3/25/19

Embrace Changes and Prevent Overdose:
A Basic Blueprint for Legal Risk Mitigation and Response

Created and presented by: x
Jennifer Bolen, JD 3
X

PainWeek and PainWeekEnd 2019

Disclosures for Jennifer Bolen,
JD (as of 03/01/2019)

« Consultant: Paradigm Labs

Course Objectives

* Identify common trends in legal actions against opioid prescribers.
Identify

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

* Explain how to create a risk evaluation action plan and supporting documentation}
Explain
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OBJECTIVE 1:

Identify common trends in legal
actions against opioid prescribers.
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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”

3/25/19

DEA “Standards” for Registrants who
i/fgscribe Controlled Substances

Reminder:

3319

]

POSITION OF TRUST

Core Responsibilities when Prescribing
Controlled Substances

33719

Q O

State Overview —

ARIZONA
CALIFORNIA
COLORADO
TEXAS
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INSERT STATE UPDATES FOR EACH LOCATION

* STATE-SPECIFIC SLIDES WILL BE INSERTED FOLLOWING RESEARCH
JUST PRIOR TO THE PRESENTATION.

* THIS KEEPS THE MATERIAL CURRENT FOR ATTENDEES.
* BOLEN WILL UPLOAD USEFUL HANDOUTS AND CITE LINKS.

* ADDENDUM: | REMOVED HEAVY GRAPHICS (PDF CLIPS) FROM THIS
SECTION TO REDUCE SIZE OF FILE. NONE REFERENCED ANY COMPANY
OR MEDICATION BRAND. ALL LICENSING BOARD RELATED.

33719
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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.

39

LEGAL PERSPECTIVE:

Three common risk mitigation weaknesses — chronic opioid therapy

)

)

1 * Poor Risk Assessment Process and Follow Through.

* Untimely Use of Information gathered through Risk
2 Assessment/Evaluation and Patient Encounters.

* Failure to Coordinate Care with Other Healthcare Providers and
3 Lack of Patient Education Related to Coordination of Care Issues.

)

33719
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Q O

REALITIES OF RISK | "ontiens

“ECOSYSTEM” AND

ASSESSMENT | ziines

33719

Basic Risk Mitigation Process

Assess

)

Reassess, Prudent
Care, Coordination — Stratify
of Care -
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CDC Says Risk Assessment is . . .

https://www.cdc.gov/drugoverdose/pdf/Guidelines Factsheet-a.pdf.

CLINICAL REMINDERS

Evaluate risk factors for
opioid-related harms

Check POMP for high dosages.
‘and prescrigtions from other
providers

Use urine drug testing 1o ideatify
prescrived substances and
undisclosed use

Aot
and opiid prescribing

Arrange treatment for opioid use
disorder if needed

ASSESSING RISK AND ADDRESSING HARMS OF OPI0ID USE

3/25/19

3

American Academy of Pain Medicine Says Risk Assessment is .

Risk Assessment
*  Obtainrelevant patient history

. Check PDMPs and previous UDM results
. Evaluate behaviors indicative of risk

. Use validated tools to assess risk for aberrant medication-taking behavior, opioid
misuse, opioid use disorder, and potential respiratory depression/overdose

Low Risk I I Moderate Risk I I

3319

High Risk

Misuse and Opioid Use Disorder Include . . .

Urine Drug Monitring for Chronic Pain

Rskractors

for Opoid
MisselUse
Figure 3 Explanatons fo sk fackors of ko mésse and ok use dsorder

33719

American Academy of Pain Medicine Says Risk Factors of Opioid

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,

a2is
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https://www.cdc.gov/drugoverdose/pdf/Guidelines_Factsheet-a.pdf
https://doi.org/10.1093/pm/pnx285

3/25/19

Arizona Says Risk Mitigation is . . .

T butosi/ferdhs gov/documents/oud
Lecommendations/prescribing.

euidelines,pdf. Page

ARIZONA Says Risk Mitigation in the Inherited
Patientis .

3319

Additional Examples

* Washington State
* California
* Tennessee

* Texas
* Florida
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https://azdhs.gov/documents/audiences/clinicians/clinical-guidelines-recommendations/prescribing-guidelines/az-opioid-prescribing-guidelines.pdf

/
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High Risk

Moderate Monitoring
Low Risk :/Ili)knitoring
Baseline Monitoring
Evaluation and
Monitoring
(0 to 6 months)

Legal Perspective on the Risk Monitoring Ecosystem

33719

Categorizing “Risk Assessment” Directives and
Giving them a Place in Your Office Work Flow

PATIENT RISK

Psycho-Social, ADRBs,

Hx of BH Issues; HX of

Medical Medication Substance Use (ETOH,
Co-Morbidities ) ) THC, Other Drugs) and
. Regimen Risks Risk of Abuse, Diversion,
and Risk Misuse, and Opioid Use
Disorder

3319

>90mg MME (High Risk) or combination
S o S0 Opioid + Benzodiozepines (and some
MWVE (Moderate status using other CNS depressants);

{Low Risk); No

iy adjustable or and may impact patient risks of adverse
risky’ p ey T
combinations o Substitutions are

workable.

readily available
solutions.

Risk); May have Opioids + Other Medication where Drug-
“isky Drug Interaction may be an issue (drugs
MEMMEor less  combination” but that induce or inhibit opioid metabolism

Legal Perspective on Common Boundaries
yyged to Identify Medication Risk
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Legal Perspective
on Commonly
Referenced
Medical Co-
Morbidities that
Enhance Risk of
Overdose Event

N

Respiratory
Co-Morbidities
(Asthma,
COPD, Sleep
Apnea)

Hepatic
Insufficiencies

Renal
Insufficiencies

N

Other

3/3/19
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Legal
Perspective:
Commonly
Referenced
Psycho-Social
Factors and Risk

Behavioral Health History

Aberrant, Drug Related Behaviors (PDMP-Doctor-
shopping, Discharge for self-escalation, other
behaviors tied to patient’s relationship with
prescription drugs and other substances)

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

Etc.

Other

3319

Quick Sorting of

Tools

“Risk Assessment”

* Questions ¥pu should askzourself ‘when you reexamine the "risk
o e:

assessment” process and tools you us

« Which Risk Domain am | Addressing with a Particular Process or
Tool

+ How often da  use the tool? What shauld | do|f | used the tool
too often and the patient has given different answers?

« How will | document that | addressed the same?

+ How wil factar the patjent's risk” under that domain into my
overall risk evaluation of him/her?

* How wil | do so without inappropriately labeling the

patient?
+ Do | need outside peer support to properly evaluate the
patient?
« How will I structure my “risk levels” —
* Low, moderate, high?
* Low and Mod/high?
* Lowand High?
* How il establish my treatment plan boundaries for each risk
level? How will | keep this information current, so | can see it
before each visit or procedure?
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A Quick Glance at a
Couple of Tools
Focused on Abuse,
Misuse, Diversion,
Opioid Use Disorders

Read the fine print

3/25/19

Opioid Risk Tool (ORT)

- Background Opioid Risk Tool y

* What “risk” does it assess?

* How does it “rank” risk?

* How should that factor into the “rest
of the story”?

3319

Opioid Risk Tool

B]G HINT. o cates low sk o ture opioid abuse. olato7
+ DO.NOT. it
* GIVE THE QUESTIONNAIRE WITH et

THE SCORING INFORMATION. L

 TO. THE. PATIENT.

353719
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THE SOAPP
FAMILY

Screening and Opioid Assessment
for Patients with Pain

33719
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, H“

30319

NEW SOAPP-8
and OTHERS

Cannot access SOAPP-8
publicly; Paid access unless
other arrangements are made.

Differences between SOAPP-8
and SOAPP-R

Additional Discussion

3/3/19
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SOAPP’s
Sister Tool —
COMM

Current Opioid Misuse
Measure

30319

Q O

Sample Tools Focused on Medical
and Medication-Related Risks

Read the fine print

COPYRIGHT - THE J. BOLEN GROUP, LLC. 12



General
Resources for
Tools on
Medication
and Medical
Risks:
Evaluation and
Monitoring

CDC

3/25/19

SAMHSA (focus for purpose of
lecture)

FSMB

State Licensing Boards

Local Medical Associations

31319

319

SAMHSA Original
Toolkit and
Link to 2016 Kit

amhsa Qpioid-Overdose-

SAMHSA Opioid
Overdose Toolkit

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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https://store.samhsa.gov/product/Opioid-Overdose-Prevention-Toolkit-Updated-2016/All-New-Products/SMA16-4742

3/25/19

Medications

NS - GET THE FACTS

SAMHSA

(Substance Abuse and
Mental Health Services

Administration)

@ Rx Pain Medications
W

T THE FACTS

* Medication and Substance
Use Risks

+ Dangerous Drug Interactions

COPYRIGHT - THE J. BOLEN GROUP, LLC. 14



< § e
‘c‘ Rx Pain Medications
RRCW TGP TGRY ~Sev THFFAETS

My Medications

SAMHSA
Medication
List

3/3/19
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Resources: Websites

coc
http://www.cdc.gov/drugoverdose/prescribing/providers.htm
« Provider and patient materials, including prescribing
checklists, flyers, and posters

SAMHSA
http://www.samhsa.gov/atod/opioids

DHMH Opioid Website
dhmh.maryland.gov/medicaid-opioid-du

£
L]

3319

A FEW CASE EXAMPLES OF
MISSED OPPORTUNITIES IN RISK
EVALUATION/MONITORING

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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John Smith’s Last Risk Assessment Responses Mar. 9, 2018

3/25/19

T iow oen v you!
scohoordugpresiem?

3319

John Smith’s Last Office Visit

3/9/18

troubles.

Complained of anxiety, lack of sleep, pain, and alcohol

+ Concerned about running out of alprazolam because his

prescribing physician is not available.

Total MME is 180mg/day
* Requested Drug Test
Updated SOAPP-R
Patient’s BP was 88/64
During visit, provider:

* Rx FENTANYL, 50mcg Q72 = 120 mg MME
* Rx Oxycodone, 10mg Q6 hours (40mg) = 60mg MME
* Rx Alprazolam to keep patient frorr ;-aving seizures;

supply covers 7 days (1 tablet BID)

John Smith’s Last UDT Timeline

Patient
LAST OV and LAST UDT Test Results
UDT SAMPLE REPORT O"erdd‘?izd and Reviewed
Mar. 9, Mar. 12, Mar. 18, Mar. 31,
2018 2018 2018 2018

33719
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O "
Explain how to create a risk

evaluation action plan and

. . Objective 3
supporting documentation.

33719
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Key is TIMELY Assessment and Evaluation
for use in treatment of patient and
Physician Involvement

[5] The picture can't
be displayed.

3319

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

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

Legal Perspectlve: « Frequency of Drug Testing and Nature of Drug
oo . Testing Menu
Critical Risk - .
A . * Type of medications that will be allowed
Monltorlng * Dose and Combination of medications that wil
ConSlderatlonS be allowed without additional monitoring and

provider support, including consults/referrals

* Issuance and Confirmation of Naloxone
Prescription

* Exit or Additional Provider Support Strategies

COPYRIGHT - THE J. BOLEN GROUP, LLC.

17



3/25/19

PHYSICIAN DIRECT INVOLVEMENT IN PATIENT RISK MONITORING

the MD see the | uaven?

How often does |
patient?

* Relative to patient progress/lack thereof with Tx
should the MD .02

How Often ‘ « Relative to patient risk level?
see the patient? - soth?

33719

Q O

Naloxone and
Minimizing Risk

Quick Reminder

3319

REMEMBER:
It does not do any good
to issue a Naloxone Some states may provide
prescription to a high risk a limited immunity here;
patient without making Most do not.

sure they filled it.

COPYRIGHT - THE J. BOLEN GROUP, LLC. 18
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Education: It’s a Process
and Not a One-Time Thing

Parents and Staff

33719

EDUCATE PATIENTS (and HIPAA-
Consented Family/Friends) FROM THE
START

SAFE USE

SAFE STORAGE
SAFE DISPOSAL
NALOXONE

]

Adjust your Written Treatment
Agreement

* Patient’s agreement NOT TO ABUSE ALCOHOL
* Testforit

« Deal with it relative to ongoing opioid therapy (or BZO therapy)
+ Patient’s agreement TO NOT USE OTHER MEDICALLY UNAUTHORIZED
SUBSTANCES (including THC)
« Test for THC

« Deal with it relative to ongoing opioid therapy (or BZ0 therapy)

33719
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Coordination of Care

Addressing the Weaknesses

CONSULTATION & COORDINATION CARE

3319

Addressing Adverse

Patient Events in a
Timely Fashion

With your staff
In your practice processes and work flows

In your documentation practices

COPYRIGHT - THE J. BOLEN GROUP, LLC. 20
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REMINDER

Individualized Patient Care:

2. And moves forward with the
patient’s best interests in mind,
carefully balancing risks and benefits

1. Looks backwards and constantly
reevaluates the data points

33719

—  Questions?
* Thank you!
« Jennifer Bolen, JD
* 865-755-2369
o e ideofpai
3/3/19
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