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Focus of Medical Expert Testimony in a Controlled
Substance Prescribing Case

=\Whether the prescriber engaged in meaningful medical 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.
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COVID-19 Changes the Playing Field:
Requires Enhanced Risk Mitigation

= The COVID-19 pandemic has created
other challenges for pain management
practitioners. Calls for:

— 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.
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Learning Objectives

» Summarize examples of current medical licensing board
O BJ E CTIVE 1 position statements and rules on risk mitigation and

documentation for chronic pain management.

Compare various government medical expert statements

O BJ E CT IVE 2 made in actions against prescribers regarding the
prescriber’s duty to take reasonable steps to prevent abuse

and diversion of controlled substances.

List basic educational concepts and resources for patients
O BJ E CT IVE 3 and practice staff to facilitate prescriber fulfillment of
“reasonable steps” to prevent abuse and diversion of and

adverse outcomes associated with opioids.
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Review examples of current
medical licensing board rules and
highlight requirements triggering
risk mitigation responsibilities in

chronic pain management.
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Under federal law
(DEA oversight):
What makes a
Controlled Substance
Prescription Valid?

How are these
requirements relevant
to Medical Expert
Testimony?
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LEGITIMATE MEDICAL PURPOSE

USUAL COURSE OF

- PROFESSIONAL PRACTICE

* INCLUDES “Reasonable Steps to
Prevent Abuse and Diversion”




Under state “law” framework, most medical licensing
boards have:

* Rules tied to pain management operations (facility and registration based).
* Rules tied to prescribing controlled medication to treat pain.
* FAQs and/or Guidelines that explain the rules.

» Language used to describe these regulatory materials may vary. Application
and scope of these regulatory materials also vary.
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* Risk Mitigation in Phases — Risk Evaluation
Prior to Opioid

Begin at/prior to the first ﬁ Prescribing
encounter and continue

throughout the practitioner-patient
tghou P ' patt Risk Stratlflcatlon

relationshi .
P and Implications for
the Treatment Plan

g Risk Monitoring and
A= Response to Patient

-

o - -
g—— Behaviors
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What does a licensing board “generally” expect from a
controlled substance prescriber as part of the “Usual Course”

process)?
Hlsto.ry & Physical Risk Evaluation Diagnosis and
Examination Treatment Plan
Informed Consent Periodic Review and Consultations and
and Treatment . S
Risk Monitoring Referrals
Agreement

Proper
Documentation
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Basic “Domains” of Risks to be Evaluated when
Considering Chronic Opioid Therapy

%W 44 ] Current and Prior Medication
75 A4 Used and Related Risks
Risk of
Abuse/Diversion/Addiction
Other Known or Potential
Risks, including “Social” Risks
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Common Documentation
Challenges in Risk Mitigation

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

EMRs do not . The patient file must contain a thoughtful explanation as to the provider’s
contain a quality “Why” and “How” for Prescribing and Ongoing Care and Monitoring.

risk road map
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Common Problems in the Risk Evaluation Process

Time Related
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Regulatory Directives Guiding Standard of Care Expectations — Risk Mitigation and Documentation

State Licensing Board Examples
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Focus on General Risk Mitigation

NEW HAMPSHIRE EXAMPLE
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Med 502.05 Chronic Pain If opioids are indicated and prescribed for chronic pain, prescribing
licensees shall:

New Hampshire Medical Board:
Definition of Risk Assessment

(a) Conduct and document a history and physical examination;

(b) Conduct and document a risk assessment, including, but not be limited to, the nse of an evidence-
based screening tool such as the Screener and Opioid Assessment for Patients with Pain (SOAPP);

. . (c) Document the prescription and rationale for all opioids according to Med 501.02(d) and (&);
“Risk £ [in NH]

ISK assessment |In means a
process for predlctlng a patlent’s ||ke||h00d {(d) Prescribe for the lowest effective dose for a limited duration;
of misusing or abusing opioids in order to
develop and document a level of
monitoring for that patient.

() Comply with all federal and state controlled substances laws, rules, and regulations;
(f) Utilize a wnitten informed consent that explains the following nsks associated with opioids:

(3) Addiction;

SOURCE: New Hampshire Medical Board (4) Overdose and death;
Rules., Rule 502, Op|_0|d Pres_crlblng, (5) Physical dependence:
Effective 5/3/16, available online at
https://www.oplc.nh.gov/medicine/docume (6) Physical side effects;
nts/med502-adopted.pdf. Accessed (7) Hyperalgesia:
06/02/21. S

(8) Tolerance; and

(9) Crime victimization;

PaIN\/\/2EK.


https://www.oplc.nh.gov/medicine/documents/med502-adopted.pdf

Texas Medical Board and Risk Mitigation Concepts in
the Treatment of Chronic Pain

OFFICE of the SECRET

Texas Administrative Code

JTITLE 22 EXAMINING BOARDS

PART 9 TEXAS MEDICAL BOARD

CHAPTER 170  PRESCRIPTION OF CONTROLLED SUBSTANCES
SUBCHAPTER A PAIN MANAGEMENT

Rules

§170.1 Purpose
§170.2 Definitions

§170.3 Minimum Requirements for the Treatment of Chronic Pain

HOME TEXASREGISTER TEXAS ADMINISTRATIVE CODE OPEN MEETINGS

PAIN\/\/ecK. https://www.tmb.state.tx.us/page/board-rules.



https://www.tmb.state.tx.us/page/board-rules

Texas Medical Board:
Lead in language to Chapter 170.3

= A physician's treatment of a patient's pain will be evaluated by considering:

—whether it meets the generally accepted standard of care, and

—whether the following minimum requirements have been met:

Excerpt is from Chapter 170.3, Texas Medical Board Rules, Minimum Requirements for the Treatment of Chronic Pain
https://www.tmb.state.tx.us/page/board-rules.

Source Note: The provisions of this §170.3 adopted to be effective January 4, 2007, 31 TexReg 10798; amended
to be effective August 4, 2015, 40 TexReg 4898; amended to be effective July 7, 2016, 41 TexReg 4824; amended

to be effective July 13, 2020, 45 TexReg 4748 Bolen-PainWeek -202 |
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Texas Medical Board and Risk Mitigation

(1) Evaluation of the patient:

(A) A physician is responsible for obtaining a medical history and a physical examination that includes a
problem-focused exam specific to the chief presenting complaint of the patient.

(B) The medical record shall document the medical history and physical examination. In the case of chronic
pain, the medical record must document:

(i) the nature and intensity of the patient;

(ii) current and past treatments for pain;

(iii) underlying or coexisting diseases and conditions;

(iv) the effect of the pain on physical and psychological function;

(v) any history and potential for substance abuse or diversion, and

(vi) the presence of one or more recognized medical indications for the use of a dangerous or scheduled drug.

Excerpt is from Chapter 170.3, Texas Medical Board Rules, Minimum Requirements for the Treatment of Chronic Pain.

PaiN\/\/< }eK https://www.tmb.state.tx.us/page/board-rules.
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Texas Medical Board and Risk Mitigation

(c) Prior to prescribing opioids, benzodiazepines, barbiturates, or carisoprodol for the
treatment of chronic pain, a physician must:

(i) review prescription data and history related to the patient, if ay, contained in the
Prescription Drug Monitoring Program in accordance with [Texas Regulations].

(i) consider obtaining a minimum baseline toxicology drug screen to determine the presence
of drugs in a patient, if any.

(iii) If a physician determines that a baseline toxicology drug screen is not necessary, the
physician must document in the medical record his or her rationale for not requiring the
screen.

Excerpt is from Chapter 170.3, Texas Medical Board Rules, Minimum Requirements for the Treatment of Chronic Pain
https://www.tmb.state.tx.us/page/board-rules.
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https://www.tmb.state.tx.us/page/board-rules

Texas Medical Board and Risk Mitigation

(5) Periodic review of the treatment of chronic pain:

(A)The Physician must see the patient for periodic review at reasonable intervals in view of the
individual circumstances of the patient.

(B)Periodic review must assess progress toward reaching treatment objectives, taking into
consideration the history of medication usage, as well as any new information about the etiology of
the pain.

(C)Each periodic review shall be documented in the medical records.

(D)Contemporaneous to periodic review, the physician must note in the medical record any
adjustment in the treatment plan based on the individual medical needs of the patient.

Pa.N\NeeK Excerpt is from Chapter 170.3, Texas Medical Board Rules, Minimum Requirements for the Treatment of Chronic Pain
I ® https://www.tmb.state.tx.us/page/board-rules.



Texas Medical Board and Risk Mitigation

(5) Periodic review of the treatment .
of chronic pain CONTINUED

(E) A physician must base any i,

continuation or modification of the
use of dangerous and scheduled

drugs for pain management on an iv.

evaluation of progress toward
treatment objectives.

Progress or lack of progress in relieving pain must be documented in the
patient’s record.

Satisfactory response to treatment may be indicated by the patient’s
decreased pain, increased level of function, and/or improved quality of life.

Objective evidence of improved or diminished function must be
monitored. Information from family members or other caregivers, if
offered or provided, must be considered in determining the patient’s
response to treatment.

If the patient’s progress is unsatisfactory, the physician must reassess the
current treatment plan and consider the use of other therapeutic
modalities.

The physician MUST periodically review the patient’s compliance with the
prescribed treatment plan and reevaluate for any potential for substance
abuse or diversion. In such a review, the physician MUST consider
obtaining at a minimum a toxicology drug screen to determine the
presence of drugs in a patient, if any. If a physician determines that a repeat
toxicology screen is not necessary, the physician MUST document in the
medical record his or her rationale for not completing it.

PaiN\NeeK Excerpt is from Chapter 170.3, Texas Medical Board Rules, Minimum Requirements for the Treatment of Chronic Pain Bolen-PainWeek -2021
®
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Texas Medical Board and Risk Mitigation

YA

6) Consultation and Referral:

The physician must refer a patient with chronic pain for further evaluation and
treatment as necessary.

Patients who are at-risk for abuse or addition require special attention.

Patients with chronic pain and histories of substance abuse or with co-morbid
psychiatric disorders require even more care.

A consult with or referral to an expert in the management of such patients must
be considered in their treatment.

= Excerpt is from Chapter 170.3, Texas Medical Board Rules, Minimum Requirements for the

PaiN\/\/e eK Treatment of Chronic Pain https://www.tmb.state.tx.us/page/board-rules. Bolen-PainWeek 203 |
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Focus on Drug Testing as Part of Risk Mitigation

Indiana Medical Board
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Drug Monitoring Tests (Effective Jan. 1, 2015)

»agsary, whaether at the outset of the treatment
i at must

Indiana Medical Board on Using UDT
in Risk Mitigation

sing conrolled substances e tha * Excerpted from Indiana Pain Management Final
| Prescribing Rule, Indiana Medical Licensing Board, 9/25/14.

m

o

|

Summary created by the Indiana State Medical
tom that e not appropricte Association as updated on 10/25/16.

rent intox

Available online at https://www.in.esov/isdh/28027 .htm and
; https://www.ismanet.org/pdf/legal/IndianaPainManagement
o ohstance shuse or misuee, flegalchug e o PrescribingFinalRuleSummary.pdf.

nt to making an informed professional judgment

orm & drug test.
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MEDICAL RECORD
DOCUMENTATION
REQUIREMENTS

LICENSING BOARD RULES AND RELEVANT CHALLENGES IN RISK MITIGATION
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Licensing Board Example
on Medical Record
Documentation
Requirements
(Basic)

TEXAS

PaIN\/\/2EK.



TEXAS Basic Rule on MEDICAL RECORDS

22 Tex. Admin. Code § 165.1

Current through Reg. 46, No. 21; May 21, 2021
Section 165.1 - Medical Records

(a) Contents of Medical Record. Regardless of the medium utilized, each licensed physician of
the board shall maintain an adequate medical record for each patient that is complete,
contemporaneous and legible. For purposes of this section, an “adequate medical record”
should meet the following standards:
(1) The documentation of each patient encounter should include:
(A) reason for the encounter and relevant history, physical examination findings and prior

diagnostic test results;

(B) an assessment, clinical impression, or diagnosis;

(C) plan for care (including discharge plan if appropriate); and *
https://casetext.com/regulation/texas-administrative- (0) the date and legibl dentiy of the observer
codel/title-22-examining-boards/part-9-texas-medical- (2) Past and present diagnoses should be accessible to the treating and/or consulting
board/chapter-|65-medical-records/section-165 | - physician.

medical-records.

(3) The rationale for and results of diagnostic and other ancillary services should be included

in the medical record.

(4) The patient’s progress, including response to treatment, change in diagnosis, and patient’s

non-compliance should be documented.

([ ]
PaIN\NeeK (5) Relevant risk factors should be identified.
®



https://casetext.com/regulation/texas-administrative-code/title-22-examining-boards/part-9-texas-medical-board/chapter-165-medical-records/section-1651-medical-records

TEXAS & BASIC
MEDICAL RECORD-
KEEPING REQUIREMENTS

https://casetext.com/regulation/texas-administrative-
codef/title-22-examining-boards/part-9-texas-medical-
board/chapter-165-medical-records/section-1651-
medical-records
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(6) The written plan for care should include when appropriate:
(A) treatments and medications (prescriptions and samples) specifying amount, frequency,

number of refills, and dosage;

(B) any referrals and consultations;
(C) patient/family education; and

(D) specific instructions for follow up.

(7) Include any written consents for treatment or surgery requested from the patient/family

by the physician.

(8) Include a summary or documentation memorializing communications transmitted or

received by the physician about which a medical decision is made regarding the patient.

(9) Billing codes, including CPT and ICD-9-CM codes, reported on health insurance claim

forms or billing statements should be supported by the documentation in the medical record.

(10) All non-biographical populated fields, contained in a patient’s electronic medical record,
must contain accurate data and information pertaining to the patient based on actual
findings, assessments, evaluations, diagnostics or assessments as documented by the

physician.

(11) Any amendment, supplementation, change, or correction in a medical record not made

contemporaneously with the act or observation shall be noted by indicating the time and date

of the amendment, supplementation, change, or correction, and clearly indicating that there

has been an amendment, supplementation, change, or correction.

(12) Salient records received from another physician or health care provider involved in the

care or treatment of the patient shall be maintained as part of the patient’s medical records.

(13) The board acknowledges that the nature and amount of physician work and
documentation varies by type of services, place of service and the patient’s status. Paragraphs
(1) - (12) of this subsection may be modified to account for these variable circumstances in

providing medical care.

Bolen-PainWeek-202 |



Licensing Board Example: Medical

Record Documentation Guideline
(Specific to Chronic Pain Treatment)

NORTH CAROLINA

PaIN\/\/2EK.



North Carolina Medical Board Position Statement

Medical record documentation
The North Carolina Medical Board takes the position that an accurate, current and complete medical re is an essential
y provide care. The

component of patient care. Licensees should maintain a medical cord lor n:ach patient to whom t

medical record should contain an appropriate history and physic

and any plan for treatment. The medical record should be legible. When the care giver does not ]:ld.l'ld‘l‘\ Tit te:
should be dictated, transeribed, reviewed, and signed within a reasonable time. The Board recognizes and encourag
trend towards the use of electronic medical records (“EMR”). Howe e Board cautions a 5 £ upon ':ofmdre
that pre-populates particular fields in the EMR without updating those fields in order to create a medical record that
accurately reflects the elements delineated in this Position Statement.

M e d i Ca I Re CO rd D O C u m e n tati O n The medical record is a chronological document that:

records pertinent facts about an individual’s health and wellness;

enables the treating care provider to plan and evaluate treatments or interventions;

enhances communication between professionals, assuring the patient optimum continuity of care;
assists both patient and physician to communicate to ﬂm'd party participants;

a]low: thn ph*, sician to dew: nlop an ongoing quaht*, assurance program;

lllustration of tie to Risk Mitigation in Pain

is avaj]abl-n as a source of clu:ucal data for research and education.

M a n a g e m e n t . The following required elements should be present in all medical records:

1. The record reflects the purpose of each patient encounter and appropriate information about the patient’s history
and examination, and the care and treatment provided are described.

2. The patient’s past medical history is easily identified and includes serious accidents, operations, significant
illnesses and other appropriate information.
Medication and other significant allergies, or a statement of their absence, are prominently noted in the record.

NOTE: Caution about EMR pre-populating & e spppcat omed corent il o he it sy doumnted
C e rt a i n f i e I d S W i t h O ut u p d ati n g i n fo rm ati O n to The following additional elements reflect commonly aceepted standards for medical record documentation.

. [ 1. Each page in the medical record contains the patient’s name or ID number.

refl e Ct th e m e d I Ca I re CO rd C h a rtl n >, Personal biographieal information such as home address, employer, marital status, and all telephone numbers,

including home, work, and mobile phone numbers.
. . All entries in the medical record contain the author’s identification. Author identification may be a handwritten
re u I re m e nt Of th e b O a rd ignature, initials, or a unique electronic identifier. i
. . erapies are listed, including dosage instructions and, when appropriate, indication of refill limits.
Prescriptions refilled by phone should be recorded.
Encounter notes should include appropriate arrangements and specified times for follow-up care.
All consultation, laboratory and imaging reports should be entered into the patient’s record, reviewed, and the
review documented by the practitioner who ordered them. Abnormal reports should be noted in the record, along
follow- up plans and actions taken.

-fm appropriate immunization record is evident and kept up to date.
Appropriate preventive sereening and services are offered in accordance with the accepted practice guidelines.

(Adopted May 1994) (Amended May 1006, May 200g)(Reviewed May 2013)

Position statements available online at

)
PaIN\NeeK https://www.ncmedboard.org/images/uploads/other_pdfs/PS_October2015.pdf.
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https://www.ncmedboard.org/images/uploads/other_pdfs/PS_October2015.pdf

Suspicious history:
« Patient referred is already taking controlled substances; especially combinations of narcoties, muscle
relaxants, use of sedative/hypnoties
« Soft diagnosis — perhaps based salely on chief complaint
« Multiple doctors and pain physicians in the past
N O RT H C A RO L I N A « Patient travelled out of the way to come to your clinie
« Solicitous behavior frequently heard: "You're the best. I always wanted to come to you."
« No past medical records; unable to obtain records from "referring doctor”
« Patient brings records that look old, tattered or suspicious in some other way
« Patient asks for a specific controlled substance (example: prefers Lortab® over Norco )

Suspicious physical exam:

+ No abnormal findings

+ Abnormal findings in exam room inconsistent with witnessed behavior (patient has normal gait from car to
office door, but limps once inside door)

+ Exaggerative behaviors, pain is always a 10 on a scale of 1 to 10.

« Unimpressive imaging

+ Presence of injecting behavior (old or recent "track marks" or multiple healed or eurrent abscesses) or
marked nasal erythema from msufflation ("snorting™)

+ Patient smells like marfjuana smoke

= = Equivocal compliance:
P a I n M a n a g e m e nt a n d R I S k + NCCSRS shows multiple providers, multiple pharmacies, preseriptions for multiple types and of

. . . medications, out of the area doctors, etc.
M I t I g at I o n : A h e I pfu I I I st Of - UDS is.refused or abnormal; patient offers multiple excuses; presence of any illegal substances (marijuana)
+ Inconsistent test results over time
« Patient seeks recurrent early refills for lost or stolen presecriptions or for increased opioid use without

ite m S fo r p h ys i c i a n S consultation with preseriber

» Patient has excuses for lost pills (lost my prescription, my dog ate my pills, ete.)

No or equivocal clinical improvement:
« Subjective improvement alone does not count
« Lack of evidence of objective improvement in physical, functional and psychosocial activities,
+ Lack of evidence of decreasing use of opioid medications, decreasing visits to emergency rooms, ete.

What you should do when the clinician suspects misuse, abuse or addiction:

« Request picture LD. or other 1.D. and a Social Security number. Photocopy these documents and include in
the patient’s record.

« Call a previous practitioner, pharmacist or hospital to confirm the patient’s story.

« Confirm a telephone number, if provided by the patient.

+ Confirm the current address at each visit.

« Investigate suspicions further by presenting and discussing specific concerns with the patient, re-checking
A : S - oo -

Position statements available online at

)
PaIN\NeeK https://www.ncmedboard.org/images/uploads/other_pdfs/PS_October2015.pdf.
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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.

PaIN\/\/2EK.

Recommendations For anan' Care
op or opioid prescribing and have this clearly posted and available for patients.
« Perform a thorough history and physical at the onset.
« Acute pain patients should be frequently evaluated for physical, functional and psychosocial improvement,
adjustments to treatment as needed. It is almost always contraindicated to include refills on opioid preserig
for acute pain.

« Educate your patients about pain and analgesia. Explain the underlying diagnosis causing the pain, the n
history of the condition, and how your patient can help the healing process.

« If medically possible, exhaust non-opioid medications and collaborate with other professionals, including phi
therapists and pain specialists. Consider nontraditional therapies such as acupuncture and massage therapy.

« Opioids are often not required for acute pain. If you feel a brief course of opioids are indicated and appropria
thoughtful and thorough in your discussions and practice.

« Always prescribe a complete pain management program when an opioid is used to treat acute pain:
- utilize NSAIDS

- develop and recommend specific exercises
- utilize other modalities (e.g. heat, ice, massage, topical medications)

« Preseribe opioids intentionally. With the first opioid prescription, set p'—li‘ln—-n‘l‘ responsibilities and th
that opioids will be discontinued when the pain problem has resalved or is not responding to what you are do

« Write the taper on the preseription (e.g. 1 po every 6 hours for 3 days, 1 po every 8-12 hr for 3 days, 1 po every
for 3 days, stap).

+ Do not preseribe long-acting or controlled-release opioids (e.g., long-acting oxycodone and oxymorphone, fer
patches, long-acting hydromorphone and morphine or muthadonﬂ__l for acute pain.

« Consider performing risk stratification, urine drug monitoring and have a low threshold for accessing
monitoring the NCCSRS at the onset of pain care.

« Give clear instructions to take opiates only as prescribed, not more frequently or in greater quantities. Educat
patients about the risks of taking opioid analgesics, including, but not limited to: overdose that can slow o
their breathing and even lead to death; fractures from falls, especially in patients aged 60 years and
drowsiness leading to injury, especially when dri ing or operating hea dangerous equipment; and tole
and addiction. Educate your patients about acute pain — tell them it is likely that their acute pain will diny
and resolve, and tell them that prolonged (several weeks of) scheduled ||p101d.:- may actually impair their abi
fully recover.

« Patients should be advised to avoid medications that are not part of their treatment plan because they may w
the side effects and increase the risk of o »se from opiates.

« Prepare patients that it may be difficult to taper off opioids, particularly from higher do:
are eager to do so.

« Consider referrals and consultations with a pain specialist if the patient is not responding to your treatment
You may want to do this early in the course of treatment if the patient does not respond to standard firs
medications and before you preseribe nareo Pain specialists may offer procedures or other intervention
will help your patient improve and avoid unnecessary opiate use.

« It is critical to assure that patients are provided with easy to follow and graduated activity mstructions tha
them quickly improve their quality of life in physical, functional and social domains.



https://www.ncmedboard.org/images/uploads/other_pdfs/PS_October2015.pdf

Objective #2

Review various government and defense medical expert statements

made in actions against prescribers regarding the prescriber’s duty to take reasonable steps to prevent abuse
and diversion.

Medical Expert Perspectives: Meaningful
Risk Evaluation and Risk Monitoring

PaIN\/\/2EK.
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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



PaIN\/\/2EK.

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



How are Medical Expert Opinions Generally
Communicated in Litigation?

Case

Affidavit/Report Testimony Opinions/Orders

Qualifications * Deposition * Excerpted in
Review Steps and Administrative

Findings o Hearing Decisions and
Opinions Orders

Sandards * Tria " Court Opiions
t
M (by reference and

in appeal briefs)

PaiN\/\/e eK Bolen-PainWeek -2021



From US v. Couch and Ruan

EXAMPLE - BASIC GOVERNMENT DISCLOSURE OF
MEDICAL EXPERT TESTIMONY IN A CRIMINAL CASE

PaIN\/\/2EK.



Case 1:15-cr-00088-CG-B Document 377-1 Filed 12/02/16 Page 3 of 10

In addition to providing expert opinion testimony related to the patient file reviews, D
1berg, Vohra, and Aultman may present testimony on the following general topics based o
pecialized education, training, and experience:

Government’s
Expert Witness

An overview of the doctor—patient relationship. The standard of care for doctors
in treating pain. The various types of pain treatments, including non-drag,
non-opioid, and opioid therapies, the effects of each, and the types of

injuries/illnesses treated by each. The standards for pain diagnosis and treatment. D i SCIO sure i n
The different types of drugs at issue in this case, such as fentanyl, oxycodone, i
oxymorphone, hydrocodone, hydromorphone, morphine, and benzodiazepines, U n Ited States V.

including drug interactions, contraindications, potentiating effect, and the Couch and
prescribing of therapeutic versus non-therapeutic amounts. The serious potential
for misuse of prescription medications, particularly opioids, and their addictive
properties. A physician’s duty to watch for signs of abuse, addiction, and
diversion, and the “red flags™ used to determine whether a patient is an abuser or
drug-seeker.

Ruan

Drug addiction, particularly to opioids, treatment of addiction, and the dangers of
overdose and death from drug misuse and abuse. The number of overdoses and
overdose patient deaths typically associated with a family or pain management
practice, and how a treating pain management physician should respond to his
patient’s drug overdose and/or overdose death.



Government Expert Witness Testimony Disclosures
(extracted from US v. Couch and Ruan, |:15-CR-0088-CG, Document 377-1, filed 12/2/16)

Dr. Greenberg, specifically, will also provide the following general expert opinion
testimony at trial:

titration of upward doses. These types of safely practicing chronic pain
specialists make it clear from the very beginning that opioid dmgs will only at best
produce a one to two-point improvement in any patient’s pain score.

The most important quality of the doctor patient relationship is the recognition of
the phrase that every first year medical student is indoctrinated with, which is,
“First, do no harm.”

The next important piece of the doctor-patient relationship is honesty. The doctor
must assure his patients that he will not lie to them about their medical conditions
or their treatments.

It is the physician’s duty to warn his patients whenever he or she decides to
prescribe powerful narcotic and/or sedative hypnotic drugs. This should include
specific information delivered to the patient that the narcotic and sedative
hypnotic drugs prescribed may in fact cause the death of the patient. Such
informed consent must be documented into the medical record and patients should
be offered multiple safer therapies whenever possible.

When physicians become confused and are unable to properly diagnose and treat

their patients, then the standard of practice in the United States is that those
physicians should refer their difficult patients to consultants who are experts in
fields such as neurology, psychiatry, physical medicine & rehabilitation,
toxicology, and addiction medicine.

It is the physician’s duty to carefully monitor his patients for any signs of drug
abuse, addiction, and/or drug diversion.

The number of overdose, and overdose patient deaths, in carefully managed deaths
in family practice and pain management practices is normally extremely low.
However, when the phys s in charge of treatment abdicate their
responsibilities to honestly convey the risks associated with any given treatment,
tragedies such as overdose death can occur.

Astute physicians will quickly recognize non-compliant patient behaviors, such as
illicit drugs showing up in urine drug screens, or the lack of prescribed medication,
and/or alcohol being utilized, along with powerful narcotic and sedative hypnotic
drugs. It is the physician in charge’s duty to confront noncompliant patients in a
straightforward manner. Such confrontation of noncompliant patients is essential
for the safe practice of chronic pain medicine. Physicians who refuse to confront
noncompliant patients cause them great harm and all too often, premature death.
In addition, safety-based physicians utilize the state controlled substances
prescription monitoring program (PMP) on a frequent basis as these programs
curtail drug abuse, drug addiction, and commercial drug diversion criminal rings.
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From US v. Schneider

EXAMPLE - BASIC GOVERNMENT MEDICAL EXPERT
TESTIMONY IN A CRIMINAL CASE
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Government Medical Expert Testimony Regarding
Aberrant Behaviors and the Risk/Benefit Analysis

Could vyou explain to the jury what the balance is
that a physician treating chronic pain needs to reach

with regards to such treatment?
= Trial TeStimony of Graves 7 L  Well, the balance is one of public safety wersus
Owen, MD (for the
Government) in US v.
Schneider, 6:07-CR-10234,
DOC. 623, Flled 4/4/11 20 continuing to prescribe controlled substance is a public
(Convicted in 2010). : '

individual needs. If the individual is not improving

therapeutically, making functional improvements, then

a risk to that patient's life?
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Government Medical Expert Testimony Regarding
Aberrant Behaviors and the Risk/Benefit Analysis

that could have been valuable such as history of
addiction or unstable mental health conditions. Poorly
done physical exams and original histories. Inadecuate
diagnostic testing. Not referring to psychotherapy or
psychiatry, addictionolegy, physical —-- lack of any

:scalating doses of opiocids with

= What did the medical charts reveal to you in general

about how the physical examinations and medigal
Trial Testimony of Graves Owen, MD (for the O A
Government) in US v. Schneider, 6:07-CR-10234, Doc. [FER I Na s i gy S ey g s pge amessn:
623, Filed 4/4/1 | (Convicted). 1: and partially illegible.

Q What, if any, patterns did you see in the medical

records that you reviewed regarding how the treatment
ourse of time was documented?
Thers was a
medications and add cther controlled substances like

senzodiazepines.
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Government Medical Expert Testimony
Regarding Aberrant Behaviors and the
Risk/Benefit Analysis

Trial Testimony of Graves Owen, MD (for the
Government) in US v. Schneider, 6:07-CR-10234,
Doc. 623, Filed 4/4/1 1 (Convicted).

PaIN\/\/2EK.

report anxiety and they would just start treating
anxiety with benzodiazepines without proper assessment,
without treating the patient with what would be
considered more first line treatments
antidepressants or counseling.
Q What, if any, patterns did yc
substance abuse histories that
was a pattern of not
very important risk factors.
Q What, if any, patterns did yc
monitoring for addictiwve behavior?
deaths I reviewsed had warning signs of
v refills, aberrant urine drug
They all had warning signs and they
which tells me there was no adequate
monitoring.
What, i1f any, patterns did you see regarding the
controlled substances being prescribed?

Well, there was increasing doses of opioids and

early refills given and rotations to other drugs without

Bolen-PainWeek-202 |




Q Now, you mentioned something called aberrant
behaviors. What's an aberrant behavior?
Z  An aberrant behavior is when something occurs that

was not authorized or is unexpected.

Q Lnd what are some examples of that? *
somebody is losing control of their drugs. Inability to

n Increasing your medication without consent from the . ..
self-regulate i1s one of the only clinically detectabls

physician; a urine drug screen that has 1ll=egal drugs in signs we have to detect addiction as it's starting.

it, or has prescribed drugs that shouldn't be there Q Now, did you see those patterns documented in the

because you don't prescribe them; or the urine drug medical records you reviewsd?

. i Yes.
scresn that does not contain the drug you are

L 0  and what patterns did you see with regards to taking
prescribing.
corrective action based on those aberrant behaviors?

Q How about early refills, is that an aberrant , ,
B I never saw any correctlive action taken.

behavior at times?

n ‘es. Because 1t's one of the few warning signs that

PaiN\NeeK Trial Testimony of Graves Owen, MD (for the Government) in US v. Schneider, 6:07-CR-10234, Doc. 623, Filed 4/4/11
o (Convicted).




Would

Government Medical Expert Testimony
Regarding Aberrant Behaviors and the
Risk/Benefit Analysis

providers o otice anything?

ive problems.

o find information that the clinic's

Q Can you give me example -he aberrant
behaviors of the clinic's in the clinic's records?
Lberrant urine drug scrsens.
= that she was drinking under age?
remember.

and hopefully

refresh your recollection on that issus.

(Off—the-record.)

Trial Testimony of Graves Owen, MD (for the Government) in US v.
Schneider, 6:07-CR-10234, Doc. 623, Filed 4/4/11 (Convicted).

situation when non—euphoric drugs

ware not effectiwve, what did the clinic do in re

in your
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GOVERNMENT MEDICAL EXPERT '
(DOUG KENNEDY) IN CYNTHIA
CADET, MD, DEA DECISION &
ORDER (201 1);
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Dr. Kennedy found the Respondent’s
controlled substance patient monitoring
to be deficient in numerous respects.
From the reviewed patient charts, Dr.
Kennedy gleaned that an initial, in-
office urine drug screen was tlequenth

n n executed during the patients’ initial
D Oes It m atte r If th e visit to the office but repeated only
occasionally. Govt. Ex. 55 at 14. It was
- . Dr. Kennedy’s observation that even a
p res c rl be r pe rfo rm s . drug screen anomaly did not alter the
seemingly inexorable continuation of
( 1 ) tOXi CcO I O teSts 2 controlled substance prescribing from
gy 0 the Respondent. Id. Dr. Kennedy also
noted that the Respondent did not *

(2) P D M P c h e c ks ? utili.ze rf:-ut-r::uf-?ffic_e tD:!{iEE‘ll_Dg;i__.-' tests, or

obtain out-of-State prescription

monitoring program or outside *
pharmacy drug profiles. Furthermore,

the charts contained only rare evidence

of contact with primary care phrqicians,
treating physicians, pharmacists, o

other health care providers. Id.

Cynthia M. Cadet, MD, DEA Decision and Order, Federal Register,Vol. 76, No. 67 (Thursday, April 7,201 1), available online

[ ) . 9 )
Pa|N\/\/eeK at https://www.deadiversion.usdoj.gov/fed regs/actions/201 |/fr0407 5.htm.



https://www.deadiversion.usdoj.gov/fed_regs/actions/2011/fr0407_5.htm

The identified shortcomings of
controlled substance patient monitoring
systems was of particular significance
where Dr. Kennedy identified spec ific
evidence that he identified as “red flags”
of possible or likely diversion. In
addition to providing incomplete and/or

n n inconsistent information on his patient
Does It matter If the questionnaires, SM’s file reflected a
positive urine screen test for the
- . presence of benzodiazepines, opiates,
res c rl be r m o n Ito rs a n d and oxvcodone, significant potential
p depression, and the failure to disclose *

information about his Kentucky-based

d d 1 d fI J) ? primary care and orthopedics treating
a resses re ags - physicians, and his physical therapist.
Govt. Exs. 69, 132 at 6. Other red flags
noted by Dr. Kenne xdvy in the reviewe d
charts included the relatively young a
of the REHI:I'DHLlEIlJE s chronic pain
patients,%5 incomplete history
information provided by the patients,
periodically significant gaps between *
office visits,*6 referrals from friends,
relatives, or advertising, but not other
Cynthia M. Cadet, MD, DEA Decision and Order, Federal Register, Vol. 76, No. 67 (Thursday, P thlleﬂH +7 and the fact that a
April 7, 201 1), available online at relativ ely hlgh number of patients were
https://www.deadiversion.usdoj.gov/fed regs/actions/201 1/fr0407 5.htm. trav E"]lllj._ HlﬁlllflLElI]t distances to
American Pain for pain treatment,
although no physician emploved at that
faCIlltT h rl any specialized training in

[ ] A
PaIN\VEEK
®



https://www.deadiversion.usdoj.gov/fed_regs/actions/2011/fr0407_5.htm

Does it matter if the prescriber:
(1) Performs an assessment for

Cannabis Use Disorder?
(2) Tests for THC?

Cynthia M. Cadet, MD, DEA Decision and Order, Federal Register,Vol. 76, No. 67
(Thursday,April 7,201 1), available online at
https://www.deadiversion.usdoj.gov/fed regs/actions/201 1/fr0407 5.htm.

PaIN\/\/2EK.

The evidence establishes that the
Respondent engaged in a course of
practice wherein she prescribed
controlled substances to patients
irrespective of the e patients’ need for
such medication and ignoring any and
all red flags that could or did indicate
likely paths of diversion. The testimony
of Dr. Kennedy, the DEA regulations,
and the Florida Standards make clear
that physicians prescribing controlled
substances do so under an uhllgatmn to
monitor the process to minimize the risk
of diversion. The patient charts reflect
that the Respondent, contrary to her
obligations as a DEA registrant, did not
follow up in the face of multiple red
flags. The Respondent’s disregard of her
obligations as a DEA registrant and
Federal and State laws related to
controlled substances militate in favor
of revocation.

By ignoring her responsibilities to
monitor the controlled substance
prescriptions she was authorizing to
minimize diversion, and by
participating in an insufficiently
documented and thoughtful process for
the issuance of potentially dangerous
controlled substances, the Respondent
created a significant p::ntentldl conduit
for the unchecked diversion of
controlled substances. See Holloway



https://www.deadiversion.usdoj.gov/fed_regs/actions/2011/fr0407_5.htm

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?

required to ensure that the prescriptions

PaIN\/\/2EK.

menrmmg the tasks that Dr. Kennedy
opined were required by a prudent
practitioner would have revealed, at a
minimum, that SM had an addiction to
pain killers, was abusing marijuana, was
receiving controlled substance *
prescriptions from another physician

and was in the midst of some manner
of significant emotional-psychological
event. None of that was done. In the
case of SM, the Respondent did what
she apparently routinely did: She
prescribed controlled substances
without performing the steps that were

were being issued for a legitimate
medical purpose. In the case of SM,
while it is possible, even likely, that
increased curiosity and professional
attention and action on the
Respondent’s part could have saved his
life, that determination is not required
for a disposition of this case. While
experts could argue the point of which
medication ac tudlh killed him, there
seems very little room for argument that
the Respondent’s poor prescribing
practices were very problematic relative
to this decedent and serve as a grave e
reminder of the potential consequences
of failing to take the steps required by

a prudent registrant to ensure the safety
of the public. Consideration of the
Respondent’s conduct under Factor 5
balances significantly in favor of
revocation.

Cynthia M. Cadet, MD, DEA Decision and Order, Federal Register, Vol. 76, No. 67 (Thursday, April 7, 201 I), available
online at https://www.deadiversion.usdoj.gov/fed regs/actions/2011/fr0407 5.htm.


https://www.deadiversion.usdoj.gov/fed_regs/actions/2011/fr0407_5.htm

Sampling of Medical Expert
Statements About Standards of Care
and Duties in DEA Administrative
Cases
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General Concepts — Medical Experts in DEA Cases

Medical Expert Issues
(Part of the Practitioner Library)

Boilerplate usage in medical records

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.)

Failure to perform appropriate patient evaluations for
risk.

PaIN\/\/2EK.

General Position

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

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.

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

Case
Example

Khan-Jaffery,
Pompy

Khan-Jaffery,
Baker, others

Khan-Jaffery,
Baker, others

Bolen-PainVWeek-202 1




Specific Resources

*» See Drug Enforcement Administration, Lesly Pompy, MD, Decision and Order,
Fed. Reg., Vol. 84, No. 208, October 28, 2019, p. 57749, 67754. 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.
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https://www.deadiversion.usdoj.gov/fed_regs/actions/2020/fr0729_4.pdf

A persisting pattern
of cannabis use that results in clinically significant

functional impairment in two or more domains
(e.g., school, work, soclial and recreational activities,
Interpersonal relationships), within a 12-month period.

Cannabis use disorder can be classified as mild.
moderate. or severe. !>

SOURCE: https://store.samhsa.gov/product/preventing-use-marijuana-focus-

PaiN\/\/eeK w at p. 10.



https://store.samhsa.gov/product/preventing-use-marijuana-focus-women-and-pregnancy

The tf:mnabis Use Disorder Identification Test - Re (CUDIT-R)

re you used any cannabis over the past six months? YES /NO

'ES, please answer the following questions cannabis use. Circle the mes

Risk Mitigation Tool You Can Use to Screen | |
for Cannabis Use Disorder (CUDIT-R) S n—

2-4 times 2-3 times 4 or more times
Monthly or less

a month veek a week
1 2 3 4

s were you “stoned” on a typical day when you had been using cannal
1or2 EX Sore 7 or monr
1 ! 3 4

Lass than monthly Monthly Waekly
1 2 3

How often during the past 6 months did you fail to do what was normally ex pected fro
Lass than monthly Mt ¥ Weekly

1 2 3

SOURCE: Adamson SJ, Kay-Lambkin FJ, Baker AL, et Yo tewimmyo M e
a I . An | m p I’Oved b rl ef m eaS u re Of Ca nn a b | S m |S u Se th e 6. How '-‘"E:l'fln'm past & m'-‘":hjflﬂ:‘ you hﬂ:fx problem *h::h :ur memory of -:'c-n:“:nir:?t:'n after usi

Cannabis Use Disorders Identification Test-Revised | K -
(CUDIT-R). Drug Alcohol Depend. 2010;110(1-2):137- " orcmtng orchidm o physaly ot “

Never Less than monthly Monthly

143. doi:10.1016/j.drugalcdep.2010.02.017, available :
online at https://pubmed.ncbi.nim.nih.gov/20347232/. e, during the pas

maonths & months
2 4

This scale is in the public domain and is free to use with appropriate citafion:

AL, Lewin T], Thomton L, Kelly Bl, and Sellman JD.
2 D s Identific
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https://pubmed.ncbi.nlm.nih.gov/20347232/

Objective 3

OPPORTUNITIES FOR PATIENT & STAFF
EDUCATION DURING THE COVID-19 ERA

PaIN\/\/2EK.



NEVER FORGET:

Informed Consent

for Treatment Involving Controlled Substances
IS A PROCESS - NOT JUST A PIECE OF PAPER

PAIN\/\/EEK.



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

SAMPLE SOURES FOR PATIENT EDUCATIONAL MATERIAL: https://www.cdc.gov/drugoverdose/patients/index.html;
https://www.fda.gov/patients; https://store.samhsa.gov/?f[0]=publication target audience:6038.
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https://www.cdc.gov/drugoverdose/patients/index.htm
https://www.fda.gov/patients
https://store.samhsa.gov/?f%5b0%5d=publication_target_audience:6038

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.

PaIN\/\/2EK.



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.

PaIN\/\/2EK.



Pati e nt E d u Cati on TOO I I Feeling stressed or anxious about the

COVID-19 pandemic?

Red U Ce Stress a n d Use these tips to reduce your

stress and anxiety:

Anxiety During COVID 1evs PR
il

you more stress and anxiety.

Focus on positive things in your life that
you can control.

Stress and Anxiety in Chronic Pain Patients is nothing Kee siress under contol by execising

eating healthy, reading, or by trying
new relaxation techniques such as yoga.

Talk about your experiences
and feelings to loved ones and
friends, if you find it helpful.

Use this as an additional educational tool to show that Cefimctylt ofarawio ey
. . be experiencing stress about
you are trying to keep your patients safe and that you the pandemtc.

are showing them non-drug tools to help themselves. Take time o renew your sirt

through meditation, prayer, or
helping others in need.

If you are feeling overwhelmed with

Available online at i
https://store.samhsa.gov/product/Feeling-Stressed-or- ehudialiehia o il

1-800-273-TALK (1-800-273-8255). SAMHSA's Mational Helpline: 1-800-662-HELP (1-800-662-4357)

SAMHSA

Anxious-About-the-COVID-19-Pandemic/PEP20-01-01-
015%referer=from search result.

Bolen-PainWeek-202 |
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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

PaIN\/\/2EK.
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Established Patient
(less than | 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, > | 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

Bolen-PainWeek-202 |



Educational Sources for Practice Staff — New Items
Posted on Websites Listed Below

* https://www.cdc.gov/drugoverdose/providers/index.html

* 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-covid | 9.pdf.
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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

Sample

Self-Audit
Tasks

Give yourself 10 points for
each task accomplished

PaIN\/\/2EK.

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.




Medical Risks

* Which items are more reflective of higher risk for an adverse outcome with chronic opioid therapy?
Inclusion criteria
Exclusion criteria

Behavioral Risks

* Risk Tool Scores
Inclusion criteria
Exclusion criteria

Medication 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

Overdose Risks

PaIN\/\/2EK.




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)

PaIN\/\/2cK.



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

i @

GOVERNMENT IMPLICATIONS LESSONS
POSITION LEARNED

PaIN\/\/2EK.



Key Areas of Treatment Planning & Potential
Documentation Weaknesses

New Patient Phase

. Initial Evaluation
2. Background Documentation

3. Initial Decision to Prescribe a Controlled
Medication

PaIN\/\/2EK.

m

Early ‘“Established” Patient Phase
|. Establish a Treatment Plan with a Genuine Trial Period
and “Measurable” Goals (which are measured)
2. Carefully address dose increases, additional medication

3.Timely use of early phase monitoring and response to
patient behaviors and developing facts

4. Document treatment rationale, including use of (or
consideration of) consults and referrals

Inherited or Long-Term Patient

|. 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



Case-Based Learning
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Case Based Learning: The Patient

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

PAIN\/\/EEK.

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.

Bolen-PainWeek-202 |



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.

PaIN\/\/2EK.



Additional

Resources
(Attendee Library)
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Faculty Contact Information

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

THANK YOU!
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