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LEGAL DISCLAIMER  
The following presentation was accompanied by an 
oral presentation on February 6, 2019, and does 
not purport to establish legal standards that are 
not contained in statutes, regulations, or other 
competent law.  Statements contained in this 
presentation that are not embodied in the law are 
not binding on DEA.  Summaries of statutory and 
regulatory provisions that are summarized in this 
presentation do not purport to state the full extent 
of the statutory and regulatory requirements of the 
cited statutes and regulations.  I have no financial 
relationships to disclose. 



 
§ Explain why the DEA issues registrations, the type of 

registrations that the DEA issues, and how such registrations 
fit into the closed system of distribution. 
 

§ Explain how a researcher obtains a DEA registration, what is 
required, and what to expect as part of this process. 
 

§ Explain the limits of a DEA registration, and the coincident 
activities that a researcher can perform. 
 
 

 

 Objectives 

U.S. Drug Enforcement Administration 
Diversion Control Division 



§ Outline when a researcher would need more than one DEA 
registration. 
 

§ Review some common problems researchers have 
encountered regarding their DEA registration and how they 
were resolved. 
 

 

 Objectives  

U.S. Drug Enforcement Administration 
Diversion Control Division 
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Misinformation 

• Regulatory controls prevent research into 
new treatment agents 

• Researchers are unable to access controlled 
substances 

• Control status is 
a barrier to 
funding 

• Length of 
approval process 
impedes resource 
allocation  

FDA 
Approval 



Regulatory Timeline 
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Since 2013 we have reduced the approval of new applications from 161 days to 105 days    

Document Submission 

Average days to approve a new application once we have a complete protocol is 95 days 



Applications for Research CI 
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Conducting Research with CS 
• Research remains critical to informing 

Scientific, Medical, and Policy Decisions. 
 

• The Controlled Substances Act (CSA) 
establishes a process and procedure to 
legally research controlled substances. 
 

• Process is straight-forward and brings 
together multiple authorities (e.g. FDA, 
DEA, State Authorities)  



  Controlled Substances Act 

 
October 27, 1970 
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Controlled Substances Act 
Created a System of Controls for the 

Legitimate  
Manufacture 
Distribution                                

Import 
Export  

Dispensing 
Administering   

10 



Controlled Substances Act 
 

It provided(s) a system to protect 
against the diversion of controlled 

substances into other than  
legitimate channels. 
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The mission of the Diversion 
Control Division is to prevent, 
detect, and investigate the 
diversion of pharmaceutical 
controlled substances (and listed 
chemicals) from legitimate 
channels of distribution… 

                          

Mission 
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… while ensuring an adequate 
and uninterrupted supply of 
controlled substances to meet 
legitimate medical, commercial, 
and scientific needs. 

Mission 
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21 U.S.C. § 822 (a) (2) 

 
Provided for: 

 
A System of Registration 
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Closed System of 
Distribution 

Cyclic 
Investigations 

Security 
Requirements 

Record Keeping 
Requirements 

ARCOS 

Established 
Quotas 

Registration 

Established 
Schedules 

U.S. Drug Enforcement 
Administration 
Diversion Control Division 



The Registrant 
Community 

U.S. Drug Enforcement 
Administration 

Diversion Control Division 

q Total number of DEA registrants:  1,799,696 
 
q Total number of Practitioners:  1,301,380 

 
q Total number of Researchers in Schedule I: 750 
 
q Total number of Researchers in Schedule II-V:    

8,079 



First, let’s begin by clarifying a few points. 
 
The truth is that although a DEA registration is a Federal 
registration it does NOT allow you to conduct research with 
controlled substances anywhere you wish to in the United 
States.  Each registration is based, in part, on state 
approval 
 

Registration 
Requirements 

U.S. Drug Enforcement 
Administration 

Diversion Control Division 



§ A DEA registration is NOT required for non-controlled 
substances. 

 
§ If you change your last name you are NOT required to 

obtain a new DEA registration number. 
 
§ A DEA registration number is NOT privileged 

information, but is available to the public.   

Registration 
Requirements 

U.S. Drug Enforcement 
Administration 

Diversion Control Division 
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Initiating the Application 
• On January 17, 2018, the DEA implemented an 

on-line automated application process for new 
and existing Schedule I researchers 

• Improves efficiency and security  

– Guides the applicant 
through the process. 

– allowing researchers to 
apply and update 
registration information. 

– Allows the upload of 
supporting documents. 
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U.S. Drug Enforcement Administration 
Office of Diversion Control 23 
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Schedule I Researchers  

 • Required approvals 
oHuman research 
ØInstitutional Review Board (IRB) 
ØNotice of Claimed Investigational Exemption 

for a New Drug (IND) 
oAnimal research 
ØInstitutional Animal Care and Use 

Committee (IACUC) 

• Schedule I controlled substances must be obtained 
from lawful sources (DEA registrants) 
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Contacts for Researchers 
• Registration;  

 
DEA.Registraion.Help@usdoj.gov 
1-800-882-9539 
 

• Protocol; 
 

DPEScheduleIResearch@dea.usdoj.gov  
202-307-7183 

 
• Policy:  

 
ODLP@usdoj.gov 
202-307-7297 

 
 
 
 
 



Contacts for Researchers 

Contact the DEA Registration Specialist in your area.  
To find their contact information go to the above 

website and look under “About Us.”  
  

For example, using this method the Registration 
Specialist’s contact information for Los Angeles 

California is Phone – (888) 415-9822.  
 

U.S. Drug Enforcement Administration 
Diversion Control Division 



The Registration Specialist 
for your area can be located 
on the 
Diversion Control Division  
web-site. 
 
You can search by zip code, 
city, county, or state. 

U.S. Drug Enforcement Administration 
Diversion Control Division

Contacts for Researchers 

90012 



Required Information 

U.S. Drug Enforcement Administration 
Diversion Control Division 

The DEA cannot consider an application unless you first have 
state controlled substance authority, or are specifically exempt 
from registration, and each state is different: 
 
§ State Researcher License 
§ State controlled substance registration (if required) 
§ Other state licensure (if required) 
§ Certificates of advanced training (if required) 



Practice Address vs Mailing 
Address 

During the application process you are asked for your Practice 
Address, and you are asked for your Mail-to Address if different. 

 
Your Practice Address is your principal place of business or 

professional practice pursuant to Title 21, C.F.R. 1301.12(a).  This 
is the address on your DEA certificate. 

 
Your mail-to address is for correspondence. 

U.S. Drug Enforcement Administration 
Diversion Control Division 



DEA Certificate 



Public Access 

The DEA is required to turn over the practice  address 
to the U.S. Department of Commerce.   

 
The Department of Commerce sells this information 
through the National Technical Information Service 

(NTIS) to registrants and others. 
 

Other companies then legally resell this information. 

U.S. Drug Enforcement Administration 
Diversion Control Division 



Registration Duration 

Federal regulation places researcher applicants into 
twelve groups. 

 
Your expiration date is based on the group in which 

you were placed. 
 

The first registration can be as short as 3 months, or 
as long as 14.  All others are for a 12 month period. 

U.S. Drug Enforcement Administration 
Diversion Control Division 



Drug Class 

Each application for registration to conduct research with any 
basic class of controlled substance listed in Schedule II shall 

include the Administration Controlled Substances Code Number, 
as set forth in part 1308 of this chapter, for each such basic class 
to be manufactured or imported as a coincident activity of that 

registration.  
 

A statement listing the quantity of each such basic class of 
controlled substance to be imported or manufactured during the 
registration period for which application is being made shall be 

included with each such application. 

U.S. Drug Enforcement Administration 
Diversion Control Division 



DEA Registration Limits 

A DEA registration cannot authorize you to do something that is 
otherwise prohibited by state law. 

  
For Example: If you are registered by your state to conduct research in 

only schedules III-V the DEA cannot authorize you to handle schedule II. 
  

For Example: If state law says you can procure  only certain controlled 
substances, the DEA cannot authorize you to do otherwise. 

U.S. Drug Enforcement Administration 
Diversion Control Division 



DEA Registration Limits 

Final Rule:  Clarification of Registration Requirements for Individual 
Practitioners (December 1, 2006) 

  
 A practitioner can only administer, dispense, procure, or store 

controlled substances in a state if they first hold a DEA registration in 
that state.  The authority granted under this registration ends at that 

state’s border. 
  

A practitioner can only administer, dispense, procure, or store a 
controlled substance at a location where he or she is registered with the 

DEA. 
  

U.S. Drug Enforcement Administration 
Diversion Control Division 



DEA Registration Limits 

U.S. Drug Enforcement Administration 
Diversion Control Division 

When more than one DEA registration number is needed: 
 
§ If a researcher plans to administer, dispense, procure or 

store controlled substances at more than one location in a 
state. 

 
§ If a researcher plans to administer, dispense, procure, or 

store controlled substances in more than one state. 
 



DEA Registration Limits 

  
A Researcher planning to use a schedule I controlled substance must 

submit a  Protocol with each application. 21 C.F.R. 1308.18(a) 
 

A Researcher planning to use a schedule I controlled substance can 
request an amendment to their protocol to increase the amount of a 
schedule I controlled substance used in their approved research.  21. 

C.F.R. 1308.18(b) 
 

A Research planning to conduct research beyond the variations provided 
in the registrant's approved protocol can submit a supplemental protocol 

for review.  A supplemental protocol will be handled by the DEA in the 
same way as a new protocol.  

 
U.S. Drug Enforcement Administration 

Diversion Control Division 



DEA Registration Limits 
  

Coincident Activities allowed for Researcher in Schedule I 
21 C.F.R. 1301. § 13(c)(1)(v) 

  
A researcher may manufacture or import the basic class of 
substance or substances for which registration was issued, 

provided that such manufacture or import is set forth in the 
protocol required in 21 C.F.R. § 1301.18 and to distribute such 
class to persons registered or authorized to conduct research 

with such class of substance or registered or authorized to 
conduct chemical analysis with controlled substances 

U.S. Drug Enforcement Administration 
Diversion Control Division 



DEA Registration Limits 
Coincident Activities allowed for Researcher in Schedules II-V 

21 C.F.R. 1301. § 13(c)(1)(vi)) 
 

May conduct chemical analysis with controlled substances in those 
schedules for which registration was issued; manufacture such substances 
if and to the extent that such manufacture is set forth in a statement filed 

with the application for registration or reregistration and provided that 
the manufacture is not for the purposes of dosage form development; 

import such substances for research purposes; distribute such substances 
to persons registered or authorized to conduct chemical analysis, 

instructional activities or research with such substances, and to persons 
exempted from registration pursuant to 21 C.F.R. § 1301.24; and conduct 

instructional activities with controlled substances. 

U.S. Drug Enforcement Administration 
Diversion Control Division 



Common Problems 
Encountered 

The applicant does not have appropriate state authority.  
 

The registrant assumes their first registration will be for 12 
months. 

 
The applicant, or renewing registrant, fails to mark all 

appropriate schedules.  
 

The registrant fails to renew their registration in a timely manner.  

U.S. Drug Enforcement Administration 
Diversion Control Division 



Common Problems 
Encountered 

Failure to maintain state licensure once achieved. 
 

Failure to notify the DEA of an email address change.  
 

Renewals submitted simultaneously by both the researcher and 
the researcher’s employer. 

 
 
  

U.S. Drug Enforcement Administration 
Diversion Control Division 



Common Problems 
Encountered 

Applying or renewing using an expired credit card or using a 
check from a closed account. 

 
Relying upon an human resources department to renew their 

registration on their behalf, but they do not. 
 

Applying for a new DEA # due to a name change. 
  

U.S. Drug Enforcement Administration 
Diversion Control Division 



Common Problems 
Encountered 

U.S. Drug Enforcement Administration 
Diversion Control Division 

Changing practice address: 
 
§ In same state 

 
§ To another state 
 
Failure to update the protocol 
 



Common Problems Encountered 

Going inactive, and what to do with the 
registration: 

  
Semi-retired 

 
Health Issues 

 
Sabbatical 

  

U.S. Drug Enforcement Administration 
Diversion Control Division 



Common Problems Encountered 

Discontinuing Practice:  
  

 Permanently 
  

U.S. Drug Enforcement Administration 
Diversion Control Division 



Fee Exempt Registrations 
 

Conditions under which it is granted 
 
Limits of this registration 
  
Conversion to a fee paid registration 

U.S. Drug Enforcement Administration 
Diversion Control Division 



Steps to Reduce Diversion 

U.S. Drug Enforcement Administration 
Diversion Control Division 

§Monitor the use of your credit card and checking 
account.   

 
§Have all controlled substances you purchase be 

checked in upon delivery by two employees. 



Steps to Reduce Diversion 

Conduct random audits to ensure they are not getting diverted. 
  

Do not create an atmosphere of sloppiness in your practice by 
you or your staff. 

U.S. Drug Enforcement Administration 
Diversion Control Division 



Steps to Reduce Diversion 

SCAM!!! 
  

Criminals posing as DEA employees are targeting DEA registrants 
using an extortion scam.  They use a disguised telephone number 

that appears on a practitioners' caller ID as the “DEA’s 800 
registration support number”.  The criminals then demand 

money and threaten to suspend a registrant’s DEA registration if 
they do not comply.   

   
 

U.S. Drug Enforcement Administration 
Diversion Control Division 



 
§ We looked at why the DEA issues registrations, the type of 

registrations that the DEA issues, and how such registrations fit 
into the closed system of distribution. 
 

§ We addressed how a researcher obtains a DEA registration, 
what is required, and what to expect as part of this process. 
 

§ We explain the limits of a DEA registration, and the coincident 
activities that a researcher can perform. 
 
 

 

 Review 

U.S. Drug Enforcement Administration 
Diversion Control Division 



§  We outline when a researcher would need more than one DEA 
registration. 
 

§ Finally, we reviewed some common problems researchers have 
encountered regarding their DEA registration and how they were 
resolved. 
 

 

 Review  

U.S. Drug Enforcement Administration 
Diversion Control Division 



Thank you for your time 
and attention ! 

U.S. Drug Enforcement Administration 
Diversion Control Division 
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