‘ MEG ’ Medical Education Group

1. To provide insights into how Pfizer's Medical
Education Group (MEG) functions — an operational
overview

2. To share an up-to-date status of Pfizer's MEG
timelines and grant review cycles

3. To share best practices that the CME provider
community has submitted in recent grant cycles

4. To answer outstanding questions from the CME
provider community

5. To gain insights into how Pfizer's MEG might
improve our processes to best support the CME
community




m@ Agenda

1. Introduction
2. Topic One: The MEG 2-Step
3. Topic Two: Mitigating Bias in CME
4. Qand A
M@ Today’s Objectives (3)

Upon completion of today’s call participants should
be able to:

1. Understand how the processes of MEG are
designed to support the Mission, Vision, and
Goals of the group

2. Submit high-quality grant requests as
prescribed by MEG's quarterly application
windows

3. ldentify resources for effective conflict of
interest resolution and content validation
policies in an effort to mitigate inappropriate
bias and risk

>




_MQ

MEG Strategy

Maureen Doyle-Scharff, MBA, FACME

Senior Director, Team Lead

Susan Connelly, PharmD, MBA
Education Director, Specialty

Robert E. Kristofco, MSW FACME
Education Director, Primary Care -
(APM/CNS)

Brian S. McGowan, PhD
Education Director, Oncology

Jacqueline Mayhew,
Education Director, Primary Care
(CVIMet/Uro/Resp)

Sarah Kriig,
Education Director, Emerging Markets

Betsy Woodall, PharmD, MBA
Director, Outreach & Analysis

Melissa Soverall
Administrative Assistant

>

Who is MEG?

MEG Operations

Ericka Eda
Director, Team Lead

OPEN Grant Manager
Specialty
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Grant Manager, Primary Care
(APM/CNS)

Meg Mullen,
Grant Manager, Oncology & Innovations
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MEG Missio

_M9
VISION: Accelerating the tr
to quality patient care

n, Vision, and Goals

anslation of clinical science

MISSION: To cooperate with healthcare delivery
organizations and professional associations to narrow
professional practice gaps in areas of mutual interests
through support of learning and change strategies that
result in measurable improvement in competence,
performance or patient outcomes.

GOAL: To increase the num
the highest quality, safe and

ber of patients who receive
effective, individualized, and

evidence-based care from physicians, other healthcare
professionals, and the healthcare system.
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w@ Why Does MEG exist?

* MEG exist to provide educational grant support to
the medical community in a compliant and effective

manner

» Good education accelerates the adoption curve of
evidence-based clinical skills and practices

» By funding good education, commercial support
improves the quality of patient care

>

M@ 5-Year Transformation of MEG

Organizational Development Level

External Relationships

Pfizer History

Decentralized Brand Driven Funder Pre-2006
Decentralized Process Driven Funder 2006
Centralized Process Driven Funder 2007
Centralized Education Driven CE Supporter 2007 - 2008
Center of Excellence for Healthcare Provider

Equeatan CPD Supporter 2008 - 2009
Center of Excellence for Healthcare Quality QI + CPD within systems of

Improvement care supporter 200 & eyone

>




6@ The Transformation from C

Competency
Practical Tools

Informal Learning

Practical Tools

y

Informal Learning

/

Formal Learning

Lecture

Clinical » Competency

Knowledge
@ Adapted from CPD of Physicians, AMA, 2003
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2.
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The MEG 2-Step

Provider Registration (rolling)
Grant Application (quarterly)

Pfizer MEG utilizes a 2-step Registration and Application Process

Lt ' REGISTER + APPROVAL
-9

ﬁ Step |: The Registration process is open yearround and is required ance per institution

|:> s | SUBMIT wmms REVIEW —+  DECIDE —+ NOTIFY (Miletanes)

i - .

Step ll: The application cycle repeats 4 times per year

Application Period Decision Dates LOA Deadline Activity Date

Oeo'1, 2009 - Jan 16, 2000 Mar 6, 2000 Mininum of 2 AforMar 1, 2000
Mar1,2000 - Aprll 16, 2H0 Juns 6, 2H0 tm-lhhf:ﬂ.- Atar Juns 30, 20H0
Jurw 1, 20 - July 18, 200 Sept 4, 2H) _h:::.:lid After Sept 30, 210
Sept 1, 2000 - Ook 16, 240 Daa §, 2000 Afer Dao H, 2010

Reconcile

HEY:
Requestor
MEG

Visit www.pfizermededgrants.com

®lle  Go to the Grant System

M@ Step I: Registration - How do | register*

Medical Education Grants

Your Grant Application
Grants for Health Care Quality Improvement & Education
We're gupporting you as you support patient care. Pfizer offers support for your
independently-run health care guality improverment initiatives through online

i > EE————
resources and medical education grants. Our full mission statement e o theCeant Jystem -

Resource Center
Publications, articles, needs assessments and more education

Apply for a new grant, register for eligibility or
wiew the status of your existing applications.

Important Grant Deadlines and Dates

literature
Learn more about healthcare improvement > Pfizer offers four grant application windows per
ear. All grant requests received within a single
®,  iedical Education Grants Process v arantred ! Y
s | v 5 window are reviewed comparatively, Funding
Clinical areas of interst, who is eligible, criteria and how ta apply S e
Leamn about the grants process > weeks fallowing the clogse of these windows




G@ Step |: Registration - How do |

1. Click[{ErBGgand complete the questionnaire

Welcome to the Pfizer Grant Management System Login
Pfizer's Medical Education Mission s to cooperate with healthcare delivery organizations and professional
associalions to narow professional practice gaps in areas of mutual interests through support of leaming
and change stratagies that result in measurable improvement in competence, performance or patient

outcomes email address: ]

Please visit Pfizer. il _| redical_education_grants.jsp password: | |
for further infarmation regarding the Pfizer Medical Education Group and the grant submission process. =

Are you a registered Piizer Grants Application user?

For any technical related inquiries or general questions conceming the process and procedure please
emall mededgrantsi@pfizer.com or call 1-866-MEG-4647 (intemational callers use 1-212-208-8947)

New User

The following types of funding requests are NOT supported by this online system: Are you a new user?

. lated Charitable C
« Fellowships and Scholarships
« Sponsorships

Click here for definitions and information on how to apply for these grant ypes.

For assistance:
mededgrants@pfizer.com or 1-866-MEG-4647

6@ Step I: One Registration per |

Faor every organization, the initial registration step must be completad by the Directar of Continuing Medical Education of the person responsiale for the Continuing Medical
Education (GHE) or Continuing Education (GE) program at the arganization (or hisfher designee). This individual will be considered the "CME/CE Registrant’ and will be able
to add and authorize additional users for their organization

Ifyouwantto apply for a medical education grant but are not able 1o eerify to the above, you should not proceed. Ifyou are affiiated with an accredited CMEICE organization
you should contact the office responsible for the CMEICE program and askto be added as an organizational user to their registration.

Statement of Pfizer Commitment

of America (PhRMA) Code related to the support of professional education.

Pfizer Inc is cormmitted to cormplying with the guidelines and standards set by the Accreditation Council for Continuing Medical Education (ACCME), Accreditation Council for
Pharmacy Education (ACPE), American Medical Association (AWA), Association of American Medical Colleges (AAMC), American Association of Critical Care Nurses (ARACHN),
Arnerican Nurses Credentialing Center (ANCC), Food and Drug Adminstration (FDA)Y, Office of Inspector General (01G) and the Pharmaceutical Research and Manufacturers

Applicant Statement of Commitment
Please read the following terms and conditions carefully.

Your cerification represents your commitmentto actin accordance with accepted standards in the eventthat Pfizer decides to fund an educational program hased on your

Prizer.

By certifying, you represent that you are fully authorized to submit an application and provide information in an application on hehalf of the requesting organization and any
partner organization(s), and you affirm that all responses and information provided in this application are truthful, accurate and complete. Your certification also represents
that neither you nor your arganization’s directors, trustees, andior principals are on the O1G debarment list. Further you certify that you are representing an accredited
arganization and that you will present a true and accurate report of the accreditation status of your organization.

request. Your certification also represents that neither you nor your organization, (1) have been involved with any Pfizer promational activities for the twelve months preceding
the submission of a grant request; and (2) possess confidential information relevant to Plizer promational activities which remain subjectto a non-distlosure agresment with

* if there are separate offices for CME, CPE, and CNE —
we will accept one registration per office




G@ Step |: Registration - How

Ovenview

Accreditation
*Flease s2lect all applicakle hodies that accredit vour
agarization or customarily accrecit vour individual activities if

they do not accrecit oiganizations. Clivclick to select multiple
iterns

AZCNME ACCreditation Status:

Date cunent ACCME accreditation ends:

ACCME Provider Number:

AT
LAANP
IACCWIE
|ACPE

I ottier, please describe

rmidayry

Hiole: If yCur organizetion hias no numEr, slease erter & brief explanction or THA"

6@ Step I: Registration - How




G@ Step |: Registration - How do -

Section 2 Professional Qualification OF Stefl

Section 3: Educational Planning Process

6@ Step I: Registration — 3 Ra-

1. Centralizes responsibility and accountability

2. Simplifies reporting and communication

3. Serves as quality checkpoint




Chicc Step I: Registration Summary -
) ) What is MEG looking for?

1. Duty of Care
2. Accreditation — not just ACCME...

3. Experience and dedication to transforming
medical education

Organization history
Conflict of Interest Resolution Processes

6. Content Validation Processes

To date ~1,400 providers have received approvals
’ @ * Answers are typically provided within 2 weeks **
/

M@ The MEG 2-Step: Step Il

1. Provider Registration (rolling)
2. Grant Application (quarterly)

Pfizer MEG utilizes a 2-step Registration and Application Process

REGISTER * APPROVAL

—

HEY:
Application Period Decision Dates LOA Deadline Activity Date Reiquestor

Dac 1, 2009 - Jan 15, 2000 MEG
M 1,200 - AprlL 15, 2010 Mtor June 30, 2010
June 1, 2000 = Juiy 15, 200

Sapt 1, 200 - Oak 18, 210
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G@ Step II: Application — How do

1. Visit www.pfizermededgrants.com

ZAIIEN Go o the Grant System)

Medical Education Grants

Grants for Health Care Quality Improvement & Education

WWe're supporting you as you support patient care. Pfizer offers support for your
independently-run health care quality improvement initiatives through online
resources and medical education grants. Our full mission statement >

Resource Center

Publications, articles, needs assessments and more education
literature

Leam more about healthcare impravement >

Medical Education Grants Process
Clinical areas of interst, who is eligible, criteria and how to apply
Leam ahout the grants process >

Your Grant Application

Apply for a new grant, register for eligibility or
wiew the status of your existing applications.

e Eiadant e -

Important Grant Deadlines and Dates

Pfizer offers four grant application windows per
year. All grant requests received within a single
window are reviewed comparatively, Funding
decisions are announced approximately 7
weeks following the close ofthese windows

6@ Step II: Application - How do |

1. Log in to access step-by-step application

instructions

Welcome to the Pfizer Grant Management System

Pfizer's Medical Education Mission |5 1o cooperate with healthcare delivery organizations and professional
associations to narrow professional practice gaps in areas of mutual interests through support of leaming
and change strategies that resultin measurable improvement in competence, performance or patient
outtomes,

Please visit Pfizer 7 \edical_education_grants jsp
for further information regarding the Pfizer Medical Education Group and the grant submission process.

For any technical related inquiries or general questions concerning the process and procedure please
email mededgrants@pfizer.com or call 1-866-MEG-464T (intemational callers use 1-212-209-8997)

Login

Areyou a registerad Pfizer Grants Application user?

email address: ’7|

password: | |

PasswOr 25553l

The following types of funding requests are NOT supported by this online system:

. lated Charitable Ci
« Fellowships and Scholarships
« Sponsorships

Click here for definitions and information on how to apply for these grant types.

New User

Are you a new user?

** Bookmark this page **
** Try not to lose your Log In information **

11



m@

Step II: Application — Rationale

Quatrterly, batched review:

1.

2.
3.
4.

Ensures that highest quality request are
supported

Standardizes processes and expectation
Simplifies reporting and communication
Simplifies financial accounting

Typical quarter:

>

550 of request / 110 of approvals ~ 20%

MEG )

2 o\

>

Step Il: Application:
What is MEG looking for (6)?
Scientific knowledge
Audience-driven need assessments
Compliant checks and balances
Result-driven planning
Educational architecture proven to work

Delivery methods that engage learners

12



Pilot programs

Multi-year / multi-phase
programs

Grants that span multiple
therapeutic areas and have
broader impact

Initiatives do not have to be
certified for credit

Step Il: Appl
What else is MEG looki

Behavior & System

Change Grants

A visual framework

MEG Step II: Application — Al

Medical Education Grant Process

Piizer is continuously striving 10 improve its medical education grant process with
the goal of ensuring regulatory compliance while providing grants that accelerate
the translation of clinical science into quality patient care

Scope of Medical Education Grants

Plizer saeks to provide grant support for the continuing prefessional development
of healthcare providers in areas aligned with the core competencies established
by the Accreditation Council for Graduate Medical Education (ACGME) and
American Board of Medical Specialties (ABMS). The six competencies are in
the areas of

Fatient Care
Medical Knowledge
Interpersonal and Communication Skills
> Professionalism
Systems-based Practice
> Practice-based Leamning and Improvement
View the full descriptions of these six competencies.

Pfizer medical education grant support goes beyond activities focused on
traditional updates in knowledge to broader educational and systematic
interventions related to these competencies.

Your Grant Application

Apply for a new grant, register for eligibility or
view Ihe stalus of your existing applications

Important Grant Deadlines and Dates

Pfizer offers four grant application windows per
‘year. All grant requests received within a single
window are reviewad comparatrvely, Funding
decisions are announced approxmately 7
weeks following the close of these windows

December 1 o January 15, 2010
March 1 to April 15,2010
> June 1 to July 15, 2010

> September 1 to October 15, 2010

www.pfizermededgrants.com

13



Step II: Application — Alig

Clinical Areas ﬂ. i. P I

Chinical Areas of Interest

Pfizer is currently accepting grant applications for independent education in the
following areas

Canliulugy
> Cardinvaseular Risk
> Thrombosis

Endocrinology

» Growih Disorders

> Healthcare Disparities
> Adherence
> Value-hased Health Initiatives

> GME/GFPD Frofessional Competency Research

Wiew additional inforration regarding Pizer's areas of interest for grants in
support of Healtheare Quality Improverrent and Continuing Professional
Develapmznt

www.pfizermededgrants.com

Step II: Application — Alig

Pfizer Medical Education Group

Areas of Interest for Grants in Support of
Healthcare Quality Improvement and Continuing Professional Development

Updated March 31, 2010

The current Ciinical Areos of Interest and goal statements for the Pfizer Medical Education Group are listed below. New this quarter, a column providing
exomples of metrics for education (quality measures) has been added. The metrics are provided as examples only - there are many sources of nationally
sccepted measures (NCOA, AHRQ, PORI, JCAHO, NOF, AMA ete) and individual hospitals and clinics also often establish their own metrics of quality care.

The intent of listing exemple metrics is to highlight our interest in supporting education in which the provider has carefully identified needs/gaps and has
clearly defined expected results

Across clinical areas, the grants most likely to be funded are those that are designed to improve health care provider perfermance and patient health
status indicators through the integration of educationsl, systzms-based, and quality imp strategies.

By supporting initiatives that target measurable improvements in professional practice we are in alignment with current guidance from the Accreditation
Council for Continuing Medical Education (ACCME). (http-//education aceme.org/tags/performance-measures).

www.pfizermededgrants.com

14



1. Registration — Duty of Care Providers
2. Grant Application — Competitive Review

Pfizer MEG utilizes a 2-step Registration and Application Process

=
>

Ao fe

Aiter Mar 31, 2010 oME6

Application Perind

Dec 1, 2009 - Jan 15, 290

M 1, 2010 - Aarl 15, 2010 Jurws 5, 200 Meor Jur 30, 20
docislan will

Jure 1, 2090 - July 1E, 2010 Semtd, 0 reverse tn denied | After Semt 30, 2010

Seqt 1, 2010 - Oct 15, 2190 Dec 5, 2010 Aftor Doc 31, 2010

For assistance:
mededgrants@pfizer.com or 1-866-MEG-4647

‘ MEG ’ Medical Education Group
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M@ Mitigating Bias in Medical Education

1. Environment and Skepticism
2. Risk Mitigation Strategies
3. Impact on MEG

4. Examples

m@ The Environment for Change

Continuing Education in the Health Professions-The Macy Report

“Accredited organizations that provide continuing education should not accept any
commercial support from pharmaceutical or medical device companies...A five year “phase
out” period should be allowed to meet this recommendation”

Macy Report, Continuing Education in the Health Professions: Improving Healthcare Through Lifelong Learning Nov 2007

IOM Report on Conflict of Interest in Research, Medical Education and Practice

“Recommendation 5.3: A new system for funding accredited continuing medical education
should be developed that is free of industry influence, enhances public trust in the integrity of

the system, and provides high quality education.
Institute of Medicine Report on Conflict of Interest in Research, Medical Education and Practice April 2009

American Psychiatric Association

“Among the recommendations submitted for board review was that the APA phase out
industry-supported education programs and industry-supported meals served at the APA

scientific meetings”
James H. Scully Jr. MD Medical Director and CEO, APA; Testimony at the Senate Committee on Aging July 2009

>

16



The Environment for Change

“... acknowledges the new policy directions being implemented in
many medical schools and teaching hospitals to address
industry support of medical education, and it urges all
academic medical centers to accelerate their adoption of
policies that better manage, and when necessary, prohibit,
academic-industry interactions that can inherently create T R
conflicts of interest and undermine standards of
professionalism. Concomitantly, industry should voluntarily
discontinue those practices that compromise professionalism
as well as public trust.”

AAMC Report on Industry Funding of Medical Education — June 2008

“Societies will make reasonable efforts to seek multiple sources of
support for Society CME programs, including support from
Companies, support from organizations outside the forOprofit
healthcare sector, and tuition from attendees. .”

CMSS Code for Interactions with Companies — April 2010

4

{ MEG U.S. External Environment &
) Pfizer Policy Change

 Macy Foundation Report: Continuing
Education in the Health Professions —
Recommends Phasing out Support for CME
® AMA Committee on Ethical and Judicial

4 OIG HHS Compliance 4 CMSS Code for
Program Guide for ® ACCME Revised Alairs Report Interactions with
Pharmaceutical Accreditation # AAMC Task Force Report on Industry Companies
Manufacturers Standards Funding

4 Institute of Medicine

4 Senate Finance Convenes wo
& PhRMA Code on Committee Report on Use ,Eﬁ;‘ry";'i‘;i?ggnigg:;"i”:
Interaction with 4 ACCME Updated of Educational Grants by Macy Foundation Report
Health Care Standards for Pharmaceutical @ Senate Committee on
Professionals Commercial Support Manufacturers Aging Testimony

2006 2008

2003

# Medical Education @ Begin Transition to Strategic # Launched Quarterly
Group Created and Regional Education Director Competitive Grant
Review Cycles

Grant Decision

Making Separated Roles
from Sales and # Policy Decision to Allow a RFP
Marketing Model for Encouraging Grant
Applications
4 New Online Grant System Requires CME 4 The future...
4 First Online Grant Office Centralization of Grants within

Request System Academic Medical Centers

Launched —

Compliance s Focus & Pfizer Changes Elgibilty Criteria fo Grant

*

p
Focused Organizations only
State Attorneys General Settlement —
Required to Deny CME Grants if Promotional
Speakers on Faculty




MEC) Medscape Study

» 1,064,642 post-activity survey evaluations
— 39.5% were commercially supported
— 60.5% were funded by other sources (e.g. government,
non-profit).
* 3,137 activities completed by physicians
— 28.3% of which were commercially supported
— 71.7% not commercially supported

» 58.6% of activities with bias reports were not
commercially supported

f @ Ellison JA et al. Am J Med. 2009;122:875-878.
-,

m@ Medscape Study (I1)

* Less than 1% of physician participants report bias

* Only 0.63%, Disagreed or Strongly disagreed “The
activity was presented objectively and free of
commercial bias”

» The differences in reporting rates of bias were
small

* The top 10 activities with the highest rates of bias
reports

— Only 3 received commercial supported

- w Ellison JA et al. Am J Med. 2009;122:875-878.
-,
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M@ Cleveland Clinic Experience

» 346 CME activities of numerous types; 95,429

participants in 2007

* Results (Question on Absence of Bias)
— 98% for no commercial support (149 activities);
— 98.5% for single source commercial support (79

activities); and

— 98.3% for multiple source commercial support (118

activities).
'$ Kawczak S et al. Acad Med. 2010;85:80-84.
M@ Cleveland Clinic Experience (II)

Type of certified CME activity
« Reqgularly scheduled series

* Shaort live course

« Live course

¢ Journal-related CME

* Web-based CME

« Other enduring materials

97.3(96.2,98.4

99.0 (97.6, 100.0

97.6 (95.7, 99.5
98.0(97.0,98.9
99.2 (97.0, 100.0

98.5(97.7,99.4
99.2 (96.9, 100.0

Type of industry support
¢ None
* Single source
* Multiple sources

98.0(97.3, 98.8)
98.5(97.5, 99.5)
98.3(97.4,99.1)

 Results correspond to ANOVA.

* CME indicates continuing medical education; CL, confidence limits.

>

Kawczak S et al. Acad Med. 2010;85:80-84.
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G@ UCSF Experien

e 213 Courses; 132 Participants/Course = > 28,000
participants

* Results

— The perceived overall quality of CME mean rating of 4.4 on a
five-point Likert scale;

— 97% of respondents stating that the activity they attended was
free of commercial bias;

— There was no association between extent of commercial
support and the degree of perceived bias

@ Steinman MA et al. Acad Med. 2010;85:74-79.

G@ Risk Mitigation Strate-

Internal: External:
¢ Structure » Structure v~
— Organizational — Firewalls
e Funding model * Funding model v~
— Budgeting Path — Standard for Support
* Policies and Processes ¢ Policies and Processes

— Interactions — Conflict of Interest (COI)
— Checks & Balances — Content Validation (CV)
— Evidence-Base

« Alignment begins w/
externally validated needs

20



MEG Direction from the ACC

Standards for Commercial Support:

1. Independence

2. Resolution of Conflict of Interest

3. Appropriate Use of Commercial Support
4.

Appropriate Management of Associated
Commercial Promotion

Content and Format without Commercial Bias
6. Disclosure Relevant to Potential Commercial Bias

o

MEG Direction from the ACC
-

STANDARD 1: Tndependence [STANDARD 5. Content and Format w

1.1 A CME provider must ensure that the following Commercial Bias
deceons were made froe of the control of a 5.1 The content or format of a CME activity or Its
commearcial iﬂ'ﬂrl\"?- (See wawacimaorg for related materials must promote improvements

a definition rerest’ and some or quality in healthcare and not a specific
proprietary business interest of a commercial

interest.

ntations must give a balan
therapel = ric names will

} Identification of CME needs;
(b} Determmation of educational alject
(e} Selection and presentation of content:

(d} Seloction of all persans and arganizations contribute to this impartiality.  If the CME
that will be in a position to control the educational material or content includes trade
content of the CME; names, where available trade names from
(e} Selection of i th several companies should be used, not just
Evaluation of the activity. trade names from a single company.#
1.2 A co jal interest cannot t 5

non-accred|te;

T, 3
oint sponsorship 2 i
relationship. ® Potential Commercial Bias

STANDARD 2: Resolution of Personal

Conflicts of Interest

2.1 The provider must be able to show that
everyone who is in a pesitien to control the
content of an education activity has disclosed

An individual must disclose to learners any
relevant financial relationship(s}, to Include the
following information:

= The name of the individual;

all relevant financial relationships with any « The name of the commercial interest{s):
commercial interest to the provider. The p h o foa
ACCHME defines relevant’ financial « The noture of the relationship the person

has with each commercial interest,
n Individual with no relevant fing

relationships” as financial relationships in any
amount oceurring within the past 12 months
that create a conflict of interest.

2.2 An individual who refuses to disclose relevant
financial relationships will be disqualified from
being a planning committee member, a
teacher, or an author of CME, and cannot have
cont: i r, the

elopment, management, presentati r
evaluation of the CME activity. 6.4 'Disclosure’ must never Include the use of a

2.3 The provider must have implemented a trade nome or & produc-group message
mechanism to identify and resolve all conflicts Timing of disclosure
of interest prior to the education activity being 6.5 A provider must disclose the above information
delivered to learners. to learners prier to the beginning of the

educational activity. ¥

ACCME Standards for Commercial Support

" relal) ormed
that no relevant financlal lonship(s) exist.

Commerclal support for the CHE sctivity.

6.3 The source of all support from commercial
interests must be disclosed to leamers. When
commerclal support Is “In-kind® the nature of
the support must be disclosed to leamers.




=

@ﬁ?;

“fEM@ Direction from the CMSS

5.1.Educational Grants and Society CME
5.1.1. Societies will comply with ACCME Standards for Commercial Support, including
by adopting policies and procedures designed to identify and manage conflicts of
interest in Company-supported Society CME programs.

Annotation: Societies should adopt policies and procedures for managing the
relationships of individuals who plan, carry out, or contribute to the content of
Society CME activities. Adopting and rigorously enforcing these policies
precludes Company influence over Saciety CME content.

@ CMSS Code for Interaction with Companies

*{fﬂl@ to begin the process of managing COI...

2.2).

In order to begin the process of managing COI, the provider must know about relevant financial relationships prior
to the activity being developed and delivered to the learners. CME providers must obtain from the planners,
speakers or authors disclosures of their financial relationships that are relevant to the content being considered or
planned for the activity (SCS 2.1).This disclosure information is so important to the CME process that individuals
who refuse to disclose relevant financial relationships are disqualified from having a CME role that will give them
the opportunity to affect the development, management, presentation or evaluation of that CME activity (SCS

Two approaches that providers have offered to ACCME as their mechanisms for getting
disclosure information —

Provider asks for..
1. .disclosure of all financial relationships from planners, speakers or authors.
2. _disclosure only of financial relationships from planners, speakers or authors

where the relationship is associated with the content of the activity.

ACCME Standards for Commercial Support Including Tools for Implementation;
@ http://www.accme.org/dir_docs/doc_upload/700a1624-d6f0-46d8-a4bc-
88el2a56eca2_uploaddocument.htm
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ﬁEG When is COI present?

Identifying Conflicts of Interest (SCS 2.3)

From the ACCME's perspective, a COl is present when a planner, speaker or author has both a current
financial relationship with a commercial interest and the opportunity to affect content relevant to products
or services of that commercial interest

The CME provider must have a mechanism to determine if conflicts of interest are present for individuals who
have control of CME content.

Conflicts of interest are identified through an analysis of the information disclosed and an understanding of the
planned content of the CME. Circumstances create COIl. Context counts. A passage from one ACCME
accredited provider's institutional COI Policy may help put this issue in perspective.

"B conflict of interest occurs when there is a divergence between an individual's

private interests and his or her professional obligations to [the institution] such
that an independent cbserver might reasonably question whether the individual's

@ professional actions or decisions are determined by considerations of personal gain,
financial or otherwise. A conflict of interest depends on the situation, and not on

the character or actions of the individual.”

When a person has divested themselves of a relationship any associated conflict of interest is resolved. However,
the relationship must be disclosed to the learners for the next 12 months, as part of demonstrating compliance
with SCS 6.

ACCME Standards for Commercial Support Including Tools for Implementation;
@ http://www.accme.org/dir_docs/doc_upload/700a1624-d6f0-46d8-a4bc-
88el2a56eca2_uploaddocument.htm

@}G How is COIl Resolved?

Resolving conflict of interest in CME (SCS 2.3)

What can a provider do to manage COI? A provider's ‘best’ strategy depends, largely, on the
facts and circumstances of the activity. So, any examples the ACCME offers are presented for
clarification and explanation. Providers must develop solutions that best fit the facts and
circumstances of their program of CME.

In CME there are two components to conflict of interest — a current financial relationship with a commercial
interest and the opportunity fo affect content relevant to products or services of that commercial interest. So, as
long as the relationship is current, managing or resolving the COI must involve the content of the CME. This is
where the provider and teacher/author need to identify safeguards that can be, or already are, incorporated into
the process to prevent the insertion of commercial bias.

ACCME Standards for Commercial Support Including Tools for Implementation;
@ http://www.accme.org/dir_docs/doc_upload/700a1624-d6f0-46d8-a4bc-
88el2a56eca2_uploaddocument.htm
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By Addressing Who Does Wh
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Sometimes the mechanism involves specifying, “Who does what?” within an activity:

“Because our medical staff only wanted to know about patho—physiology and to
understand the mechanisms of disease we asked the person with the conflict of
interest to limit their presentation to these areas, so that her financial
relationships were not relevant to the educational event.”

“We managed the person’s COI and took steps to prevent commercial bias by asking
someone else, without a COI, to evaluate and discuss the clinical implications of
the primary speaker’s discovery for us — after the primary speaker reported on her
scientific discovery.”

“When a proposed speaker has a conflict of interest related to the content, we choose
someone else, who does not have a relationship to the commercial interests related
to the content to resolve the conflict of interest.”

“When a proposed speaker has a conflict of interest related to content we scmetimes
will change the focus of the activity so that the content is not about products or
services of the commercial interest that are the basis of the conflict of interest.”

“When an individual has been the principal investigator on a project funded by a
commercial interest, we will choose to limit the individual’s presentation to the
data and results of the research. Someone else could be assigned to address the
broader implications and recommendations for clinical care.”

ACCME Standards for Commercial Support Including Tools for Implementation;
http://www.accme.org/dir_docs/doc_upload/700a1624-d6f0-46d8-a4bc-
88el2a56eca2_uploaddocument.htm

@

By Ensuring Content Validatio

Sometimes the mechanism involves content validation --- Providers have offered the following as elements of
their mechanisms to resolve COl when they chose not to alter the content of the activity or the role of the person
with a conflict of interest.

“We notify potential teachers, in writing, that we follow the ACCME Standards for
Commercial Support. We tell them that they have an important role in maintaining
these standards. We require them to base their presentation and recommendations on
the ‘best available evidence.’ Our audience judges if commercial bias is present.

Our planning committee monitors the presentations.”

"We limit or specify the sources for recommendations that the teacher or author can
use — as per the American Academy of Family Physicians Evidence Based CME
requirements. Rather than having a person with a conflict of interest present
personal recommendations or personally select the evidence to be presented, we limit
the role of the person to reporting recommendations based on formal structured
reviews of the literature with the inclusion and exclusion criteria stated ( known
as ‘Evidence-based education’). For example, the individual could present summaries
from the systematic reviews of the Cochrane Collaboration.”

“We have always asked our teachers/authors to submit their presentations for peer-—
review. In this way our planning committee identifies bias before publication on our
website.”

"Over the years, we have combined several tactics into a mechanism to resolve
conflicts of interest that preserves participation of experts with finaneial
relationships. First, presenters, authors, planners and reviewers are instructed to
base recommendations for clinical care on the best available evidence. This is in
addition to our peer review of content prior to presentation or publication that
ensures the content is valid and aligned with the interest of the public. Then in
addition, as a form of peer review, participants are asked to evaluate the
objectivity of the presentation or publication, and to identify any perceived
commercial bias. We intervene at the activity, or after the activity, to address
any bias issues that have crept in.”

ACCME Standards for Commercial Support Including Tools for Implementation;
http:/iwww.accme.org/dir_docs/doc_upload/700a1624-d6f0-46d8-adbc-
88el2a56eca2_uploaddocument.htm
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MEG Direction from the AC

Describing and Documenting a Mechanism to ldentify and Resolve Conflict of Interest

The provider needs to document the implementation of the safeguards they have chosen so that ACCME can
verify the provider has a mechanism to identify and resolve CQOIl. As has always been the case, providers will be
asked to 1) describe their practices in the Self-Study Report prepared for the initial accreditation and
reaccreditation process and 2) provide examples and documentation of how the process was actually used for
their CME activities.

ACCME Standards for Commercial Support Including Tools for Implementation;
@ http://www.accme.org/dir_docs/doc_upload/700a1624-d6f0-46d8-a4bc-
88el2a56eca2_uploaddocument.htm
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ACCME Standards for Commercial Support Including Tools for Implementation;
http://www.accme.org/dir_docs/doc_upload/700a1624-d6f0-46d8-a4bc-88el2a56eca2_uploaddocument.htm
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G@ What does this mean f

Remember back to Step | of the MEG 2-Step...
&

What is MEG looking

1. Duty of Care
2. Accreditation — not just ACCME...

3. Experience and dedication to medical
education

4. _Organization history
5. Conflict of Interest Resolution Processes
6. Content Validation Processes

* Do you have a mechanism in place to identify and resolve () Yes (' No
conflicts of interast?
“@ *If yes, please describe here or upload the document below
~
v
| H Browse.. | | Upload
* Do you have a mechanism in place to ensure content validity? Oyes ('No
*If yes, please describe here or upload the document below
Al
™
| H Browse.. | | Upload |

6@ Look to learn from ea
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Conflict of Interest and Commitiment Palicy

ASHP Policy on Accepling Corparate Support and
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Palicy

Google: Conflict of Interest site:.edu file:.pdf




G@ There seems to be a plethora of solutio
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Google: Conflict of Interest site:.edu file:.pdf

G@ Examples of COIl and CV Polici

1l of \IL'diL;li

Ity Societies

i

2,

consi

To minimize the potential for bios in Satellite CME Symposia, Societies may also

der the following best practices:
Requiring presentations to be evidence-based;

Requiring peer review of slide presentations in advance;

Prohibiting presenters who disclose unmanageable confiicts from making
practice recommencdations. These presenters may present on general
topics only (e.g., pathophysiology, research data). An additional speaker
without unmanageable conflicts may be added to the program to make

practice recommendations instead.

Requiring presentations to be monitored by reviewers trained to

recognize bias.

CMSS Code for Interaction with Companies
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M@ Examples of COIl and CV Policies

IDENTIFICATION anp RESOLUTION Of CONFLICTS of INTEREST = In addition to 5 (_-., 2

1. Duke is required to have a mechanism to identify and resobve (manage, minm

nterest prios to the educational activity being delivered to leames
ndnaduals who are i a posibon o control the content of an edu it

they have read and agreed to abide by this policy and that ary and all cI-n-ca recommendabons

riake for pabient plarniring and urLW— prese ty rmaterals will be bas

The scope af|n= conflicted individual's role is rest)
andior making recam for chmeal practice)
d} The conficied individual commendations s/he will make for ¢ will be based

upon data denved fro and s/ s fo learmars
o conflicted individual wil be peer reviewsd
y, f need be).

%)
conflicted individual will nct be determining content

" Pl
for content valdabon and far balance (and modihied sccordingl

3. Anindridual who refuses to dis & FEIEvant financial relatonships will be .IS
committes member, 3 teacher, or an anrnnr n{ Ch
opment, managerme

CONTENT VALIDATION anp FAIR BALANCE - In addition to SCS &
1. The CME activity will comply with ACCME's Content Validation Staterment (Policy 2002-B-08):
a) Al recommendations invalving clinical medicing in a CME activity must be based on evidence that is accepted
within the prafessian of medicine as adequate far their and cont in the care
of patients.
Al scientific research refsrred ta, rsported or used in CME in support or justification of a patient care

recommendation must confarm to the generally accepted standards of experimental design, data cellection and
analysis

2. Activities that promote recommendations, treatment, or manners of practicing medicine or pharmacy that are
not within the definition of CME or, are known to have risks or dangers that outweigh the benefits or, are
known to be ineffective in the treatment of patients will not be certified for credit.

3. Presentations and CME activity materials must give a balanced view of therapeutic options; use of generic
names will contribute to this impartiality. If the CME educational materials or content includes trade names,
where availatle, trade names from several companies must be used.

"' Google: Conflict of Interest site:.edu file:.pdf

M@ Examples of COIl and CV Policies

IV. Palicy: Mechanisms for Resolving Conflicts of Interesi:
The following are suggested mechanisms for resolving conflicts of interest (COI).
A Attestation:
Persons who indicate the existence of potential or actual COI will be asked to agree in writing that said conflicts or
relationships will not bias or otherwise influence their involvernent in the CME activity and will be evidence-based.
B Evaluation:

Attendees will be asked about bias (or absence of bias) within the activity, Activity Directors and

/ will receive copies of the evaluation summaries and cotnments.

0 Peer Evaluation:

An informed learner or pesrwho is not irsrolved in the planning and/or teaching of the activity will ohserve the

This evaluator will be asked to complete an evaluation to note any bias in the activity.
Tndapendent content evalucation

Altering finemcicd relationships:
An individual tnay change hisfher relationships with comrmercial interests, however, when individuals divest
themselves of a relationship, it is itnmediately not relevant to conflicts of interest, but still must be disclosed to
learners for 12 months.
F Altering control over content:
Chemge the focus of the CME content
Choose someong else to control that part of the content
Chemge the content of the person’s assignwent
Livnit the content to a report without recovamendations
Lirnit the sowrces for recorvmnendations
G Eliminagion:
Activity Directors, activity planning comrmittee members, and/or teachers/authors who are perceived as either
manifesting irresoliable COI or being biased may be eliminated from consideration as resources for the CWVE activity.

Sl

T Mount Sinai School of Medicine
...'. Google: Conflict of Interest site:.edu file:.pdf
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Examples of COl and CV Policies

Following extensive discussions with ACCME, Clinical Care Options has adopted the following
procedures for developing medical education programs, to ensure that faculty COls are
effectively resolved prior to submitting the content to the accredited provider for review and
approval:

1. The CCO editorial team exercises final control over the selection of faculty, topics, and final
content for each CME program. The CCO editer in control of the content for a continuing
education activity will not have any personal conflicts of interest with the supporter(s) for that
CME program. The faculty and members of the content review process are selected by
CCO, with no input from the commercial supporter.

2. Faculty members are instructed to restrict their material to evidence-based discussion of the
topic in question. Where there is debate in the field, competing points of view should be
presented, and any expressions of the author's opinion (as opposed to fact) must be clearly
identified as such, and the data that lead the author to hold that opinion must be discussed
and referenced

3. Toresolve faculty COls, the draft content for all continuing education activities is peer-
reviewed by an independent reviewer with appropriate expertise in the content matter. Peer
reviewers are instructed to ensure that the content is evids based, objective, bal d,
and free from commercial bias. Peer reviewers may not themselves have any COIl with the
commercial supporter of the activity in question or any other pharmaceutical company
actively involved in the specialty area. The editorial team then works with the author to
ensure that peer review comments are all addressed in the final content.

4. Specific record is kept of peer review comments, and the steps taken by the editorial team in
conjunction with the author to address their comments. Both the final draft of the content,
and this documentation of the peer review process and revisions, is reviewed by the CCO
specialty Editorial Director andfor the CCO Vice-President, Editorial prior to submission to
the accredited provider. The material is only submitted to the accredited provider for
certification after the CCO specialty Editorial Director and/or the CCO Vice-President,
Editorial is satisfied both that the material is evidence-based, objective, balanced, and free
from commercial bias, and that the peer review and faculty recommendations were
adequately addressed.

5. Finally, as required by the ACCME, the accredited provider is responsible for undertaking its
own final review of content to ensure that it is balanced and lacks any commercial bias.

Google: Conflict of Interest CME

oy

Examples of COIl and CV Paolicies

Frirnary COI Resolution Methad for Al Activity Types:

Carnpletion of the CWRU SOM CWE Disclosure of Cormmercial Relationship Form as
described above. In addition, learners will have the opportunity to identify any
perceived commerdial bias through the course evaluation.

Secondary COI Resolution Method Opbions by Activity Tvpe:

All Activities:

+  The Activity Director(s) prospectively review the content (slides) and
completes a Resolution of Conflict of Interest Form stating the action taken to
resolve the COL

s The Disclosure of Commercial Relationship Form, completed Resclution of
Conflict of Interest Form and content (slides) will be forwarded to the CME
staff.

s The CME Medical Director reviews the above materials and either signs off or
content will be revised as needed according to the results of the review

Situations where Conflict of Interest cannot be effectively resolved
While CWRU SOM CVE strives to be flexible, accessible and helpful in the
development and implementation of CME certified activities, there are some
situations where adequate resolution of COI may not be feasible. In these
situations, CME certification will not be provided. Examples of these situations
include:

« Requests for CME certification of the content after the majority of the planning
for the CME activity has occurred with faculty and/or content selections already
determined;

« Short planning timeframes that don't permit adequate planning and
implementation of required ACCME and CWRLU SOM CME policies and
procedures;

« Inappropriate processes in educational planning and/or financial management
that are not consistent with ACCME and/or CWRU SOM CME policies and
processes.

Case Western Reserve University
Google: Conflict of Interest site:.edu file:.pdf
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M@ Summary of Mitigating Bias in CME

1. Significant steps have been taken to address
the risk of inappropriate bias in commercially
funded CME, but much work is left to be done

2. ltis vital to the future of CME and commercial
support that all stakeholders continue to
improve and evolve risk mitigation strategies

3. MEG-eligible providers are expected to provide
policies that describe the provider's COIl and
CV processes

4. Dozens of examples of COIP and CVP are
available on the internet

>

M@ Final — Latest MEG Activities

1. Wyeth IME departmental integration is complete

2. Annual registration database review continues
— Opportunity to update registration data
— Opportunity to clarify registration data

3. 2010 goal to improve dialog with the CME
community
* Upcoming webinars:
June 4" — Overview of 2" Quarter Review Cycle
o July 9" — Aug. 6" — Sept. 10t — Oct. 15t — Nov. 5t

* Please send in topics, suggestions, and feedback to
brian.mcgowan@pfizer.com
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