electronic message to
dea.diversion.policy@usdoj.gov.
Comments mav also be sent

ore

wUTUNCTICUL, AUUDe For, U DALEL T
formats only. DEA will not accept any
file format other than those specifically
listed here.

Posting of Public Comments: Please
note that all comments received are
considered part of the public record and
made available for public inspection
online at http.//www.regulations.gov
and in the Drug Enforcement
Administration’s public docket. Such
information includes personal
identifying information (such as your
name, address, etc.) voluntarily
submitted by the commenter.

If you want to submit personal
identifying information (such as your
name, address, etc.) as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “PERSONAL IDENTIFYING
INFORMATION™ in the first paragraph
of your comment. You must also place
all the personal identifying information
you do not want posted online or made
available in the public docket in the first
paragraph of your comment and identify

what information you want redacted.
[f vou want to submit confidential

PRIVATE (F:)



DEA # ITitle I Status ILast Action Date

DEA-211 | Security Requirements for ' On Hold 10-28-2004

Handlers of PSE, EPH, PPA

DEA-222 | Chemical Mixtures Containing | Final Rule Effective
GBL 7-29-2010
DEA-291 [ Retail Sales of SLCP; Self Final Rule 8-2-2010

Certification of Regulated DOJ Review
Sellers

DEA-292 | CMEA, Notice of Transfers

Following Imp/Exp

FR Drafting

IFR | 4-9-2007 | |
i i
l l

DEA-320 [ Control of Ergocristine as a NPRM 2-4-2010
List I Chemical

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

DEA-334 | Listing of Exempt Chemical Final Rule 7-2-2010
Mixtures Cleared to Publish

DEA-340 ' Assessment of Annual Need ' Drafting
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Rulemaking Process

hat Is a Rule?

An agency statement of general
applicability and future effect

designed to implement or interpret
law or policy




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
Retitions for Rulemaking
Methods of Diversion

September 2010



Rulemaking Process

otice 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 Reqgister fo

September 2010 Office of Diversion Control 18




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
¢ O
o Publicati

VIB/Interagency review and clearance

on in the Federal Reqiste

September 2010



Combat Methamphetamine

Epidemic Act

« /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

eeeeeeeeeeeee



Chemical Handler's Manual
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Drug Enforcement Administration
Chemical Handler's Manual

SECTIONI-INTRODUCTION
Disclaimer

This chemical handler's manual is intended to summarize and explain the basic requirements for the
handling of List | and List Il chemicals under the Confrolled Substances Act (CSA), Title 217 United

_ States Code (21 U.5.C.) 801-890, and the DEA requiations, Title 21, Code of Federal Regulations (21
g C.FR) Parts 130010 1376. Pertinent cifations to the law and requlations are included in this manual.

Printed copies of the complete requiations implementing the CSA (21 C.F.R. Part 1300 to End) may
be obtained from:

. Superintendent of Documents
- U 5. Government Printing Office
Washington, DC 20402

Boththe C.F R.and the Federal Register (which includes proposed and final requiations
implementing the CSA) are available on the intemet through the U S. Government Printing Office
(GPO) website. Thiswebsite, which provides informafion by section, citation, and keywords, can be
accessedat

WWW.Qp0access.qov Q

Page: 1 ofa9 | Words: 18497 | @ |




Disclaimer

IS chemical handler’'s manual Is intended tg
summarize and explain the basic requiremen
'or the handling of List | and List [l chemicals
nder the Controlled Substances Act (CSA),
[tle 21 United States Code (21 U.S.C.) 801-
390, 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.

September 2010 Office of Diversion Control 23
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Drug Enforcement Administration
Chemical Handler's Manual

Michele M. Leonhart
Acting Administrator
Drug Enforcement Administration

Joseph T. Rannazzisi

Deputy Assistant Administrator/
Deputy Chief of Operations

Office of Diversion Confrol

Mark W.Caverly
Chief, Liaison and Policy Section

This manual has been prepared by the Drug Enforcement Administration, Office of
Diversion Control, to assist those persons who handle schedule listed chemical
products and List | and Il chemicals in their understanding of the Federal Confrolled
Substances Act and its implementing requlations as they pertain o requlated

chemicals.



Drug Enforcement Administration
Chemical Handler's Manual

~ TableofContents

Section | - Introduction

DS I o 1
Authorization for Public Dissemination. ..o 1
Message from the Administrator ... 2

Preface..3

Section 1 - DefinitiONs ..o

Section Il - Registration Requirements

VRO MUSE REQISIEN.... s

Factors Used By DEA In Approving List | Chemical Applications.......eee.... 9
Exceplions to Registralion ... 9
Waiver of Registration Requirement for Certain Activities ... 9
Exemption of Law Enforcement Personnel ... 11
Exemption for Regulated (Retail) Sellers of SLCPS.. 11
Exemption for Mail Order Sellers of SLCPS e 11
Separate Registration for Independent Activities ... 11
Separate Registration for Separate Localions ... 12
HOW 10 REISIEr o 12
Renewal of Chemical Reqgistration ... 13
Modification of Reqistration ... 14

Tranefer of Reqistatton 14



Transfer of Registration
Termination of Registration
Denial, Suspension, or Revocation of Registration

Section [V - Security
Basic Security Requirements

Know Your Customer POlCY. ..o 17
Proof of Idenfity

SectionV - Recordkeeping Requirements
Persons Required to Keep Records

Contents of Requlated Transaction Records
Location and Availability of Records

Maintenance of Records

End Use Exceplion

Section VI - Reports to the Drug Enforcement Administration
Types of Required Reports

Recognizing Unusual or Excessive Orders

Bulk Manufacturers’ Reports

Reports of Mail Order Sales




Drug Enforcement Administration
Chemical Handler's Manual

Section VIl - Imports, Exports, Intemational Transactions,

and Transshipments
Import/Export Declaration - DEAForm 486 .. 24
General Waiver of Advance Notification Requirement ... 24
Waiverof 15-day Advance Notification Requirement for Regular Customers

OF REGUIATIMPOMEIS ..o e 24
Criteria for Waiver of Advance Notification Requirement ... 23
DiSqUAlTICAtON OFTWAIVEN e 20
Exports in Violation of FOreign Laws ... 20
Retumned EXPOM e 20
Special Policy Regarding Exports of Certain Chemicals to Columbia............... 26
SUSPENsIoN of SRIPMENTS e 20

Import Declaration for Ephedrine, Pseudoephedrine, and
Phenylpropanolamine-DEAForm486A.. 2T

Transshipmentthrough the United States. 27

Imports/Exports of Tableting/Encapsulating Machings ... 27

Section VIl - Quotas for Certain List | Chemicals

BacKgroUNd oo 28
IMPOMT QUOTAS e 28
Manufactunng QUOAS ..o 29
Procurement QUOTAS ..o 29

Section [X - Retail Sales of Scheduled Listed Chemical Products

BaCKGIOUNG .o £)

NEA Beastratinn Fxemntinn for Beaulated Sellers nf SI CPs 31
IEEEEEr e
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Drug Enforcement Administration
Chemical Handler's Manual
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U.S. Department of Justice

Drug Enforcement Administration

Office of Diversion Control

Haiti Disaster Relief ciick Here

Need to Obtain or Renew
DEA Registration?
Save Time, Apply On-Line

»

n_&

NATIONAL

Flash Banner

What's New / Registration Suppnit/f

TAKE-BACK

The voice in Federal
decision-making

Additions to Listing of Exempt
Chemical Mixtures (September 2,
2010

Archimica, Ine. (September 1, 20107

Ehodes Technologies (September 1,

20107

Austin Pharma LLC (September 1,
2010)

American Radiolabeled Chemicals,
Inc(September 1, 20107

Cody Laborateries (September 1,
2010)

Archimica, Ine. (September 1, 20107

Chattem Chemicals Inc(September
1, 20100

Cambrex Charles City, Inc.
[September 1, 20107

Cambrex Charles City, Inc.
[September 1, 20107

Chattem Chemicals Inc(September
1, 2010)

Registration Number
Toll Free:
1-800-882-9539

Sawe time by applying for andfor
renewing your DEA Registration
online. Drata will be entered through
a secure connection to the ODWIF
online web application system.

bini rurn requirements:
Credit Card and a web broveser that
supparts 128-bit encryption.

Ernzil Registration Questions to
LEA.Registration. Help@usdaj.gow
Field Offices with Registration
Specialists

hdore

ARCOS

Controlled Substance
Ordering System (C505)

DEA Form 222 Order Forms

Electronic Prescriptions for
Controlled Substances

General Information

lzsuance of Multiple
Frescriptions for Schedule I
Controlled Substances

Frescription Crug Monitering
Frogram

BEemi=traticorn Precas diire=




Comments / Questions?

September 2010 Office of Diversion Control
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