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Public Health Epidemic 
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Public Health Epidemic 
 2016: 63,632 drug-related overdose deaths (estimated 72,000 in 2017) 

 Age-adjusted rate: 19.8 per 100,000 
 42,249 (66.4%) involved an opioid 
 116 opioid-related deaths per day 
 2016 opioid overdose death rate 21% higher than 2015 rate 
 Adults aged 25-34, 35-44, and 45-54 experienced the highest rates of 

drug overdose deaths in 2016 
 An estimated 21-29 percent of patients prescribed opioids for chronic pain 

misuse them 
 Between 8 and 12 percent develop an opioid use disorder 
 Approximately 4 to 6 percent who misuse prescriptions transition to 

heroin 
 About 80 percent of heroin users first misused prescription opioids 

 Estimated $504 billion in economic costs 

4 
Hedegaard, H., Warner, M, & Minino, A. M. (2017). Drug overdose deaths in the United States, 1999 2015. NCHS Data Brief No. 273. CDC; 2016 National Survey 
on Drug Use and Health; Mortality in the United States, 2016 NCHS Data Brief No. 293, December 2017; CEA Report: The underestimated cost of the opioid crisis, 
2017. 
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How Did We Get Here 
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1990s 
• Pain as “the 5th vital 

FSMB. (1998). Model guidelines for the use of controlled substances for the treatment of pain: A policy document of the 

Federation of State Medical Boards of the United States, Inc. Dallas, TX. 

sign” 

1996 
• OxyContin 

marketed 
• Medical boards 

curtailed restrictions 
on laws governing 
the prescribing of 
opioids for the 
treatment of chronic 
non cancer pain 

2000 
• JCAHO Pain 

Management 
Standards “right to 
pain relief” 

• Opioids considered 
highly effective and 
safe, with no focus 
on adverse effects or 
addiction potential 

• “…no disciplinary 
action will be taken 
against a practitioner 
based solely on the 
quantity and/or 
frequency of opioids 
prescribed.” 



How Did We Get Here 
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Internet 
Ryan Haight 

Act 

Florida 
Pain 

Clinics 
State 

Legislation 

Migration 
of Clinics 

Overdose 
Deaths 



   
  

The Controlled Substances Act: 
Accountability & Compliance 



 
 

 
 
 

Diversion Control Division Mission 

ensuring an adequate and 
uninterrupted supply for 

legitimate medical and 
scientific purposes 
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To prevent, detect, and 
investigate the diversion of 
controlled substances from 
legitimate sources 

while 



Diversion Control Division 

Goal: 
COMPLIANCE 

Target: 
DIVERSION 

10 



Compliance: Life or Death Issue 
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Practitioners 
1,269,787 

Importers 
420 

Exporters 
407 

Manufacturers 
723 

Distributors 
1,131 

Researchers 
8,252 Mid Level 

Practitioners 
348,620 

Hospitals/Clinics 
16,349 

Pharmacies 
69,658 

Active Registrants 

1,722,526* total (nationwide) 

*Source: RICS 
Date Prepared:  12/05/2017 *Chart totals represent some, not all, DEA registrants 12 



 
      

Michigan Registrant Population 
(52,927 registrants*) 

 Manufacturers: 17 
 Distributors: 24 
 Practitioners: 37,913 
 NPs/PAs: 10,845 
 Pharmacies: 2,577 
 Opioid Treatment Programs: 43 
 DATA-Waived Practitioners: 1,240* 

*2.5% 

13 
*Source: RICS 

Date Prepared:  10/2/2018 *not all registrants are represented by the listed categories 



Importer 

Practitioner 

Pharmacy 

Distributor 

Manufacturer 

Patient 

The CSA’s 

Closed System of Distribution 



Scheduled 
Inspections 

Security 
Requirements 

Recordkeeping 
Requirements 

ARCOS 

Established 
Quotas 

Registration 

Established 
Schedules 

Maintaining the CSA’s 

Closed System of  Distribution 



Closed System of Distribution 
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The DEA is responsible for: 
 The oversight of the system 
 The integrity of the system 
 The protection of the public health 

and safety 

DEA does NOT regulate the practice of medicine 



  

 
 

 
  

 
 

 
  

 

 

 

 
 

 

  

 

 
 

How Does DEA Combat Diversion? 
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Regulatory 
Action 

Registration 
(100,000 applications 

annually) 

Regulatory 
Investigations & 

Inspections – 
Recordkeeping and 

Security 

Monitoring chain of 
distribution/ 

suspicious orders, 
reported thefts, and 
significant losses 

Administrative 
Action 

Scheduled 
Inspections 

Letters of 
Admonition 

Memorandums of 
Agreement 

Immediate 
Suspension 

Orders (ISOs) 

Order To Show 
Cause (OTSC) 
registrations 

Criminal/Civil 
Investigative 

Action 

Federal and 
State Level 

Diversion 
Groups 

Tactical 
Diversion 

Squads 



 
 

   

 

 

Prescription Requirements 
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In order to be legal, a 
prescription must be issued: 
• By a registered practitioner; 
• For a legitimate medical purpose; 
• In the usual course of professional 

practice. 

Pharmacist’s corresponding 
responsibility: 
• Corresponding responsibility 

rests with the pharmacist who 
fills the prescription. 

21 C.F.R. § 1306.04(a) 



 
 

 

Prescription Requirements 

 DEA does not define nor regulate 
medical practice standards 

 There are no federal laws or regulations 
that put limits on the quantity of 
controlled substances that may be 
prescribed 

 Some states or insurance providers may 
limit the quantities of controlled 
substances prescribed or dispensed 
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Impact of a Prescription 
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Prescription 
Dispensing 

Data 

DEA 
Assessment 

of Need 

Quota 

Manufacturer 
Quota 

Request 

PDMPs 

UN: Narcotics and Psychotropics Individual States 

?Patient 
Usage 



   
 

 

Research: Opioid Prescribing 
 Michigan Opioid Prescribing Engagement Network (OPEN) 

 Online at Michigan-OPEN.org and opioidprescribing.info 
 Printable resources for providers and patients 
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Issuing Multiple Prescriptions 
 A practitioner may provide individual patients with 

multiple prescriptions for the same Schedule II 
controlled substance, to be filled sequentially 

 The combined effect of these multiple prescriptions is 
to allow the patient to receive, over time, up to a 90-
day supply of that controlled substance 
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CARA: Partial Fills 

Section 702 amended 21 U.S.C. 829 
 A prescription for a controlled substance in 

Schedule II may be partially filled if: 
 It is not prohibited by state law; 
 The prescription is written and filled in accordance 

with federal and state law and regulations 
 The partial fill is requested by the patient, or the 

practitioner that wrote the prescription; and 
 The total quantity dispensed in all partial fillings 

does not exceed the total quantity prescribed 
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CARA: Partial Fills 

Remaining portions of a partially 
filled prescription for a controlled 
substance in Schedule II: 
 May be filled; and 
 Shall be filled not later than 30 days after the 

date on which the prescription is written 



 
 

Cause and 
Effect 

Reducing the prescribing 
of controlled substances 

to legitimate patients 



     Drug Addiction Treatment Act of 2000 



 

DATA Waivers 

 Approximately 2.5% of Michigan 
practitioners are DATA-waived 

 Learn more about buprenorphine 
and how to qualify for a DATA 
waiver at: 
 https://www.samhsa.gov/medication-

assisted-treatment/buprenorphine-
waiver-management/qualify-for-
physician-waiver 
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Obtaining a DATA Waiver 

28 Source: SAMHSA. (2016). 

Individual physician can apply to treat: 

Year 1: up to 30 patients Year 2: up to 100 patients Year 3 + beyond: up to 275 
patients 

DEA assigns a special identification number in addition to a 
physician’s regular DEA number 

SAMHSA verifies physician requirements 



   
    

Secure and Responsible 
Drug Disposal Act of 2010 



  

 

 

 

Patient Education 
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Monitor 
• Note how many pills are in your home 
• Keep track of refills 
• Control drugs prescribed to teens 
• NEVER share 

Secure 
• Protect prescriptions like valuables 
• Secure medication in a place only you know about 

Dispose 
• Properly dispose of unused or expired medicine 
• Practitioners: NEVER take back patient drugs 



   

  

 

  

 

Collection Receptacle Locations 
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Search for a disposal location online at: apps.deadiversion.usdoj.gov/pubdispsearch 

Pharmacies 

Long-Term Care Facilities 

Hospitals/clinics 

Opioid Treatment Programs 

Police Departments 



 
  

 

Resources for Drug Disposal 

 DEA Diversion website: 
www.deadiversion.usdoj.gov (click “Drug 
Disposal Information,” then “Search for an 
Authorized Collector Location”) 

 Rx Drug Drop Box: www.rxdrugdropbox.org 

 Dispose My Meds: www.disposemymeds.org 

 U.S. Food and Drug Administration: 
www.fda.gov (search “disposal”) 
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 Prescription Drug Monitoring Programs 
(PDMPs) 



 

 

PDMP Successes 

34CDC (2017). 
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