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Agenda

Regqulatory climate: how we got here
CME grants: todayos weath

Grant forecast
Key CME issues working group discussions
U.S. Senate meetings



Past Weather and Current Outlook

CME industry under scrutiny
Perceived bhias, media attention

Shrinking budgets
Demand to demonstrate effectiveness of CME

Increased complexity of developing and providing CME

The need for increased professional competence in designing
educational strategies that focus on the physician learner

Government seeking improved oversight and monitoring of
CME

Pressure to end industry funding of CME



AMA CEJA Report

Nl ndi vi dual Physi cl a
medicine, such as medical schools,
teaching hospitals, and professional

organizations (including state and medical
specialty societies) must not accept

Industry funding to support professional

educati on acti vi

Report 1 of the Council on Ethical and Judicial Affairsq®)
Industry Support of Professional Education in Medicine



ACCME Call for Comment

~

hDue consi deration sh
el it minati on of comm

ACCME Call for Comment, June 11, 20068.



Emotional Debate

Journal articles
Websites

Macy Foundation Report
AMA CEJA proposal

ACCME call for comment



Emoti onal Debate (coni

Based on significant misunderstanding
Certifled CME vs. other Pharma funded initiatives
Business Week

Rational and emotional reactions



Business Week July 31




Is this the Future?

NManufacturers sho
permitted to provide support directly or
l ndi rectl yé -Houreddedy A
program. Manufacturers wishing to
support educati one
e

S
to a centr al repo

Brennan TA, et alJAMA 2006;295:429433.10



How Did this Happen?

Healthcare costs
Media scrutiny

Public perception
Perceived bias in CME

Undue influence
Parke-Davis and Neurontin, Serono and Serostim

Government and other outside groups continue to
force change on the industry
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Response to Emotions

Media attention

Focus on fnBad Actorso
More emotion/misunderstanding

Evidence based responses

Policy and procedure changes

Government attention



The Current Funding Environment

In 2006, commercial sources provided over $1 billion
for education through organizations accredited by the

ACCME
50% of the total $2.38 billion spent
7.6% increase relative to 20051

9 of every 10 nationally accredited providers receive
40% or more of their revenue from commercial

sources?

1Accreditation Council for Continuing Medical Education (ACCME) Report 2006
2MazmaneanJCEHP. 2003. 13



Concerns about Commercial Support

Can industry-supported CME activities be
balanced and unbiased?

Does industry support drive the overall agenda
for CME?

Do CME providers and learners have the
capability to manage and identify commercial
bias?

Does industry support for CME erode public
trust?
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The Response

Position papers
Macy Foundation Report

AAMC Task Force on Industry Funding of Medical
Education

AMA Ethical Opinion proposal

Regulatory responses
Senate Finance Committee
Senate Special Committee on Aging
ACCME Call for Comment and Policy Changes
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The Response (cont 0d)

ACCME position
Response to Senate Finance Committee
ABridge to Qualityo
Implementing new Criteria

Call for Commenti A New Par adi gmo

Academic Medical Centers
Policies on institutional conflicts of interest
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Evidence Based Responses

Macy Foundation
1 . . neil ther the conference,

assumptlons its conclusions, nor its recommendations
seem to be based on the facts..

ACCME, ACPE, ANCC Executives

AMA CEJA proposal
40 Groups opposed, 2 supported
Confusion of certified CME

ACCME literature survey



State Government Attention

State payments to physician laws
Vermont
West Virginia
Nevada
Massachusetts

PhRMA update i codified?



Federal Government Attention

U.S. Senate Finance Committee
Senator Grassley inguiries

Senator Kohl inquiries



Government Update

July 29 U.S. Senate meetings

CME funding not core issue

No organization i s a nSafe Hail
Quality, not organization type defines safe harbor
Dealing with fiBad Actor so

Regulatory solution sought
ACCME regulatory role?

AWe dondét want to break any cl



Challenges to CME Providers

Producing quality, unbiased, scientifically
rigorous education

Complying with standards and guidelines
Funding CME with decreasing dollars

Managing faculty and institutional conflicts of
Interest

Appropriately using resources and people

Managing change
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Challenges for Pharma

Selecting CME providers

Ensuring quality, evidence based, objective
activities within compliance parameters

Extending the activity to the broadest reach of
targeted HCPs

Working within the established budget

Enabling and demonstrating a positive impact on
the learner

L. Raichle, Alliance for Continuing Medical Education"®®nnual Conference, Phoenix, AZ.
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ARS Question 1

The current regulatory environment has little to
do with the quality of CME grants:

True

False
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The Quality of a Grant is Only as Good as its
Author

Education providers should be comfortable with
the components of a grant

Needs assessment
Objectives
Methodology

Rationale
Timing/approach
Outcomes and analysis
Budget
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You Tell Us &
What Comprises a Needs Assessment?

Ongoing
Dynamic
Comprehensive
Partially shared?

Make a | i st é



The Needs Assessment

Must go far beyond literature review
Evidence of a gap between physician
performance and optimum practice

Validation of educational methodology
Assess learning preferences

Rationale for recommendation of tactic(s)

Look for geographic needs and variations
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The Components

Evidence
Literature review and analysis
Feedback from faculty and physician participants
References to standards in the field
US government information sources

Risk management data from insurance companies or health
maintenance organizations

Epidemiologic data and public health statistics
Professional society treatment guidelines
State or Federal mandated laws

Quality assurance activities

Preferences
Media
Modalities
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What Should a Needs Assessment Contain?

Educational gaps

Disparities

Learning style preferences

Where the learners are or where they go for education
Geographic variations

Clinical and non-clinical information

Are other activities working?
Why or why not?

Who should/should not teach
Who needs to learn and how

When should the activity take place
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Theoretically, Grant
Changed all that Much

[

Grants should be based on good educational
principles
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ARS Question 2

You have to say nAdult Lec
grant to acknowledge their presence:

True

False
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Teacher, Teach Thyself



