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Objectives

LISt a nd «List three common weaknesses associated with

documentation of risk assessment of patients for chronic
opioid therapy.

DesCrib@ |-vesise now ey cancontrivute to ba ot outcomes.

Explain
and Use

« Explain how to create a risk mitigation action plan and
supporting documentation
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OBJECTIVE 1:

Identify common trends in legal
actions against opioid prescribers.

1022119

10/22/19

Drug Dealers and
Substance
Abusers

Law Enforcement

Payors

10/22/19

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.)

Current
Case/Investigative
Trends

2019

10/2/19

* 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

. Comrg ehensive 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

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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DEA DIVERSION
CONTROL UNIT

Administrative

and Criminal
Cases Against
Doctors

RESOURCES > Cases Agains: Dociors
Cases Against Doctors
Criminal Cases Against Doctors
s s a listing of investigations of physician registrants in which DEA was involved that resited in the arrest and
prosecutin of the regstrant. DEA s in the process of acding to this st cases ogainst DEA phys cin registrants since
2003 which have resulted In arrests and prosecutions.

Registrant Actions - Administrative Actions Against Registrants

2019, 2018, 2017, 2016, 2015, 2014, 2013, 2012, 2011, 2010, 2009, 2008, 2007, 2006, 2005, 2004, 2003,
2, 2001, 2000

* SOURCE:
https://ww usdoj.gov/crim_admin_action htm!

10/22/19

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?

10/22/19

]

POSITION OF TRUST

AT THE HEART OF THE MATTER:

The way it is argued in court or through medical experts in
inappropriate prescribing cases:

Example: Sentencing Decision in
US v. Schneider — Position of Trust

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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Example: Sentencing Decision in
US v. Schneider — Position of Trust

10

Example: Sentencing Decision in
US v. Schneider — Position of Trust

11
Federal Legal Requirements
for a Valid Controlled
Substance Prescription
From the Code of Federal Regulations and the DEA’s Final
Policy Statement of 2006
12
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Three Federal
Resources on

Substance
Prescriptions

https://w

DEA Diversion Website —
iversion.usdoj

. US.DEPARTMENTOF JuSTICE K DRUG ENFORCENENT ADMINISTRATION
@ DIVERSION CONTROL DIVISION
{ I

Report llicit Pharmaceutical Activities
RX Abuse Online

“Valid” Controlled Reporting

gov/

10/22/19

10/22/19

13

Code of Federal
Regulations

Purpose of Issue

Valid Controlled
Substance
Prescription

102219

Part 1308

Title 21 Code of Federal Regulations

30604

PART 1306 — PRESCRIPTIONS
‘GENERAL INFORMATION
§1306.04 Purpose of Issue of prescription.

(3) A prescripton fo a concroied must b lssued for an nciical

practiione aciing n the usual course of s professional ractce. The responsiilty for the proper preseribing and dispensing

of controlled substances is practiioner, but a tuho
 orter purportng Issued rot n the usual reatment or n

legitimate and authorzed rasearch is ot a prescrplion within the mearing and intent of section 309 o the Act (21 U.5.C.
829) and the person knowinaly flnq s.ch o pumorted prescription, &5 wel 3 the person Issuing 1, shall be subject 0 the
penalies provited for Controlied sub

(5) A prascrption may not be ssued I order for an Individual pracitioner to obtain contolled substances for supplying the.
Indvidual praciloner for the purpose of ganeral dspensing to patients.

(6) A prescripton may not be issusd for “detoxficaton treatment or “maintenance trestmant,” unless the prescriptn is for 3
Schedule I, 1V, or V narcotic 6rug approved by the Food and Drug Adminstration specificaly for use In maintenance or
Getouiication treatment and the pracitoner s in comoliance with equrements in §1301.28 of this chapte.

(36 FR 7799, Aor. 24, 1971 Redesignated at 38 FR 26609, Sept. 24, 1973, and amended a 39 FR 37985, Oct. 25, 1974; 70
FR 36343, Jine 23, 2005]

‘ofice (0)

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

14

DEA DIVERSION
CONTROL UNIT
Significant
Guidance
Documents

1022119

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

Control Division

15
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Legitimate

Medical Purpose

* One or more generally
recognized medical

indication for the use of
the controlled

Usual Course of
Professional
Practice

* According to licensing

and professional
standards, including

Reasonable Steps
to Prevent Abuse
and Diversion

* Proper Risk Evaluation,

Stratification, and
Monitoring Protocols,

10/22/19

substance consideration of including overdose risk
licensing board evaluation
material; « PDMP, UDT,
NALOXONE, OPIOID
* Steps of a “Reasonably TRIAL, VISIT
Prudent” Practitioner FREQUENCY,
* Many other

“reasonable steps”

Process Visual for “Valid” Controlled Substance Prescription — CFR
+ DEA Policy Statement of 2006, available online at

usdoj.gov/fed_regs/ 006/£r09062.htm

10122119

16

T T v —— R

ARCOS Registrant Handbook (August 1997)

ndier’s Manual (April 2013)

Narcotic Treatment Programs Best Practice Guideline (April 2000)

[ ———————

Contrallad Substances Security Manual

17

Unied Seaes Deparcees o Jussie -
Do Enfreummnt Admicctation Al
Offce of Dversion Comrl &l

DEA Resource on “Valid” Controlled

Substance Prescriptions
Practitioner’s Manual

An Informational Outline of the * DEA Practitioners Manual
Controlled Substances Act * DEA hasn’t updated this manual since 2006!

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

206 2

1022119

18
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‘Drug Enforcement Administration
Practitioner’s Manual

Tabte of Contents (continued)

Section V - Valid Prescription Requirements

Prescription Requirements. 18
Who May 18
Purpose of Lssue 19

Schedule IT Substances. 19
Refills 19
Issuance of Multiple Prescriptions for Schedule II Substances. 19
Facsimile Prescriptions for 5. 20
Exceptions for Schedule II Facsimle Prescriptions. 21

Schedule IIl-V Substances. 2

s 2

Facsimile Prescriptions for Schedule IIl-V Substances 2
Telephone Authorization for Schedule IV Prescriptions. 2
Delivery of a Controlled Substance to Persons Outside the USS. 2

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

10122119

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.

10722019

20

LEGAL PERSPECTIVE:

Three common risk mitigation weaknesses — chronic opioid therapy

1  Poor Risk Assessment/Mitigation Process and Follow Through. }
* Untimely Use of Information gathered through Risk

2 Assessment/Evaluation and Patient Encounters.
o Failure to Coordinate Care with Other Healthcare Providers and

3 Lack of Patient Education Related to Coordination of Care Issues.

1022119

21
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Legal Perspective: Basic Risk Mitigation Process

Assess
Reassess, Prudent Weigh Risks and
Care, Coordination of Benefits; Stratify
Care Patient into Risk Zone

10122119

22

Medical Expert Testimony
on Common Expectations
and Weaknesses

Just a few examples out of many

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)

L ted di; is 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 plan that use of 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. <,:|

1022119

24
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Failure Testified To by Medical Expert Government Expert Case and Trial Testimony Year

Failure to obtain, review, and build a “database” of the L. Douglas Kennedy, MD US v. Volkman, 2011 (Convicted)
patient’s individual case
Failure to consider the patient’s behavioral health history | | o U5 Volkman, 2011 (Convicted)
and with BH
Failure to appreciate medical rsks (respiratory-related) Ted Parran, MD US v. Schneider, 2010 (Convicted)
Fallure to Properly Supervise Physician-Extenders; ailure of Ted Parran, MD U . Schneider, 2010 (Convicted)
MD to be involved with patient

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

US v. Zolot, 2013-2014 (Defendant:
Risk/Benefit Analysis, Patient Response, and patient Christopher J. Gilligan, MD V. colo (Defendants

Acquitted)

US v. Zolot, 2013-2014 (Defendants

Failure to Consider Common Risk Factors Christopher J. Gilligan, MD
Acquitted)

EXAMPLES OF RISK MITIGATION FAILURES — Through the Eyes of Medical Experts

10122119

25

Failure to Re-Evaluate
the Treatment Plan in
Light of Patient
Response and
Compliance

12 As discussed previously, u physician has an obligation to periodically review both

e dingnosis and regimen af trcaiment (including the use of controlled substances) in order to

ensure that eammstunces ofthe spesific ptient”

h remain sppropriate fo the pacticul

potentisl misuse/abuse andior diversio

A physician receiving information o

substance by a patient s required to

Government Expert
icular paticnt While physicians may differ Christopher Gilligan,
inces, there is no MD, US v. Zolot and

at pacticular paticat, includiog X under what circumsi

will continue 0 be prescribed to that

dispute inthe medical commenty that  physician eannot ignore such information and siroply Pliner (Both Acquitted);
coet of praticing medicine was conllin a th i of he tims of e prserptons o isue i Affidavit Produced in US
e v. Zolot, 12/9/2013,

D.Mass., 11-CR-10070

10/22/19

26

waming signs of potential aberran behavior or

Failure to Consider
Common Risk Factors
(Part 1) g crcen results wive forcontrolled

. d substances
ibed for the patient and which the paticat should be Laking

. D showing that a patieat took a drug that

ncluding strcet drugs such us cocaine

Dubious or repeated claims of lost, destroyed or stolen medications o

Government Expert © prescripions

Christopher Gilligan, palicots oquestiog caly refill of arcotic prescriptions

MD, US v. Zolot and « Forged oraliered prription
Pliner (Both Acquitted); nformation tht the patent obiins coutruld substanc
Affidavit Produced in T O e ey sl provider
US v. Zolot, 12/9/2013,

D.Mass., 11-CR-10070

Patient admissions of present or prior addiction/abuse p
d 1

10/22/18

27
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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);

@ Were there multiple cccasicas where she presented
ithdraviag from medications?
A ves.

) 2nd vhat would that meas, Dr. Parran?

It would mean that she wesa's able to control her
m use of the medicines. She would go through it to0
ickly and then she vould preseat to the office in
charaval.

Did Tont have a prior crack cocaine addiction?

Yes. And had had prisss

cestment and & court case
aager.

Nevertheless, vere her prescriptions contimued?

ni repeatedly fail drsg screens?

© 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
| Was there evidence in he char of doctor shopping?
Case 6:07-cr-10234- A Yes. Evidence of gotag to see other doctors and
MLB Document 627 getting prescriptions at the same tise that she vas
Flled 04/04/11 receiving prescriptions from the Schneider Medical
Cinse.
@ Was there evidence of gotng o multiple phamacier
A e 10722119
13 Q And what is the relationship with the pneumonia and
14 | the controlled substances she is being prescribed?

22| A ves.

25 | A ves.

21 | hospital with pneumonia?

15 | A Well, again, if a person already has COPD, or

16 | emphysema, even a little bit of pneumonia can be life-
17 | threatening and controlled substances which tend to
18 | decrease breathing can increase the risk of pneumonia.

15 | o And did the chart indicate that the Schneider

20 | Medical Clinic received notice that she had been in the

23 | @ And after being out of the hospital for one week,

24 | does she show up at the Schneider Medical Clinic?

30

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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B

9 Neverlheles

slarl  pa

your

A Fo.

Tevel
supery

under

supervise al.
0 Aad if a physician as
do you bear the respons:

A AEbsolutely. Absolutely.

involveme
The very natuze of physician extender or a mid
practitioncr is that thoy're functioning under the

ision of 2 ph

who they £

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.

ssislants

you lel your phy

and conliaue Lheir Lrealmenl wilkoul

an and the Ticensed physician

who is expected to

on is the persc

the care that'ls provided.

stant should make a mistage,

ity for that mistake?

10/22/19

31

case: & fge: 30f 106

detabase, as we were Taiking about. Riscory, pas surgical

11 [ comatning 1ixe tnac?

12 Very mucn 5o

15 [luas an ongoing investigation and disposition on that.

17 [ nerprurz

18 f|a Ansorurary

A Well. each case is different. So you look to build the

5 [[nisery. on cown the 1ine and sss what ciagnostic taste have

been done, BUT 2150 Ses what Therspeutic measures have besn

prysical therspy. not just oral medication. but other things

Q. Ana a0 you 100« For signs of noncompiiance or arug abuse?

1
2

4

5 flasne. 22 we saikes sbout in 2 muiTiciseiptinary rashion with
6

7

8f|a Yes. and aiso 1ok for signs of compiiance. Just whatever
i

10 o s wouta 2 peyenistric nistory. weutd you pay attention to

130, Ana wnar abour ir the rite indicaten the risd o suicide?

14 |4 Then 1 wouia taik o the scurce ana make sure that thers

16 1o 15 thar ancener situarion wners rami iy mesbers wouta be

33
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LEGAL PERSPECTIVE:

What is Risk Assessment?

* The identification of
INDIVIDUAL AND OTHER
KNOW OR READILY ASSESSED
FACTORS that MAY lead to
adverse outcomes.

10/22/19

34

LEGAL
PERSPECTIVE:

Commonly
described
(and readily
assessable)
Risk Factors

1022119

+ Risk Factors Continuec

+ Mental heaith/psychological conditons
andhi

other sleep isorders

+ Abuse historyincucing physical,
emotional or sexual abuse.

of opioid use (patient Hx
ent PDMP Evaluation)
+ pregnancy or planring one

+ Health conditons that may in

ent (last3to 6

o and recent past
(last 3 to 6 months)

35

LEGAL PERSPECTIVE:
What is Risk Monitoring?

How is it Accomplished?

* Risk monitoring is the
ongoing evaluation of the
patient and examination
of risk/benefit for the
patient

36

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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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 lllicit 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

10122119

10/22/19

37

Current Positions on
Risk Mitigation in Opioid
Therapy

€DC, US Dept. of Health and Human Services, and American Academy of Pain Medicine
Consensus Recommendations on UDT in Chronic Pain Management

38

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

ASSESSING RISK AND ADDRESSING HARMS OF OPI0ID USE

CLINICAL REMINDERS

Evaluate risk factors for
opioid-related harms

Check POMP for high dosages
and prescriptions from other
providers

Use urine drug testing to identity
prescribed substances and
undisclosed use

Avoid cancurrent benzodiazepine
and opioid prescribing

Arrange treatment for opioid use
disorder if needed

10/22/19

39
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https://www.cdc.gov/drugoverdose/pdf/Guidelines_Factsheet-a.pdf

PAIN MANAGEMENT BEST PRACTICES,

2019 INTER-AGENCY TASK FORCE

CROSS-CUTTING CLINICAL REPORT: US Department of Health &
AND POLICY BEST PRACTICES 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

10122119

10/22/19

40

« Pg. 2, Executive Summary, available online at

PAIN MANAGEMENT https://www.hhs.gov/si /files/pain-mgmt-best-practices-draft-final
BEST PRACTICES, report-05062019.pdf

2019 INTER-AGENCY

TASK FORCE REPORT:

US Department of
Health & Human
Services

+  Risk assessment s one of the four cross-cutting policy approaches necessary for best practices in providing individualized,
patient-centered care. A thorough patient assessment and evaluation for treatment that includes a risk-benefit analysis are
important considerations when developing patient-centered treatment. Risk assessment involves identifying risk factors from
patient history; family history; current biopsychosocial factors; and screening and diagnostic tools, including prescription drug
monitoring programs, laboratory data, and other measures. Risk stratification for a particular patient can aid in determining
appropriate treatments for the best clinical outcomes for that patient. The final report and this section in particular emphasize
safe opioid stewardship, with regular reevaluation of the patient.

102219

41

American Academy of Pain Medicine Says Risk Assessment is . . .
¥

Risk Assessment

o Obtainrelevant patient history

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

e Check PDMPs and previous UDM results

«  Evaluate behaviors indicative of risk

I Low Risk I | Moderate Risk | | High Risk

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
10/22/19

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,

.4 Jeffrey A Gudin, Rosemary C

Polomano, Lynn R Webster;
Rikracons
o Opios Rational Urine Drug Monitoring
it in Patients Receiving Opioids for
Chronic Pain: Consensus

Recommendations, Pain

Urine Drug Monitoring for Chronic Pain

Medicine, Volume 19, Issue 1, 1
January 2018, Pages 97-117,

Figure 3 Explnatons for ok factors of opod misse and apd use dsorder 285

10122119

10/22/19

43

Q @)

State Examples — cotomon
Risk Mitigation in 2019 | meow

10/22/19

44

Medical Board of California — Risk Mitigation
for Opioid Prescribing and Medical Cannabis
Recommendations

California Opioid Prescribing Guidelines AND Medical Cannabis Recommendation Guidelines

45

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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https://doi.org/10.1093/pm/pnx285

GUIDELINES FOR PRESCRISING
CONTROLLED SUBSTANCES

Medical Board of FoR PAIN
California — Key
Guideline Resources MEDICAL BOARD OF CALIFORNIA

MBC Opioid Prescribing Moveeen 2014
Guidelines (2014) —

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

10/22/19 i e s @

10/22/19

46

California & Cannabis
Recommendation
Guidelines

FOCUS ON
Risk Assessment Guidelines for the

Recommendation of

for Medical Purposes
http://www.mbc.ca.gov/Pu
blications/guidelines_cann
abis_recommendation.pdf MEDICAL BOARD OF CALIFORNIA

v Guaaaey, LD, Pre
Kumberly Kircameyer, Eveut

10/22/19

47

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

GUIDELINES

The Board has adopted the following guidelines for the recommendation of cannabis for medical
purposes

Physician-Patient Relationship: The health and well-being of patients depends upon a
lsborative effort between the physician and the paticnt. The relationship betwoen a paticat

oF acceptable medical car. Thercfore, physicians should document that an appropristc

y blished, prio to providing
attestation, for cannabis to the paticnt. C prevailing standard
of care, physicians should not o,
or family members.

Pursuant to Business and Professions (B&P) Code section 2525.2, a physician shall not
for medical purp P s the patient’s
toalth and & Q Code 11360 2a) defines sn “atiendi

Physican s ap = S

5 s 7 5 s @
reatment, diagnosis, counseling, or referral of s patieat. The physician mustalso have
ducted « medical the paticnt g in the paticnl’s
/ the physician’ f whether the patient has a serious medical condition and whether

the use of cannabis for medical purposes is appropriate.

1022119

48

COPYRIGHT - THE J. BOLEN GROUP, LLC.
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Patient E A medical and collection of relevant c
history commensurate with the prescntation of the patient must be obtained before a decision is
made s to whether to recommend cannabis for a medical purpose. The must be an

California Cannabis Recommendation Guidelines:
PATIENT EVALUATION (INCLUDES RISK ISSUES)

appropriatc prior cxaminalion, and at minimuim, should include the paticnt’s history of present
medical and surgi ory; alcohol and substan story:
family history with emphasis on addiction, psychotic disorders, or mental illness; documentation
of therapies with inadequate response; and diagnosis requiring the cannabis recommendation. At
this time, there is & paucily of evidenc for the eflicacy of cannabis in treating certain medical
conditions. Recommending cannabis for any medical conditions, however, is at the professional
discretion of the physician acting within the standard of care. The i

ation, appropriatencss,

FOCUS ON THE WORD
“MUST”

10/22/19

LITTLE EVIDENCE NOW,

and safety of the recommendation should be evaluated in accordance with standards of practice SO FOCUS ON

as they evolve over time. INDICATION,
“The initial evaluation for the condition that cannabis is being recommended must meet the APPROPRIATENESS, AND
standard of care; accepted standards are the same as any reasonable and prudent physician would SAFETY IN ACCORDANCE
follow when recommending or approving any other medication. WITH STANDARDS of

Ttis important (o note that B&P Code section 2525.3 states that physicians recommending
cannabis to a patient for a medical purpose without an appropriate prior cxamination and a
medical indication, constitutes unprofessional conduct. The use of telehealth in compliance with
B&P Code section 2290.5, and used in a manner consistent with the standard of care is

permissible.
10122119

49

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
+ Patient’s history of present illness
Social history

and at a mini include:

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

10/22/19

50

California Cannabis Recommendation Guidelines:
INFORMED & SHARED DECISION-MAKING

Informed and Shared Decision Making: The decision to recommen
shared decision between the physician and the patient. The physicia
and benefits of the use of cannabis with the patient. (See De ision Tree in Appendix 1) Patients
should be advised of the variability and lack of standardi: nnabis preparations, as well
as the issue that it affects individuals differently. Patient e reminded that cannabis use
may result in cognitive changes that affect function, including driving, and that they should not
drive, operate heavy machinery, or engage in any hazardous activity while under the influence of
cannabis. As with any medication, patients may be charged with driving under the influence of
drugs if they drive while impaired by the substance. If the patient is a minor or without decision-
making capacity, the physiciar sure that the patient’s parent, guardian or surrogate is
fully informed of the risks and f cannabis use, is involved in the treatment plan, and
consents to the patient’s use of cannabis.

1022119
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California’s Cannabis Recommendation Guidelines:
QUALIFYING CONDITIONS; LACK OF EVIDENCE ISSUES

Qualifying Conditions: At this time, there is a lack of evidence for the cfficacy of cannabis in
treating certain medical conditions. Recommending cannabis for medical purposes is at the
professional discretion of the physician. The indication, appropriatencss, and safety of the
recommendation should be evaluated in accordance with current standards of practice and in
compliance with state laws, rules and regulations which specify qualifying conditions for which
a patient may qualify for cannabis for medical purposes.

The Compassionate Use Act names certain medical conditions for which cannabis may be useful,
although icians are not limited in their ions to those specific diti

(cancer, ancrexia, AIDS, chronic pain, spasticity, glaucoma, arthritis, and migraine). In all cases,
the physician should base his or her determination on the results of clinical trials, if available,
medical literature and reports, or on experience of that physician or other physicians, or on
credible patient reports. In all cases, the physician must determine that the risk/benefit ratio of
cannabis is as good, or better, than other treatment options that could be used for that individual
patient. A patient need not have failed on all standard medications in order for a physician to
recommend or approve the use of cannabis for medical purposes.

10/22/19
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California Cannabis Recommendation Guidelines:
ONGOING MONITORING AND ADAPTING TX PLAN
Ongoing Monitoring and Adapting the Treatment Plan:

the patient’s response to the use of cannabis and overall health and Tevel of function.

e overall medical condition, any change in the

Phy: Ps; unction, ficacy of the treatment to the patient, the goals of the
treatment, and the progress of those goals

necessary to appropriately monitor the patient. Therd] Be a periodic review documente:
least annually or more frequently as warranted.

When a trial of cannabis for medical use is suceessful and the physician and patient decide to
continue the use of camnabis

duration of treatment. Continuation, modification or termination of cannabis for medical use

should be contingent on the physician’s evaluation of (1) evidence or the patient’s progress NO ONE AND DONE
toward treatment objectives and (2) the absence of substantial risks or adverse events, such as RECOMMENDATIONS
diversion. A satisfactory response to treatment would be indicated by an increased level of

* Please be aware that the risks of cannabis use on a fetus or breast-feeding infant are unknown. The American
College of Obstetricians and Gynecologists (ACOG) Comittee Opinion (Number 722 - October 2017) states
physicians should be discouraged from bis for medicinal o pregnancy and
lactation.

1022119
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California Cannabis Recommendation Guidelines:
CONSULTATION & REFERRAL

function and/or improved quality of life. The physician should regularly assess the patient’s
response to the use of cannabis.

Consultation and Referral: A patient who has a history of substance use disorder or a co-
occurring mental health disorder may require ialized and The

a pain management physician,
psychiatrist, psychologist, and/or addiction or mental health ialist[as needed] The physici
should determine that cannabis use is not masking symptoms of another condition requiring
further and (e.g., sut use disorder, or other psychiatric or medical
condition) or that such use will lead to a worsening of the patient's condition.

£,
A,
Are

n,
45/%
1022719 6
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Cannabis Use Disorder Identification Test - Revised (CUDIT-R)

. paper available online at

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5531365/

Cannabis

e e - Revised (CUDITA —

10/22/19
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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

57
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https://bpac.org.nz/BPJ/2010/June/docs/addiction_CUDIT-R.pdf

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/19xrPqsCbaHHAINTD1FI3NeCn5kwK

60zR/view

10122119
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Seronr Parscams on Deprens

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

1072219
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Bl Guidelines for Prescribing and Dispensing Opioids

5. Psychological Assessment

In instances where the risk assessment identifies a mental health or psychological
condition, the prescriber should consider referring the patient to a mental health
provider for a ical or cognitive i

10/22/19
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Minnesota Opioid Prescribing Guidelines
(2018-2019) and Risk Mitigation

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

10/22/19
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Sources:
Minnesota ——
L. Opioid Guidelines (Full Document) -
Op|0|d https://mn.gov/dhs/assets/mn-opioid-
Prescribing prescribing-guidelines_tcm1053-337012.pdf
Guide“nes Opioid Guidelines (Summary by pain phase) —
chronic pain https://mn.gov/dhs/opip/opioid-
- guidelines/pain-phase/chronic-pain.jsp
ReSOU rces Minnesota calls it “Flip the Script” -
https://mn.gov/dhs/opip/
10/22/19
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Minnesota Opioid Prescribing Guidelines —
Risk Mitigation Strategies

Opioid Gui (Full D t) - https://mn. pioid-prescribing-
guidelines_tcm1053-337012.pdf

1022119
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Minnesota Risk Mitigation Duties and
Concomitant Use of Opioids and Benzodiazepines

3. Address concomitant use of benzodiazepines and other sedative hypnotics for patients receiving
COAT. Patients receiving i 8 drug inations require care coordination and
medication management. Obtain a patient release of information and contact the relevant
prescribers. Consider prescribing naloxone to patients with concomitant use.

Page 19, Opioid Prescribing (2018 version)

10/22/19
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5. Use extreme caution when prescribing opioids to patients with comorbid conditions that may
increase risk of adverse outcomes. Comorbid conditions associated with elevated risk include
Chronic Obstructive Pulmonary Disease, Congestive Heart Failure, obstructive sleep apnea, history
of alcohol or substance use disorder, advanced age, or renal or hepatic dysfunction.

Page 19, Minnesota Opioid Prescribing Guidelines (2018 version)

10/22/19
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Minnesota Risk Mitigation and Naloxone

Consider prescribing naloxone to the following populations at high-risk of opioid overdose:

1. Individuals with substance use disorder;
2. Individual: using

3. Individuals on chronic opioid analgesic therapy with an acute injury;
4. Individuals with a past overdose;
5.
6.

Individuals with respiratory insufficiency, especially sleep apnea; and
Individuals who were recently incarcerated with a history of substance abuse.

Other patient populations who are at elevated risk of opioid-related harm, especially when prescribed
long-term opioid therapy, include:

1. Pediatric patients;

Geriatric patients;

Individuals referred to addiction specialists, pain medicine specialists or mental health
providers. These patients may be at risk for overdose during care transitions; and

All patients receiving chronic opioid analgesic therapy (COAT).

w

=

Page 23, Minnesota Opioid Prescribing Guidelines (2018 version)

10/22/19
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Minnesota Risk Mitigation and
Critical Behavioral Health Assessments

Scren patients for depression and anxiety using a b, vaidated 0ol at vach follow-up vis for
pain management

o Fscreening toolsindicate an active mental heakh conition, provide aggressive treatment
concomitant o analgesia strategies. Post-Acute Py

b

1 o approgeiate payehotherapy. Gl

o Rl pativnts wssion or ity

successfuly

Rssass and document suicdality in every sattng forevery il opoid prescrption. Reassess
suicidalicy i patients receiving chronic opioid analgesic therapy at last once a year. {Acute Pain;

hvonic oin)

Screen patients fo substance use disorder using bref, vakdated tool, Conduct 2 sructured
o Statstcal Manua 5 LSM) rteria
when the patient scrcens positive, o refe t0. specialst for iagnsis

Scrien patient for substance use disorders e wek ater the acute svent,or at the fist
opioid il et I assessment indicates elevate is fo sabstance abuse,review and
deturminw upering slralugy. {Post-Acute Poio]

P o1
, rovide the paient evidenca-based
treatment o rofer 10. specialst. Continue o scroen for substance use disorders for the
duration of the opiod therapy. fChronic Soinl

assessment indicates an active substance use o

Minnesota Opioid Prescribing Guidelines, Online List of Risk Mitigation Areas, Opioid Guidelines (Summary

by pain phase) - chronic pain https://mn. pip/opioid-guidelines/pain-phase/chronic-pain.jsp
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ARIZONA and Risk Mitigation
through Exit Strategies

Arizona Opioid Prescribing Position 2018-2019

68

ARIZONA 2018 — Opioid Prescribing Guidelines and Risk Mitigation Checklist

a0y, document rormac cansent wh oh insces the ks o oio € Lse. cions
o beuncares

SOURCE: pg. 3, &0
https://azdhs.gov/documents/audiences
Jclinicians/clinical-guidelines-
recommendations/prescribing-

ss dsorcas

= o curvant prosribed b agent

a \r2ona Contrlld Sus ion Monkoring P fore ntiating an opiod o 2
a0 e at east quartry

guidelines/az-opioid-prescribing- .
guidelines.pdf 1 o premcrtng oy

women o eprocketi age. e i

Reasasss s et reg men o

end disposel of madications ot drieg ¢

i inproversens,sutstance use,
ks d e dng toss

bass for opicid use dscrcer and ofer or amarge or
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ARIZONA 2018 Opioid Guidelines
Appendix E: How to Approach an Exit Strategy
from Long Term Opioid Therapy

10/22/19

Guideline Patient Category Exit Strategy to “Consider”

dysfunction, and lower psychiatric and substance use | A, which includes rotation to
disorder comorbidities buprenorphine.

Patients on lower MEDs, lower pain-related Consider opioid tapering (Strategy

17 pain-related dysfunction, and higher psychiatric and | (Strategy B) with subsequent
substance use disorder comorbidities gradual reduction in
buprenorphine dose.

Patients with prescriptions for higher MEDS, higher | Consider rotation to buprenorphine

Patients with opioid use disorder Offer or arrange for medication

assisted treatment (Strategy C).

SOURCE: pgs. 26-28 https://azdhs.gov/documents/audiences/clinicians/clinical-

ions/prescribing pioid-prescribing-guidelines.pdf

10122119

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, adverse effects 3

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)

SOURCE: pgs. 26-28 https://azdhs.g i linicians/clinical
idel

prescribing-gui pioid-p: I3
10/22/19
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OBIJECTIVE 3
Explain how to create a risk

mitigation action plan and use
it in daily practice.

102219

72

COPYRIGHT - THE J. BOLEN GROUP, LLC.

24



10/22/19

What does risk assessment
and monitoring mean to you?

Audience Discussion

73

‘ Read Read Licensing Board Rules/Guidelines ‘
C rea t in g an d ‘ Review | Online Review of State Opioid Prescribing Initiatives (if any)

Using a Risk T

M It I gat I O n Create a Checklist of Directives...The Physician Shall...The
. Create | physician Should
Action Plan: I
. ‘ Create Create a Risk Domain Criteria List ‘
Basic Steps I
‘ Create Create a Risk Mitigation Plan for Each ‘

102219

74

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

Thinking
about Risk:

[Medical Conditions

Behavioral Health

- J

h | * Diagnosed
T e Lega * Risk-Questionnaire Evaluated

1 * Substance Use History (ETOH, THC, Other)(Patient and 1st
Pe rspeCtlve Degree Relative)

* Observed and Reported (many methods)

Other Indicators and Observations J

102218
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Legal Respiratory
Perspective: Co-'rot;]bidities Hepatic
CéPSD, ;T:ép Insufficiencies
Commonly Apnea)
Referenced <
Medical Co-
Morbidities that Renal oth
Enhance Risk of Insufficiencies er
Overdose
1022719
76
LEgal 50mg MME or less (Low Risk); No “risky” combinations or
Pe rspective: readily available solutions.

Common Dosing
Boundaries Used
WHEN Creating
a Risk Mitigation
Program and
Workflow

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)

102219

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

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)

102218

78

COPYRIGHT - THE J. BOLEN GROUP, LLC.

26



10/22/19

Low Risk

PATIENT
INDIVIDUAL
FACTS +
ASSESSABLE
DOMAINS OF
RISK = RISK

Moderate Risk

High Medical Risk

LEVELOR
PROFILE

High Behavioral Risk

[P i i Ry i

T

102219
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10/22/19

Low Risk if.

Treatment

. Moderate Risk if ...
Treatment

Boundaries Boundaries

include ...

include...

High Risk

(Medical) if ...

High Risk
(Behavioral) if .

Treatment Treatment
Boundaries Boundaries
Include ... Include...

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

80

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

Current Long-Acting Opioid
Use

Current Methadone Use

Current Fentanyl Use

Combination Opioids

Combination Opioids +
Benzodiazepines

c Opioids +
Other CNS Depressants

Other Drug Use and
Other Potential Factors

Use of THC

Use of ETOH

No Naloxone or Repeated
Refusal to Fill

1022119
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Critical Risk
Monitoring
Considerations

Legal Perspective:

* 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

10/22/19
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Key is TIMELY Assessment and Evaluation
for use in treatment of patient and
Physician Involvement

]

10/22/19
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Coordination of Care

Addressing the Weaknesses

1022/19
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Pain
Specialist

10122119

Patient

CONSULTJATION & COORDINATION Ok CARE

Behavioral
Health

10/22/19
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“My primary care physician is out of
town and I'm afraid | will get sick if |
have to wait for him to return to get my

Benzodiazepine or other].”

“l am not sleeping well and not dealing
with the increased pain | am having
because you reduced my opioids last

time. | 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.”

How do you handle John Smith’s report? o

86

Addressing
Adverse Patient
Eventsin a
Timely Fashion

With your staff
In your practice processes and work flows

In your documentation practices.

REMINDER- STATE REPORTING REQUIREMENTS

10/22/19
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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 Preserve Chart and Obtain Legal Input Regarding
Understand Required and Understand Events Status of Specific Patient
Optional Steps*** Reporting Regarding Specific Patient and Practice Improvements

Requirements in some states

Internal Education to Staff External Education to " - "
N . . Ongoing Monitoring with
and Necessary Practice Patients and Family
Legal Counsel
Updates Members

10122119
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Review Charts with
Directives List in Mind;

Ask: Where am |
vulnerable?

10/22/19

89

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

1022119
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— Questions?

« Thank you!

« Jennifer Bolen, JD
* 865-755-2369

* jbolen@legalsideofpain.com

|

10122119
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Q @)

ADDITIONAL RESOURCES Read the fine print

10/22/19
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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/

1022119

93

COPYRIGHT - THE J. BOLEN GROUP, LLC.

31
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* Sources:

Colorado — 2019 - Opioid Prescribing Guidelines

* 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/19xrPqsCbaHHAINTD1FI3NeCn5kwK

10/22/19

60zR/view
10722119
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Sources:
Minnesota ——
L. Opioid Guidelines (Full Document) -
Op|0|d https://mn.gov/dhs/assets/mn-opioid-
Prescribing prescribing-guidelines_tcm1053-337012.pdf
Guide“nes Opioid Guidelines (Summary by pain phase) —
chronic pain https://mn.gov/dhs/opip/opioid-
- guidelines/pain-phase/chronic-pain.jsp
ReSOU rces Minnesota calls it “Flip the Script” -
https://mn.gov/dhs/opip/
10/22/19
95
CDC - https://www.cdc.gov/opioids/
General SAMHSA - https://www.samhsa.gov/
Resources for
Tools FSMB - http://www.fsmb.org/
Medication and State Licensing Boards — google state
Medical Risks board or go to state website
Local Medical Associations
10/22/19
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https://www.cdc.gov/opioids/
https://www.samhsa.gov/
http://www.fsmb.org/

10/22/19

\-‘/((_ HHS.GOV/OPIOIDS

US Department
of Health &

Human Services

HELP, RESOURCES AND INFORMATION
NATIONAL OPIOIDS CRISIS

* 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/

1022119
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SAMHSA

10/22/1

SAMHSA Original
Toolkit and

Link to 2016 Kit

amhsa Qpioid-Overdose:
jon-Toolkit-Updated-2016/AII-N

Broducts/SMAL6:4742.

98

10/2/19

SAMHSA Opioid Overdose Toolkit

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”

10/22/19

‘\" Rx Pain Medications

KNOW THE OPTIONS « GET THE FACTS

Prescribing Opioids: Reduce the Risk

¢ ronmmsa (B8

10/22/19
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SAMHSA
(Substance Abuse and
Mental Health Services

Administration)

* Medication and Substance
Use Risks

+ Dangerous Drug Interactions

1022119

\\e’ Rx Pain Medications

KNOW THE OPTIONS - GET THE FACTS
Dangerous Drug Inter

101

SAMHSA
(Substance Abuse
and Mental
Health Services
Administration)

A simple treatment agreement

10/22/19

N . . -
\eJ Rx Pain Medications
ROV THE GRIONT~ GET TR FRETE

Prescription Pain Medication Agreement

102
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SAMHSA
Medication
List

< i -
‘@7 Rx Pain Medications
W 0w THE OPTIONS + GET THE FACTS
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