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Background

4

Focus of Medical Expert Testimony in a Controlled 
Substance Prescribing Case
§ Whether the prescriber engaged in meaningful medical and risk evaluation and appropriately 

considered patient risks (abuse, addiction, diversion, medication, medical, and misuse) in the 
construction of the initial treatment plan and ongoing monitoring.

§ Whether the prescriber provided individualized medical care to the patient, based on the 
patient’s specific history and behaviors and progress (or lack of it) toward treatment goals, 
including individualized and timely risk monitoring and response. 

§ Legal standards vary with the type of case; Terminology used by medical experts and lawyers 
also vary. 

§ Case decision in US Supreme Court case  (Ruan) (to be discussed in this talk). 

5

COVID-19 Changes the Playing Field:
Requires Enhanced Risk Mitigation

§ The pandemic continues to create 
challenges for medical practitioners. 

§ Controlled substance prescribers (all types) 
should consider:

–Enhanced risk mitigation efforts to ensure 
proper patient selection, management, 
and monitoring. 

–Enhanced documentation efforts to signal 
medical decision-making that is sound 
and timely. 

6
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Learning Objectives

• Summarize examples of current medical licensing board position 
statements and rules on risk mitigation and documentation for 
chronic pain management.OBJECTIVE 1

• Examine government medical expert statements made in actions 
against prescribers regarding the prescriber’s duty to take 
reasonable steps to prevent abuse and diversion of controlled 
substances.

OBJECTIVE 2

• List basic educational concepts and resources for patients and 
practice staff to facilitate prescriber fulfillment of “reasonable
steps” to prevent abuse and diversion of and adverse outcomes 
associated with opioids.

OBJECTIVE 3

7

Summarize examples of current 
medical licensing board position 

statements and rules on risk 
mitigation and documentation for 

chronic pain management.

Objective 1

8

A controlled substance prescription is valid 
only if it is issued: 

1. For a . . . , and 

2. By an individual practitioner who is acting in . . . . .

How are these requirements relevant to Medical 
Expert Testimony?

LEGITIMATE MEDICAL PURPOSE

• INCLUDES “Reasonable Steps to 
Prevent Abuse and Diversion”

USUAL COURSE OF PROFESSIONAL 
PRACTICE

REFRESHER: 
Say it with me . . . Under federal law (DEA oversight):

9
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AND DO NOT FORGET: Under state “legal/regulatory” 
framework, most medical licensing boards have:
§Rules for pain management clinic operations.

§Rules for prescribing controlled medication to treat pain.

§FAQs and/or Guidelines that explain the rules.

§While language used to describe these regulatory materials may vary by state, 
the basic framework is similar. 

§Application and scope of these regulatory materials also vary. 

10

State Licensing Board Examples
Regulatory Directives Guiding Standard of Care Expectations – Risk Mitigation and Documentation

11

What does a medical/nursing licensing board “generally” expect from a 
controlled substance prescriber as part of the “Usual Course” process)?

History & Physical 
Examination

Risk Evaluation Diagnosis and 
Treatment Plan

Informed Consent 
and Treatment 

Agreement

Periodic Review 
and Risk 

Monitoring

Consultations and 
Referrals

Proper 
Documentation

12



4/28/22

5

New Hampshire Medical Board: 
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 
http://www.gencourt.state.nh.us/rules/state_a
gencies/med100-600.html (scroll to rule 
502.05. Accessed 01/22/21.

13

Louisiana Framework

http://www.lsbme.la.gov/

14

Louisiana

Laws
Rules
Statements of Position
Advisory Opinions
Topics of Interest

15

http://www.gencourt.state.nh.us/rules/state_agencies/med100-600.html
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Louisiana Rules

http://www.lsbme.la.gov/licensure/rules

16

Louisiana

http://www.lsbme.la.gov/licensure/rules

17

Risk Evaluation 
Prior to Opioid 

Prescribing

Risk Stratification 
and Implications for 
the Treatment Plan

Risk Monitoring 
and Response to 
Patient Behaviors

FOCUSING IN ON RISK MITIGATION FOR CHRONIC 
OPIOID THERAPY – ESSENTIAL PHASES

18
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§The “risk mitigation” process begins at/before the first encounter and 
continues throughout the practitioner-patient relationship.

§The burden is on the licensed healthcare provider (physician, NP, PA, etc.) 
to get it right. 

§The burden for “risk mitigation” in a medical sense never shifts to the 
patient; The provider owes a duty of care to and is in a position of rust over the 
patient; The provider must perform at or above the minimum standards 
established by the legal/regulatory framework as well as the standards set by the 
medical world. 

FOCUSING IN ON RISK MITIGATION FOR CHRONIC 
OPIOID THERAPY – ESSENTIAL PHASES

19

Basic “Domains” of Risks: Duty to Evaluate these areas when the 
Practitioner-Patient Relationship involves Chronic Opioid Therapy

Medical Hx and Risks

Behavioral Hx and Risks

Current and Prior Medication Regimen and Related Risks

Risk of Adverse Actions and Overdose

Risk of Abuse/Diversion/Addiction

Other Known or Potential Risks, including “Social” Risks

20

Louisiana REPRISE – FOCUS ON RISK MITIGATION

§http://www.lsbme.la.gov/lic
ensure/rules

21
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Louisiana REPRISE – FOCUS ON RISK MITIGATION

§http://www.lsbme.la.gov/lic
ensure/rules

22

Louisiana REPRISE – FOCUS ON RISK MITIGATION

§http://www.lsbme.la.gov/lic
ensure/rules

23

Common Documentation 
Challenges in Risk Mitigation

EMRs do not 
contain a quality 
risk road map

• The patient file must reflect actions and events consistent with standards 
(Board, etc.).

• The patient file must contain a thoughtful explanation as to the provider’s 
“Why” and “How” for Prescribing and Ongoing Care and Monitoring.

24
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Common Problems in the Risk Evaluation Process

Time Related

Using the “easiest” risk 
evaluation tools may 

mislead you

Working “risk mitigation” 
tasks into clinical workflow: 
the right people, with the 
correct forms and patient 
input, at the appropriate 

time.

25

Louisiana & Marijuana for 
Therapeutic Use

http://www.lsbme.la.gov/licensure/rules

26

Louisiana

http://www.lsbme.la.gov/licensure/rules

27
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Louisiana

http://www.lsbme.la.gov/licensure/rules

28

Louisiana

http://www.lsbme.la.gov/licensure/rules

29

PRETEND THIS IS NOTEBOOK PAPER

Who Directive 
(What) When

The physician MUST . . . Prior to Prescribing a Controlled or Dangerous Drug

The physician SHALL . . . Periodically, based on individual needs of patient

The physician MAY . . . 

The physician SHOULD . . . 

30
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NORTH CAROLINA

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. 

31

Medical Expert Perspectives: Meaningful 
Risk Evaluation and Risk Monitoring

Objective #2
Examine medical expert testimony regarding 

the prescriber’s duty to take reasonable steps to prevent abuse and diversion 
(acting in the usual course of professional practice).

32

Question:

Testifying medical experts are generally expected to use which of the 
following “legal standards” when presenting their opinions about whether 
a defendant/physician has prescribed for a legitimate medical purpose 
while acting in the usual course of professional conduct? 

A. Standard of care from licensing board.
B. Standard of care from professional societies to which they belong.
C. Subjective application of how they prescribe controlled substances 
in their practice.
D. Objective application of generally accepted medical practices and 
applicable licensing board guidance/rules on controlled substance 
prescribing.
E. None of the above

33

https://www.ncmedboard.org/images/uploads/other_pdfs/PS_October2015.pdf
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Answer:
Testifying medical experts are generally expected to use which of the 
following “legal standards” when presenting their opinions about whether a 
defendant/physician has prescribed for a legitimate medical purpose while 
acting in the usual course of professional conduct? 

A. Standard of care from licensing board.
B. Standard of care from professional societies to which they belong.
C. Subjective application of how they prescribe controlled substances 
in their practice.
D. Objective application of generally accepted 
medical practices and applicable licensing board 
guidance/rules on controlled substance 
prescribing.
E. None of the above

34

How are Medical Expert Opinions Generally
Communicated in Litigation?

Affidavit/Report

• Qualifications
• Review Steps and 

Findings
• Opinions
• Resources and 

Standards

Testimony

• Deposition

• Hearing

• Trial

Case 
Opinions/Orders

• Excerpted in 
Administrative 
Decisions and 
Orders

• Civil and Criminal 
Court Opinions 
(by reference and 
in appeal briefs)

35

BATTLE OVER STANDARDS
The Ruan Case – Pending Decision by the United States Supreme Court

36
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Pending Now in the Supreme Court of the United States

37

What could this case mean for opioid prescribers?
§MAYBE . . . 

–More clarity in the legal standard for controlled substance prescribing (legitimate 
medical purpose while acting in the usual course of professional practice).

§ARGUMENT CENTERS ON . . . 
–Objective vs. subjective standards.

38

From the Government’s Supreme Court Brief

39
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EXAMPLE –MEDICAL EXPERT METHODOLOGY AND 
ITEMS USED IN REVIEWING RECORDS AS PREPARATION 
FOR TESTIMONY IN A CRIMINAL CASE

From US v. Nasher (SDWV 2019)

40

Example of Medical Expert Testimony in a Pre-Trial Hearing 
– Judge’s Summary in Opinion Allowing Expert Testimony 
(US v. Nasher, SDWV, 2019)

41

Medical Expert “Methodology”: Pre-Trial Hearing in a 
Criminal Case
§ (US v. Nasher, SDWV, 2019)

42
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EXAMPLE – GOVERNMENT’S MEDICAL EXPERT 
TESTIMONY IN A CRIMINAL CASE

From US v. Lopez (SDNY 2019)

43

Medical Expert Testimony – Seth Waldman, MD (US v. Lopez) 
(2/14/19 Trial Testimony as Witness for the Prosecution)

44

Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the 
Government’s Medical Expert

45
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Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the Government’s Medical Expert

46

Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the Government’s Medical Expert

47

Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the Government’s Medical Expert

48



4/28/22

17

Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the Government’s Medical Expert

49

Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the Government’s Medical Expert

50

Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the Government’s Medical Expert

51
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Medical Expert Testimony – Seth Waldman, MD

(US v. Lopez) 
2/14/19 Trial Testimony as the Government’s Medical Expert

52

Risk Mitigation:     
Do Not Ignore Red 
Flags including 
Alcohol and 
Marijuana Use

DEA ADMINISTRATIVE CASE: In re Craig S. 
Rosenbaum, MD (California) 

2022 Decision and Order Showing Interplay of 
Medical Board Rules/Guidelines and Relation to 

“Usual Course of Professional Practice”

Craig S. Rosenbaum, MD, DEA Decision and Order, 
Federal Register, Vol. 87, No. 69 (Monday, April 11, 
2022)(pp. 21181-21209), available online at 
https://www.govinfo.gov/app/details/FR-2022-04-
11/2022-07727. 

53

54

https://www.govinfo.gov/app/details/FR-2022-04-11/2022-07727
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DEA Decision and Order –
Rosenbaum (April 11, 2022)

Craig S. Rosenbaum, MD, DEA 
Decision and Order, Federal 
Register, Vol. 87, No. 69 
(Monday, April 11, 2022)(pp. 
21181-21209), available online at 
https://www.govinfo.gov/app/detai
ls/FR-2022-04-11/2022-07727. 

55

The Rosenbaum Decision and Order shows . . . 

§ Importance of truly evaluating patient drug use history – current and past.
§ Importance of Reviewing Toxicology Testing (THC+, BZO+ and many other 

examples).
§ Importance of using information gained from PDMP Checks.
§ Importance of monitoring patients for “risk flags” – “risky behaviors.”
§Potential indicators of risk - Marijuana and Opioids; Marijuana and 

Benzodiazepines.
§Many other examples in the case decision.

Craig S. Rosenbaum, MD, DEA Decision and Order, Federal Register, Vol. 87, No. 
69 (Monday, April 11, 2022)(pp. 21181-21209), available online at 
https://www.govinfo.gov/app/details/FR-2022-04-11/2022-07727. 

56

DEA Decision and Order –
Rosenbaum (April 11, 2022)

Craig S. Rosenbaum, MD, DEA 
Decision and Order, Federal 
Register, Vol. 87, No. 69 
(Monday, April 11, 2022)(pp. 
21181-21209), available online at 
https://www.govinfo.gov/app/detai
ls/FR-2022-04-11/2022-07727. 

THC and Opioids – Absence of 
Risk Evaluation (drug use –
current and past)

57

https://www.govinfo.gov/app/details/FR-2022-04-11/2022-07727
https://www.govinfo.gov/app/details/FR-2022-04-11/2022-07727
https://www.govinfo.gov/app/details/FR-2022-04-11/2022-07727
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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_regs/actions/2011/fr0407_5.htm. 

58

SOURCE: https://store.samhsa.gov/product/preventing-use-marijuana-focus-
women-and-pregnancy, at p. 10.

59

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/. 

60

https://www.deadiversion.usdoj.gov/fed_regs/actions/2011/fr0407_5.htm
https://store.samhsa.gov/product/preventing-use-marijuana-focus-women-and-pregnancy
https://pubmed.ncbi.nlm.nih.gov/20347232/
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Sampling of Medical Expert 
Statements About Standards of Care 

and Duties in DEA Administrative 
Cases

61

General Concepts – Medical Experts in DEA Cases
Medical Expert Issues 

(Part of the Practitioner Library) General Position Case 
Example

Boilerplate usage in medical records
Very problematic; Documentation of facts and 
clinical rationale critical to following logic in 
controlled substance prescribing cases.

Khan-Jaffery, 
Pompy

Failure to counsel patient and reassess treatment plan 
when patient demonstrates aberrant behavior (chronic 
alcohol use, use of illicit substances, failure to use 
prescribed controlled drugs, failure to show for 
appointments, breaks in treatment, self-escalation, etc.)

This is the essence of medical care and patient 
counseling, as well as clinical decision-making 
following aberrant or problematic patient 
behaviors must be addressed in some detail in 
the medical record and logically tied to 
ongoing decisions regarding use of controlled 
substances.

Khan-Jaffery, 
Baker, others

Failure to perform appropriate patient evaluations for 
risk.

Multiple positions in this area, addressing 
multiple domains of risks and expected clinical 
responses and documentation requirements.

Khan-Jaffery, 
Baker, others

62

§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/2020/fr0729_4.pdf. Alcohol 
and Opioids; Risk Mitigation; MDL06 PainWeek OnDemand Program. 

Specific Resources

63

https://www.deadiversion.usdoj.gov/fed_regs/actions/2020/fr0729_4.pdf
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Objective 3

OPPORTUNITIES FOR PATIENT & STAFF 
EDUCATION DURING COVID-19 AND BEYOND

64

NEVER FORGET: 

Informed Consent 
for Treatment Involving Controlled Substances 

IS A PROCESS – NOT JUST A PIECE OF PAPER

65

SAM PLE SOURES FOR PATIENT EDUCATIONAL M ATERIAL: https://w w w.cdc.gov/drugoverdose/patients/index.htm l; 
https://w w w.fda.gov/patients; https://store.sam hsa.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

66

https://www.cdc.gov/drugoverdose/patients/index.htm
https://www.fda.gov/patients
https://store.samhsa.gov/?f%5b0%5d=publication_target_audience:6038
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PRE-COVID: INFORMED CONSENT

§ 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. 

67

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.” Consider whether telemedicine is a viable way to 
reeducate the patient and provide coordinated care opportunities. 
–Consider whether telemedicine is a viable way 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. 

68

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. 

69

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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Critical Areas of Patient Education

Consult/New Patient

Importance of Careful 
Evaluation; 

No “rubber-stamping”
Prescribing considerations and 

opioid trial 
(if appropriate)
Exit strategy

Safe use, storage, and disposal

Overdose Prevention

Established Patient 
(less than 1 year)

Boundaries set by opioid trial
Reevaluation of goals and role 

of medication
Ongoing risk evaluation

Safe use, storage, and disposal
Overdose Prevention

Established Patient 
(stable, > 1 year)

Reevaluation and Potential Exit 
Strategies

Reconsidering non-drug and 
non-opioid treatment

Ongoing safe use, storage, and 
disposal

Overdose Prevention

Established Patient 
(high risk)

Need for Boundaries
Need for Consultations and 

Referrals
Consequences if non-

compliance
Ongoing safe use, storage, and 

disposal

Overdose Prevention 

70

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. 

71

Sample 
Self-Audit 

Tasks

Give yourself 10 points for 
each task accomplished

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 what you’ve learned during audit and incorporate relevant COVID-19-
related disclosures (telemedicine, additional risks if faced with COVID) and educational material. 

72

https://www.samhsa.gov/sites/default/files/guidance-law-enforcement-first-responders-administering-naloxone.pdf
https://www.samhsa.gov/sites/default/files/considerations-care-treatment-mental-substance-use-disorders-covid19.pdf
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INPUT

• W hich items are more reflective of higher risk for an adverse outcome with chronic opioid therapy?
Inclusion criteria
Exclusion criteria

Medical Risks

• Risk Tool Scores
Inclusion criteria
Exclusion criteria

Behavioral Risks

• Based on identified medical and behavioral risks and current/proposed medication regimen, how do the medications impact the 
patient’s risk level?

Type of medication, Dose of medication, Medication Combinations

Medication Risks

Overdose Risks

73

OUTPUT Considerations and Documentation

Boundaries for treatment plan (medication – nature and dose)

Use of Behavioral Health interventions

Use of non-drug treatment

Ongoing monitoring tools

Visit Frequency

Use of Prescription Drug Monitoring Databases

Use of Drugs of Abuse Testing

Use of referrals for specialty evaluation

Exit Strategy (Treatment Failures, Consequences for Non-Compliance)

74

Risk Profiling and Monitoring Must be More than 
“Window-Dressing”

GOVERNMENT 
POSITION

IMPLICATIONS LESSONS 
LEARNED 

75
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Key Areas of Risk Evaluation, Treatment Planning & 
Core Documentation Planning

New Patient

1. Thorough Initial Evaluation; Proper Risk Evaluation

2. Prior Medical Records – Obtain and Review

3. Documentation of Medical Reasoning – Rationale for Prescribing Controlled Medication

76

Key Areas of Treatment Planning & Potential 
Documentation Weaknesses

Early “Established” Patient Phase 

1. Treatment Plan contains a genuine opioid trial period and 
“Measurable” Goals (which are actually measured)

2. Documentation clearly states medical rationale for medication 
selection, dose, dose increases, other medication; Demonstrates 
efforts to educate patient on safety issues. 
3. Documentation reveals appropriate use of risk monitoring and 
TIMELY response to patient behaviors and developing facts.
4. Documentation continues to make treatment rationale clear 
and considers consults and referrals. 

77

Key Areas of Treatment Planning & Potential 
Documentation Weaknesses

Inherited or Long-Term Patient

1. Reevaluate what was done or not done in the 
past

2. Avoid the appearance of “rubber-stamping”

3. Document ongoing treatment rationale, 
including consideration and use of consults and 
referrals

78
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Case-Based Learning

79

Case Based Learning: The Patient

Based on your review of medical records and discussion with 
the patient, there appears to be a legitimate medical 
purpose for the use of opioids - documented history of 
back surgery and a hip replacement; a fall about 6 months ago 
and new imaging showing that she has several moderate to 
severe findings at multiple levels and these are believed to be 
pain generators tied to her complaints of chronic pain.

Prior to prescribing her a trial of opioids, proper controlled 
substance prescribing protocols require you to demonstrate 
that you have evaluated Ms. Mason and established a care plan 
that shows you considered her individual medical 
circumstances together with her evaluated risk profile. 

The case of Mrs. Mason, a new patient 
seeking treatment for chronic pain.

67 years old
Significant pain 

Growing limitations in mobility
Pain condition is chronic, with recent 

acute exacerbation of pain state

80

Case Based Learning: The Question

Which answer most completely reflects the steps you should take to ensure you’re acting in the “usual course of 
professional practice” and undertaking effective risk evaluation, stratification, and monitoring when considering 
the use of chronic opioid therapy with a patient? 

A. Give Ms. Mason a drug test and if she passes prescribe opioids and see her back in two months.
B. Use Ms. Mason's ORT score to assign her a risk level and perform a urine drug test; Prescriber her opioids and see her 
in a month. 
C. Review prior records and initial items specifically related to the legitimate medical purpose for the use of opioids. 
Evaluate her medical and behavioral risks, order a UDT, perform prescription database inquiry, and summarize overall 
risks, including medication-related risks and risk of overdose; Detail rationale. Write down a treatment plan that includes 
the specific period of the opioid trial and the measurable outcomes for success, along with the timing of reevaluation and 
plan for ongoing risk monitoring. Educate her on safe use and storage of her opioids and guarding against potential opioid 
toxicity; Issue a prescription for naloxone. Create an exit strategy.
D. Use Ms. Mason's ORT score and see her back in one month; Make sure she's signed her treatment agreement and 
informed consent. Order a UDT.
E. None of the above.
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Case Based Learning: The Answer

Which answer most completely reflects the steps you should take to ensure you’re acting in the “usual course of 
professional practice” and undertaking effective risk evaluation, stratification, and monitoring when considering 
the use of chronic opioid therapy with a patient? 

A. Give Ms. Mason a drug test and if she passes prescribe opioids and see her back in two months.
B. Use Ms. Mason's ORT score to assign her a risk level and perform a urine drug test; Prescriber her opioids and see her 
in a month. 
C. Review prior records and initial items specifically related to the legitimate medical purpose for the use of opioids. 
Evaluate her medical and behavioral risks, order a UDT, perform prescription database inquiry, and summarize overall 
risks, including medication-related risks and risk of overdose; Detail rationale. Write down a treatment plan that includes 
the specific period of the opioid trial and the measurable outcomes for success, along with the timing of reevaluation and 
plan for ongoing risk monitoring. Educate her on safe use and storage of her opioids and guarding against potential opioid 
toxicity; Issue a prescription for naloxone. Create an exit strategy.
D. Use Ms. Mason's ORT score and see her back in one month; Make sure she's signed her treatment agreement and 
informed consent. Order a UDT.
E. None of the above.
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Faculty Contact Information

Jen Bolen, JD
865-755-2369 (please text first due to call scheduling)
jbolen@legalsideofpain.com

THANK YOU!

83

mailto:jbolen@legalsideofpain.com

