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Objectives 

Discuss why it is advisable to attempt alternative treatments prior 
to prescribing opioids and other controlled medications.

Detail a question a prescriber should always ask and document 
the answer to before re-issuing a prescription for a controlled 
medication. 

 Identify three sets of facts that must be documented in a medical 
record when a controlled medication is prescribed. 



Preview
Controlled medications
 Legal standard for prescribing

• Legitimate medical need
• Ordinary course of professional practice
• Reasonable steps to prevent harm
• Thorough documentation

CDC guideline
Adjusting the treatment plan
Urine drug testing
Questions and discussion



Controlled Medications

High potential for abuse
Federal Controlled Substances Act (schedules II through V)
State controlled substances acts
Greater risks yield greater duties

• Federal registration to prescribe 
• Reasonable steps to prevent harm 



Prescription Opioid Abuse 

4.3 million Americans abuse Rx opioids each year1

Decrease in prescription opioid-related deaths 
• CDC: 5% nationwide in 2012 (1st time in over a decade) 2

• 27% in FL between 2010 and 20123

• 27 % in WA between 2008 and 20124

• 29% in Staten Island between 2011 to 20135

Shortsightedness of approaches exposed
• Focusing solely on opioids for pain
• Supply reduction w/o corresponding demand reduction 



Stimulant Abuse 

17% of college students abuse Rx ADHD medications6

62% of college students diverted their Rx ADHD medications7

74% received from friend with prescription8

Linked to high stress levels and exam prep9

20% of middle & high school students with Rx are asked by friends 
for medications10

50% give medications to friends; bullying a factor11



Benzodiazepine Abuse 
 Overdose deaths involving benzodiazepines increased five-fold between 

2001 and 201412

 Benzodiazepine involvement in opioid related overdose deaths increased 
from 18% in 2004 to 31% in 201113

 PA: Present in 50% of drug-related overdose deaths (40% involved 
alprazolam)14

 GA: Misuse of alprazolam leading cause of drug-related death (35%, 231 out 
of 644) 15

 Increasingly used as date rape drug16

 AL: 33 arrests; 10,000 pills/liquid forms confiscated in 2015 (e.g., lorazepam 
and diazepam) 17



Counterfeits and Analogs
Counterfeit/analog fentanyl

• Synthetic opioid-related overdose death nearly doubled between 2013 and 2014. 18

• Data combines Rx and illicit fentanyl
• Most cases of fentanyl-related deaths linked to illicit fentanyl

• August 2013 – December 2015, law enforcement seized at least 239 kilograms of illicitly 
produced fentanyl. 19

• January – March 2016, 9 people died from counterfeit alprazolam pills containing fentanyl in 
Florida. 20

• March – April 2016, 52 overdoses and 10 deaths in Sacramento, California from counterfeit 
hydrocodone/acetaminophen pills containing fentanyl. 21

Heroin price, purity, and availability (FDA/CDC/NIDA)22



Standard for Prescribing Controlled 
Medications
1. Legitimate medical need
2. Ordinary course of professional practice
3. Reasonable steps to prevent harm (as part of 1 and 2)
4. Thorough documentation in medical record 

 Active Verification & Vigilance: A Method To Avoid Civil and Criminal Liability 
When Prescribing Controlled Substances

• Federal and state controlled substances acts
• Criminal liability (homicide)
• Civil liability (wrongful death, malpractice)
• Not a guarantee against need to defend 



CDC Guideline 
Recommended for primary care23

Recommends consulting a pain specialist as needed to provide 
optimal pain management

CMS and insurer adoption is occurring24

Licensing boards may consider voluntary guidelines when making 
determinations at hearings25

Health care must be individualized and unique medical needs and 
decisions documented



CDC Recommendations 1-6

1. Try non-pharmacologic and non-opioid pharmacologic 
treatments before opioids.

2. Document intended and actual clinical improvements. 
3. Counsel patients on risks and benefits. 
4. Try IR (vs. ER) opioids first.
5. Start with lowest effective dose. 
6. Prescribe in low quantities for acute pain. 



CDC Recommendations 7-12

7. Re-evaluate benefits and harms often. 
8. Assess risk factors and mitigate risks. 
9. Check PDMP before prescribing and periodically thereafter. 
10. Conduct UDT before prescribing and periodically thereafter. 
11. Avoid concurrent benzodiazepine use. 
12. Refer patients with opioid-use disorder to addiction treatment.



Legitimate Medical Need

Medical history
Physical exam
Verify diagnosis
Consider special populations (e.g., older adults, pregnant women) 

and special risks (e.g., history of substance use)
Tried non-pharmacologic or non-controlled pharmacologic option 

(lower risk)



Ordinary Course of Professional Practice

 Informed consent 
Counseling on risks and benefits
Written treatment plan 
Monitoring to ensure treatment remains suitable (“How has this 

treatment improved your life?”)
Adjustments to treatment plan 



Reasonable Steps To Prevent Harm+
+These steps are part of verifying legitimate medical need and the ordinary 
course of professional practice

Screening for substance use
• PMP data check 
• Urine drug testing 

Mental health exam
Pregnancy test 
 Follow label or document reasons for deviation
REMS compliance



http://www.accessdata.fda.gov/drugsatfda_docs/rems/ERLA_
opioids_2016-04-26_Patient_Counseling_Document.pdf



http://www.ethics.va.gov/docs/policy/Taking_Opioids_Respo
nsibly_2013528.pdf



Thorough Documentation
 Physical exam
 Medical need/diagnosis
 Tried non-pharmacologic/non-controlled pharmacologic
 Informed consent 
 Patient responsibilities form, including risks
 Written treatment plan
 PMP data
 UDT results and actions taken
 Benefits and detriments of treatment
 Discussions (“How has this treatment improved your life?”)
 Adjustments to treatment plan 



Adjusting the Treatment Plan

Kick up, not out (increase the level of care and supervision)
• Abandonment under civil law or professional rules
• Illicit substance use, overdose, or death

Jane C. Ballantyne, M.D., F.R.C.A., University of Washington, 
Practical Aspects To Following Opioid Guidelines, June 6, 2016

• Forced taper is only indicated for gross non-compliance and issues of safety
• Taper slowly (e.g., 10% per month) or use buprenorphine-assisted taper
• Consider opioid “maintenance” if taper is unsuccessful 



Urine Drug Testing
Written policy

• Compliance with standard of care and best practices
• Objective reasons for testing (vs. profiling and suspicion)
• Optimal use of limited health care resources 

Principles that can be adapted to meet individual needs
 Frequency of testing 
Test selections

• Analytes and metabolites
• Method (preliminary vs. definitive)

Document results, counseling, and treatment plan adjustments
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Conclusion

Thanks to PainWeek staff and conference sponsors
Thank you
Questions and discussion

Michael C. Barnes, J.D., M.I.E.P.
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