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Goals and Objectives 
▫ What is the DEA Diversion Control Division 
▫ The DEA Registrant 
▫ Federal Rules and Regulations 
▫ Pre-Registration Inspection 
▫ Responsibilities:  
▫ Record Keeping 
▫ Initial Inventory 
▫ Security 
▫ Handling 
▫ Reporting 
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Explain goals and objectives



DEA Diversion Investigators 

 
Who we are… 
What we do… 
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DEA Office of Diversion Control 
Mission Statement 
The mission of DEA's Office of Diversion Control is 
to prevent, detect, and investigate the diversion of 
controlled pharmaceuticals and listed chemicals 

from legitimate sources while ensuring an 
adequate and uninterrupted supply for legitimate 

medical, commercial, and scientific needs.   
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http://www.deadiversion.usdoj.gov/prog_dscrpt/index.html



The CSA’s  
Closed System of Distribution 
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A DEA Registrant’s Responsibility 

To comply with regulatory 
requirements relating to drug security 

and recordkeeping 
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http://www.deadiversion.usdoj.gov/prog_dscrpt/index.html

Among other things



Federal Rules and Regulations 

▫ The Controlled Substances Act 
 

▫ Title 21 of The Code of Federal 
Regulations 
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RULES/Laws:  THE CONTROLLED SUBSTANCES ACT = The United States Code – Title 21 “Food and Drugs” – Chapter 13 “Drug Abuse Prevention and Control” – Subchapter I “Control and Enforcement”

REGULATIONS:  The Code of Federal Regulations – Title 21 “Food and Drugs” – Volume 9 Parts 1300-1399 “Drug Enforcement Administration, Department of Justice”



For Researcher’s 
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Pre-Registration Investigations 

▫ Apply for your DEA Registration on-line at 
http://www.deadiversion.usdoj.gov/ 
 

▫ Two types of Researchers 
 
▫ Researcher (I) 
▫ Researcher (II-V) 
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If you are applying as a researcher with the University, the application is exempt from the registration fees; however, the registration is only valid for use as a researcher for the University.  You must obtain a separate registration for all other activities outside of the University.


http://www.deadiversion.usdoj.gov/


Pre-Registration Investigations Cont. 

The primary purpose of conducting a 
pre-registrant investigation is to 

determine the applicant's ability to 
operate consistent with the public 

health and safety 
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Pre-Registration Investigation 

Interviews will be conducted with: 
  
▫ the Researcher’s Supervisor,  

 
▫ the Researcher responsible for the overall operations,  

 
▫ and those who will be maintaining the records and handling the 

controlled substances. 
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DEA will review and verify: 
▫ State Licensure (if applicable) 
▫ Accuracy and Completeness of each application 
▫ Identification of responsible individuals 
▫ Identification  of the Applicant 
 

▫ DEA will make a determination of compliance 
regarding security and record-keeping 
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Pre-Registration Investigation Cont. 
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The Applicant must have submitted all requested 
supplemental application information prior to the 
pre-registration investigation  
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Pre-Registration Investigation Cont. 
When? 



The investigation will either be conducted at the 
registered location (where the controlled 
substances are to be stored) or telephonically at 
the discretion of the DEA Diversion Investigator 
assigned. 
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Pre-Registration Investigation Cont. 
Where? 



For Researcher’s 
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Record Keeping Requirements 

“The intent of the Administration is to permit the 
registrant to keep one set of records which are 
adapted by the registrant to account for controlled 
substances used in any activity.” 
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§ 1304.03   Persons required to keep records and file reports.

Two types of Researchers – I and II-V
	One set of records per registration…Schedule I Research must have a separate log from Schedule II-V Research (Separate Activities/Separate Registrations)




Record Keeping Requirements Cont. 

▫ Records maintained in one consolidated record system 
 

▫ Maintained in written, typewritten, or printed form at 
the registered location 
 

▫ A separate inventory shall be made for each registered 
location and each independent activity registered 
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§ 1304.03   Persons required to keep records and file reports.

§ 1304.11   Inventory requirements.

Keeping records on the computer (Excel or PDF) is ok as long as they are complete, accurate, and readily retrievable.



Record Keeping Requirements Cont. 
▫ When a researcher manufactures a controlled item, he/she 

must keep a record of the quantity manufactured 
 
▫ When he distributes a quantity of the item, he must use and 

keep invoices or order forms to document the 
transfer 

 
▫ When he imports a substance, he keeps as part of his records 

the documentation required of an importer 
 
▫ And when substances are used in chemical analysis, he need 

not keep a record of this because such a record would not be 
required of him under a registration to do chemical analysis 
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§ 1304.03   Persons required to keep records and file reports.




Initial Inventory 

Every person required to keep records shall take 
an inventory of all stocks of controlled substances 
on hand…In the event a person commences 
business with no controlled substances on hand, 
he/she shall record this fact as the initial 
inventory. 

**ZERO** 
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Biennial Inventory 

▫ At least every two years take inventory of all 
items on hand 
▫ Substances manufactured in the lab 
▫ Imported 
▫ Purchased Domestically 
▫ Substances administered to subjects 
▫ Distributed to other researchers 
▫ Substances destroyed during chemical analysis 
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Sample CS Inventory with regulation citations…the University already has generated something similar.

§1304.11   Inventory requirements.
(b) Initial inventory date. Every person required to keep records shall take an inventory of all stocks of controlled substances on hand on the date he/she first engages in the manufacture, distribution, or dispensing of controlled substances, in accordance with paragraph (e) of this section as applicable. In the event a person commences business with no controlled substances on hand, he/she shall record this fact as the initial inventory.
(c) Biennial inventory date. After the initial inventory is taken, the registrant shall take a new inventory of all stocks of controlled substances on hand at least every two years. The biennial inventory may be taken on any date which is within two years of the previous biennial inventory date.

(e)(1)(iii) and (iv)

(iii) For each controlled substance in finished form the inventory shall include:
(A) The name of the substance;
(B) Each finished form of the substance (e.g., 10-milligram tablet or 10-milligram concentration per fluid ounce or milliliter);
(C) The number of units or volume of each finished form in each commercial container (e.g., 100-tablet bottle or 3-milliliter vial); and
(D) The number of commercial containers of each such finished form (e.g. four 100-tablet bottles or six 3-milliliter vials).

(iv) For each controlled substance not included in paragraphs (e)(1) (i), (ii) or (iii) of this section (e.g., damaged, defective or impure substances awaiting disposal, substances held for quality control purposes, or substances maintained for extemporaneous compoundings) the inventories shall include:
(A) The name of the substance;
(B) The total quantity of the substance to the nearest metric unit weight or the total number of units of finished form; and
(C) The reason for the substance being maintained by the registrant and whether such substance is capable of use in the manufacture of any controlled substance in finished form.

(e)(6)(i) If the substance is listed in Schedules I or II, make an exact count or measure of the contents; or
(ii) If the substance is listed in Schedule III, IV, or V, make an estimated count or measure of the contents, unless the container holds more than 1,000 tablets or capsules in which case he/she must make an exact count of the contents.




Purchasing Controlled Substances 
Schedules I & II 

▫ Schedules I & II controlled substances are purchased with a 
DEA Form 222 
 

▫ DEA Form 222s may be obtained by signing in online at 
www.deadiversion.usdoj.gov 
 

▫ Only the person who signed the original application for the 
DEA registration may sign the DEA Form 222, unless a 
power of attorney form has been given to an authorized user 
 

▫ An example of power of attorney can be found in Title 21 
Code of Federal Regulations section 1305.05 
 

▫ DO NOT PRE-SIGN 222 Forms 
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http://www.deadiversion.usdoj.gov/
http://www.ecfr.gov/cgi-bin/text-idx?SID=24a52a1fe1e983c9c758e45e174eb673&mc=true&node=pt21.9.1305&rgn=div5se21.9.1305_105


Purchasing Controlled Substances 
Schedules III thru V 

▫ Controlled Substances Listed in Schedules III-V  
 
▫ Should be purchased by an invoice identifying 

exactly what is purchased. 
 

▫ The date received and quantity received must be 
indicated on the invoice. 
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For Researcher’s 
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Physical Security Controls 
▫ Building Security 

 
▫ Access to the building 
 
▫ Access to the area where controlled substances will 

be stored 
 
▫ Private or Campus Security 
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Physical Security Controls 
▫ Controlled substances listed in Schedule I shall be 

stored in a securely locked, substantially constructed 
cabinet. 
 

▫ Controlled substances listed in Schedules II, III, IV, and 
V shall be stored in a securely locked, substantially 
constructed cabinet. 
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C-I is a separate registration and records and controlled substances must be kept separate from all other records and stocks of controlled substances.

C-II controlled substances records and stocks must be maintained separate from III thru V controlled substances records and stocks. 



§1301.75   Physical security controls for practitioners



Handling Procedures 
▫ Those with Access to Controlled Substances 

▫ Full name 
▫ Home Address 
▫ Home Telephone Number 
▫ Date of Birth 
▫ Social Security Number 
▫ E-mail address 

▫ Day-to-day handling of controlled substances 
▫ Storage 
▫ Transit 
▫ Drug destruction 
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During the Pre-registration investigation DIs will ask for information regarding these things

(Authorized Users and Co-Investigators would be those with access to the CSs)



Reporting Requirements 
▫ Change of Schedule I Protocol  

 
▫ Change of Address 

 
▫ Change in Security 

 
▫ Theft and Loss of Controlled Substances 
(DEA Form 106) 

 
▫ Destruction of Controlled Substances (DEA Form 41) 
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DEA Form 106: Report Theft or Loss of Controlled Substances On-Line Submission Only 
(§1301.74   (c) The registrant must notify the Field Division Office of the Administration in his or her area, in writing, of any theft or significant loss of any controlled substances within one business day of discovery of the theft or loss. )

Registrant Record of Controlled Substances Destroyed DEA form 41 (PDF only online)




Web-Based Resources 
▫ The Code of Federal Regulations – www.eCFR.gov 

▫ Title 21 – Food and Drugs 
▫ Volume 9, Chapter II, Parts 1300 – 1399 
 

▫ The Controlled Substances Act – 
http://uscodebeta.house.gov 
▫ Title 21 “Food and Drugs” 
▫ Chapter 13 “Drug Abuse Prevention and Control” 
▫ Subchapter I “Control and Enforcement” 
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www.deadiversion.usdoj.gov 
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DEA Contacts 

▫ Registration Support 
▫ Call: 1-800-882-9539 (8:30 am-5:50 pm ET) 
▫ Email: DEA.Registration.Help@usdoj.gov 
 

▫ Denver Field Division 720-895-4234 
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QUESTIONS? 

33 

Drug Enforcement 
Administration Diversion 

Control Division 


	Slide Number 1
	The DEA Researcher
	Goals and Objectives
	DEA Diversion Investigators
	DEA Office of Diversion Control�Mission Statement
	The CSA’s �Closed System of Distribution
	A DEA Registrant’s Responsibility
	Federal Rules and Regulations
	Pre-Registration Investigations
	Pre-Registration Investigations
	Pre-Registration Investigations Cont.
	Pre-Registration Investigation
	Pre-Registration Investigation Cont.
	Pre-Registration Investigation Cont.
	Pre-Registration Investigation Cont.
	Record Keeping Requirements
	Record Keeping Requirements
	Record Keeping Requirements Cont.
	Record Keeping Requirements Cont.
	Initial Inventory
	Biennial Inventory
	Slide Number 22
	Purchasing Controlled Substances Schedules I & II
	Purchasing Controlled Substances Schedules III thru V
	Security Requirements
	Physical Security Controls
	Physical Security Controls
	Handling Procedures
	Reporting Requirements
	Web-Based Resources
	www.deadiversion.usdoj.gov
	DEA Contacts
	QUESTIONS?

