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OBJECTIVES 1 and 2:

1. Identify Common Trends in Legal
Actions against a Prescriber when a
Patient Overdoses and Dies.

2. Describe Critical Perspectives
Around the Licensing Board’s
Request for the chart and a
Summary of Care
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Dear Pain
Management
Practitioner:

* Love, Your licensing
board

* PS: You have 21 days
to do this!

This office bs in neceipt of caly one ver

e you e opporunisy

nacrative seering ford

niplaint. Yoar respanse ta

The typical case
goes something
like this . . .

Get Letter

<Hitthe Panic Button
“Reallty Sets in

Talk

Talk to Lawyer

«Gather Files; it Paic Button
«Denial takes hold, with Anger as a seat buddy

Make

Make a Choice
*Approach with Confidence and Send n Fact-Filled, Humble:
Response; Fight f you have to

+OR Continue Derial an Fight without  helpful ramework




Necessary

Freeze Records

Freeze | * Copvand Review
« NOTE THE FACTS; Avoid Opinion at First
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framework Match Facts Against Standards

and

forward

Match | * Evaluate strengths and Weaknesses

path

Prepare Response* (assuming advice of counsel is to do this)

Prepare ¢
« Wait and see, but prepare for possile nextsteps

Licensing Board Inquiry —

Understand Perspectives (and the playing field)

What the Board sees through the eyes o the complainant

What you e (and think) when confronted with a
Board ltter

‘Someone has ded

‘What? Why didr't they tell me sooner?

They died within a week or 50 of gtting their last prescription

from you

The complainant i a famly member who knows the person
who died and the story s compeling Uhoh

Yes,

Wha? Why it heytell mesooner? Timing?Risk Status? Cordinaion of Care?

patient education?

1 Noonetok
The complainant usually artculatesfacts thatyoueither 2. They mmne bttt respond
it kow dent uly opore o gnores 3. ey cdme, bty lawyer sidotto Doyour et peskfoyou?
ntsto e the sory your records ell, respons

The board wants 2 full explanation.

PR —

Right2!

how you handle your response.

things.

If you have done your job . .. Then maybe

I am reporting to you the results of the review by the [SEE 5T A1 E| Board of Medical
Examiners (the “Board™) of the complaint filed regarding themorve=rererenced individual, In the
course of the inquiry, the Board considered your response.

The Board has completed its review of the facts related to this matter and has determined
that the issues identified were distressing 1o the complainant, but do nat provide any basis to
initisle disciplinary action.

iated this review because of its duty 1o safeguard the public by assuring
n licensed 1o practice in this State, are complying with applicable statutes,
regulations, and accepted standards of practice. As such, this matter is administratively closed.

This disposition of the complaint is being placed in the confidential files of the Board,
Plense be wware that, within this context, the complainant will be approprintely advised of the
Board"s handling of this matier.




What questions does the licensing board

* Does the record show that the Practitioner Issue a Controlled
Substance Prescription:

+ \with o Without.a proper evaluation, including proper risk
assessment, and did he/she arrive at a diagnosis and create a
treatment plan with goals and measurable milestones?

* \With or Without ongoing evaluation and risk mitigation, including
timely use of the state’s PDMP, UDT results, naloxone, and other
control measures?

+ With or Without the proper documentation, including rationale for
starting, changing, not stopping opioids; Is the rationale for the
prescribed drugs clearly stated in the medical record?

* Withor Without Coordinating Care?

‘Colyight 116-2018, The . Bolen Group, LLC. Al ightsreserved.
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investigator try to answer? — Critical Perspectives

Reminder: Core Responsibilities when
Prescribing Controlled Substances

Licensing Position of
DEA Standards Board Trust over the
Standards Patient

Legitimate
Medical
Purpose

One or more generally recognized medical indication for
the use of the controlled substance

“ ”
DEA “Standards
H Usual ; .
According to licensing and professional standards,
for RegISt rants Course of |, ding consideration of licensing board material;

who Prescribe ofessiona Siep of s
Controlled

Substances Proper Risk Evaluation, Stratification, and Monitoring

Reasonable | protocols, including overdose risk evaluation

Steps t

P59 | poMP , UDT, NALOXONE, OPIOID TRIAL, VISIT
Prevent | cprquEncy,
Abuse and

Diversion | Many other “reasonable steps”




Licensing Board and Professional “Standards”
and Documentation of Same
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Historical Steps with Patient

Active Care Plan Steps

Coordination of Care and
Consultations/Referrals

«General medical history
*Pain Specific History
*Risk of Abuse/Addiction
«Risk of Diversion

«Risk of Overdose

*Opioid Trial and Some form of Exit
Strategy

«Treatment Plan for Frequency,
Handling MME, POMP utilization,
UDT, etc.

*Naloxone and Patient Education

*Documentation and Process of
Informed Consent and Treatment
Agreement

+Scope of Practice Issues

« Exchange of documentation
between PCP and Specialty
providers engaged in chronic
MEDICATION therapy (not just
limited to opioids)

« Dealing with Marijuana issues

+Rationale for starting, stopping,
changing, etc.

Sample Licensing
Board
Guidelines/Rules

* Example is from California
and a comparison between
the California Pain
Guidelines (2014) to the
CDC Guidelines (2016)

California Comparison Continued




OBJECTIVES 3 and 4:

3. List three common risk
mitigation weaknesses associated
with chronic opioid therapy

4. Create an action plan for

changing how clinicians address ’
the same with their staff and

patients addressing these in daily

practice and medical record

documentation.
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Poor Risk Assessment Process and Follow
Through

LEGAL PERSPECTIVE:

Untimely Use of or Failure to Use Drug Test
Results in Risk Monitoring

Three common risk
mitigation weaknesses
associated with chronic
opioid therapy

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

(VI < LN <

A QUICK PUB MED SEARCH

Recent Clinical Literature
Examining Potentially
Inappropriate Prescribing
Behavior and Connection
to Overdose and
Mortality

‘Copyright 2016-2018, The 1. Bolen Group, LLC. Al rightsreserved.




Six Types of Potentially

Inappropriate Opioid

Prescribing Behaviors
(PIP)

in>/=3

MME >/= 100mg/day

mos.

20, e g .o
e i e e i, P, PP bt e 50,758 120,

sty ot by < A, e e, 4 -t e D v e #
-

b s e o ——
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PIP Article Bolen Group Audit Findings General ions for
MME >/= 100mg/day for >/= 3 mos. Frequent failures to track MME Track MME
1. Document rationale for combination prescribing
Sometimes overlapping involves more than one opioid
2. Coordinate care with 820 prescriber
Overlapping Opioid and Benzodiazepine and more than one Benzodiazepine, along with sleep °

Prescriptions in >/= 3 mos.

>/= 4 prescribers and pharmacists in any

quarter

medication, muscle relaxants, etc. and rationale not
documented; coordination of care missing.

Multiple prescribers often involved people in the same.
practice or PCP/Internal Medicine, Pain Specialist, and

Psychiatrist

Multiple pharmacists happen for different reasons.
Sometimes not clear in chart

Cash purchase of opioids on >/= 3 occasions  Didn't find in our audit

Receipt of opioids in >/= 3 mos. without a

documented pain diagnosis

Found mixed results on pain diagnosis. Sometimes
specific diagnosis after workup. Other times, general
diagnosis and failure to reevaluate after initial opioid
trial period.

3. May be appropriate to discuss reducing
Benzodiazepines or limiting term of use or time of
reevaluation

1. UsePDMP
Coordinate care with other physicians and
pharmacists, especially for complex patient

3. Discuss need to know who treats patient and
where medication s filled, what's prescribed,
and why,

Outside scope of lecture.

Perform a thorough evaluation
Document a specific diagnosis or working

diagnosis.
3. Evaluate frequently during first year and
thereafter per standards

Comparing PIP to Our Anecdotal Audit Findings

Comparing PIP to Our Anecdotal Audit Findings - 2

PIP Article

Bolen Group Audit Findings

Remedy

NOT
MENTIONED

INCONSISTENT OR LACK OF USE OF ANY RISK
ASSESSMENT PLAN or SUMMARY OF FINDINGS

See Sample Tool

NOT
MENTIONED

Delayed timing in review of UDT results and use

of those results in treatment of patient

=

UDT Results Triage
Ongoing Use of UDT
results in Tx
Documentation

See UDT Lecture

N

w

&




The mindset is to
create the “cheese
trail” that reflects the
prescriber’s rationale
at various data points

Rationale
and Clinical
\ Decision-
\ \_ making /

N—

Data points
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Part 2 —

Meet John Smith, Jane
Doe, and a Young Guy

Examining three critical areas of risk mitigation weakness

through case examples

Case Example #1
—John Smith

Patient is a 33 y/o male

He was crossing the street and got hit by a bus. Rib fractures.
Collar bone fracture. Leg fracture. Spent several months in the
hospital and ing rehabilitation

Patient now in chronic pain

R opioids. Rx Occasional Rx antidep
use.

Patient has a history of drinking and smoking.

Patient has a history of aberrant drug related behaviors,
including use of diphenhydramine and trazodone.

Patient has a very high SOAPP-R score (high risk).
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DATATONT aOV S T Worharon
'SOAPP/Psych Testing High risk Depression Scale ‘SOAPP scores 12 (high risk) stillhigh risk SOAPP-R last OV
. Ja— [P ——
. ’, Aniety Reports ety Reports arudety reported/documented attacks, anxiousness/stress
John Smith’s
Risk
atert sy istny of Recehing3forms of
Assessment 8 Reports feeling more sathan  depression documented, and antidepressant
History ol dprese) Patent reperts epresion
8 monts
Multiple Opioids.
st Okt
Use of Berzodiazepines  Taking 1mg Alprazolam BID. same i o Horzslamtecaserecing
eported asaformersoker,
Sooker 1
iy
Orinker Patient drinks 1-13 alcoholic Reportedtodink 1-13 Patient reports alcohol abuse-
Alcohal in UDS notcounseled
e o e ToaE T
e e e

[T erTr—

el e e

John Smith — Initial
MME

+ 75 mcg/day Fentanyl

+ 4mg hydromorphone, #6
per day

John Smith’s
Last Office Visit
3/9/18

Complained of anxiety, lack of sleep, pain, and
alcohol troubles.
Concerned about running out of alprazolam because
his prescribing physician is not available.
During visit, provider:
* Rx FENTANYL, 50mcg Q72 = 120 mg MME
* Rx Oxycodone, 10mg Q6 hours (40mg) = 60mg MME
* RxAlprazolam to keep patient from having seizures;
supply covers 7 days (1 tablet BID)
Total MME is 180mg/day
Requested Drug Test
Updated SOAPP-R

Patient’s BP was 88/64




John Smith’s Last Risk Assessment Responses
Mar. 9, 20178
=~ e
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||I§I”f§!|”i“|‘|“|:.

—_—
LAST OV

anduUDT |eMar. 9, 2018
L SAMPLE
John Smith’s _

Last UDT )

LAST UDT
Timeline report | ®Mar. 12, 2018

e —
————
Patient

Overdosed | ® Mar. 18, 2018

and died
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SAMPLE STATE RULE ON USE OF DRUG TEST
RESULTS (INDIANA)

MOARDS OF PROFESSIONAL CONDUCT ARD COMPETENT PRACTICE OF MEDICT

isted in subsection (B il the physic s listed in subsectis

{4 ehat @ drug monitorie 1zt is med
sl o rohibi the physician from 7

{il) Mothang about subsection {b) shall be consns
er tiree ke physician considers appropeiale

feh Hatest performed under subsection

drug s

subse
bl herequired. Do

ot e stent paedication wse patterns

revisad treximend

o the current treatment pla:

recorded in the pesi
-IR-8441I0280FRA, ¢

whilifer, LS4 Docitm
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Case Example #2 — Meet Jane Doe

Patientis247y/o Patient nowin Rxopioids. R Patient hasa patient receiveda | | Patient scored ‘low
female. ok ¢

codeine. isk” on SOAPP-14

Does Karate and
Skis Broke her

backsking. avaitingsurgery. | | Occasional e but stopped 7 prescriptionfrom | | risk tool.
Sleep medicine Vears ago. over the
use, holidays because.
er back hurt so
badly duetothe
her. This

ASE STUDY #2 —JANE DOE — UDT SW\nmary

INITIAL OFFICE VISIT and vor DATEON Date EMR aesours Aberrants
RELEVANT RX ORDERED LAB REPORT Shows Review erran
1/24/15 Yes, Gabapentin not disclosed,
RXafter OV = OXYCODONE Yes 128715 2/28/15 | Gabapentint Tca+ but s Rx from another doctor.
Patient had prior Rx Tylenol #3 Oxycodone Rx given.
Gabapentins
2120115
Ri JDXVEODDNE v 31/1s 3/24/1 Oxycodone - Yes, Dextromethorphan;
/24/15 TCA+ Missing Rx Opioid (Oxy)
Morphine added Dextromethorphan+
3/24/15 Morphine + Yes,
Rus for Oxycodone, Morphine, Yes 4215 4/24/15 | Gabapentins Morphines but 6-MAM-NEG
Gabapentin Oxycodone + Oxycodones
. Morphine+
ap24/15 Reviewed [ '°" 1
Rxs for Oxycodone, Morphine, Yes 5/26/1 ient’s Patient overdosed and died.
Mg e
P y Oxycodone+

\

11



Case Example #3 — Just a young guy

10/9/18

Patient is a 33 y/o male

Adopted. Birth mother was an alcoholic. Served in the Marines. Combat in Iraq. Married and recently divorced

Patient fell off of orphanage roof in early years  fractured spine; unrepaired. Injured in Iraq. Six surgeries since ended
tour of duty, including hip replacement. Needs spine surgery. PTSD diagnosis. Liver damage. Necrotizing fasciitis

Rx opioids - start and DC opioids off and on through care, as add naltrexone. Cannot tolerate Buprenorphine.
Rx multiple psychiatric medications. Rx sleep medication. Rx Gabapentin. Multiple suicide attempts.

Patient has a history of smoking but now uses chewing tobacco. Prescribed an inhaler.

Patient prescribed naltrexone tablets and Gabapentin (high dose). NSAIDs for pain.

Patient recently back from alcohol rehabilitation. Continued treatment with pain practitioner’s office during
rehabilitation for psychiatric and pain management

Tpeciman valiaity - valiany Tow

Osidann HORMAL 00 )2
WORNAL s &1.78
< Guavity oRMAL a8 1000 - 1008
NORMAL TS mpial 2. Hampil
Teaiwd Far Ml Quassstios ] Dutcara Culel iy
Aicahal Biemarters
[ re—— Positve > 7308 apimi INCORSITENT 560 ngimi

o ascenal). Due 1o

sager perect

e (BRG] 15 & BTN of oth i . E1, My b

211 nghmi wCCNRIaTENT 200 ngimi

Detecvan Witdow 234 v waifate (15} i3 & metabos event dhamet uie
WES haa 4 sharter halldde an Bkt ghocaromds (BIG)

00 ngimL
ngimt
s, 1t i5 8160 the matabasas of

agrmi
pevvestatasing. (s a8 antidepressant

200 gl
1224 ngimi. INEONSISTENT 800 ngimi.

ANt 11 B8 BABGRSEELLRE B ebtriDad A5 EMbtd. ILE MLDOMIS, S4LM AN yIVaRULALISES 16 BI85 B
250 ngimL

INCONSISTENT 800 ngimL

o). Geataping it & prevctibed dibmsoties apins
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1 ngimi
TngmL,

Pevive > 100 agint INCONBIRTENT 1000 ngml
7 dars Gabapmbs, 3 GABA analog. it marketed usde B brand neme Neurants

INCONEISTENT g

ove The e msence o1 6.8AM Rt e canbe el 4o

OBJECTIVES 4 and 5:

4. Create an action plan for
changing how clinicians address
the same with their staff and
patients addressing these in
daily practice and medical
record documentation.

5. Discuss case examples using
a before and after application
of the three pronged risk
mitigation improvement plan.

13



Do you prescribe opioids and/or benzodiazepines?

Do you have patients with medical co-morbidities, such as
sleep apnea, asthma?

Do you have patients on more than 90mg MME?

Do you have patients with substance abuse histories,
including ETOH, 6-AM, and THC?

Do you have patients with psychiatric disorders, including
PTSD?

Do you have patients who have been discharged from other
practices because of aberrant, drug-related behavior?

START HERE =Ask yourself
these questions (and more)

10/9/18

Step1-

Select Three Charts to Review

New Patient Established Patient
— High Risk

Established Patient
— Using opioids >3
years

Step 2 —
Make a List
of Licensing
Board and
Professional
Standards
“Directives”

“The 1. Blen Gr

Shall/Must

\
Shall
Not/Must
Not

14



INDIANA RULE — EVALUATION AND RISK
STRATIFICATION

#44 IAC 5:6-4 Evaluation and risk stratification by physécian
Autharity: 1 252 1C 25-22.5-4 32
Affected: B0 2515 |C 25-20.8

See 4, (8}

! ek atratification ofih e

It Ininial evalustion of the paticet: : .
0 i i and pleysieal d cbtain o prdor s indicatod
12) Makinng & diligont «ffort o obtain and review reconss ous healil i ick
understanding of the patieet's cheonic pain problem, inchating d o this ¢ffor,
13 Aski patient i d ook specific
pain concenms.

=>r-;mm Bt e petiens mental heslh statees sndd risk

15} Afher inites) evalustion, cstablishi ! ingl
and fnctional goats with the galicns seviwing them from tise 10 time.
AW it phrysiciam sha | ut

(Ml Licewstuge Bourst o Iratiann: 804 140" S-6-4: e €t 7, 3004 1237, 0041 1031084001 S0389FRA, e Now . 201
T o230 2 08 wneypeomils the effecivemmens of i rule docwomens fo 317 ey agher g win e Publisher. LS4 Decimen £ 5,259
s (el €t 7, 2004 f)
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Step3 -
Review Charts with
Directives List in Mind;

Ask: Where am |
vulnerable?

15
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Risk Evaluation and Risk
Management

Turn your weaknesses into strengths and change the conversation with the patient

RISK DOMAINS CHECKLIST — FROM Argoff, et al

Ui By Mt o e P

53

Rational Urine Drug Monitoring in Patients Receiving Opioids for Chronic Pain: Consensus Recommendations, by
Charles E. Argoff, MD,* Daniel P. Alford, MD, MPH,  Jeffrey Fudin, Pharm, DAIPM, FCCP, FASHP et al, Pain Medicine 2017; 0: 1-21

EVALUATING RISK OF HARM OR MISUSE

Known risk factors include:
Risk of Overdose * |llegal drug use; prescription drug use for
— No Universal nonmedical reasons.
Standard yet, but 5 .
SAMHSA and * History of substance use disorder or overdose.
€D, and Ohio * Mental health conditions (eg, depression, anxiety).

* Sleep-disordered breathing.
* Concurrent benzodiazepine use.

16



RISK-Behavior Tracking Form Ideas

You cannot effectively talk with a patient about risk issues, if you do not have an overall understanding of the patient’s behavioral patterns.

10/9/18

Proper Timing and Use of
UDT Results (with or without
Aberrant Behaviors)

Addressing the Weaknesses

REPRISE:

ow, how do you handle Jane Doe’s UDY report?

INITIAL OFFICE VISIT and uor DATEON | Date EMR Shows o Averrant?
RELEVANT RX ORDERED |  LAB REPORT Review
1/24/15 Yes, Gabapentin not disclosed,
RX after OV = OXYCODONE Yes 1/28/15 2/24/15 | Gabapentin+ TcA+ but is Rx from another doctor.
Patient had prior R Tylenol #3 Oxycodone Rx given.
Gabapentins
2/24/15
Oxycodone - Yes, Dextrometharphan;
Rx is OXYCODONE, Yes s
g i1 3/20/15 | 1cp, Missing Rx Opioid (Oxy)
Morphine added
Dextromethorphan+
3/24/15 Morphine + Yes,
Rxs for Oxycodone, Morphine, Yes 412115 4/24/15 | Gabapentin+ Morphine+ but 6-MAM-NEG
Gabapentin Oxycodone + Oxycodones
/15 Reviewed | MorPhine:
Rxs for Oxycodone, Morphine, Yes 5/26/1 after Patient’s FENTANYLS Patient overdosed and died.
Gabapentin
P death. Oxycodone+

17



UDT TRIAGE PROTOCOL

Requires Outreach Requires
Routine to Patient in Short IMMEDIATE
Order Attention

10/9/18

Sample Treatment Decisions following
Risky Behaviors and Aberrant UDT Results

Risk Responses- Possibilities (some work, some do not - keep the patient at the center and document rationale)

Discussed the behavior/result

Require more frequent visits

Require increased
PDMP database checks

Require increased UDT* with caution
and selectively if known risks

Implement opioid supply controls
(fewer dosage units in more
frequently issued prescriptions)

Propose a change of medication,
dosing, formulation, etc.

Refer for substance abuse treatment

Refer for mental health evaluation

Refer to specialty service

Plan reduction in opioid dose and
taper off of medication
(Terminate the medication)

Buprenorphine

Withdrawal from care* (serious step
and requires its own lecture)

Educate

Give more strikes (wait and see)

Other

Addressing the Weaknesses

Coordination of Care

18



10/9/18

- - Unable to Achieve Discomfort with
Uncertainty in Dx Specialized Tx Goals Opioid Therapy
Run out of Ideas -
Hx of SUD or Evidence Suggests | | Several Treatments
Substance Abuse Misuse/Abuse tried without
success

Consultations and Referrals — COORDINATION OF CARE - “As R
Necessary” (Do your charts show you've considered
coordination and consults/referrals?)

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

REPRISE:
Now, how do
you handle John
Smith’s report? ‘

“Ilam 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 | should
go back up on my dose of

7777777777777777 to
help me deal with increased pain and anxiety.”

Critical Coordination of Care Issue —
I’'m out of my Benzodiazepines

PDMP Check Shows Last Rx was
“My primary care physician s out of _

town and I'm afraid | will get sick f

1. What f the patient's "other”
have to wait for him t

y the name “other

precrver switched thir
benabiasepine rom Araiolam o
et o Shec 30y o
o Fpescrberandsbaut 30 days oo WHAT IF TIME: onssapem st ha o v and
Y MO ot and ot prescrbing

patient is now aut of Alprazolam
ting may cause and tells you his provider s out of
izures or withdrawal town and he needs his Alprazolam?

2. What f the patient's 8P during 3. What f the patient tels you that
this same
dayis 80/607

4. Whatifthe patient tes you he is What do you do? What do you
e document? How do you handle the
€ patient's request for the 8207

thinks he has sleep apnea?

19



Patient Risk Mitigation
& Risk Education

yyyyyyyyyyyyyy {Fatalor NorFotal:

10/9/18

EDUCATE PATIENTS
AND STAFF MEMBERS

Overdose-Prevention-Toolkit-Updated-
2016/All-New-Products/SMA16-4742

* https://store.samhsa.gov/product/Opioid-

Resources: Websites

[+ 4
= Prowider and patient materals, inchadng prescribing
checidists, fyers, and posters

DHMH Opioid Website

20



tep 4A - Create a risk triage plan

Obtain Legal Input

Preserve Chart and Regarding Status of
Learn of Event Understand Events spgciﬁc Pgatient and
(see Step 4B) Regafg:g SfECIfIC Practice Improvements
atien (see Step 4C)
Internal Education to External Education to Ongoing Monitoring with
Staff and Necessary Patients and Family 8 L§ al Counselg
Members &

Practice Updates

10/9/18

Step 4B —
Identlfy Other Topic Areas for Consideration:
Patlents That * Naloxone and MME

May be at * Patient Education; Follow-up on Naloxone Availability

.  Decisions when Patient Does not Fill Naloxone
risk for Prescription
OVe rdose * How you learned about the Overdose Event (Non-Fatal)
* How you learned about the Overdose Event (Fatal)

* Internal and External Responses
* Legal Issues

Event (Fatal
or Non-Fatal)
and Review
their Charts

18, The . Bolen Group, LLC

Step 4C - Follow through with your plan and
update it periodically

Individualized Patient Care:

1. Looks backwards and constantly 2. And 'moves _forward Ymh .the
luates the data points patient’s best interests in mind,
reeva p carefully balancing risks and benefits

21
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Checklists

; rofesion sode aragasc o .
- T T — Pty e
Dredver © et s o chronic Voo s Edcation Eaion

| ® ;

865-755-2369

Thank you!
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