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Background
• Those who have been on either side of a courtroom battle on chronic opioid therapy have seen 

experts and lawyers spend a great deal of time arguing about the extent and nature of risk 
mitigation and patient education necessary to demonstrate that the prescriber issued a valid 
controlled substance prescription. 

• The focus of expert testimony is on whether the prescriber engaged in meaningful risk evaluation 
and monitoring practices, and whether the prescriber individualized medical care for the patient, 
based on specific history and behaviors as treatment went on. 

• This course will use published medical expert testimony and common expert reports of illegal and 
insufficient risk mitigation and patient education. 

• The main goal is to facilitate a prescriber's self-audit of risk mitigation practices and to help 
attendees improve documentation of risk mitigation protocols and patient education efforts. 

• In the era of COVID-19, a renewed effort to engage in meaningful risk mitigation is necessary for 
protecting patient access to quality pain care and creating a framework within which other 
practitioners may confidently assume care for patients when necessary and demonstrating 
appropriate prescribing of chronic opioid therapy.
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Learning Objectives

• OBJECTIVE 1 - Examine DEA’s current position on controlled substance prescribing 
and telemedicine during the COVID-19 Public Health Emergency3

• OBJECTIVE 2 – Review examples of current medical licensing board position 
statements and rules on risk mitigation for chronic pain management.

• OBJECTIVE 3 – In a brief case discussion format, review various government and 
defense medical expert statements made in actions against prescribers 
(administrative and criminal) regarding the prescriber’s duty to take reasonable steps 
to prevent abuse and diversion.

• OBJECTIVE 4 - Identify educational concepts and resources for patients and practice 
staff to facilitate “reasonable steps” to prevent abuse and diversion of, and adverse 
outcomes associated with, opioids.
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DEA’s current position on 
controlled substance 

prescribing and telemedicine 
during the COVID-19 Public 

Health Emergency

Objective 1
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COVID-19 Public Health Emergency and Addition of DEA Guidance on Prescribing

https://www.deadiversion.usdoj.govhttps://www.deadiversion.usdoj.gov
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DEA’s COVID-19 Web Page
https://www.deadiversion.usdoj.gov/coronavirus.html. 
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DEA’s COVID-19 
PRESCRIBING 

GUIDANCE 
(Current as of August 11, 2020)

https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
023)(DEA075)Decision_Tree_(Final)_33120_2007.pdf
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https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-
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DEA’s COVID-19 TELEHEALTH GUIDANCE

• https://www.deadiversion.usdoj.gov/coronavirus.html Scroll down the page to telemedicineBolen-PainWeek Virtual 2020-MDL02 12
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DEA Final Policy 
Statement on Obligation 

to “Take Reasonable 
Steps to Prevent Abuse 

and Diversion”

• Published on 9/6/2006

• Federal Register link: 
https://www.govinfo.gov/cont
ent/pkg/FR-2006-09-
06/pdf/FR-2006-09-06.pdf, 
accessed on 8/10/2020 (Go to 
page 52716-52723.

Bolen-PainWeek Virtual 2020-MDL02 13

https://www.govinfo.gov/content/pkg/FR-2006-09-06/pdf/FR-2006-09-06.pdf


DEA Final Policy 
Statement
• Published on 9/6/2006

• Federal Register link: 
https://www.govinfo.gov/cont
ent/pkg/FR-2006-09-
06/pdf/FR-2006-09-06.pdf, 
accessed on /10/2020, go to 
page 52716-52723.
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Review examples of current 
medical licensing board 
position statements and 
rules on risk mitigation for 
chronic pain management.

Objective 2
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Risk Mitigation in Phases – Begin at the first encounter and 
continue throughout the practitioner-patient relationship

ß NEW PATIENTS à

ESTABLISHED PATIENTS

Risk Evaluation 
Prior to Opioid 

Prescribing

Risk Stratification 
and Implications 

for the Treatment 
Plan

Risk Monitoring 
and Response to 
Patient Behaviors
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New Hampshire Medical Board’s 
Definition of Risk Assessment

“Risk assessment” [in NH] means a 
process for predicting a patient’s 
likelihood of misusing or abusing opioids 
in order to develop and document a level 
of monitoring for that patient.

SOURCE: New Hampshire Medical Board 
Rules, Rule 502, Opioid Prescribing, 
Effective 5/3/16, available online at 
https://www.oplc.nh.gov/medicine/docu
ments/med502-adopted.pdf. Accessed 
8/24/20.
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Example Licensing Board 
Requirement on Risk Evaluation

• New Hampshire Medical Board –
Required evaluation and list of board-

approved risk assessment tools, 
available online at 

https://www.oplc.nh.gov/medicine/o
pioid-prescribing.htm. 
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Example Licensing 
Board Requirement 
on Risk Evaluation

• New Hampshire Medical Board – Required evaluation and list of board-
approved risk assessment tools, available online at 
https://www.oplc.nh.gov/medicine/opioid-prescribing.htm. 
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New Hampshire Medical Board 
and UDT/Use of Test Results; 
Coverage to Manage Patients

SOURCE: New Hampshire Medical Board Rules, Rule 502, Opioid 
Prescribing, Effective 5/3/16, available online at 
https://www.oplc.nh.gov/medicine/documents/med502-adopted.pdf. 
Accessed 8/24/20.
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Alabama Medical Board’s 
Risk Evaluation & 

Monitoring Requirements
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Alabama Medical 
Board’s Material on 
Prescribing Controlled 
Medication

• SOURCE: https://www.albme.org (Select tab for professionals and scroll 
down to ”Prescribing Issues”) 
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Alabama Medical 
Board’s Prescribing 
FAQs and Related 

Documents

• SOURCE: 
https://www.albme.org/csfaq.html
. 
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Alabama Medical Board’s 
Position on Risk Evaluation 
and Monitoring 
(Prescribing Standards)

• SOURCE: https://www.albme.org/csfaq.html. 
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Indiana Medical 
Board and Drug 
Testing for Risk 
Mitigation
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Indiana Medical Board on 
Using UDT in Risk Mitigation

• Excerpted from Indiana Pain Management 
Final Prescribing Rule, Indiana Medical 
Licensing Board, 9/25/14. 

• Summary created by the Indiana State 
Medical Association as updated on 10/25/16.

• Available online at 
https://www.in.gov/isdh/28027.htm and 
https://www.ismanet.org/pdf/legal/IndianaPain
ManagementPrescribingFinalRuleSummary.pdf. 
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Government and Defense medical 
expert statements describing the 
prescriber’s risk mitigation duties

Objective 3 - Making Risk Mitigation Meaningful and Demonstrating 
Conduct within the Usual Course of Professional Practice
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Government’s 
Expert Witness 
Disclosure in 
United States v. 
Couch and Ruan

Document 377-1 in United States v. 
Couch and Ruan, et al., 1:15:CR-
0088-CG-B, filed 12/2/16
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Government Expert Witness Testimony Disclosures
(extracted from US v. Couch and Ruan, 1:15-CR-0088-CG, Document 377-1, filed 12/2/16)
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Risk Mitigation:     
Balancing Risks and 

Benefits 

GOVERNMENT MEDICAL EXPERT IN US v. 
STEPHEN SCHNEIDER; District of Kansas; 
Convicted in 2010.

Bolen-PainWeek Virtual 2020-MDL02 30



Government Expert Testimony 
Regarding Aberrant Behaviors and 
the Risk/Benefit Analysis

• Trial Testimony of Graves Owen, MD (for the 
Government) in US v. Schneider, 6:07-CR-10234, 
Doc. 623, Filed 4/4/11 (Convicted in 2010). 
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Government Expert Testimony 
Regarding Aberrant Behaviors and 
the Risk/Benefit Analysis

• Trial Testimony of Graves Owen, MD (for the 
Government) in US v. Schneider, 6:07-CR-10234, 
Doc. 623, Filed 4/4/11 (Convicted). 
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Government Expert Testimony 
Regarding Aberrant Behaviors and 
the Risk/Benefit Analysis

• Trial Testimony of Graves Owen, MD (for the 
Government) in US v. Schneider, 6:07-CR-10234, 
Doc. 623, Filed 4/4/11 (Convicted). 
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Government Expert 
Testimony Regarding 

Aberrant Behaviors and 
the Risk/Benefit Analysis

• Trial Testimony of Graves Owen, MD (for the Government) 
in US v. Schneider, 6:07-CR-10234, Doc. 623, Filed 4/4/11 
(Convicted). 
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Government Expert Testimony 
Regarding Aberrant Behaviors and 
the Risk/Benefit Analysis

• Trial Testimony of Graves Owen, MD (for the 
Government) in US v. Schneider, 6:07-CR-10234, 
Doc. 623, Filed 4/4/11 (Convicted). 
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Risk Mitigation:     
Do Not Ignore Red 

Flags including 
Alcohol and 

Marijuana Use

GOVERNMENT MEDICAL EXPERT (DOUG KENNEDY) IN 
CYNTHIA CADET, MD, DEA DECISION & ORDER (2011); 
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Does it matter if you assess for a Cannabis Use Disorder 
when you prescribe chronic opioid therapy? 

Does it matter if you drug test for THC?

• Cynthia M. Cadet, MD, DEA 
Decision and Order, Federal 
Register, Vol. 76, No. 67 
(Thursday, April 7, 2011), 
available online at 
https://www.deadiversion.us
doj.gov/fed_regs/actions/201
1/fr0407_5.htm. 
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Does it matter if you perform toxicology tests?

Does it matter if you perform PDMP checks?

• Cynthia M. Cadet, MD, DEA Decision and 
Order, Federal Register, Vol. 76, No. 67 
(Thursday, April 7, 2011), available online at 
https://www.deadiversion.usdoj.gov/fed_reg
s/actions/2011/fr0407_5.htm. 
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Does it matter if you monitor and 
address “red flags”?

• Cynthia M. Cadet, MD, DEA Decision and 
Order, Federal Register, Vol. 76, No. 67 
(Thursday, April 7, 2011), available online at 
https://www.deadiversion.usdoj.gov/fed_reg
s/actions/2011/fr0407_5.htm. 
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Does it matter if you assess for a 
Cannabis Use Disorder when you 
prescribe chronic opioid therapy? 

Does it matter if you drug test for 
THC?

• Cynthia M. Cadet, MD, DEA Decision and 
Order, Federal Register, Vol. 76, No. 67 
(Thursday, April 7, 2011), available online at 
https://www.deadiversion.usdoj.gov/fed_reg
s/actions/2011/fr0407_5.htm. 
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Risk Mitigation: 
2010 Defense 

Position on Alcohol 
and Marijuana

DEFENSE MEDICAL EXPERT IN US v. SHAYGAN, SDFL, 
Defendant Acquitted in 2009. 
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A DEFENSE EXPERT’S 
PERSPECTIVE ON 

ALCOHOL & 
MARIJUANA

Carol Warfield, MD in US v. Shaygan,
1:08-CR-20112-ASK, Document 324, 
Warfield Testimony; Defendant was 
Acquitted in 2009.
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A DEFENSE EXPERT’S GENERAL PERSPECTIVE ON 
ALCOHOL AND MARIJUANA

Carol Warfield, MD in US v. Shaygan (Acquitted)(2009)
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NOTE: TODAY’S EXPERT WITNESS POSITIONS ON 
ALCOHOL AND MARIJUANA MAY BE DIFFERENT

• See Drug Enforcement Administration, Lesly Pompy, MD, 
Decision and Order, Fed. Reg., Vol. 84, No. 208, October 28, 
2019, p. 57749, 57754. Alcohol and Opioids; Risk 
Mitigation; MDL05 PainWeek OnDemand Program. 

• See Drug Enforcement Administration, Kaniz F. Khan-
Jaffery, MD, Decision and Order, Fed. Reg., Vol. 85, No. 146, 
Wednesday, July 29, 2020, available online at 
https://www.deadiversion.usdoj.gov/fed_regs/actions/202
0/fr0729_4.pdf. Alcohol and Opioids; Risk Mitigation; 
MDL06 PainWeek OnDemand Program. 

https://www.deadiversion.usdoj.gov/fed_regs/actions/2020/fr0729_4.pdf


Licensing Board 
Example on Medical 

Record 
Documentation 

Guideline
NORTH CAROLINA
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NORTH CAROLINA 
MEDICAL BOARD 
POSITION STATEMENTS
• Medical Record Documentation

• Illustration of tie to Risk Mitigation in Pain 
Management; NOTE: Caution about EMR pre-populating 
certain fields without updating information to reflect 
the medical record charting requirement of the board.

• Position statements available online at 
https://www.ncmedboard.org/images/uploads/other_p
dfs/PS_October2015.pdf. 
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NORTH CAROLINA 
MEDICAL BOARD 
POSITION STATEMENTS

• Pain Management and Risk Mitigation: A 
helpful list of items for physicians

• Position statements available online at 
https://www.ncmedboard.org/images/uploa
ds/other_pdfs/PS_October2015.pdf. 
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NORTH CAROLINA 
MEDICAL BOARD 
POSITION STATEMENTS
• Pain Management and Risk Mitigation: 
Recommendations for Primary Care

• Position statements available online at 
https://www.ncmedboard.org/images/uploads
/other_pdfs/PS_October2015.pdf. 
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• SOURCE: https://store.samhsa.gov/product/preventing-use-marijuana-
focus-women-and-pregnancy, at p. 10.

https://store.samhsa.gov/product/preventing-use-marijuana-focus-women-and-pregnancy


Risk Mitigation Tool You Can Use to 
Screen for Cannabis Use Disorder 
(CUDIT-R)

• SOURCE: Adamson SJ, Kay-Lambkin FJ, Baker AL, et 
al. An improved brief measure of cannabis misuse: 
the Cannabis Use Disorders Identification Test-
Revised (CUDIT-R). Drug Alcohol Depend. 
2010;110(1-2):137-143. 
doi:10.1016/j.drugalcdep.2010.02.017, available 
online at 
https://pubmed.ncbi.nlm.nih.gov/20347232/. 

50

https://pubmed.ncbi.nlm.nih.gov/20347232/


OPPORTUNITIES FOR PATIENT & 
STAFF EDUCATION DURING THE 
COVID-19 ERA
PART INFORMED CONSENT; PART RESPONSIBLE PRESCRIBING – IN A NEW REALITY
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NEVER FORGET: 
Informed Consent for Treatment Involving 

Controlled Substances 
IS A PROCESS – NOT JUST A PIECE OF PAPER
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Common Educational Topics to Facilitate Informed Consent for Patients

SAMPLE SOURES FOR PATIENT EDUCATIONAL MATERIAL: 
https://www.cdc.gov/drugoverdose/patients/index.html; https://www.fda.gov/patients; 
https://store.samhsa.gov/?f[0]=publication_target_audience:6038. 

General Educational Areas for Patients

Goals of pain 
management 
and practice 
approach to 
measuring 

function and 
treatment 
outcomes

Use of drug 
testing and 
other tools 
used by the 
practice to 

monitor 
patient and 
treatment 

safety

Risk Mitigation 
(Safe Use, Safe 
Storage, Safe 
Disposal of 
Controlled 
Medication

Naloxone Kits 
and Reasoning

Coordinating 
Care and Use 
of Referrals
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PRE-COVID: INFORMED CONSENT EDUCATIONAL PROCESS

• Use of an informed consent process, rather than just a piece of paper, to 
educate the patient and that is kept updated throughout the practitioner-
patient relationship. The foundation for informed consent pre-COVID-19 
typically included:
• 1. Risks associated with the use of controlled substances, 
• 2. Expected benefits the patient may derive from the use of the 

medications contemplated under the treatment plan, 
• 3. Special issues regarding treatment, including the requirement of filling 

a naloxone prescription in the patient’s individual case, and 
• 4. Treatment alternatives to controlled substance therapy. 

• Patient education also typically covered a discussion regarding the things that 
might put the patient at risk of an accidental overdose, including drug-drug 
interactions (opioids and ETOH, opioids and BZO) and the safe storage, use, 
and disposal of controlled medication. 
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DURING COVID: Patient Informed Consent Process 
(Education) Should Also Address:

• The complications raised by COVID-19 in terms of risks: 
• If a patient contracts COVID-19, risk of respiratory depression is 

significant and may be more problematic when patient is using 
opioids during illness. 
• Anxiety is heightened and the temptation is great to reach for 

something “to calm the nerves.” Use telemedicine to reeducate 
the patient and provide coordinated care opportunities. 
• Use telemedicine to perform medication counts and improve 

efforts to track opioid and related controlled medication use or 
use of medication that has a sedative effect on patient. 
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Patient Education Tool –
Reduce Stress and 
Anxiety During COVID

• Stress and Anxiety in Chronic Pain Patients is 
nothing new. 

• Use this as an additional educational tool to 
show that you are trying to keep your patients safe 
and that you are showing them non-drug tools to 
help themselves. 

• Available online at 
https://store.samhsa.gov/product/Feeling-Stressed-or-
Anxious-About-the-COVID-19-Pandemic/PEP20-01-01-
015?referer=from_search_result. 
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Educational Sources for Practice Staff – New 
Items Posted on Websites Listed Below
Centers for Disease Control & Prevention

• https://www.cdc.gov/drugoverdose/providers/index.html

Substance Abuse Mental Health Services Administration
• Guidance for Law Enforcement and First Responders on Naloxone Administration During 

the Time of COVID (5/8/20), available online at 
https://www.samhsa.gov/sites/default/files/guidance-law-enforcement-first-responders-
administering-naloxone.pdf. 

• Considerations for the Care and Treatment of Mental and Substance Use Disorders in the 
COVID-19 Epidemic: March 20, 2020 Revised: May 7, 2020, available online at 
https://www.samhsa.gov/sites/default/files/considerations-care-treatment-mental-
substance-use-disorders-covid19.pdf. 
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Sample 
Self-Audit 

Tasks
Give yourself 10 points for 
each task accomplished

58

Completed? Task

Review current licensing board guidelines and/or rules on opioid prescribing, including 
chronic pain management.

Create a checklist of “shall” and “should” (or similar terminology” used by your licensing 
board to identify the prescribing standard of care in your state (or to identify what it takes 
to prescribe for a legitimate medical purpose while acting in the usual course of 
professional practice).

Review a couple of charts and see where you stand on your medical record documentation. 

Make a checklist of necessary improvements.

Review current practice forms and templates focused on Risk Evaluation, Stratification, and 
Monitoring. 

Review your charting of this information. Do you have complete charts readily available and 
do they contain an initial and follow-up notes reflecting the steps taken by the provider to 
evaluate risk and present provider findings and medical decision-making that is 
individualized to the patient with minimal boilerplate and carried forward irrelevant 
information? 

Is the treatment plan consistent with the risk findings? Does the treatment plan include exit 
strategies for the opioids if the patient fails treatment goals? 

Compare timing of receipt of drug test results with the timing of provider counseling of the 
patient regarding unexpected results; Are providers responding in a timely and appropriate 
fashion based on the individual patient’s situation? Or, do charts show unreasonable delays 
in provider response to inappropriate test results? 

Update charts and forms with relevant COVID-19-related disclosures (telemedicine, 
additional risks if faced with COVID) and educational material. 



SUMMARY 
POINTS 
& 
THANK YOU!

Jen Bolen, JD

jbolen@legalsideofpain.com

865-755-2369
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