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 Explain the current prescription drug  
abuse problem and the impact on society. 

 

 Discuss legal obligations of the DEA 
registrant 

 

 National Data 
 

 Theft & Significant Loss  
 

Goals and Objectives 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    



Primum non nocere  

U.S. Drug Enforcement Administration 
 Office of Diversion Control    



Prescription Drug Abuse  
is driven by 

 
Indiscriminate Prescribing 

 Criminal Activity 
 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    
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Paul Volkman, Chicago Doctor, Gets 
4 Life Terms In Drug Overdose Case 
  
 
 
 
  
 
 
 
ANDREW WELSH-HUGGINS   02/14/12 06:45 PM ET Associated Press    
COLUMBUS, Ohio — A Chicago doctor who prosecutors say dispensed more of the powerful painkiller 
oxycodone from 2003 to 2005 than any other physician in the country was sentenced Tuesday to four life 
terms in the overdose deaths of four patients. 
Dr. Paul Volkman made weekly trips from Chicago to three locations in Portsmouth in southern Ohio and 
one in Chillicothe in central Ohio before federal investigators shut down the operations in 2006, prosecutors 
said. He was sentenced in federal court in Cincinnati. 
"This criminal conduct had devastating consequences to the community Volkman was supposed to serve," 
Assistant U.S. Attorneys Adam Wright and Tim Oakley said in a court filing ahead of Tuesday's hearing. 
"Volkman's actions created and prolonged debilitating addictions; distributed countless drugs to be sold on 
the street; and took the lives of numerous individuals who died just days after visiting him," they said. 
The 64-year-old Volkman fired his attorneys earlier this month and said he acted at all times as a doctor, 
not a drug dealer. 
"The typical drug dealer does not care how much drugs a client buys, how often he buys, or what he does 
with his drugs," Volkman said in a 28-page handwritten court filing Monday, maintaining that he did all 
those things and more for his patients. 



What is the Societal Damage 
of Prescription Controlled 

Substance and Legend Drug 
Abuse? 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    



 
In 2011, approximately 41,340 unintentional drug overdose 
deaths occurred in the United States, one death every 12.45 
minutes. (increased for 12th consecutive year)1 
 
Of this number, 22,810 deaths were attributed to Prescription 
Drugs (16,917 attributed to opioid overdoses/ (74.165%).  
 
Prescription drug abuse is the fastest growing drug problem in the 
United States. 
 
 
 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    

Consequences 

1SOURCE:  CDC National Center for Health Statistics/National Vital Statistics Report; June 2014                                                         
CDC Vital Signs: Opioid Painkiller Prescribing; July 2014   



Drug-Poisoning Deaths Involving Opioid 
Analgesics or Heroin in the US, 1999-2013 
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Heroin Opioid Analgesics

Year 
U.S. Drug Enforcement Administration 

 Office of Diversion Control    Date Prepared/ Source: 01/28/15, CDC/NCHS, National Vital Statistics System, Mortality 
File 



Although more men die from drug overdoses than 
woman, the percentage increase in deaths since 1999 is 

greater  
among  woman.  More woman have died each year  

from drug overdoses than from motor vehicle–related  
injuries since 2007.  Deaths and ED visits related to OPR 

continue to increase among woman. 



About 18 women die every day of 
a prescription painkiller overdose in 

the United States 
 

Source: CDC VitalSigns July 2013 



Where Painkiller Prescriptions  
Are The Highest   

 

 In 2012, Southern states had the most per 
person.  

 The top three states were: 
 

  Alabama: 143 per 100 people 
  Tennessee: 143 per 100 people      
  West Virginia: 138 per 100 people 
 

 Lowest-Hawaii: 52 per 100 people  
 
 
  
 

SOURCE: CDC Vital Signs: Opioid Painkiller Prescribing; July 2014  
 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    



Text 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    Date Prepared/ Source: 



Burden on the health care 
delivery system 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    



Mortality figure is for unintentional overdose deaths due to opioid analgesics in 2010, from CDC/Wonder 
Treatment admissions are for with a primary cause of synthetic opioid abuse in from TEDS 
Emergency department (ED) visits related to opioid analgesics in from DAWN 
Abuse/dependence and nonmedical use of pain relievers in the past month are from the National Survey on Drug Use and Health 

733 

108 

28 

10 

Nonmedical users

People with abuse/dependence

ED visits for misuse or abuse

Abuse treatment admissions

For every 1 unintentional opioid overdose death in 2010, there were…  

Public Health Impact of  Opiate  
Analgesic Abuse 



Addicted Infants Triple in a 
Decade 

USA Today:  May 1, 2012 
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Hydrocodone Oxycodone 

2001 15,191 9,480 
2002 17,429 10,515 
2003 19,578 11,254 
2004 22,654 12,603 
2005 22,229 13,191 
2006 22,319 13,473 
2007 24,558 15,069 
2008 26,306 17,256 
2009 27,753 18,396 
2010 28,310 19,363 
2011 30,792 19,423 
2012 29,391 18,495 

National Poison Data System (Formerly known as Toxic Exposure 
Surveillance System) – Total Annual Mentions of  Toxic Exposures 



Emergency Room Data 2004-2011 
  Increase of 148%:  ER visits attributable to pharmaceutical(s) alone  
(i.e., with no other type of illicit drug or alcohol) (336,753 to 835,275)  

• No Statistically Significant Change: ER visits attributable to cocaine, heroin, or methamphetamine;  
• 62% increase in marijuana (281,619 to 455,668) 

 
 Increase of 128%:  ER visits attributable to pharmaceuticals alone, plus pharmaceutical(s) in 

combination with illicit drug(s) and/or alcohol (628,474 to 1,430,156) 
 

  Rx Drugs most frequently implicated:  Opiates/Opioids pain relievers (+183%) 
 Oxycodone products      262% increase 
 Hydrocodone products  107% increase 

 

  Emergency room data 2004 – 2011 
                     Fentanyl products   104% increase 

     Zolpidem 136% increase  
     Alprazolam    166% increase 
     Clonazepam   117% increase  
     Carisoprodol   no statistically significant change 

 

  For patients aged 20 and younger misuse/abuse of pharmaceuticals increased 45.4% 
  For patients aged 20 and older the increase was 111% 
 U.S. Drug Enforcement Administration 

 Office of Diversion Control    
SOURCE: The DAWN Report, 2011, National Estimates of Drug-Related Emergency Department Visits,  May 2013   



 
 
SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 03, 2013 by the Dept of HHS/ Substance Abuse and Mental Health Services 
Administration (SAMHSA) 
 

Substances for Which Most Recent Treatment 
Was Received in the Past Year among Persons 

Aged 12 or Older: 2002-2012 



Received Most Recent Treatment in the Past Year for the Use of 
Pain Relievers Among Persons Aged 12 or Older:  2002-2013 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    Date Prepared/ Source: 2013 National Survey on Drug Use and Health, 

published September 2014.  Figure 7.9. 
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Violence 

U.S. Drug Enforcement Administration 
 Office of Diversion Control    



2011 



Lessons Learned 



 We will not arrest our way 
out of this problem!!!!! 

 Prevention/Education and  
 Treatment are just as important as…. 
 Enforcement 

 

 



Prescription Drug Abuse 
 Prevention Plan 

 Coordinated effort across 
the Federal government 
 

 Four focus areas 
 

1) Education 
2) Prescription Drug 

Monitoring Programs 
3) Proper Medication 

Disposal 
4) Enforcement 
 



Registrant Responsibilities 
  

32 



  This presentation does not cover the 
totality of your obligations nor is it a 
substitute for your obligations as a 
DEA registrant under The Controlled 
Substances Act and its Regulations.  



The information presented should not be 
considered new information.  The 
substance of this presentation has been 
previously available and communicated 
through The Controlled Substances Act, its 
Regulations, Federal Register Notices, 
DEA and sponsored conferences, 
correspondence from the DEA, releases 
from the popular press, in addition to the 
Registrant’s own sales data.  



Mission  
 The Office of Diversion Control’s Mission is to 

Prevent, Detect, and Investigate the Diversion 
of Pharmaceutical Controlled Substances and 
Listed Chemicals from Legitimate Channels …  
 

 While Ensuring an Adequate and 
Uninterrupted Supply of …Controlled 
Substances to Meet Legitimate Medical, 
Commercial, and Scientific Needs. 

35 



Closed System 
The comprehensive Drug Abuse Prevention and 
Control Act of 1970, as amended in 1990 and 
1994 created a system for the legitimate 
manufacturing, distribution, and 
prescribing/dispensing of controlled substances. 
 

Each registrant within this “closed system of 
distribution” has defined privileges and 
responsibilities in which they must operate. 



Distributor 

Pharmacy 

Practitioner 

Importer 
 

Manufacturer 

Hospital 

Researcher  Analytical Laboratory 

Exporter 

Narcotic Treatment 
Program 

Teaching Institution Reverse Distributor 

Mid-Level Practitioner 

Canine Handler 

As of 01/30/2015 



The CSA’s  
Closed System of Distribution 

Cyclic 
Investigations 

Security 
Requirements 

Record Keeping 
Requirements 

ARCOS 

Established 
Quotas 

Registration 

Established 
Schedules 



Closed System 
DEA is responsible for: 
 

 the oversight of the system 
 

 the integrity of the system,  
 

 the protection of the public health and 
safety. 

 



Realignment of DEA’s Diversion   
Control Efforts   

  
 In October 2008, the then Acting Administrator 

authorized a two-pronged reorganization of the DEA 
Diversion Control Program.  
 

 The first prong involved a substantial expansion in the 
number of Tactical Diversion Squads (TDS) and their 
deployment throughout the United States. 
 

 The second prong of the reorganization plan called for 
a renewed focus on DEA’s regulatory oversight of 
more than 1.5 million DEA registrants.  
 
 



Scheduled Investigations 
 

 Increase in the number of DEA registrants who 
are required to be investigated to ensure 
compliance to the CSA regulations. 
 

 Increase in the frequency of the regulatory 
investigations. 
 

 Verification investigations of customers and 
suppliers. 

41 



Effective Controls 

21 C.F.R. § 1301.71 (a):  
 

All applicants and registrants shall provide 
effective controls and procedures to guard 
against theft and diversion of controlled 
substances.  

 

42 



Effective Controls 
21 C.F.R. § 1301.71 (a):  
 

In order to determine whether a registrant has 
provided effective controls against diversion, the 
Administrator shall use the security 
requirements set forth in §§ 1301.72-1301.76 as 
standards for physical security controls and 
operating procedures necessary to prevent 
diversion.    

43 



Reports: Non-Practitioners 

21 C.F.R. § 1301.74 (b): 
 The registrant shall design and operate a 

system to disclose to the registrant 
suspicious orders of controlled substances.  
 

 The registrant shall inform the Field 
Division Office …in his area of suspicious 
orders when discovered by the registrant.   

44 



Suspicious Orders Include 
 

  Orders of Unusual Size    
 

  Orders Deviating Substantially        
  from a Normal pattern      
 

  Orders of Unusual Frequency 
 

These criteria are disjunctive  
   (They can stand alone or together) 

     
45 



Reports: Chemical Handlers 
 
Section 1310.05 Reports: 
 

(a) Each regulated person shall report to the 
Special Agent in Charge of the DEA Divisional 
Office for the area in which the regulated person 
making the report is located, as follows: 
 

46 



Suspicious Chemical Orders 

(1) Any regulated transaction involving an  
  -extraordinary quantity of a listed 
 chemical,  
 -an uncommon method of payment or 
 delivery,  
 -or any other circumstance that the 
 regulated person believes may indicate 
 that the listed chemical will be used in 
 violation of this part. 

 47 



Suspicious Orders 

  Reporting of a suspicious order to 
DEA does NOT relieve the 
distributor of the responsibility to 
maintain effective controls against 
diversion 

48 



Suspicious Orders 
The responsibility for making the decision 
to ship or not to ship rests with the supplier. 
 
Once a Suspicious Order is identified by 
the supplier the order must not be shipped. 

 
 

49 



Suspicious Orders 
 

DEA will no longer accept “Excessive” 
Purchase Reports. 
 

“Excessive” purchases were reported 
after the order had been filled.   

 
            

50 



Who are your Customers? 



Practitioners 
21 CFR 1306.04 (a): 
 

A prescription for a controlled 
substance to be effective must be issued 
for a legitimate medical purpose by an 
individual practitioner acting in the 
usual course of his professional 
practice. 

52 



Pharmacies 
21 CFR § 1306.04(a): 
 

The responsibility for the 
proper prescribing and 
dispensing of controlled 
substances is upon the 
prescribing practitioner, but 
a corresponding 
responsibility rests with the 
pharmacist who fills the 
prescription. 
 
  



DEA Registrant Initiatives 
 Pharmacy Diversion Awareness Conferences: 

 
 
 

 This conference is designed to educate pharmacists, 
pharmacy technicians, and pharmacy loss prevention 
personnel on ways to address and respond to potential 
diversion activity. 
 

 

 



Corresponding Responsibility 
 As a pharmacist, by law, you have a 

Corresponding Responsibility to ensure 
that  prescriptions are legitimate. 
 

 Just because a prescription is presented 
by a patient or demanded to be filled for 
a patient  by a doctor’s office, you are 
not obligated to fill the prescription!!!     

 
 
 
 



PDAC Feedback 

56 

 Told DEA mandates thresholds 
 

 Pharmacist does not know threshold 
amount 
 

 Limited bottle allotment per drug 
regardless of strength 

 



PDAC Feedback  

 Supplier calls to warn nearing threshold – 
Pharmacy will be cutoff. 
 

 Rationing of medication to patients 
 Losing patient as customer 

 

 Asked to provide data to support order 
 
 

 Ask Supplier to come out and look at 
pharmacy 
 

57 



Suspicious Orders 
 

The Registrant must KNOW THEIR 
CUSTOMERS. 
 

“RED” flags? 
 



System of Checks and Balances 

 
 
The Last Line of Defense 



“Know Your Customers” 
Some Factors to Consider: 
 

 Where is it going? 
 
 Who is it going to? 

 
 How many other distributors are involved? 

 
 Who are the Down Stream customers? 



“Know Your Customers” 
 

What do the news reports say about the state or 
geographical area where the controlled 
substances are being sold to?  
 

Is there a problem with controlled substances in 
that particular state? 
 

What is the problem?  What are the controlled 
substances involved? 

 



“Know Your Customers” 
 

Range and Quantity of Products Being 
Purchased, 

 
Location and hours of operation, 

 
Methods of Payment Utilized 
(cash, credit card, insurance), 
 
% Controlled vs. % Non-Controlled, 
 
 



“Know Your Customers” 
 

What is the average monthly purchase for an 
average type of registrant for a particular 
controlled substance?  For a particular 
geographical area? 

 
Does the requested purchase represent a quantity 
that far exceeds that average monthly purchase?  
Why? 

 
 
 



“Know Your Customers” 
 

Are there security guards on the premises?  
Why? 
 

Is there a line of people waiting to get into the 
place? 
 

Are there pain clinics in the area? How many?  Is 
the pharmacy inside a pain clinic? 
 



65 



Closed System 
 

When a registrant fails to adhere to 
their responsibilities, those violations 
represent a danger to the public and 
jeopardize the “closed system of 
distribution”. 



Cutting off the Source of Supply 



 DEA Legal Recourse  
 Administrative 
           Immediate Suspension Order (ISO) 
           Memorandum of Agreement (MOA) 
           Order to Show Cause (OTSC) 
 

 Civil 
           Fines 
 

 Criminal 
           Tactical Diversion Squads  

 
68 



How Do You Lose Your 
Registration? 

The Order to Show Cause Process 
 21 USC § 824 

a) Grounds: 
 1. Falsification of Application 
 2. Felony Conviction 
 3. State License or Registration suspended, revoked or        
     denied – no longer authorized by State law 
 4. Inconsistent with Public Interest 
 5. Excluded from participation in Title 42 USC § 1320a-7(a) 
     program 
 

b)    AG discretion, may suspend any registration simultaneously 
with Order to Show Cause upon a finding of Imminent Danger to 
Public Health and Safety  



70 

National Data 



Most commonly prescribed  
prescription medicine? 

 
 
 

Hydrocodone/acetaminophen 



Worldwide Hydrocodone Use   

 Of the 20 Countries that reported an estimated needs 
requirement for hydrocodone at one kilogram or more     
 

 8 countries reported an estimated need of 1 kilogram to 5 
kilograms    
 

 4 countries reported an estimated need over 5 kilograms 
to 10 kilograms 
 

 8 countries reported an estimated need over 10 kilograms 
SOURCE: UN International Narcotics 
Control Board website. Estimated  World 
Requirements of Narcotic Drugs in grams 
for 2014. http://www.incb.org . Accessed 
April 14, 2014  

U.S. Drug Enforcement Administration 
 Office of Diversion Control    



Top 10 List   
 10 Guatemala     10 kilograms 
 09 India      10 kilograms 
 08 Vietnam     20 kilograms 
 07 China      20 kilograms 
 06 Denmark     25.5 kilograms 
 05 Columbia     30 kilograms 
 04 Syrian Republic    50 kilograms 
 03 Canada     115.5 kilograms 
 02 United Kingdom    200 kilograms 

 01 United States  79,700 kilograms  99.3% 
SOURCE: UN International Narcotics Control Board 
website. Estimated  World Requirements of Narcotic 
Drugs in grams for 2014. http://www.incb.org . 
Accessed April 14, 2014  

U.S. Drug Enforcement Administration 
 Office of Diversion Control    
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Theft or Significant Loss 







Reporting Thefts or Losses 

• Must report thefts and significant 
losses to the DEA within one business 
day upon discovery (1301.76) 
 

• Should report all thefts to the local 
law enforcement agency and board 
of pharmacy 
 

• Must complete the DEA Form 106 
 



Reporting Thefts or Losses 
• To report a theft or loss of controlled 

substances on-line, visit the DEA’s Office 
of Diversion Control website at 
www.DEAdiversion.usdoj.gov  

 

• The electronic version of the DEA Form 
106, Report of Theft or Loss of Controlled 
Substances 

 

• Complete the form and submit it 
electronically 

 





Electronic DEA-106 

Section 1: Authentication and Report  
 
Section 2: Theft/Loss Details 
 
Section 3: Lost/Stolen Product Entry Page 
 
Section 4: Signature 
 
Section 5: Theft/Loss Summary 
 
Section 6: Controlled Substance Summary 
and Certification 
 
Section 7: Submit Report 
 
Section 8: Print 

APPLICATION  STRUCTURE 



DRUG THEFT LOSS SYSTEM - Electronic DEA-106 

Drug Theft/Loss Login Screen 

Section 1:  
Authentication & Report  



DRUG THEFT LOSS SYSTEM 
Electronic DEA-106 

The Login Confirmation Screen  
will be displayed, showing the registrant’s 
name, address, and business activity.   
 
This is a sample of the login confirmation 
page, with registrant name and address 
information removed. 
 

New Report  will open a blank report 
for completion  
 
Cancel  will terminate the application 
without transmitting any data 
 
Add/Amend Report will allow 
registrants to change data on 
previously submitted reports after 
verifying user credentials. 



DRUG THEFT LOSS SYSTEM 
Electronic DEA-106 

Previous  - Return to Login Confirmation 
page;   
      
Cancel  - Terminate the application without 
transmitting any data;        
 
Next will proceed with the application  

Section 2:  
Theft Loss Details 

In this section you will provide 
background information relating to 
the  theft or loss incident 
including: 
 

• Date, place, and time 
• Type of incident 
• Estimated value 
 

Responses to the type of incident 
may require additional information. 
 



Summary 
 Prescriptions not written in the usual course of 

professional practice are not valid. 
 

 Drugs dispensed pursuant to invalid 
prescriptions are not for legitimate medical 
purpose, the drugs are being diverted. 
 

 Not limited to Internet pharmacies. 

84 



Summary 
 A pattern of drugs being distributed to 

pharmacies who are diverting controlled 
substances demonstrates the lack of effective 
controls against diversion by the distributor 
 

 The DEA registration of the distributor could be 
revoked under public interest grounds 

85 



Summary 
 Any Distributor who is selling controlled substances that 

are being dispensed outside the course of professional 
practice must stop immediately 

 
 DEA cannot guarantee that past failure to maintain 

effective controls against diversion will not result in 
action against a distributor 

86 



Summary 

www.deadiversion.usdoj.gov 
 

 Current Revocation Actions 
 Policy Changes 
 Validation of Registration 
 Links to web sites with useful information (AMA, Pain 

Management, Pharmacy, etc.) 
 Other 

87 



Questions  ? 

06/2013 Office of  Diversion Control    88 
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