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From: Bronwyn Boyes EXHIBIT

To: Williams, Paula C.

CcC: mdyer@medicaled.com; Joan Meyer P 08060—00001
Sent: 12/7/2010 5:43:41 AM

Subject: Fwd: Follow-up from our meeting today

Attachments: AAPM #75- Assessment of ESP.pdf; AAPM #76- Commercial Bias.pdf;

ESP_Outcomes_Report_Final.pdf; image001.gif; PAINWeek ESP Poster 0120.pdf; PAINWeek ESP
Poster_0128.pdf; Summary Slides of ESP OutcomesStudy_Final.ppt

Hi Paula,

Unfortunately, we did not present any posters at ASPMN but I have forwarded the other four
posters again to you for your yvear-end internal annual report.

Let me kncow if you need anything further.
Best wishes,

Bronwyn

From: Bronwyn Boyes

To: "'Roy, Karen'" , "'pwilliams@cephalon.com
Cc: 'Joan Meyer' , "'ssturgis@medicaled.com'"

Date: Wed, 17 Nov 2010 16:24:00 —-0500
Subject: Follow-up from our meeting today

T

Hi Ladies,

Thank s so much for your time today and for providing such a lovely lunch. I hope your
subsequent meeting went well.

I have a few questions and a few follow-ups from today.

First the questions please:

1. Do you know the date of your December GRC?

2. Should the REMS grant be separate to the ESP grant?

I noted the following follow-ups from our discussion so please find these below and/or
attached.

1. You should have all required reconciliation reports and budgets for all 2009 grants
including (please let me know i1f you are missing any):

Request 1D

Description

Status

Title

2620

ESP Website

Completed, Requirements Sent, Metrics Entered & Pending Closure
Fmerging Solutions in Pain

2230

APS - BTP

Completed, Requirements Sent, Metrics Entered & Pending Closure
Take The Breakthrough Pain Challenge: An Expert Led Debate

1882

ASPMN

Completed, Requirements Sent, Metrics Entered & Pending Closure

Refining the Art of Assessment in Patients with Chronic Pain: The Key to Minimizing Risk and
Improving Outcomes

1823

AAPMngmt Symposium

Completed, Requirements Sent, Metrics Entered & Pending Closure

2008 ESP Lecture Grant Request American Academy of Pain Management Symposium
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2166

ICPCD

Completed, Requirements Sent, Metrics Entered & Pending Closure

Minimizing Risk and Improving Outcomes in Chronic Pain: A Focus on the Challenges of
Communication and Interviewing Skills in Assessing Pain Patients

2489

AAPMed Bocth

Completed, Requirements Sent, Metrics Entered & Closed
Emerging Solutions in Pain Meet the Experts Booth

The only grant closed is 2489, the rest are all listed as pending closing but you have all
requirements, so should we just ignore these please?

2. Attached are the four ESP poster pdfs. I have also reached out toc AAPM to validate how to
reference the posters so will let you know shortly.

3. I have re—attached the ESP Outcomes Assessment slides for your internal presentation.

4. The complete Mayday Fund report can be found at:

http://www.maydaypainreport.org
/docs/A%20Call%20t0%20Revolutionize?20Chronic%20Pain%20Care?20in220 mericas2003.04.10.pdf
and further information about the program can be found at:
http://www.maydayfellows.org/about.html

Please do let me know if I have missed any actions which we discussed.
Thanks again and it really was great seeing you in person.

Best wishes,

Bronwyn
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Assessment of ESP Online CME Activities

for Pain Physicians

Bronwyn Boyes, PharmD,* Joan Meyet, RN, MHA,* Benjamin Whitfield,* Gregory Salinas?
*MediCom Worldwide, Inc., 101 Washington Street, Motrisville, PA; ¥*CE Outcomes, LLC, Bitmingham, AL
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MeRComn Woldwide, e was o] in 1995 s o independin Cnedical
edueation conmunications company (TCC) thet has new cducared over
1.5 million clinicians through approvimately 1,306 edurational activides
MefiCam keunched Tammging Solutons in P (TIS7) i 2005
robust itiatize 1o provide education oo the chall:nges of managng chronic
Pitn to rausimize pafient outcomes while minimisiag the risks ussociated with
apivid uisusc, £57 wes funced by a single granter watil 2008 when if bezame
a muldi supporsed nitatve.

as un angoing

Iu wecen years, there has Leen increased corcern and discussion ove: the
ind:peadence of continzing edical education ((ME).* Chommercial

ind stey support of education is parecived to cawe po-ential “conflicrs of
intorests botween physicians’ commitent co patent care ane the desine of
pheemsceurical companics anc their sepeeseatatives fo sell their prodets.™

\cumlulg 10 the Accreditation Counci for Conlinuing Medizal Bduzation
M1, three medical schools ithe University of Massous-Kansus ity

mh yol of Medicine, Nova Sovthesstean Universiy College of Oxreopathic
Meliciue in Tlorid, and ToLo Universiy Nevath College 07 Osteaputhic
Meficine) scceptic no commerciel suppant e C\IHin 2009, alhough no
instruticn has 2ad policies against acecptiag commetcial support. Recendy,
hovever, the Universicy of Michigan Medical Schonl has become the first
medica school to adopt a elizy of ne losger accepting industey funding for
its CMIcourves.

Concem ahout the potential commercial ixfluence on T has resulted in
substmal ellorts o reduce polerial bias m zccrechied eduzahonal acuvies.
My cxganiza ions, mcluding the ACCME, the fancricin Assodatiozn ol
Melical Cillegges (AAMC) and the Americau dculemy of Fumily Physiciam,
(AAEP), heve chosen © o commercial support while ineroducing
inceasingly more rigorcs regularions desiged 1o conrrel industy fundling
inflacnce of CAI1L conten tand ob e 5

“Ihe ACCMH 2005 ananal veport data showed thit commencal grant fanding
of CMILhas decreased in 2006-2009 by 17.7% orS182 million, yet physizizn
attendance and purticiparion continues t geow, aad that more physiciane are
aticnding joinily sponsored CME programs In 2000, scczedi ed

scthviies drew more tha ©/ million partcipants, highlghting a veed for
CVE, education ad pesr intezction © supaozc paticnt case ourzomes.”

The nim of this study was to determing the perceived commerciel bias
associzeed with all M activities developed by Meditom from 2002 o 2010,
ane t ezamine the direct tehitionship hetween perceprions of bias and

ial suppor-ter fandicg of thess actisides. Grantor funding w

5 tor all ecucational CALE activitios.

Pain Clinicians’ Perceptions on

Commercial Bias in CME

Bronwyn Boyes, PharmD, and Joan Meyer, RN, MHA
MediCom Worldwide, Inc., 101 Washington Street, Mortisville, PA
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ligher percents indicate less commercial bias was perceived. e, a value of
104F% shiws tat all zespondents indicared faat fhe activiry was biss e,

We also evaluated responses by ecucational format, degree o respondent,
and year of activity.
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K, the vist majoriry of CME activities were perceived by
bealtl care professionals to e Fe of commercial hias.

This czoss scetional study has severdl limitaions, includiag but not limited. to
The low ctes of perceived bias fouccl in this study may be due in at
to tac nscasitivity of the simpl “yes /o quaation used to asess
partiapants’ perceptions of bus. A sngle bnay question may tad to
Fully capturs the cange of caraer perceptions of commercial infucocs.
The sample of 368 CME acliviics were crganized by a single MECC
with a tgorous set of process and yuicelioes for designing aud mataging
camficts ofinirests (OIS and commencial bas in content. The sl
can thereore not be generlized (@ oiher MTICC providers of CMT who

Under increasingly svingentrules of the ACCH K, all accredited providers of
CME must abide by -he rigezous ACCME Standands of Cemaereal Support,
These standards zequire acesedited activitics 1o e Talanced and that condlizts
oFinterest be disclosed and managed 12

summary, this study confrans that e umngmmn\o “hedlth care
practitioners paricipating in commercially funded € MK activities on pain
maagement an addiction medicine develaped by
follows ACCMI? rules and standand, pereve o commercial bias from
granuor Linding No significant diffaences were found het e clinicians,
medic Fomats, activity years, or funding sources (single- or multi-supposted.
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Turther rescarch may be reeded o evaluate the peesence of comnmercial bias and
the type of questions required in C)E evaluations 1o delect subile forms of
enmeercial bias 1 ensure thet Cid1% activitics do not continue o deerease.
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An Assessment of Internet-based (Emerging Solutions in F’am) CME Activities
for Pain Physicians

Eackgrund .

Physicians are increasingly utiiizing the Intemet, and in particular, trusted
independent websites, as an essential component of obtaining
professional information, as a source of continuing medical education
{CME), and &5 a communication fifefine at the point of care.

Emerging Solutions i Pain (ESP) was launched in 2005 with a leading
cadre of experts in pain management and addiction medicine. ESPis a
robust and multi award-winning ongoing educational initiative which
provides an arrey of information, resources, tools, and case studies to
highlight and educate clinicians on the complaxities surrounding the
managerment of chronic pain. It aims toinform clinicians of metheds of
corrmunicalion, ways in which risk of abuse may be measured, and how
to integrate these strategies into an indvidualized treatment plan.
Mernbership is free to all health care professionals.

The purpese of this study was to determing the effectiveness of two
intemne-besed CME activ As: nent Stralegies and Practcal
Approaches fo Successiul Monitoring of Chronic Pain, and Minimizing
Risk and Improving Oulcomes in Chronic Pain, included on the
educational initietive, Emerging Solulions in Pain (ESP)

otk programs focussed on the safe and effective treatment of chronic
pain while minimizing the risks of misuse,

[ Msthsdl

A post-activity assessment study was conducted 3-5 months after
corrpletion to determine the effectiveness of twe CME activities on the
oractice patierns and knowiedge of physicians whe manage chronic pain
patients. Effectiveness was measured using a case-based survey2
designed to assess whether the dirgnostic and therapeutic choices of
program participants were consistent with evidence-based content of the
CME activities.

The survey was also administered to a demographicaily sirilar control
group of physicians who did not perficipate in the educational program in
order to assess differences in practice choices. The participant group was
selected from a list of physicians compieting the ceurse and alse agresing
1o participate in future self-study acthvities. The control group was selected
at rendom from the AMA Mastar File. The participant and control groups
were matched on the following characteristics: physician specialty,
degree, years in practice, whether or not direct patient care weas thelr
primary responsibiiity, and the number of patients seen per week with
chronic pair.

CE Jwicomes independenty reviewad the educational objectives and
content of ESP to define a series of key measurement indicaters 1o
frame case vignette questions, which were presanted to participants
and nonpariic

Confidential
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Analyais

Data were analyzed using frequencies, followed by T-tests to analyze the
differences between the mean evidence-based responses of the 50
participant and the 50 nonparticipant physicians. Differences between the
two groups were considered significant If the P value was 0.15.

An effect size was calculated using the Cohen’s d formula® to determine
the amount of difference between the evidence-based responses of the
participants vs. nonparticipants. The calculation is expressed as a non-
overlap percentage, or the percentage achieved by participants that was
not reflected in the evidence-based responses of nonparlicipans.

Results

Atotal of 4,171 physicians {MDe/D0s) who practice in pain management
seeing approximately 137,643 chronic pain patients participated in ESP
CME activities over a 3-month period. Responses from 50 participant and
50 control nonparticipant primary care physicians (PCPs) and pain
specialists were collected for analysis. Case vignettes were usedto
predict practice patterns and measure a physician's process of care in
wetual clinicel practice.

The participants and nonparticipants were very similar in demographics:

oy
Resporiders
Years in Practice

Patients seen per week with
Chronic Pain

- Results (rontinued)

KeyPoint: Parficipants are more likely to start a patient with severe pain that is not
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Conclusion

Physicians who participated in ESP CME activities are more likely to
practice evidence-based care of chronic pain patients than those who did
not participate in these activities, specifically:
« Participants were more likely to recognize that a strategic
precautionary approach to assessing s pafient with moderate
risk for aberan: behavior will reduce the liketihood of
becoming a high-risk patient (F=.038)
Participants were more likely to start a patient with severe
pain thet is not controlied with acetaminophen and NSAIDs
who dermonstrates moderade risk for aberrant behavior on
multimedal therapy (P=089).
Participants were more likely {¢ recognize that some over
the-counter medications cause a false-positive urine test and
wolld assess a patient's OTC medications prior to stopping
the patient's opioid therapy (F=.131).
Farticipants were more likely to recognize the need toutilize
a standard risk assessment tool (such as the ORT or SOAPF)
as the best approach fo stratifyng risk in a patient in the
primary care setting (F=.06).

The large effect size (30%) suggests that the ESP Internet-based CME
programs offer effective, credible and high-impact education. These
programs are available on-demand and in multiple formats to suit the
learning preferences of physicians.
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Program Dyverview

Breakthrough pain (BTP) is an abrupt enset, fransitory flare of pain
occurring in the context of maraged, chronic, beseline pain, building to
mocerate-severs intensity, peaking within 5 minutes aker onset and
tastitg approximately 30 miutes.!

The prevalence of BTP variss from 64% in cencer and 74% in noncancer
pain patients. ™

2TF hes besn shown to cause detiimental effects to both function and
ruality of ife, vet daspite increasing clinicel awareness, BTP remains
underdiagnosed and undertreated, causing unnecessary negalive impacts
of patient suffering, quality of life, and the associated sconomic burden

. Honcawer

subjects 226
Prevalerce, % 74

This program explored through debste, data, and case studies, the
complexities surounding breakthrough pain management of chronic
noncancer pain. it served to!
- ldentify the issues and controversies surrounding BTP
= Collectinformation aboul the participants’ common guestions,
belie’s, and attitudes toward BTP
- [ncoporate a dynamic video case vignette into the point-
counterpcint debate to comprehensively discuss the
challenges of BTP

The Learing Objectives of the program were o,

» ldentify confroversies and issues associated with current
understanding of breakthrough pain

- Describe assessment strategies for identifying breakthrough
pain in chronic pain patients

« Summarize the role of proactive and ongoing assessment in
the development of a comprehensive treatment strategy in
chronic pain patients

Episodes/day 2
Duration, min 60

Time to max intensity, min 32 10
Significant effects onthe BDI,  Adverse effects on multiple Restils
BAl, &all domalns of the BPI QOL domains* A pre-sympaosium survey was sent to over 8,000 practicing pain clinicians
fo obtain attitudes, beliefs, and current practices in breakthrough pain.
The pre-survey showed

Assessment tools utilized

Drivers and barriers te diagnoesis and treatment

Understanding of clinical evidence

Difference in ettitudes and management of BTP in cancer and

noncancer chronic pain patients

Aftitudes toward impact of BTF on public health

Current prescibing practices

Sreakitroush Fainin ar Foniations
eck Anxiety Inventory; DDI = Deck Depressun Inventery, DR = Crief =ain Invertory;
OOL quality o life

The purpose of this study was to determine the knowledge end
perceptions of cinicians regarding BTP to identify sreas for ongoing
research end ecucation.

Ehar ced qualiy of ife
Improved funciona
} i K i imp airmet
MediCom developed a comprehensive educaticnal program te discuss
and challenge clinicians on the key cheracleristics, assessment, and
management of BTP. The program included convening an advisory panel
«f leading experts in the field of pain management to develop the : Other

ain relie”

Recuce emotional sress

program's essetial elements. A pre-activity survey was sent to practicing
pair clinicians end resulls wers utilized to develop an innovative
symposium format using a case-based interactive debate where the
sudence members could vote on their views and management of the
case presented The symposium was edited and posted as an enduring
piece on Energing Solulions ia Fair. Al participants were ssked to
corrplete a pre- and post-test evaluation. A follow-up survey was sent 3
to S months after participation. The last part of this educational program
was an outcomes study utiizing patient chart audits to identifythe
practice patterns and knowiedge of physicians who manage BTPin their
pair patients.

Approvimately 136 symposiurn participants were sirveyed using an
audience response systermn (ARS) during the inferactive debate format on
all of the above as well as:

. Differential disgnosis

+  Risk assessmeant

*  Treating BTP { diagnosed

Confidential

. Resulis (continued]

Participants were once again asked about their atfitudes. practices, and
competencies in treating BTP. These participants were sent a follow-up
survey 3 to & months after completing this activity to setfFreport on
implementation of competencies ipamed into practice

Apre- and post-zctivity chart revisw audit was also completad with
registered perticipants from the live sympesium utilizing a chronic pain
assessment guids.

The enduring activity had over 10,000 sessions and 1,500 completed
certificates. The pre- and post-perceptions/heliels assessment showed:
« There was a significant change in defined percertions regarding
braakthrough pain post-activity (P< 6307
There was a significant change in estabiishing an approach to
assess and treat breakthrough pain (P<.0001)
There was no significant changes in drivers to or drivers not to
diagnose and treat breakthrough pain

Main Driver NOT to Diagnose and Treat
reakthrough Pain

Aloays Tist
Sit e

it

Dircion

Fundin

Comotit
o

The pre- and posk-knowledge assessment showad
« There was a significant change in all knowledge questions asked
pre- versus post-report
Two questions are of higher significance, namely:
~ Characteristics of breakinrough pain (P=.0001)
- Differences between BTP in cancer vs. noncancer patients
(P<.0001)
On average, there was a 1.4-fold positive increase in post-test
scores when comparad to pre-fests

The follow-up selfreport survey showed both relention of knowledge and
implementation of changes in practice

Each element of the comprehensive ecucational activity on breakthrough
pain highlighied key sreas of further resesrch and education for health
care clinicians.

A Comprehensuve Assessment of Pain CI|n|C|ans Perc;epuons and Knowledge

. Bronwyn Boyes iPharmD, and Joan Meyer, RN, MHA

Conclusion

This program showed that:

= Raising awareness of BTP via continuing educational programs
such as this one can lead io a greater awareness and
management of this condifion
Competency testing of patticipants showed increased knowledge
in classification, assessment, monitoring, and management of BTF
Seif-reported data shows attendees implerenting these leamed
competencies into practice

The growing challenge with BTR is to enable clinicians to batter
understand and clinically interpret the concept outside of its original
application in cancer patients.

This challenge is further compounded by the risk managerment concerms,
especiallyin pharmecotherapy for chronic pain. It is imperstive to have a
standardized definition of BTP in all chronic pain patients to enable
clinicians to impreve diagnosis and structure pharmacologics! therapy
appropriaie to the managament of BTP.

Continual efforts focused on elucidating health care professionals’
approach to BTP management are required to improve patient outcames.
Further ecucational programs such as this one are needed to continually
educate clinicians about pain definitiens, taxonomy, assessment, and
diagnostic categories to optimize therapies and cutcomes while
minimizing risks.

Literature Cited
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Executive Summary
Metrics for Assessment Strategies and Practical Approaches to Successful Monitoring
of Chronic Pain and Minimizing Risk and Improving Outcomes in Chronic Pain

Overview

The purpose of this assessment was to determine the effectiveness of two continuing medical
educational programs, Assessment Strategies and Practical Approaches to Successful
Monitoring of Chronic Pain and Minimizing Risk and Improving Qutcomes in Chronic Pain,
included in the educational initiative Emerging Solutions in Pain. The target audiences for these
programs were primary care physicians (PCPs) and pain specialists. Effectiveness was
measured using a case-based survey designed to assess whether the diagnostic and
therapeutic choices of program participants were consistent with the evidence-based content of
the educational activity. The survey was also administered to a representative control group of
physicians who did not participate in the educational program (nonparticipants) in order to
assess differences in practice choices associated with program participation.

Educational Objectives

Minimizing Risk and Improving Outcomes in Chronic Pain
# Describe and understand the necessity of communication techniques and screening
tools for the effective management of chronic pain patients
# Indicate two reasons why risk assessment is necessary and demonstrate their clinical
utilization in the effective management of chronic pain patients
# |dentify three screening tools used to assess the risk of abuse, misuse, and addiction of
prescribed opioid medications and clinical utilization to potentially protect practices and
improve individualized treatment strategy
# Summarize the importance of effective communication between members of the chronic
pain management team to identify and address risk factors in chronic pain patients on
long-term opioid therapy
Assessment Strategies and Practical Approaches to Successful Monitoring of Chronic Pain
Recognize the high prevalence of prescribed controlled substance misuse
Describe appropriateness criteria of patients who may require long-term opioid therapy
Contrast and compare risk assessment tools and understand their limitations

Describe other forms of risk control and identify the most optimal risk management
strategies to use in their own medical practice setting

s e e

Educational impact

™ At least 137,643" patients with chronic pain seen by 4,1712 health care
e providers who participated in Emerging Solutions in Pain are 30%°
more likely to receive evidence-based care than those seen by health
care providers who did not participate in the activity, specifically in:

CUHRITY F EDUEATION T

@ Treating a patient with chronic pain who is at moderate risk for aberrant behavior

# Recognizing the benefit of using a strategic precautionary approach to assessment, and
management of a patient with chronic pain

"The number of patients seen weekly with chronic pain.
“The number of health care providers who participated in this educational activity (from 12/2009 to 3/2010).
The percent of the non-overlap difference between participants and non-participants in evidence-based clinical
choices made when presented with a series of clinical vignettes; this percentage is based on an effect size calculated
using Cohen’s d.

Proprietary and confidential report prepared by
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# Assessing a patient’'s OTC medications prior to stopping opioid therapy when the

@

patient’s urine drug screen is positive for methamphetamines

Utilizing risk assessment tools such as the Opioid Risk Tool (ORT) and the Screener
and Opioid Assessment for Patients with Pain (SOAPP)

Barriers to Optimally Managing Pain

The most significant barriers to the optimal management of pain are patient drug addiction and
drug-seeking behaviors.

Focus of Future Educational Activities

Based on the responses of the nonparticipant physicians, the following areas have been
identified for additional focus in future continuing education activities:

£

éece & ¢

Initial treatment intervention for a patient with chronic pain who demonstrates moderate
risk for aberrant behavior

Comparison of the relative merits of patient interview/exam and formal risk assessment
tools in determining risk of aberrant behavior

Advantages of the ORT as compared with other risk assessment tools used in patients
with chronic pain

Risk factors addressed by all currently available risk assessment tools
Indications for referral to an addictionologist

Risk assessment tool(s) that best predict risk of level 1 aberrant behavior
Limitations of currently available risk stratification assessments

Proprietary and confidential report prepared by
CE Qutcomes, LLC |107 Frankfurt Circle, Birmingham, AL 35211 | 205-259-1500 | www.ceoutcomes.com
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CE Outcomes, LLC CME Metrics

Metrics for Emerging Solutions in Pain
Projsct Overview

The purpose of this assessment was to determine the effectiveness of two educational
programs in the initiative entitted Emerging Solutions in Pain. Effectiveness was measured
using a survey comprised of evidence-based case vignettes, questions about physician
confidence, and questions about barriers to the optimal management of patients with chronic
pain. Surveys were administered to a group of participants and a similar group of
nonparticipants, allowing for assessment and reporting based on the following learning
objectives:

Minimizing Risk and Improving Outcomes in Chronic Pain:
# Describe and understand the necessity of communication techniques and screening
tools for the effective management of chronic pain patients

# Indicate two reasons why risk assessment is necessary and demonstrate their clinical
utilization in the effective management of chronic pain patients

# |dentify three screening tools used to assess the risk of abuse, misuse, and addiction of
prescribed opioid medications and clinical utilization to potentially protect practices and
improve individualized treatment strategy

## Summarize the importance of effective communication between members of the chronic
pain management team to identify and address risk factors in chronic pain patients on
long-term opioid therapy

Assessing Strategies and Practical Approaches to Successful Monitoring of Chronic Pain
Recognize the high prevalence of prescribed controlled substance misuse

Describe appropriateness criteria of patients who may require long-term opioid therapy
Contrast and compare risk assessment tools and understand their limitations

Describe other forms of risk control and identify the most optimal risk management
strategies to use in their own medical practice setting

- - -

CME Course Information

Two CME programs, Minimizing Risk and Improving Qutcomes in Chronic Pain and
Assessment Strategies and Practical Approaches to Successful Monitoring of Chronic Pain,
which were presented as part of the Emerging Solutions in Pain activity were assessed. The
educational programs focused on methods of communication, ways in which risk of abuse may
be measured, and how to integrate these strategies into an individualized treatment plan for
patients. The program also enabled clinicians to gain an appreciation for the interdisciplinary
approach to pain management, stimulating professional communication and improving patient
care outcomes. The target audience for this program was primary care physicians and pain
specialists who manage patients with chronic pain. The participants who attended and
completed this CME event were offered 1.0 AMA PRA Category 1 Credit™.

Methods

Overview

CE Outcomes, LLC physicians reviewed the educational objectives and content of Emerging
Solutions in Pain to define a series of key measurement indicators focused on the management
of chronic pain. Measurement indicators are individual evidence-based statements that outline
the health care performance expectations associated with the content of an educational activity.
Measurement indicators were used in framing questions related to the case vignettes, which
were presented (in survey format) to program participants and a demographically similar group
of nonparticipants. Measurement indicators were identified from this program and used to
develop the case vignette survey.

Proprietary and confidential report prepared by
CE Qutcomes, LLC |107 Frankfurt Circle, Birmingham, AL 35211 | 205-259-1500 | www.ceoutcomes.com
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Measurement Indicators
o Clinicians should conduct a focused history and physical examination to help place
patients with low back pain into 1 of 3 broad categories: nonspecific low back pain; back
pain potentially associated with radiculopathy or spinal stenosis; or back pain potentially
associated with another specific spinal cause. The history should include assessment of
psychosocial risk factors, which predict risk for chronic disabling back pain.*

e ORT is the briefest addiction risk assessment tool.”

* Opioid analgesics or tramadol are an option when used judiciously in patients with acute
or chronic low back pain who have severe, disabling pain that is not controlled (or is
unlikely to be controlled) with acetaminophen and NSAIDs. Exercise therapy and other
nonpharmacological therapies should be considered in patients with low back pain.’

e A patient with major mental health concerns, personal and/or family history of substance
abuse, age less than 50, and a smoker, is at high risk for aberrant behaviors if treated
with opioid medications.®

e A strategic precautionary approach to assessment and management of patients
with moderate risk for aberrant behavior will reduce the likelihood of becoming a
high-risk patient.”

e Some OTC medications, such as those containing pseudoephedrineg, cause a false-
positive urine test for methamphetamine.®

e Therisk stratification assessment tools should not be used exclusively in deciding a
treatment plan. The results of these screening tools determine how closely a patient
should be monitored during the course of opioid therapy.®

e History of alcohol and illicit drug use is assessed in all current opioid risk assessment tools. "

Case vignettes have gained considerable support for their value in predicting physician practice
patterns. Results from recent research studies demonstrate that case vignettes (when
compared to chart review and standardized patients) are a valid and comprehensive method to
measure a physician’s process of care in actual clinical practice. Furthermore, case vignettes
are more cost effective and less invasive than other means of measurement."" "2

For this project, case vignettes were designed to assess whether the diagnostic and therapeutic
choices of participants were consistent with clinical evidence presented in the content of the
educational activity. The case vignettes were also used to assess whether practice choices of
participants were different from practice choices of nonparticipants. Additional survey items
were included to assess barriers to the optimal management of chronic pain.

All surveys are field tested and revised based on field testing data prior to implementation.

"Chou R, et al. Diagnosis and Treatment of Low Back Pain: A Jaint Clinical Practice Guideline from the American
College of Physicians and the American Pain Society. Ann Intern Med. 2007;,147:478-491.
° Dr. Passik's presentation.
® Webster LR, Webster RM. Predicting aberrant behaviors in opioid-treated patients: preliminary validation of the
Opioid Risk Tool. Pain Med. 2005;6:432-442.
" Dr. Webster's presentation.
8 Public knowledge.
® Chou R. 2009 Clinical Guidelines from the American Pain Society and the American Academy of Pain Medicine on
the use of chronic opioid therapy in chronic noncancer pain: what are the key messages for clinical practice? Pol Arch
Med Wewn. 2009;119:469-477.
'° Risk-Assessment Instruments for Pain Populations. Available at:
www.fightrxabuse.org/itopics/RxAbuse/docs/Painpopriskassessment.pdf. Accessed on February 24, 2010.
" Peabody JW, et al. Comparison of vignettes, standardized patients, and chart abstraction: A prospective validation
study of 3 methods for measuring quality. JAMA. 2000;283:1715-1722.
12 Peabody JW, et al. Measuring the quality of physician practice by using clinical vignettes: A prospective validation
study. Ann Intern Med. 2004,141(10).771-780.
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Survey Implementation

Survey instruments were distributed by CE Outcomes, LLC to primary care physicians and pain
specialists at least 30 days after participating in the online activity. A sample of 50 responses

was collected by email and fax from the participating physicians. The distribution of the survey
responders is provided on the map below.

Surveys were distributed to a demographically similar group (the control group) of primary care

physicians and pain specialists by email. Fifty responses were collected in the control group and
responses were compared to the participant group.
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Data Analysis

Data were analyzed using the Statistical Package for Social Sciences (SPSS 17.0). Data were
first arrayed using frequencies. T-tests were then used to test the differences between the mean
evidence-based responses of the participants and the nonparticipants. Differences between the
two groups are considered significant if the P value is .10 or less. An effect size was calculated
to determine the amount of difference between the evidence-based responses of the
participants and nonparticipants. Effect size is calculated using the Cohen’s d formula,™ and is

expressed as a nonoverlap percentage, or the percentage achieved by participants that was not
reflected in the evidence-based responses of nonparticipants.

BCohen J. Statistical Power Analysis for the Behavioral Sciences. 2nd edition. Hillsdale, NJ: Lawrence Earlbaum
Associates; 1988.
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Resulis

Key Point: Participants are more likely to recognize that a strategic precautionary
approach to assessing a patient with moderate risk for aberrant behavior will reduce the
likelihood of becoming a high-risk patient.

Benefit of using a strategic precautionary approach to assessment and management of a patient
with chronic pain

___Reduced likelihood of Elimination of chronic Increased likelihood = Cessation of alcohol
becoming a high-risk .~ thatthe patientwll = yge
patient* =~ . discontinue opicids =
altogether

B Participants (h=50) B Non-Participants (n=50) P=.056

Key Point: Participants are more likely to start a patient with severe pain that is not
controlled with acetaminophen and NSAIDs who demonstrates moderate risk for
aberrant behavior on an opioid and initiate an exercise program.

Initial treatment for a patient with severe pain that is not controlled with acetaminophen and
NSAIDs who demonstrates moderate risk for aberrant behavior

B Participants (n=50) & Non-Participants (n=50)

Proprietary and confidential report prepared by
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Key Point: Participants are more likely to recognize that some over-the-counter (OTC)
medications cause a false positive urine test for methamphetamines and would assess a
patient’s OTC medications prior to stopping the patient’s opioid therapy.

Management step for a patient receiving opioid therapy who has a urine drug screen positive for
methamphetamines

ssessall overthe- |Immediately stopthe Discharge himfrom  Report him fo the
unter medications opioids and refer hin yourchnie . = polibe
hat the patientis o an addictionologist

taking®

@ Participants (n=50) B Non-Participants (n=50)

Key Point: Program participants recognize the need to utilize a standard risk assessment tool
(such as the ORT or SOAPP) as the best approach to stratifying risk in a patient in the primary
care setting.

Best risk stratification approach for a patient in the primary care setting

@ Participants (n=50) B Non-Participants (n=50)
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Barriers to Managing Patients with Chronic Pain

Participants (n=50) Non-Participants (n=50)

Drug-seeking
behaviors

Patient |
addiction

Lack of patient
adherence to
therapy

Legal/iregulatory
requirements

Subjective
nature of pain

-Notsignificant(1—3) B Somewhat significant (4-7) - Extremely Significant (8-10)
: o IBX -

Confidence in Managing Patients with Chronic Pain

Participants (h=50)
Mean=7.2

Non-participants : ...
(n=50) ‘

Mean =7.2

E Not Confident (1-3) B Somewhat Confident (4-7) E Very Confident (8-10)

B - [e] )6
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Summary

™ At least 137,643 patients with chronic pain seen by 4,171 health
&E care providers who participated in Emerging Solutions in Pain are

CHIBEITY OF ROUCATION: sy

&
Ly

30%'® more likely to receive evidence-based care than those seen by
health care providers who did not participate in the activity,
specifically in:

Treating a patient with chronic pain who is at moderate risk for aberrant behavior

Recognizing the benefit of using a strategic precautionary approach to assessment and
management of a patient with chronic pain

Assessing a patient’s OTC medications prior to stopping opioid therapy when the
patient’s urine drug screen is positive for methamphetamines

Utilizing risk assessment tools such as the Opioid Risk Tool (ORT) and the Screener
and Opioid Assessment for Patients with Pain (SOAPP)

Barriers to Optimally Managing Pain

The most significant barriers to the optimal management of pain are patient drug addiction and
drug-seeking behaviors.

Focus of Future Educational Activities

Based on the responses of the nonparticipant physicians, the following areas have been
identified for additional focus in future continuing education activities:

£

cecee ¢ ¢

Initial treatment intervention for a patient with chronic pain who demonstrates moderate
risk for aberrant behavior

Comparison of the relative merits of patient interview/exam and formal risk assessment
tools in determining risk of aberrant behavior

Advantages of the ORT as compared with other risk assessment tools used in patients
with chronic pain

Risk factors addressed by all currently available risk assessment tools
Indications for referral to an addictionologist

Risk assessment tool(s) that best predict risk of level 1 aberrant behavior
Limitations of currently available risk stratification assessments

"“The number of patients seen weekly with chronic pain.
"The number of health care providers who participated in this educational activity (from 12/2009 to 3/2010).
"®The percent of the non-overlap difference between participants and non-participants in evidence-based clinical

choices made when presented with a series of clinical vignettes; this percentage is based on an effect size calculated

using Cohen’s d.
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P# 75

Assessment of ESP Online CME
Activities for Pain Physicians

Background

Physicians are increasingly utilizing the Internet, and in particular, trusted
independent websites, as an essential component of obtaining
professional information, as a source of continuing medical education
(CME), and as a communication lifeline at the point of care.

Emerging Solutions in Pain (ESP) was launched in 2005 with a leading cadre
of experts in pain management and addiction medicine. ESP is a robust
and multi award-winning ongoing educational initiative which provides
an array of information, resources, tools, and case studies to highlight
and educate clinicians on the complexities surrounding the management
of chronic pain. It aims to inform clinicians of methods of
communication, ways in which risk of abuse may be measured, and how
to integrate these strategies into an individualized treatment plan.
Membership is free to all health care professionals.
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The purpose of this study was to determine the effectiveness of two
Internet-based CME activities, Assessment Strategies and Practical Approaches
to Successful Monitoring of Chronic Pain, and Minimizing Risk and Improving
Outcomes in Chronic Pain, included on the educational initiative Emerging
Solutions in Pain (ESP). Both programs focused on the safe and effective
treatment of chronic pain while minimizing the risks of misuse.
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Overview

The site Emerging Solutions in Pain is a comprehensive website consisting of updates and CME
programs on the topic of pain. CE Outcomes assessed the impact of two CME activities:

* Minimizing Risk and Improving Outcomes in Chronic Pain

* Assessment Strategies and Practical Approaches to Successful Monitoring of Chronic Pain

Both programs focused on ways to integrate risk assessment strategies into clinical practice while
enabling clinicians to gain an appreciation for the interdisciplinary approach to pain management,
simulating professional communication and improving patient care outcomes. The target
audience for these programs were primary care physicians and pain specialists who manage
patients with chronic pain. The participants who completed the CME activity were offered 1.0
AMA PRA Category 1 Credit™.

Of the 416 health care providers who participated in these two programs, a sample of 50
physicians was collected and analyzed.

Target groups and sample size: Participants: Nonparticipants:

Pain specialists, family Pain specialists, family
practitioners, and internists [practitioners, and internists

that participated in one of [that did not participate in the
the two activities (n = 50) |activities (n = 50)
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Program Overview

Program Title Minimizing Risk and Inmproving Outcomes in Chronic Pain: | Assessment Strategies and Practical Approaches to
Focus on the Challenges of Commmunication and Interviewing |Successful Monitoring of Chronic Pain
Skills in Assessing Pain Patients

Faculty Micke A. Brown, BSN, RN, Steven D. Passik, PhD, [Steven D. Passik, PhD
Lynn R. Webster, MD, FACPM, FASAM

Learning Obijectives|® Describe and understand the necessity of * Recognize the high prevalence of
communication techniques and screening tools for  [prescribed controlled substance misuse

the effective management of chronic pain patients * Describe appropriateness ctitetia of

* Indicate two reasons why risk assessment is patients who may require long-term opioid

necessary and demonstrate their clinical utilization in |therapy

the effective management of chronic pain patients * Contrast and compare risk assessment tools

* Identify three screening tools used to assess the  [and understand their limitations
risk of abuse, misuse, and addiction of prescribed .
opioid medications and clinical utilization to
potentially protect practices and improve
individualized treatment strategy

Describe other forms of risk control and
identify the most optimal risk management
strategies to use in their own medical practice
setting

* Summarize the importance of effective
communication between members of the chronic
pain management team to identify and address risk
factors in chronic pain patients on long-term opioid

therapy
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Methods

A post-activity assessment study was conducted 3-5 months after completion to determine the
effectiveness of two CME activities on the practice patterns and knowledge of physicians who
manage chronic pain patients. Effectiveness was measured using a case-based survey!* designed
to assess whether the diagnostic and therapeutic choices of program participants were consistent
with evidence-based content of the CME activities.

The survey was also administered to a demographically similar control group of physicians who
did not participate in the educational program in order to assess differences in practice choices.

The participant group was selected from a list of physicians completing the course and also
agreeing to participate in future self-study activities. The control group was selected at random
from the AMA Master File. The participant and control group were matched on the following
characteristics: physician specialty, degree, years in practice, whether or not direct patient care was
their primary responsibility, and the number of patients seen per week with chronic pain.

CE Outcomes independently reviewed the educational objectives and content of ESP to define a
series of key measurement indicators to frame case vignette questions, which were presented to
participants and nonparticipants.
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Analysis

Data were analyzed using frequencies, followed by T-tests to analyze the
differences between the mean evidence-based responses of the 50
participant and the 50 nonparticipant physicians. Differences between
the two groups were considered significant if the P value was =0.15.

An effect size was calculated using the Coben’s d formula’ to determine

the amount of difference between the evidence-based responses of the
participants vs. nonparticipants. The calculation is expressed as a
nonoverlap percentage, or the percentage achieved by participants that
was not reflected in the evidence-based responses of nonparticipants.
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Results

A total of 4,171 physicians (MDs/DOs) who practice in pain
management seeing approximately 137,643 chronic pain patients
participated in ESP CME activities over a 3-month period. Responses
from 50 participant and 50 control nonparticipant primary care
physicians (PCPs) and pain specialists were collected for analysis. Case
vignettes were used to predict practice patterns and measure a physician's

process of care in actual clinical practice.

P# 75

The participants and nonparticipants were very similar in demographics:

Characteristics of Survey
Responders

Years in Practice

Participants

Nonparticipants

23

Chronic Pain Patients Seen/Week

26
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Results

Figure 1: Participants are more likely recognize that a strategic precautionary approach to assessing
a patient with moderate risk for aberrant behavior will reduce the likelihood of becoming a high-
risk patient.

B Participants (n=50) O Nonparticipants (n=50)
76%

60%

160/0 100/0 120/0 140/0

— —

Reduced Elimination of Increased Cessation of
likelihood of chronic pain  likelihood that the  alcohol use
becoming a high- patient will
risk patient* discontinue
opioids altogether
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Figure 2: Participants are more likely to start a patient with severe pain that is not controlled with
acetaminophen and NSAIDs who demonstrates moderate risk for aberrant behavior on an opioid
and initiate an exercise program.

B Participants (n=50) O Nonparticipants (n=50)

320, 38%

10% 24%

Increase his Change his Start an opioid  Refer him to an
ibuprofen to 800  tramadol to and initiate an orthopedic
mg every six  extended-release exercise surgeon for
hours and initiate 400 mg per day program* evaluation
psychological ~ and encourage
counseling exercise

P=.059
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Figure 3: Program participants recognize the need to utilize a standard risk-assessment tool (such
as the ORT or SOAPP) as the best approach to stratifying risk in a patient in the primary care
setting.

B Participants (n=>50)

O Nonparticipants (n=50)

0% 2% ov 4%

Send hertoan  Interview her  Utilize a risk Look for the
addictionologist ~ family and  assessment tool pain behaviors
friends such as the ORT  during your

or SOAPP* interview and
exam

P# 75
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Figure 4: Participants are more likely to recognize that some over-the-counter medications cause a
false-positive urine test for methamphetamines and would assess a patient’s OTC medications
prior to stopping the patient’s opioid therapy.

. B Participants (n=50) O Nonparticipants (n=50)

62%

0
2 0% 0%
_|_i—| T
Assess all of the Immediately stop Discharge him Report him to the
over-the-counter the opioids and  from your clinic police
medications that  refer him to an

the patientis  addictionologist
taking*
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Conclusion

Physicians who participated in ESP CME activities are more likely to practice evidence-based

care of chronic pain patients than those who did not participate in these activities, specifically:
*Participants were more likely to recognize that a strategic precautionary approach to assessing a
patient with moderate risk for aberrant behavior will reduce the likelihood of becoming a high-
risk patient (P=.080).

*Participants were more likely to start a patient with severe pain that is not controlled with
acetaminophen and NSAIDs who demonstrates moderate risk for aberrant behavior on
multimodal therapy (P=.059).

*Participants were more likely to recognize the need to utilize a standard risk-assessment tool
(such as the ORT or SOAPP) as the best approach to stratifying risk in a patient in the primary
care setting (P=.00).

*Participants were more likely to recognize that some over-the-counter medications cause a false-
positive urine test and would assess a patient’s OTC medications prior to stopping the patient’s
opioid therapy (P=.131).

The large effect size (30%) suggests that the ESP Internet-based CME programs offer effective,
credible, and high-impact education.

The CE programs are available on-demand and in multiple formats to suit the learning
preferences of physicians.
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