
  

© Thompson Information Services	 April 2015	 Table of Contents  •  Page i

TABLE OF CONTENTS

Newsletters

Table of Contents/Introduction
Page

Table of Contents....................................................................... i
Current Contents.................................................................xxiii
Introduction............................................................................... 1

Drug Enforcement Administration...................................... 2
DEA Offices and Organization............................................ 3
DEA Field Division Offices................................................ 3
DEA Organizational Chart.................................................. 5
Controlled Substances Act and the Regulations.................. 6

Glossary
Introduction............................................................................... 1

Part 1300 — Definitions 
Introduction............................................................................... 1
Some Key Definitions................................................................ 1
Definitions Relating to the Dispensing of Controlled 

Substances by the Internet................................................... 5
Text of Part 1300 Regulations................................................ 13

†Part 1301 — Registration of Manufacturers, 
Distributors and Dispensers

Introduction............................................................................... 1
General Information — §§1301.01–1301.03........................... 1

Definitions........................................................................... 1
Definitions Relevant to Narcotic Maintenance/

Detoxification ............................................................ 2
Registration — §§1301.11–1301.19.......................................... 3

Persons Required to Register.............................................. 3
Online Pharmacies......................................................... 3

Separate Registration for Each Separate Location.............. 3
Exception for Physicians Having More Than One Office 

in the Same State........................................................ 4
Locum Tenens (Temporary Substitute) Physicians 

Practicing in Multiple States...................................... 4
Sales Offices, Warehouses............................................. 4
Freight Forwarding Facility .......................................... 4

Application for Registration ............................................... 5
Filing Forms................................................................... 5
Re-registration ............................................................... 5
Independent Activities Requiring Registration.............. 5
Signature, Power of Attorney......................................... 6
Coincident Activities ..................................................... 6
Fees, Period of Registration........................................... 9

Filing Applications............................................................ 10
Additional Information ..................................................... 10

Amendments to and Withdrawal of Applications ............. 10
Special Procedures for Certain Applications .................... 10
Registration Procedures for Research Involving  

Schedule I Substances .................................................. 10
Special Registration Requirements for  

Online Pharmacies ........................................................ 11
Registration, Fee Exemption — §§1301.21–1301.29............ 11

Affiliated Persons — Stockholders, Partners............... 12
Government Institutions and Employees.......................... 12
Exemption for Agents and Employees of Registrants; 

Affiliated Practitioners.................................................. 12
Exemption for Individual Practitioners ....................... 12
Mid-level Practitioners................................................. 13
Pharmacists.................................................................. 13

Case Studies: Pharmacies Doing Business as  
Corporations.................................................................. 13

Practice Tool: Some Special Situations............................. 15
Distribution by Pharmacies.......................................... 15
Pharmacies — Manufacturing Exception.................... 16
Professional Corporations............................................ 16
Extended Care Facilities, Animal Rescue Shelters...... 16
Emergency Kits at Long-Term Care Facilities............. 18

Certain Government Employees — Military, Public  
Health, Bureau of Prisons.............................................. 19

Law Enforcement Officials and Laboratories................... 19
Importation of Controlled Drugs From Foreign  

Countries; Internet Sales............................................... 19
Exemptions From Import or Export Requirements for 

Personal Medical Use ................................................... 20
Retail Pharmacy Registration to Install and Operate 

Automated Dispensing System at a  
Long-Term Care Facility .............................................. 20

Physicians Treating Drug Addiction as Part of Their 
Regular Medical Practice ............................................. 21
Background ................................................................. 21
Conditions for Qualifying, Notification to HHS.......... 21
Action by HHS and DEA ............................................ 21
Prescribing During the 45-day Review Period ........... 22

Datscan Registration Waived for Handlers Also  
Regulated by NRC or Equivalent State Agencies ........ 22

Processing Applications for Registration; Denial, Suspension 
or Revocation — §§1307.31-1301.37................................. 22

DEA Investigation of Applicants....................................... 22
Applications for Schedule I Research............................... 23
Bulk Manufacturers of Schedules I and II Substances...... 23
Importers of Schedule I and II Substances ....................... 23
Certificate of Registration; Denial of Registration............ 24
Denial, Suspension or Revocation; Order to  

Show Cause .................................................................. 24
Statutory Criteria for Registration, Factors  

Considered in Denial of Application ....................... 24
Statutory Criteria for Suspension or Revocation of 

Registration ............................................................. 24

† Indicates new or revised material.



Table of Contents

Page ii  •  Table of Contents	 April 2015	 Controlled Substances Handbook

Factors Considered for Denial of a Registration Versus 
Factor Considered for Suspension/Revocation........ 25

Immediate Suspension................................................. 25
Actions Following Order of Suspension or  

Revocation............................................................... 25
Order to Show Cause (OSC)............................................. 25

Hearings — §§1301.41-1301.46.............................................. 25
Hearings Generally............................................................ 25
Purpose of Hearing............................................................ 26

Summary Action.......................................................... 26
Request for Hearing or Appearance.................................. 26
Final Order........................................................................ 26

Burden of Proof............................................................ 26
Practice Tool: Legal Nuggets From DEA Revocation 

Proceedings................................................................... 27
Modification, Termination or Transfer of Registration — 

§§1301.51–1301.52.............................................................. 59
Modification...................................................................... 59

Modification of Registration for Purpose of  
Becoming a Collector............................................... 59

Termination; Transfer of Registration............................... 59
Distribution of Controlled Substances......................... 60

Security Requirements — §§1301.71–1301.76..................... 60
Security Standards............................................................. 60

DEA Rescheduling of Substances................................ 60
DEA Advance Approval of Security Systems ............. 61
Requirements for Collectors — Disposal.................... 61

Security Requirements for Storage of Schedule I and 
Schedule II Substances (Non-Practitioners) .................. 61

Security Requirements for Storage of Schedule III, IV and  
V Substances (Non-Practitioners) .................................. 61

Manufacturing Areas......................................................... 62
GHB (Gamma-Hydroxybutyric Acid) in Drug Trials 

Approved by the Food and Drug Administration..... 62
Other Security Controls for Non-Practitioners ................. 62

Special Procedures for Carfentanil, Etorphine 
Hydrochloride, and Diprenorphine.......................... 63

Narcotic Treatment Programs —  
Special Requirements............................................... 63

Delivery of Narcotics................................................... 64
Dispensing of Narcotic Drugs...................................... 64

Practitioners’ Security Requirements ............................... 64
Physical Security Controls for Practitioners................ 64
Pharmacies and Institutional Practitioners................... 64
Carfentanil, Etorphine Hydrochloride, Diprenorphine — 

Special Requirements............................................... 65
Other Security Controls for Practitioners ......................... 65
Security Controls for Freight Forwarding Facilities......... 65

Employee Screening Procedures for Non-Practitioners — 
§§1301.90–1301.93.............................................................. 66

Employee Screening Procedures....................................... 66
Employee Responsibility to Report Drug Diversion......... 66
Illicit Activities by Employees.......................................... 66

Part 1302 — Labeling and Packaging  
Requirements for Controlled Substances

Introduction............................................................................... 1
Definitions.................................................................................. 1
Label Requirements — §§1302.03-1302.07............................ 1

The “C” Symbol.................................................................. 1
Exceptions........................................................................... 1
Import/Export...................................................................... 2

Location and Size of the Symbol on the  
Label and Labeling............................................................... 2

Effective Dates of Labeling Requirements — §1302.05........ 2
Sealing of Controlled Substances............................................ 2
Exempt Chemical Preparations; Containers  

Distributed to Patients.......................................................... 2
Text of Part 1302 Regulations................................................ 13

Part 1303 — Quotas
Introduction............................................................................... 1
Definitions.................................................................................. 1
Aggregate Production Quotas — §1303.11............................. 2
Procurement Quotas — §1303.12............................................ 2
Adjustments of Aggregate Production Quotas — §1303.13.... 4
Individual Manufacturing Quotas — §§1303.21-1303.27..... 4
Conversion Factors................................................................... 4
Hearings — §§1303.31-1303.37................................................ 5

Procedures........................................................................... 5
Burden of Proof................................................................... 5
Production of Ecgonine — Statement of Policy................. 5

Text of Part 1303 Regulations................................................ 17

Part 1304 — Records & Reports of Registrants 
Introduction............................................................................... 1
Definitions.................................................................................. 1
Persons Required to Keep Records and File  

Reports — §1304.03.............................................................. 2
Coincident Activities........................................................... 2
Exceptions to the General Recordkeeping  

Requirements for Individual Practitioners ..................... 3
Electronic Prescription, Electronic Pharmacy  

Application Providers...................................................... 3
When Records are Required for Administering Drugs....... 3
Form of Records for Individual Practitioners...................... 4
Mid-Level Practitioners (MLPs)......................................... 4
Exceptions for Research and Teaching................................ 5
Complimentary Samples..................................................... 5
Freight Forwarding Facilities.............................................. 5

Maintenance of Records and Inventories — §1304.04.......... 5
Period of Retention — Location......................................... 5
Central Recordkeeping........................................................ 5
General Inventory and Recordkeeping  

Requirements................................................................... 6
Pharmacies........................................................................... 6
Readily Retrievable............................................................. 7

Part 1301 (cont’d)



  

© Thompson Information Services	 April 2015	 Table of Contents  •  Page iii

Pharmacy Recordkeeping.................................................... 7
Table of Options for Filing of Prescriptions by  

Pharmacies....................................................................... 7
Records of Central Fill Pharmacies and  

Retail Pharmacies — §1304.05............................................ 8
Records and Reports for Electronic  

Prescriptions — §1304.06..................................................... 8
Credential Service Providers/Certification Authorities....... 8

Inventory Requirements — §1304.11 ..................................... 9
General Requirements......................................................... 9
Key Dates............................................................................ 9
Inventories for Coincident Activities.................................. 9

What Must Be Included in the Inventories of Various 
Registrants............................................................................. 9

Manufacturers................................................................ 9
Other Registrants.......................................................... 10
Multiple Inventory Requirement, Exceptions.............. 10

Continuing Records — §§1304.21–1304.25 ......................... 11
General Principles............................................................. 11
Basic Requirements........................................................... 12
†Disposal of Controlled Substances.................................. 12

Manufacturers — §1304.22(a)............................................... 12
Distributors — §1304.22(b).................................................... 13
Dispensers and Researchers — §1304.22(c)......................... 13

Individual Practitioners..................................................... 13
Special Requirement of Drugs Containing Gamma-

Hydroxybutyric Acid (GHB)......................................... 13
Others................................................................................ 13

Importers, Exporters — §1304.22(d).................................... 14
Reverse Distributors — §1304.22(e)...................................... 14
Chemical Analysts — §1304.23.............................................. 14
The Importance of Accuracy in Recordkeeping —  

A “Case” Study.................................................................... 14
Maintenance, Treatment and Detoxification  

Treatment Programs — §1304.24...................................... 15
Treatment Programs That Compound Narcotics —  

§1304.25............................................................................... 16
Additional Recordkeeping Requirements Applicable To 

Drugs Containing Gamma-Hydroxybutyric Acid  
(GHB) — §1304.26.............................................................. 16

Special Narcotics Reports — §§1304.31–1304.32................. 16
Reports to ARCOS — §1304.33............................................. 17
Special Requirements for Online Pharmacies...................... 17
Text of Part 1304 Regulations................................................ 27

Part 1305 — Orders for Schedule I and  
Schedule II Controlled Substances

Introduction............................................................................... 1
Background............................................................................... 1
When Order Forms Are Not Required — §1305.03.............. 1
Persons Entitled to Order Schedule I and Schedule II 

Controlled Substances — §1305.04..................................... 2
Power of Attorney — §1305.05................................................ 2

Persons Entitled to Fill Orders for Schedule I and  
Schedule II Controlled Substances — §1305.06................. 3

Special Procedures for Filling Orders for Carfentanil, 
Etorphine Hydrochloride or Diprenorphine — §1305.07... 4

Obtaining Order Forms — §1305.05...................................... 4
Procedure for Executing Order Forms — §1305.12.............. 5

Triplicate Forms.................................................................. 5
Line Items............................................................................ 5
Supplier Information........................................................... 5
Signature.............................................................................. 5
Cancellation and Voiding of Order Forms........................... 6
Recordkeeping of Order Forms........................................... 6

Procedure for Filling Order Forms — §1305.13.................... 6
Endorsing Order Forms — §1305.14...................................... 7
Unaccepted and Defective Order Forms — §1305.15............ 7
Lost or Stolen Order Forms — §1305.16................................ 8
Preserving Order Forms — §1305.17..................................... 8
Return of Unused Order Forms — §1305.18......................... 8
Cancellation and Voiding of Order Forms — §1305.19........ 8

Purchaser............................................................................. 8
Supplier............................................................................... 9
Analytical Laboratories – Anonymous Testing................... 9

Guidelines for Analytical Laboratories Conducting  
Analyses of Anonymous Samples......................................... 9

Requirements for Electronic Orders — §1305.21................ 11
Procedure for Filling Electronic Orders — §1305.22.......... 11
Endorsing Electronic Orders — §1305.23............................ 11
Central Processing of Orders — §1305.24............................ 11
Unaccepted and Defective Orders — §1305.25.................... 12
Lost Electronic Orders — §1305.26...................................... 12
Preservation of Electronic Orders — §1305.27.................... 12
Canceling and Voiding Electronic Orders — §1305.28....... 13
Reporting to DEA — §1305.29............................................... 13
Text of Part 1305 Regulations................................................ 21

Part 1306 — Prescriptions
Scope.......................................................................................... 1

Electronic Prescriptions....................................................... 1
Online Pharmacies............................................................... 1

Issuing and Filling of Controlled Substances Prescriptions — 
§§1306.03–1306.07 ............................................................... 2

Who Can Issue a Prescription............................................. 2
Authorization....................................................................... 2
Registration......................................................................... 2
Purpose — §1306.04........................................................... 2 
DOJ Policy Statement: Dispensing of Controlled  

Substances for the Treatment of Pain.............................. 3
Dispensing of Controlled Substances for the Treatment of 

Pain — Interim Policy Statement of Nov. 16, 2004, and 
Clarification of Aug. 26, 2005....................................... 19

Prescriptions May Not Be Used To Assist Suicide........... 27
DOJ Interpretive Rule on Dispensing of  

Controlled Substances to Assist Suicide ...................... 27

Part 1304 (cont’d)



Table of Contents

Page iv  •  Table of Contents	 April 2015	 Controlled Substances Handbook

Memorandum for the Attorney General Re: Whether 
Physician-Assisted Suicide Serves a “Legitimate Medical 
Purpose” Under the Drug Enforcement Administration’s  
Regulations Implementing the Controlled  
Substances Act............................................................... 30

Format and Manner of Issuance of a Prescription............. 48
Special Requirement of Drugs Containing Gamma-

Hydroxybutyric Acid (GHB) ........................................ 49
Special Requirement for Drugs Intended for  

Detoxification Treatment or Maintenance  
Treatment —  §1306.05(a)............................................ 49

Warning Label................................................................... 49
Exemptions from Prescription and Labeling  

Requirements of Part 1306................................................. 50
Who Can Fill Prescriptions............................................... 50
Administering or Dispensing Narcotic Drugs................... 50
DOJ Policy Statement: Role of Authorized Agents in 

Communicating Controlled Substance Prescriptions  
to Pharmacies................................................................ 51

Electronic Prescriptions — §1306.08.................................... 61
Prescription Requirements for Online Pharmacies — 

§1306.09 .............................................................................. 61
Special Rules for Writing, Filling and Filing Schedule II 

Prescriptions — §§1306.11–1306.14 ................................. 62
Emergency Oral Prescriptions........................................... 62
Emergency Situations — Special Dear Practitioner  

Letter of Aug. 6, 2009................................................... 63
Home Infusion Pain Therapy and Patients in  

Long-Term Care Facilities (LTCFs) ............................. 64
Patients Enrolled in Hospice Programs............................. 65
Refilling Schedule II Prescriptions; Issuance of  

Multiple Prescriptions .................................................. 65
Partial Filling of Schedule II Prescriptions....................... 66
Long-Term Care Facilities — Patients With  

Terminal Illnesses.......................................................... 66
Computerized Records...................................................... 66
Labeling of Schedule II Prescriptions............................... 67
Filing Schedule II Prescriptions........................................ 67

Provision of Prescription Information for Schedule II  
Drugs Between Retail Pharmacies and 
Central Fill Pharmacies — §1306.15................................. 67

Special Rules for Writing, Filling and Filing Schedule III or 
Schedule IV Prescriptions — §§1306.21–1306.26............ 67

Prescription Requirement.................................................. 67
Rx Not Required for Physicians........................................ 68
Date of Filling by Pharmacy of Multiple Prescriptions  

for Schedule II Drugs — §1306.14(e)........................... 68
Refilling Schedule III or Schedule IV Prescriptions......... 68
Computerized Refill Information Systems for  

Schedule III and Schedule IV Drugs............................. 68
Labeling and Filing Schedule III, Schedule IV or  

Schedule V Prescriptions............................................... 69
Transfer of Prescription Information for Schedule III, 

Schedule IV, and Schedule V Drugs.............................. 70
Electronic Prescriptions..................................................... 70

Text of Part 1306 Regulations................................................ 79

Part 1307 — Miscellaneous
General Information — §§1307.01–1307.03........................... 1

Introduction......................................................................... 1
Application of State and Other Federal Laws..................... 1
Obtaining Special Relief from DEA Regulations................ 1

Special Exceptions for Manufacture and Distribution of 
Controlled Substances — §§1307.11–1307.15.................... 1

Distribution by Pharmacies to Physicians........................... 1
Shipment to a Reverse Distributor...................................... 2
Returning Substances to Suppliers...................................... 2
Incidental Manufacture of Controlled Substances.............. 2

Peyote Exemption — Native American Church..................... 3
Text of Part 1307 Regulations................................................ 15

Part 1308 — Schedules of  
Controlled Substances

General Information................................................................. 1
Definitions.................................................................................. 1
Administration Controlled Subtances Code Number............ 1
Schedules.................................................................................... 1

Schedule I............................................................................ 2
Interpretation and Clarification of Listing of 

Tetrahydrocannabinols (THC) in Schedule I............. 2
Schedule II......................................................................... 11

Statement of Policy Regarding Dronabinol................. 12
Schedule III....................................................................... 13

Anabolic Steroids......................................................... 14
Schedule IV....................................................................... 14
Schedule V......................................................................... 15

Controlled Substance Analogues........................................... 15
Excluded Non-Narcotic Over-the-Counter Substances....... 15
Exempt Chemical Preparations............................................. 15
Excluded Veterinary Anabolic Steroid Implant Products...... 17
Exempted Prescription Products........................................... 20
Exempt Anabolic Steroid Products....................................... 20
Exemption from Control of Certain Industrial Products  

and Materials Derived from the Cannabis Plant............... 23
Hearings Relating to Control of Substances......................... 23
Initiation of Scheduling Proceedings..................................... 24

Request for Hearing; Waiver............................................. 24
Burden of Proof................................................................. 24
Final Order........................................................................ 25
Control Required Under International Treaty................... 25

Immediate Precursors............................................................ 25
Emergency Scheduling........................................................... 25

Judicial Review................................................................. 25
List of Scheduling Changes.................................................... 25

Administrative Changes to the CSA Schedules  
of Substances—Table I–Additions................................ 25

Administrative Changes to the CSA Schedules  
of Substances—Table II–Transfers............................... 29

Administrative Changes to the CSA Schedules  
of Substances—Table III–Removals............................. 30

Text of Part 1308 Regulations................................................ 37

Part 1306 (cont’d)



  

© Thompson Information Services	 April 2015	 Table of Contents  •  Page v

Part 1309 — Registration of  
Manufacturers, Distributors, Importers,  

and Exporters of List I Chemicals 
Background............................................................................... 1
General Information — §§1309.01–1309.03 .......................... 1
Retail Distribution of O-T-C Drug Products Containing 

Ephedrine, Pseudoephedrine and  
Phenylpropanolamine .......................................................... 2

Fees for Registration and Reregistration, Payment – 
§§1309.11-1309.12................................................................. 2

Persons Required to Register – §1309.21................................ 2
Separate Registration for Independent Activities – §1309.22......3
Separate Registration for Separate Locations – §1309.23..... 3
Waiver of Registration Requirement for Certain  

Activities – §1309.24.............................................................. 4
Temporary Exemption from Registration for Chemical  

Registration Applicants – §1309.25..................................... 5
Applications for Registration — §§1309.31–1309.36 ............ 5

Time for Application; Expiration Date — §§1309.31......... 5
Forms, Content, Signature — §§1309.32............................ 5
Filing — §§1309.33............................................................ 5
Acceptance for Filing, Defective Applications;  

Additional Information — §§1309.34–1309.35.............. 6
Amendment to and Withdrawal of Applications — 

§§1309.36........................................................................ 6
DEA’s Actions on Applications — §§1309.41–1309.46.......... 6

General................................................................................ 6
Suspension or Revocation of Registration.......................... 7

Hearings on Denial, Suspension and  
Revocation — §§1309.51–1309.55....................................... 8

General................................................................................ 8
Purpose................................................................................ 8
Waiver or Modification of Rules......................................... 8
Request or Waiver for Hearing; Burden of Proof................ 8
Time and Place of Hearing; Final Order............................. 8

Modification, Transfer, and Termination of Registration — 
§§1309.61–1309.63 ............................................................... 9

Security Requirements — §§1309.71–1309.73 ...................... 9
Text of Part 1309 Regulations................................................ 21

Part 1310 — Records and Reports of Listed 
Chemicals & Certain Machines

Introduction............................................................................... 1
Definitions — §1310.01 ............................................................ 1
Substances Covered — §1310.02 ............................................ 2

DOJ Final Notice: Special Surveillance List of Chemicals, 
Products, Materials and Equipment Used in the 
Clandestine Production of Controlled Substances or  
Listed Chemicals............................................................. 4

Persons Required to Keep Records and File  
Reports — §1310.03 ............................................................. 8

Mail-Order Sales of Ephedrine, Pseudoephedrine, 
Phenylpropanolamine or Gamma Hydroxybutyric  
Acid (GHB)........................................................................... 8

Maintenance of Records — §1310.04 ..................................... 8
Threshold Limits....................................................................... 8
Reports — §1310.05 ............................................................... 10
Content of Records and Reports — §1310.06 ..................... 11
Annual Reports by Bulk Manufacturers of Listed  

Chemicals — §§1310.05(d) and 1310.06(h)  .................... 12
Proof of Identity — §1310.07 ................................................ 14
Excluded Transactions — §1310.08 ...................................... 14
Temporary Exemption from Registration — §1310.09 ...... 16
Removal and Reinstatement of Exemption of Drugs 

Distributed Under the Food, Drug, and Cosmetic Act; 
Exemptions for Ephedrine — §§1310.10–1310.11 .......... 16

Exempt Chemical Mixtures — §§1310.12–1310.13............. 17
Removal of Exemption from Definition of Regulated 

Transaction – §1310.14....................................................... 18
Exemptions for Certain Scheduled Listed Chemical  

Products — §1310.16.......................................................... 19
DOJ Notice: Reports of Certain Distributions by Postal  

Service or Private or Commercial Carriers to  
Nonregulated Persons......................................................... 19

List of Legal Requirements Applying to  
Regulated Persons/Regulated Transactions...................... 21

Sale By Federal Agencies of Chemicals Which Could  
Be Used In The Illicit Manufacture of Controlled 
Substances — §1310.21....................................................... 22

Text of Part 1310 Regulations................................................ 27

Part 1311 — Requirements for Electronic  
Orders & Prescriptions

Introduction............................................................................... 1
Digital Certificates............................................................... 1
Software requirements......................................................... 1
Electronic Prescriptions....................................................... 1

Public Key Infrastructure and Digital Certificates................ 1
Procedures for Obtaining a Digital Certificate...................... 1
Electronic Prescriptions  — §1311.100-1311.305.................... 2
Electronic Prescription FAQs................................................ 10

General.............................................................................. 10
Implementation of Rule..................................................... 11
Audits and Certification of Applications........................... 14

Text of Part 1311 Regulations................................................ 23

Part 1312 — Importation & Exportation  
of Controlled Substances

Introduction............................................................................... 1
Scope and Background — §1312.01 ....................................... 1
Definitions.................................................................................. 1

Import.................................................................................. 1
Export.................................................................................. 2
Permit or Declaration.......................................................... 2

Requirement of Authorization to Import — §1312.11 .......... 2
Application for Import Permit — §1312.12 .......................... 3
Issuance of Import Permit — §1312.13 .................................. 3



Table of Contents

Page vi  •  Table of Contents	 April 2015	 Controlled Substances Handbook

Shipments Above or Below Authorized Amount................ 4
Lost or Cancelled Permits................................................... 5
Special Reports from Importers.......................................... 5
Import Declaration.............................................................. 5

Exportation and Re-Exportation of Controlled Substances 
— §§1312.21–1312.28 .......................................................... 7

Permits Versus Declarations................................................ 7
Obtaining an Export Permit................................................. 7
Re-exportation of Narcotic Controlled Substances ............ 9
Export Permit.................................................................... 10
Special Records................................................................. 10
Special Controlled Substances Export Invoice................. 10

Dronabinol and Other Schedule III, Schedule IV  
and Schedule V Drugs Requiring an  
Import/Export Permit — §1312.30................................... 13

Transshipment and In-Transit Shipment of Controlled 
Substances — §§1312.31 and 1312.32 .............................. 13

Schedule I Substances....................................................... 13
Schedule II, Schedule III, Schedule IV  

Substances — Advance Notice...................................... 14
Hearings — §§1312.41–1312.47 ...................................... 14

Use of the Internet in the Importation of  
Controlled Drugs From Canada and Other  
Foreign Countries............................................................... 14

Text of Part 1312 Regulations................................................ 21

Part 1313 — Importation & Exportation  
of Listed Chemicals

Introduction............................................................................... 1
Definitions — §1313.02 ............................................................ 2
Documenting an “Established Business Relationship” and a 

“Record as an Importer” — §1313.05 and §1313.08......... 2
Importation of Listed Chemicals: Requirements of 

Authorization to Import; Waiver for Acetone,  
2-Butanone (MEK), Toluene — §1313.12........................... 3

Contents, Distribution of Import Declaration —  
§1313.13 and 1313.14 ........................................................... 3

Waiver of 15-Day Advance Notice for Regular  
Importers — §1313.15 ......................................................... 4

Transfers Following Importation — §1313.16 ...................... 4
Return Declaration or Amendment To Form 486 for  

Imports — §1313.17 ............................................................. 4
Exportation of Listed Chemicals; Requirement of 

Authorization to Export — §1313.21.................................. 4
Contents, Distribution of Export Declaration —  

§§1313.22–1313.23................................................................ 5
Waiver of 15-Day Advance Notice for  

Chemical Exporters — §1313.24......................................... 5
Foreign Import Restrictions — §1313.25................................ 5
Transfers Following Exportation — §1313.26 ....................... 6
Return Declaration or Amendments To Form 486 for 

Exports — §1313.27 ............................................................. 6
Transshipments, In-Transit Shipments, and International 

Transactions Involving Listed Chemicals........................... 6

Advance Notice of Importation for Transshipment  
or Transfer — §1313.31 ....................................................... 6

Requirement of Authorization for International  
Transactions — §1313.32 ..................................................... 6

Use of Internet to Arrange International Sales of  
Listed Chemicals................................................................... 7

DEA Guidance..................................................................... 7
Contents, Distribution of International Transaction 

Declaration — §§1313.33 and 1313.34 ............................. 11
Return Declaration or Amendment for Form 486 for 

International Transactions — §1313.35 ........................... 11
Suspension of Shipments — §1313.41 .................................. 11
Prohibition of Shipments from Certain Foreign  

Sources — §1313.42............................................................ 11
Hearings — §§1313.51–1313.57 ............................................ 11
DEA Policy Statement: Exportation of Chemicals from the 

United States to Colombia.................................................. 12
Text of Part 1313 Regulations................................................ 19

Part 1314 — Retail Sale of Scheduled Listed 
Chemical Products

Background .............................................................................. 1
Subpart A (§§1314.01-1314.15) – Provisions Applicable to  

All Regulated Persons .......................................................... 1
Subpart B (§§1314.20-1314.50) – Sales By “Regulated 

Sellers” .................................................................................. 2
Summary of Requirements By Type of Seller .................... 3
Number of Tablets/Milliliters That Equal Retain  

Transaction Limits (as base) for Scheduled Listed 
Chemical Products .......................................................... 4

Training, Self-certification of Training, and Payment of  
User Fees (§§1314.35, 1314.40 and 1314.42........................ 5

Information required on self-certification........................... 5
Using the DEA website to self-certify................................. 6
Chain store self-certification............................................... 7
Self-certification in succeeding years.................................. 7
Fees...................................................................................... 8

Subpart C (§§1314.100-1314.115) – Mail-Order Sales.......... 9
Combat Methamphetamine Enhancement Act 

Requirements................................................................ 8
Training............................................................................... 9
Self-certification.................................................................. 9
Summary of Requirements for Mail-order Sellers............ 10

Subpart D (§§1314.150-1314.155) – Order to Show  
Cause.................................................................................... 10

Enforcement............................................................................ 11
Text of Part 1314 Regulations ............................................... 21

Part 1315 — Importation and Production 
Quotas for Ephedrine, Pseudoephedrine and 

Phenylpropanolamine
Introduction .............................................................................. 1
Definitions ................................................................................. 2

Part 1312 (cont’d)



Table of Contents

© Thompson Information Services	 April 2015	 Table of Contents  •  Page vii

[The next page is Table of Contents, Page xi.]

Personal Use Exemption — §1315.03 ..................................... 2
Applicability – §1315.05 .......................................................... 2
Assessment of Annual Needs, Adjustments – §§1315.11, 

1315.13 .................................................................................. 2
Individual Manufacturing Quotas –  

§§1315.21-1315.27 ................................................................ 2
Procurement and Import Quotas –  

§§1315.30-1315.36 ................................................................ 3
Power of Attorney............................................................... 4

Hearings – §§1315.50-1315.62 ................................................. 4
Burden of Proof .................................................................. 4

Text of Part 1315 Regulations ............................................... 15

Part 1316 — Administrative Functions,  
Practices and Procedures

Subpart A—Administrative Inspections................................. 1
Who Can Be Inspected........................................................ 1
What Can Be Inspected....................................................... 2
Requirements for Entry....................................................... 2
Consent Inspections............................................................. 2
Administrative Inspection Warrants.................................... 3
Frequency of Inspections..................................................... 4

Subpart B — Protection of Researchers, Research Subjects, 
Investigative Personnel and Law  
Enforcement Personnel........................................................ 4

Listed Chemicals, Tableting Machines —  
Confidentiality of Records............................................... 4 

Researchers, Research Subjects — Confidentiality............ 4
Subpart C — Enforcement Proceedings................................. 6
Subpart D — Administrative Hearings.................................. 7

Definitions — §1316.42 ..................................................... 7
Hearing Information — Inspection of Documents.............. 8
Requests for Hearing, Appearance...................................... 8
Conduct of Hearing............................................................. 8
Presiding Officer.................................................................. 8
Prehearing Conferences....................................................... 8
Hearing — Submission of Evidence................................... 8
Appeals from Rulings.......................................................... 9
Transcript............................................................................. 9
Proposed Findings of Fact and Conclusions  

of Law.............................................................................. 9
Report and Record............................................................... 9
Exceptions to Recommended Decisions............................. 9
Final Order........................................................................ 10

Seizure, Forfeiture, Disposition of Property Used in Violation 
of the Act.............................................................................. 10

Text of Part 1316 Regulations................................................ 21

Part 1315 (cont’d)
Part 1317 — Disposal

Introduction .............................................................................. 1
Scope ......................................................................................... 2
Subpart A — Disposal of Controlled Substances by 

Registrants............................................................................. 2
Registrant disposal.............................................................. 2
Registrant return or recall.................................................... 2
Reverse distributor registration requirements and authorized 

activities........................................................................... 3
Subpart B — Disposal of Controlled Substances Collected 

from Ulitimate Users and Other Non-Registrants............. 3
Authorization to collect from non-registrants..................... 4
Collection by law enforcement............................................ 4
Registrants authorized to collect, authorized collection 

activities........................................................................... 4
Reverse distributor and distributor acquisition of  

controlled substances from collectors or 
law enforcement.............................................................. 4

Receptacle inner liner requirements.................................... 4
Law enforcement sponsored take-back events.................... 4
Mail-back programs............................................................ 4
Collection receptacles.......................................................... 5
Collection receptacles at long-term care facilities.............. 5

Subpart C — Destruction of Controlled Substances............. 5
Methods of destruction........................................................ 5
Destruction procedures........................................................ 5

Text of Part 1317 Regulations ............................................... 21

Part 1321 — DEA Mailing Addresses
Table of DEA Mailing Addresses............................................. 1

Comprehensive List of  
Controlled Substances

Comprehensive List of Controlled Substances....................... 1

Comprehensive Drug Abuse Prevention and 
Control Act of 1970 (P.L. 91-513),  

As Amended (21 USC 801-966)
Controlled Substances Act....................................................... 1

Index




