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Embrace Changes and Mitigate Legal Risks Associated with 
Opioid Prescribing: 

Renewed Focus on Risk Evaluation and Risk Mitigation

Jennifer Bolen, JD
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Disclosures for Jennifer Bolen, JD

• Consultant/Independent Contractor: Paradigm Labs/Paradigm 
Healthcare, relationship does not fully meet the disclosure 
requirement because I am not talking about a specific product at 
a CME event. However, I am disclosing this out of an abundance 
of caution and because this company will be at PainWeek and 
PainWeekends, and because I occasionally provide non-CME 
lectures for them.

• Advisory Board: Innovative Laboratory Solutions/Best Test Cups -
relationship does not involve any fees, but disclosing out of an 
abundance of caution. 
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Course 
Objectives 

11/22/19

• Identify com m on trends in legal actions against opioid 
prescribers.Identify

• List three com m on weaknesses associated with 
docum entation of risk assessm ent of patients for chronic 
opioid therapy.

• Describe how they can contribute to bad legal outcom es.

List and 
Describe

• Explain how to create a risk m itigation action plan and 
supporting docum entation.

Explain 
and Use

3
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OBJECTIVE 1:

Identify common trends in legal 
actions against opioid prescribers.

11/22/19

4

Who is examining your prescribing habits? 
What do all have in common? 

Society, including 
the Press

Patients

Other Providers

Regulators (Boards 
and Government 

Agencies, etc.)
Payors

Law Enforcement

Drug Dealers and 
Substance 
Abusers

11/22/19

5

Current 
Case/Investigative 

Trends 
-

2019

• Investigation and charging/settlement of 
cases involving Pain Specialists and Large 
Pain Care Medical Groups

• McCollum, et al – US District Court, Civil Whistleblower 
Fraud Case is Pending on Medically Unnecessary 
Prescribing, Medically Unnecessary Drug Testing, and 
other issues, South Carolina

• Comprehensive Pain Specialists, et al – US District 
Court, Criminal Case Conviction of Owners, Federal 
Whistleblower Case is Pending on Topic of Urine Drug 
Testing), Nashville, Tennessee

• Other cases and investigations before 
licensing boards and administrative 
agencies

6
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DEA DIVERSION 
CONTROL UNIT 

–
Administrative 
and Criminal 
Cases Against 

Doctors

• SOURCE: 
https://www.deadiversion.usdoj.gov/crim_admin_actions/index.html

11/22/19
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POSITION OF TRUST
AT THE HEART OF THE MATTER:
The way it is argued in court or through medical experts in 
inappropriate prescribing cases:
Did you recklessly disregard your duties of care?

The way it is argued in court or through medical experts in fraud cases: 
Do your actions and documents show you are putting money before 
reasonably prudent medical decision-making?

11/22/19
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Example: Sentencing Decision in 
US v. Schneider – Position of Trust

11/22/19
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Example: Sentencing Decision in 
US v. Schneider – Position of Trust

11/22/19
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Example: Sentencing Decision in 
US v. Schneider – Position of Trust

11/22/19
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Federal Legal Requirements 
for a Valid Controlled 

Substance Prescription
From the Code of Federal Regulations and the DEA’s Final 

Policy Statement of 2006

1 1 /2 2 /1 9
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Three Federal 
Resources on 

“Valid” Controlled 
Substance 

Prescriptions

DEA Diversion Website –
https://www.deadiversion.usdoj.

gov/

11/22/19
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Code of Federal 
Regulations

–
Purpose of Issue 

–
Valid Controlled 

Substance 
Prescription

• SOURCE: DEA Diversion Website, Code of Federal Regulations, available online 
at https://www.deadiversion.usdoj.gov/21cfr/cfr/1306/1306_04.htm

11/22/19
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DEA DIVERSION 
CONTROL UNIT 

–
Significant 
Guidance 

Documents

• Accessed 8/22/19; Available online at 
https://www.deadiversion.usdoj.gov/guide_docs/index.html

15
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Process Visual for “Valid” Controlled Substance Prescription – CFR 
+ DEA Policy Statement of 2006, available online at 
https://www.deadiversion.usdoj.gov/fed_regs/notices/2006/fr09062.htm

Legitimate 
Medical Purpose
• One or more generally 

recognized medical 
indication for the use of 
the controlled 
substance

Usual Course of 
Professional 
Practice
• According to licensing 

and professional 
standards, including 
consideration of 
licensing board 
material;    

• Steps of a “Reasonably 
Prudent” Practitioner

Reasonable Steps 
to Prevent Abuse 
and Diversion
• Proper Risk Evaluation, 

Stratification, and 
Monitoring Protocols, 
including overdose risk 
evaluation

• PDMP , UDT, 
NALOXONE, OPIOID 
TRIAL, VISIT 
FREQUENCY, 

• Many other 
“reasonable steps”

11/22/19
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DEA Diversion 
Website –

Resource Page 
on Manuals 
(Accessed 
8/22/19)

https://www.deadiversion.usdoj
.gov/pubs/manuals/index.html

11/22/19
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DEA Resource on “Valid” Controlled 
Substance Prescriptions

• DEA Practitioners Manual 

• DEA hasn’t updated this manual since 2006!

• Resource accessed online 8/22/19, available online at 
https://www.deadiversion.usdoj.gov/pubs/manuals/pract/
pract_manual012508.pdf

11/22/19
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11/22/19

Resource accessed online 8/22/19, available online at 
https://www.deadiversion.usdoj.gov/pubs/manuals/pract/pract_manual012508.pdf

19

OBJECTIVE 2

List three common weaknesses 
associated with documentation of 
risk assessment of patients for 
chronic opioid therapy, and describe 
how they can contribute to bad 
legal outcomes.

11/22/19
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LEGAL PERSPECTIVE: 

Three common risk mitigation weaknesses – chronic opioid therapy

11/22/19

1
• Poor Risk Assessment/Mitigation Process and Follow Through. 

2
• Untimely Use of Information gathered through Risk 

Assessment/Evaluation and Patient Encounters.

3
• Failure to Coordinate Care with Other Healthcare Providers and 

Lack of Patient Education Related to Coordination of Care Issues.

21
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Legal Perspective: Basic Risk Mitigation Process

11/22/19

Assess

Weigh Risks and 
Benefits; Stratify 

Patient into Risk Zone

Reassess, Prudent 
Care, Coordination of 

Care

22

Medical Expert Testimony 
on Common Expectations 

and Weaknesses
Just a few examples out of many

1 1 /2 2 /1 9

23

EXAMPLES OF RISK MITIGATION FAILURES COMMONLY IDENTIFIED IN LITIGATION

Examples: (The list is much more in-depth and outside the scope of this course)
Unsupported diagnosis or use of “chronic pain” label
Failure to obtain, review, and consider past medical records and pain treatment

Failure to perform targeted physical exam
Failure to write a treatment plan that demonstrates use of reasonably prudent medical decision-making
Failure to obtain a psychiatric consultation. Failure to consider the weight of the patient’s psych history: PTSD, 
Panic Attacks, Anxiety, etc. 
Failure to consider the overall “weight” of the patient’s substance use history: DUI Hx, loss of license, History 
THC abuse, cocaine use, crack, heroin, ETOH. 
Failure to consider all domains of risk when determining the potential for harm to the patient if the treatment 
plan involves opioids. Failure to provide a meaningful assessment of the risks and benefits – given only in 
boilerplate paper as “informed consent” or as a “Narcotic Contract” – Paper over process
Failure to address the Naloxone issue. 

Failure to reassess and redirect; Failure to obtain input from others in the patient’s circle of medical care.

11/22/19
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11/22/19
EXAMPLES OF RISK MITIGATION FAILURES – Through the Eyes of Medical Experts

Failure Testified To by Medical Expert Government Expert Case and Trial Testimony Year

Failure to obtain, review, and build a “database” of the 
patient’s individual case

L. Douglas Kennedy, MD US v. Volkman, 2011 (Convicted)

Failure to consider the patient’s behavioral health history 
and relationship with BH medication

L. Douglas Kennedy, MD US v. Volkman, 2011 (Convicted)

Failure to appreciate medical risks (respiratory-related) Ted Parran, MD US v. Schneider, 2010 (Convicted)

Failure to Properly Supervise Physician-Extenders; Failure of 
MD to be involved with patient 

Ted Parran, MD US v. Schneider, 2010 (Convicted) 

Failure to consider Aberrant, Drug-Related Behaviors Ted Parran, MD US v. Schneider, 2010 (Convicted)

Failure to Coordinate Care in the Complex Patient L. Douglas Kennedy, MD US v. Volkman, 2011 (Convicted)

Failure to Re-Evaluate the Treatment Plan based on 
Risk/Benefit Analysis, Patient Response, and patient 

Behavior
Christopher J.  Gilligan, MD US v. Zolot, 2013-2014 (Defendants 

Acquitted)

Failure to Consider Common Risk Factors Christopher J. Gilligan, MD US v. Zolot, 2013-2014 (Defendants 
Acquitted)

25

Failure to Re-Evaluate 
the Treatment Plan in 

Light of Patient 
Response and 

Compliance 
–

Government Expert 
Christopher Gilligan, 
MD, US v. Zolot and 

Pliner (Both Acquitted); 

Affidavit Produced in US 
v. Zolot, 12/9/2013, 

D.Mass., 11-CR-10070

11/22/19
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Failure to Consider 
Common Risk Factors 

(Part 1)
–

Government Expert 
Christopher Gilligan, 
MD, US v. Zolot and 

Pliner (Both Acquitted); 

Affidavit Produced in 
US v. Zolot, 12/9/2013, 
D.Mass., 11-CR-10070

11/22/19
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Failure to Consider 
Common Risk Factors 

(Part 2)
–

Government Expert 
Christopher Gilligan, 
MD, US v. Zolot and 

Pliner (Both Acquitted); 

Affidavit Produced in US 
v. Zolot, 12/9/2013, 

D.Mass., 11-CR-10070

11/22/19
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Failure of MD to 
Consider Developing 

Patient Risks 
(Aberrant, Drug-

Related Risks) and 
Continuing to 

Prescribe Despite 
these Risks: 

Ted Parran, MD, in US 
v. Schneider (2010 
Trial Testimony); 

Case 6:07-cr-10234-
MLB Document 627 

Filed 04/04/11.

• ENUMERATED ADRBs

• Repeated stolen medication

• In withdrawal at office visits

• Prior crack cocaine addiction

• Repeated drug screen failures

• Evidence of doctor-shopping

• Evidence of multiple 
pharmacies

11/22/19
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Failure of MD to Properly 
Consider Medical Risks 

(Respiratory) while 
Prescribing Opioids: 

Ted Parran, MD, in US v. 
Schneider (2010 Trial 

Testimony); 

Case 6:07-cr-10234-MLB 
Document 627 Filed 

04/04/11.

11/22/19
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Failure of MD to Properly Supervise Physician-Extenders and Be Involved 
in Patient Care: Ted Parran, MD, in US v. Schneider (2010 Trial 
Testimony); Case 6:07-cr-10234-MLB Document 627 Filed 04/04/11.

11/22/19

31

Failure of MD to Evaluate Risk 
(in General)

Government Expert 

Doug Kennedy, MD, in 
US v. Volkman (2011 Trial 

Testimony); 

Case: 1:07-cr-00060-SSB Doc #: 
293 Filed: 04/06/11 Page: 2 of 

106 PAGEID #: 3188

11/22/19
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Failure of MD to Consider 
Behavioral Health History and 
Behavioral Health Medication 

Compliance

Government Expert 

Doug Kennedy, MD, in 
US v. Volkman (2011 Trial 

Testimony); 

Case: 1:07-cr-00060-SSB Doc #: 
285 Filed: 04/04/11 Page: 6 of 

74 PAGEID #: 2650

11/22/19
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LEGAL PERSPECTIVE: 

What is Risk Assessment?

1 1 /2 2 /1 9

• The identification of 
INDIVIDUAL AND OTHER 

KNOW OR READILY ASSESSED 
FACTORS that MAY lead to 

adverse outcomes.

34

LEGAL 
PERSPECTIVE: 

Commonly 
described 

(and readily 
assessable) 
Risk Factors

• Factors include: 

• Patient and fam ily history of 
substance use (drugs including 
prescription m edications, alcohol, 
and m arijuana)

• History of opioid use (patient Hx 
and current PDM P Evaluation)

• Overdose history

• Patient m edication use history

• Opioids now

• Opioids recent (last 3 to 6 
m onths)

• Others now and recent past 
(last 3 to 6 m onths)

• Risk Factors Continued: 

• Mental health/psychological conditions 
and history

• Insomnia or other sleep disorders

• Abuse history including physical, 
emotional, or sexual abuse. 

• Pregnancy or planning one

• Health conditions that may increase 
potential for adverse outcomes (hepatic, 
renal, respiratory, obesity, age <18 or 
>65, sleep apnea)

• Aberrant Drug-Related Behaviors as 
shown in prior medical records, 
communications with prior treating 
providers, or current risk monitoring 
tools

35

LEGAL PERSPECTIVE: 

What is Risk Monitoring? 

How is it Accomplished?

1 1 /2 2 /1 9

•Risk monitoring is the 
ongoing evaluation of the 
patient and examination 

of risk/benefit for the 
patient

36
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LEGAL PERSPECTIVE: How is Risk Monitoring 
Accomplished (Basic Tools)
• Use of a treatment agreement outlining boundaries and tools used for monitoring risk. 
• Periodic risk monitoring questionnaires and updates
• Functional status review and other medical progress/lack of it reviews
• Coordination of care communication with other providers who see/treat patient
• UDT
• Prescription Drug Monitoring Database Use
• Office visit frequency and required MD office visit
• Medication counts
• Restriction on ETOH and Illicit Drug Use (including recreational THC)
• Safe storage, disposal, and diversion education and precautions
• Opioid trials and exit strategies
• NALOXONE
• EDUCATION TO PATIENT AND FAMILY/CAREGIVERS/SIGNIFICANT OTHERS

11/22/19
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Current Positions on 
Risk Mitigation in Opioid 

Therapy
CDC, US Dept. of Health and Human Services, and American Academy of Pain Medicine 

Consensus Recommendations on UDT in Chronic Pain Management

1 1 /2 2 /1 9

38

CDC Says Risk Assessment is . . . 
https://www.cdc.gov/drugoverdose/pdf/Guidelines_Factsheet-a.pdf. 

11/22/19
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https://www.cdc.gov/drugoverdose/pdf/Guidelines_Factsheet-a.pdf
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PAIN MANAGEMENT BEST PRACTICES, 
2019 INTER-AGENCY TASK FORCE 
REPORT: US Department of Health & 
Human Services

• Section 3, Risk Assessment, pgs. 53-67, 
• available online at 

https://www.hhs.gov/sites/default/files/pain-
mgmt-best-practices-draft-final-report-
05062019.pdf

11/22/19
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PAIN MANAGEMENT 
BEST PRACTICES, 

2019 INTER-AGENCY 
TASK FORCE REPORT: 

US Department of 
Health & Human 

Services

• Pg. 2, Executive Summary, available online at 
https://www.hhs.gov/sites/default/files/pain-mgmt-best-practices-draft-final-
report-05062019.pdf

11/22/19
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American Academy of Pain Medicine Says Risk Assessment is . . . 

11/22/19

Charles E Argoff, et al; Rational Urine Drug Monitoring in Patients Receiving Opioids for Chronic 
Pain: Consensus Recommendations, Pain Medicine, Volume 19, Issue 1, 1 January 2018, Pages 97–
117, https://doi.org/10.1093/pm/pnx285

42
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American Academy of Pain Medicine Says Risk Factors of Opioid 
Misuse and Opioid Use Disorder Include . . . 

Charles E Argoff, Daniel P 
Alford, Jeffrey Fudin, Jeremy A 
Adler, Matthew J Bair, Richard C 
Dart, Roy Gandolfi, Bill H 
McCarberg, Steven P Stanos, 
Jeffrey A Gudin, Rosemary C 
Polomano, Lynn R Webster; 
Rational Urine Drug Monitoring 
in Patients Receiving Opioids for 
Chronic Pain: Consensus 
Recommendations, Pain 
Medicine, Volume 19, Issue 1, 1 
January 2018, Pages 97–117, 
https://doi.org/10.1093/pm/pn
x285

11/22/19
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State Examples –
Risk Mitigation in 2019

CALIFORNIA

COLORADO

MINNESOTA

ARIZONA

11/22/19
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Medical Board of California – Risk Mitigation 
for Opioid Prescribing and Medical Cannabis 
Recommendations

California Opioid Prescribing Guidelines AND Medical Cannabis Recommendation Guidelines

1 1 /2 2 /1 9

45

https://doi.org/10.1093/pm/pnx285
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Medical Board of 
California – Key 

Guideline Resources

MBC Opioid Prescribing 
Guidelines (2014) –

http://www.mbc.ca.gov/Licensee
s/Prescribing/Pain_Guidelines.pdf

11/22/19
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California & Cannabis 
Recommendation 

Guidelines

FOCUS ON 
Risk Assessment

http://www.mbc.ca.gov/Pu
blications/guidelines_cann
abis_recommendation.pdf

11/22/19
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California Cannabis Recommendation Guidelines: 
A VALID PHYSICIAN-PATIENT RELATIONSHIP; 
NO DRIVE-BY RECOMMENDATIONS

11/22/19
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California Cannabis Recommendation Guidelines: 
PATIENT EVALUATION (INCLUDES RISK ISSUES)

11/22/19
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The CA Medical Board, Cannabis “MUST DO 
LIST” for PHYSICIANS - EVALUATION
• The physician MUST: 
• Obtain patient’s medical history commensurate with presentation BEFORE 

deciding on MM. 
• Perform an appropriate examination and at a minimum include: 

• Patient’s history of present illness
• Social history
• Past medical and surgical history
• ETOH and Substance Use History
• Family history with emphasis on addiction, psychotic disorders, or mental illness
• Documentation of therapies with inadequate response
• Diagnosis requiring cannabis recommendation

11/22/19
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California Cannabis Recommendation Guidelines: 
INFORMED & SHARED DECISION-MAKING

11/22/19
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California Cannabis 
Recommendation 

Guidelines

APPENDIX 1
DECISION TREE
(as of 4/2018)

Re-evaluate quarterly for 
changes post 4/6/19

11/22/19
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California’s Cannabis Recommendation Guidelines: 
QUALIFYING CONDITIONS; LACK OF EVIDENCE ISSUES

11/22/19

53

California Cannabis Recommendation Guidelines: 
ONGOING MONITORING AND ADAPTING TX PLAN

11/22/19

NO ONE AND DONE 
RECOMMENDATIONS

54
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California Cannabis Recommendation Guidelines: 
CONSULTATION & REFERRAL

11/22/19

EVALUATE MASKING

55

Cannabis Use Disorder Identification Test - Revised (CUDIT-R) 
https://bpac.org.nz/BPJ/2010/June/docs/addiction_CUDIT-R.pdf; paper available online at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5531365/ 

11/22/19
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Colorado Medical Board and 2019 Opioid 
Prescribing Guidelines and Risk Mitigation

RISK ASSESSMENT, EVALUATION, AND MONITORING TO PREVENT ABUSE, DIVERSION, AND OVERDOSE

1 1 /2 2 /1 9
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https://bpac.org.nz/BPJ/2010/June/docs/addiction_CUDIT-R.pdf
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Colorado – 2019 - Opioid Prescribing Guidelines

• Sources: 

• Opioid Guidelines Web Page -
https://www.colorado.gov/pacific/dora/opioid_guidelines

• Opioid Guidelines (Full Document as of 3/14/19) -
https://drive.google.com/file/d/19xrPqsCbaHHA9nTD1Fl3NeCn5kwK
60zR/view

11/22/19
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Colorado Medical Board 
201 GUIDELINES –
Risk Assessment & 

Evaluation

• ASSESS RISK PRIOR TO 
PRESCRIBING OPIOIDS AND 
DURING TREATMENT. 

• ASSESS RISK PRIOR TO 
INCREASING DOSE OR ADDING IN 
OTHER MEDICATION

• ASSESS RISK UPON LEARNING OF 
OTHER FACTORS THAT MAY LEAD 
TO ADVERSE OUTCOMES

59

Colorado Medical Board 201 GUIDELINES –
Risk Assessment & Evaluation

Consider referral when psychological issues are identified

11/22/19
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Minnesota Opioid Prescribing Guidelines 
(2018-2019) and Risk Mitigation

RISK ASSESSMENT, EVALUATION, AND MONITORING TO PREVENT ABUSE, DIVERSION, AND OVERDOSE

1 1 /2 2 /1 9

61

Minnesota 
Opioid 

Prescribing 
Guidelines 

–
Resources

11/22/19

Sources: 

Opioid Guidelines (Full Document) -
https://mn.gov/dhs/assets/mn-opioid-
prescribing-guidelines_tcm1053-337012.pdf 

Opioid Guidelines (Summary by pain phase) –
chronic pain https://mn.gov/dhs/opip/opioid-
guidelines/pain-phase/chronic-pain.jsp

Minnesota calls it “Flip the Script” -
https://mn.gov/dhs/opip/

62

Minnesota Opioid Prescribing Guidelines –
Risk Mitigation Strategies

11/22/19

Opioid Guidelines (Full Document) - https://mn.gov/dhs/assets/mn-opioid-prescribing-
guidelines_tcm1053-337012.pdf 

63



11/22/19

COPYRIGHT - THE J. BOLEN GROUP, LLC. 22

Minnesota Risk Mitigation Duties and 
Concomitant Use of Opioids and Benzodiazepines

11/22/19

Page 19, Minnesota Opioid Prescribing Guidelines (2018 version)

64

Minnesota Risk Mitigation Duties and Prescribing Opioids to Patients 
with Certain Medical Risks (Co-Morbidities)

11/22/19

Page 19, Minnesota Opioid Prescribing Guidelines (2018 version)

65

Minnesota Risk Mitigation and Naloxone

11/22/19

Page 23, Minnesota Opioid Prescribing Guidelines (2018 version)

66
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Minnesota Risk Mitigation and 
Critical Behavioral Health Assessments

11/22/19

Minnesota Opioid Prescribing Guidelines, Online List of Risk Mitigation Areas, Opioid Guidelines (Summary 
by pain phase) – chronic pain https://mn.gov/dhs/opip/opioid-guidelines/pain-phase/chronic-pain.jsp

67

ARIZONA and Risk Mitigation 
through Exit Strategies

Arizona Opioid Prescribing Position 2018-2019

1 1 /2 2 /1 9

68

ARIZONA 2018 – Opioid Prescribing Guidelines and Risk Mitigation Checklist

11/22/19

SOURCE: pg. 3, 
https://azdhs.gov/documents/audiences
/clinicians/clinical-guidelines-
recommendations/prescribing-
guidelines/az-opioid-prescribing-
guidelines.pdf

69
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ARIZONA 2018 Opioid Guidelines
Appendix E: How to Approach an Exit Strategy 
from Long Term Opioid Therapy

Guideline Patient Category Exit Strategy to “Consider”

17

Patients on lower MEDs, lower pain-related 
dysfunction, and lower psychiatric and substance use 
disorder comorbidities

Consider opioid tapering (Strategy 
A, which includes rotation to 
buprenorphine. 

Patients with prescriptions for higher MEDs, higher 
pain-related dysfunction, and higher psychiatric and 
substance use disorder comorbidities

Consider rotation to buprenorphine 
(Strategy B) with subsequent 
gradual reduction in 
buprenorphine dose. 

Patients with opioid use disorder Offer or arrange for medication 
assisted treatment (Strategy C).

11/22/19

SOURCE: pgs. 26-28 https://azdhs.gov/documents/audiences/clinicians/clinical-
guidelines-recommendations/prescribing-guidelines/az-opioid-prescribing-guidelines.pdf

70

ARIZONA 2018 Opioid Guidelines Appendix E: How to Approach an Exit Strategy from 
Long Term Opioid Therapy (Risks to Consider)

Opioid Tapering and Risks to be Taken into Account by the Provider* (Patients with multiple risk factors indicate 
larger, cumulative risk)

No pain reduction, no improvement on opioid regimen

Severe, unmanageable adverse effects (drowsiness, constipation)

High Risk Dosage (>90 MED)

Non-adherence to treatment plans

Concerns related to an increased risk of substance use disorder

Overdose event involving opioids

Medical comorbidities that can increase risk (lung disease, sleep apnea, liver disease, renal disease, fall risk, 
advanced age)

Concomitant use of medications that increase risk (benzodiazepines, sedative hypnotics)

Mental health comorbidities that can worsen opioid therapy (PTSD, depression, anxiety)

11/22/19

SOURCE: pgs. 26-28 https://azdhs.gov/documents/audiences/clinicians/clinical-
guidelines-recommendations/prescribing-guidelines/az-opioid-prescribing-guidelines.pdf

71
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OBJECTIVE 3 

Explain how to create a risk 
mitigation action plan and use 
it in daily practice.

72
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What does risk assessment 
and monitoring mean to you?

Audience Discussion

1 1 /2 2 /1 9

73

Creating and 
Using a Risk 
Mitigation 

Action Plan: 

Basic Steps

11/22/19

Create Create a Risk Mitigation Plan for Each 

Create Create a Risk Domain Criteria List

Create Create a Checklist of Directives…The Physician Shall…The 
Physician Should

Review Online Review of State Opioid Prescribing Initiatives (if any)

Read Read Licensing Board Rules/Guidelines

74

Thinking 
about Risk: 

The Legal 
Perspective

11/22/19

Medical Conditions

Medication Situation (Present and Recent 
Past/Pain Treatment Past)

Behavioral Health

• Diagnosed
• Risk-Questionnaire Evaluated
• Substance Use History (ETOH, THC, Other)(Patient and 1st

Degree Relative)
• Observed and Reported (many methods)

Other Indicators and Observations

75
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Legal 
Perspective:

Commonly 
Referenced 
Medical Co-

Morbidities that 
Enhance Risk of 

Overdose

11/22/19

Respiratory 
Co-Morbidities 

(Asthma, 
COPD, Sleep 

Apnea)

Hepatic 
Insufficiencies

Renal
Insufficiencies Other

76

Legal 
Perspective:

Common Dosing 
Boundaries Used 
WHEN Creating 
a Risk Mitigation 

Program and 
Workflow

11/22/19

50mg MME or less (Low Risk); No “risky” combinations or 
readily available solutions.

50mg to 90mg MME (Moderate Risk); May have “risky 
combination” but adjustable or substitutions are workable.

>90mg MME (High Medical Risk) or combination Opioid + 
Benzodiazepines (and some status using other CNS 
depressants); Opioids + Other Medication where Drug-Drug 
Interaction may be an issue (drugs that induce or inhibit opioid 
metabolism and may impact patient risks of adverse events)

77

Legal Perspective: 

Commonly Referenced 
Psycho-Social Factors 

and Risk 
–

Decide whether the 
data requires 

classification of any of 
these risks into what 

might be fairly labeled 
as High Behavioral Risk 

Classification 
11/22/19

Behavioral Health History – Major BH/MH 
Diagnoses? Use of Multiple BH Medications? Access 
to BH Treatment and Ability to Coordinate Care? 

Aberrant, Drug Related Behaviors (PDMP-Doctor-
shopping, Prior discharge for drug-related behavior 
or inappropriate behaviors)

Smoking, Drinking, THC Use - Personal and First 
Degree Relative History; Substance Use Disorder, 
Treatment, Etc.

Aberrant Drug-Related Behavior, Abuse/Diversion 
Risk Assessment Tools (BRI, BRQ, ORT, SOAPP-
R/COMM, and others)

78
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PATIENT 
INDIVIDUAL 

FACTS + 
ASSESSABLE 

DOMAINS OF 
RISK = RISK 
LEVEL OR 
PROFILE

11/22/19

Low Risk

Moderate Risk

High Medical Risk

High Behavioral Risk

79

Create your own checklist for Evaluation and 
Risk Mitigation Decision-Making

Low Risk if… 
Treatment 
Boundaries 
include …

Moderate Risk if …
Treatment 
Boundaries 

include…

High Risk 
(Medical) if  …

Treatment 
Boundaries 
Include …

High Risk 
(Behavioral) if …

Treatment 
Boundaries 

Include… 

11/22/19
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Audience Input & How-To Exercise: Naming Possible Risk Factors by Category; 
Building a Checklist Framework (Table as an Example for Brainstorming)

Area of Assessment Potential Risk Factor 1 Potential Risk Factor 2 Potential Risk Factor 3

General Medical History Respiratory Cardiac Renal/Hepatic

Physical Exam No diagnostics
Unable to Correlate Pain 

Complaint with Pain 
Generator 

Everything seems normal 
except for patient reported 

pain levels

Behavioral Major BH Diagnosis
Use of Multiple BH 

Medications

Risk Factors derived from 
Validated Risk Assessment 

Questionnaires

Medication-Related

Current Long-Acting Opioid 
Use

Current Methadone Use Current Fentanyl Use

Combination Opioids
Combination Opioids + 

Benzodiazepines
Combination Opioids + 
Other CNS Depressants

Other Drug Use and 
Other Potential Factors

Use of THC Use of ETOH
No Naloxone or Repeated 

Refusal to Fill

11/22/19
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Legal Perspective: 

Critical Risk 
Monitoring 

Considerations

1 1 /2 2 /1 9

• Frequency of visit AND Frequency of re-evaluation with MD

• Frequency of PDMP check if state does not require specific 
frequency

• Frequency of Drug Testing and Nature of Drug Testing Menu

• Type of medications that will be allowed

• Dose and Combination of medications that will be allowed 
without additional monitoring and provider support, 
including consults/referrals

• Issuance and Confirmation of Naloxone Prescription

• Exit or Additional Provider Support Strategies

82

Key is TIMELY Assessment and Evaluation 
for use in treatment of patient and 
Physician Involvement

11/22/19
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Coordination of Care
Addressing the Weaknesses

84
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11/22/19

CONSULTATION & COORDINATION OF CARE

Patient

Primary 
Care

Behavioral 
Health

Pain 
Specialist

85

How do you handle John Smith’s report?

“My primary care physician is out of 
town and I’m afraid I will get sick if I 

have to wait for him to return to get my 
______________[Opioid or 
Benzodiazepine or other].”

“I am not sleeping well and not dealing 
with the increased pain I am having 

because you reduced my opioids last 
time. I am seeing a psychiatrist to help 
me cope with the pain, and he told me 
that I should go back up on my dose of 

________________ to help me deal 
with increased pain and anxiety.”

86

Addressing 
Adverse Patient 

Events in a 
Timely Fashion 

With your staff

In your practice processes and work flows

In your documentation practices

REMINDER- STATE REPORTING REQUIREMENTS

11/22/19
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If you learn of a patient overdose, create and 
activate a risk triage plan

Learn of Event and Take 
Immediate Steps to 

Understand Required and 
Optional Steps*** Reporting 
Requirements in some states

Preserve Chart and 
Understand Events 

Regarding Specific Patient

Obtain Legal Input Regarding 
Status of Specific Patient 

and Practice Improvements 

Internal Education to Staff 
and Necessary Practice 

Updates

External Education to 
Patients and Family 

Members

Ongoing Monitoring with 
Legal Counsel

11/22/19
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11/22/19

Review Charts with 
Directives List in Mind; 

Ask: Where am I 
vulnerable? 

89

11/22/19

REMINDER

Individualized Patient Care:

1. Looks backwards and constantly 
reevaluates the data points

2. And moves forward with the 
patient’s best interests in mind, 

carefully balancing risks and benefits

90
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Questions? 

• Thank you!

• Jennifer Bolen, JD
• 865-755-2369
• jbolen@legalsideofpain.com

11/22/19
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ADDITIONAL RESOURCES Read the fine print

11/22/19

92

Medical Board of California (MBC) – Opioid 
Guideline Resources and Related Items
• MBC Opioid Prescribing Guidelines (2014) –

http://www.mbc.ca.gov/Licensees/Prescribing/Pain_Guidelines.pdf

• MBC Medical Cannabis Recommendation Guidelines (2018) –
• http://www.mbc.ca.gov/Publications/guidelines_cannabis_recomme

ndation.pdf
• http://www.mbc.ca.gov/Licensees/Prescribing/Cannabis.aspx

• MBC Website - http://www.mbc.ca.gov/

11/22/19
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http://legalsideofpain.com
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Colorado – 2019 - Opioid Prescribing Guidelines

• Sources: 

• Opioid Guidelines Web Page -
https://www.colorado.gov/pacific/dora/opioid_guidelines

• Opioid Guidelines (Full Document as of 3/14/19) -
https://drive.google.com/file/d/19xrPqsCbaHHA9nTD1Fl3NeCn5kwK
60zR/view

11/22/19
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Minnesota 
Opioid 

Prescribing 
Guidelines 

–
Resources

11/22/19

Sources: 

Opioid Guidelines (Full Document) -
https://mn.gov/dhs/assets/mn-opioid-
prescribing-guidelines_tcm1053-337012.pdf 

Opioid Guidelines (Summary by pain phase) –
chronic pain https://mn.gov/dhs/opip/opioid-
guidelines/pain-phase/chronic-pain.jsp

Minnesota calls it “Flip the Script” -
https://mn.gov/dhs/opip/

95

General 
Resources for 

Tools 
-

Medication and 
Medical Risks

11/22/19

CDC - https://www.cdc.gov/opioids/

SAMHSA - https://www.samhsa.gov/

FSMB - http://www.fsmb.org/

State Licensing Boards – google state 
board or go to state website

Local Medical Associations
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https://www.cdc.gov/opioids/
https://www.samhsa.gov/
http://www.fsmb.org/
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US Department 
of Health & 

Human Services

• SOURCES: 

• https://www.hhs.gov/opioids/
sites/default/files/2018-
12/naloxone-coprescribing-
guidance.pdf

• https://www.hhs.gov/opioids/
prevention/safe-opioid-
prescribing/index.html

• https://www.hhs.gov/opioids/
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SAMHSA Original 
Toolkit and 

Link to 2016 Kit

https://store.samhsa.gov/product/Opioid-Overdose-
Prevention-Toolkit-Updated-2016/All-New-
Products/SMA16-4742.
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SAMHSA Opioid Overdose Toolkit
https://store.samhsa.gov/product/Opioid-Overdose-Prevention-Toolkit-

Updated-2016/All-New-Products/SMA16-4742.

99

https://store.samhsa.gov/product/Opioid-Overdose-Prevention-Toolkit-Updated-2016/All-New-Products/SMA16-4742
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SAMHSA 
(Substance Abuse 

and Mental 
Health Services 
Administration)

“REDUCE THE RISK”

11/22/19
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SAMHSA 
(Substance Abuse and 
Mental Health Services 

Administration)

• Medication and Substance 
Use Risks

• Dangerous Drug Interactions
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SAMHSA 
(Substance Abuse 

and Mental 
Health Services 
Administration)

A simple treatment agreement

11/22/19
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SAMHSA 
Medication 

List 

11/22/19
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