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Purpose of the Standards & Guidance (S&G)

This S&G is infended to
provide a common
understanding of the
frameworkin which
external education, led
by Medical Affairs,
ultimately benefits
patients

The information provided
is not a “one size fits all”
application, and should

be tailored
and applied to an
individual organization
based on its respective
requirements and/or
policies

The skills, knowledge,
and attitudes of all
learners, including

healthcare professionals

(HCPs), as well as the

regulations and
governance in each
geography and
specialty/therapeutic
area of focus should
be considered

Medical Affairs Professional Society (MAPS)™ 2021
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The intent is to provide
guidance and
recommendations to
Medical Affairs
professionals and offer
practical tools for
planning, executing, and
evaluating external
education activities and
funding determinations
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Definition of External
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What is external education?

« External educationis the provision of
diverse learning opportunitiesto
facilitate knowledge exchange, learning,
and skills acquisition through funding
of independent medical education
(accredited ornon-accredited),
indusiry-led medical education, or
collaborations addressing knowledge, s
competence, and performance gaps =
for HCPs, payers, and patients/caregivers

« These initiativesled by Medical Affairs can be a proactive or reactive exchange
of information and delivered through various programs, activities, or research-
designed educationand are critical fo enhance medical practice and improve
patient outcomes
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Terms associated with External Education

Continuing Medical Education (CME)

« Activitiesthat doctors undertake, formally and informally, to « Activities that maintain, develop, or increase the knowledge,
maintain, update, develop, and enhance theirknowledge, skills, professional performance, and relationships of physicians
skills, and attitudes in medical practice

+ Includes a broader range of relevant areas such as practice « Activitiesthat are not directly related to professional work are
management, interprofessional patient-centered care, not included

teaching, leadership
+ Generally, learner driven

Performance Improvement (PI) Quality Improvement Education (QIE)

« Evidence-based performance measures and quality * A paradigm shift from volume-based to quality-based
improvement (Ql)interventions are used to help physicians delivered patient care
identify patient care areas for improvement and change in » Integration of tools, techniques, and resources into the
performance healthcare system and community Ql initiatives

+ Applies to competencies of physicians and health care * Response to quality concerns toimprove patient experiences,
provider (HCP) teams enhance population health, and reduce costs

+ Intervention based on health systems
+ Outcomes can be compared to nationalbenchmarks

https://www.ama-assn.org/education/ama-pra-credit-system/performance-improvement-continuing-medical-education-pi-cme
Filipe HP, Silva ED, Stulting AA, Golnik. Middle East Afr J Ophthalmol. 2014
Sherman L, Medical Teacher. 2018.

https://wime.org/standards/cpd/
Medical Affairs Professional Society (MAPS)™ 2021 12
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Focus Area Working
Group (FAWG)
Position Statement
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FAWG position on external medical education

« Regulatory agencies have diverse views on the classification of medical education developed
by the pharmaceutical/biotech/device industry. Medical education and educational
materials are rarely defined by their intent, but by the originator or the supporter. In thisregard,
industry-led education/educational materials are considered promotionalin many markets
regardless of their nature, and the infernal function that develops them

 Medicaleducation may play aroleininfluencing the market growth of therapeutics by
increasing the awareness of disease states, treatments, and changing guidelines. However,
the overallintent of medical education must not be to promote company products, devices, or
solutions, but to improve HCPs knowledge of relevant data, and integrate this into clinical

competencies and skills to optimize patient outcomes

« [tisimportant to note that various functions within the industry develop educational materials
and scientific programs. While the medical education developed by the Medical Affairs
function does so in a scientific, non-promotional manner, there are components of education
regularly developed or used by industry’'s commercial function to complement their solutions,
with a primary intent to increase market share and sales of a product

Medical Affairs Professional Society (MAPS)™ 2021
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Diversity, equity, and inclusion in external g

education

« Maedical Affairs Professionals should advance equity in healthcare through the
following actions:

— Directly address disparities in healthcare delivery for minority populations and ensure collective
accountability in creating culturally sensitive communications

Implement systems to positively influence the way in which education is delivered
to ensure diversity and inclusion with respect to:

o @ Intended Learners or
Faculty Selection {f Target Audience o Education Plan

* Industry-Led Education:Select * Industry-Led Education: Ensure * Isthe planinclusive and
faculty thatrepresent a diverse education is equally av ailable to culturally sensitive?
population all qur.ners regardless of race, . Areall diverse groups data

« IndependentMedical efhnicity, or gender included?

Education: Encourage * Independent Medical
continuing medical education Education: Consider the plan for
(CME) providersto ensure div ersity of the infended

div ersity in faculty selection audience and content

Medical Affairs Professional Society (MAPS)™ 2021
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Intent

Content Focus

Indusiry
Proactively
Identifies the
Provider

Accreditation

Program
Approval
Process

Faculty Selection

Some Examples

Non-independent/High Level of Influence

Indusiry-Led

‘I‘k Commercially-led

Promotional

Disease state, On-abel treatment

Yes

Non-accredited

As directed by internal company
policy. Usually includes
compliance/governance,
medical,legal;may be at local,
regional and global levels.
Requires content approval.

Company with/without external
provider

Product presentations for
meetingsand events, speaker
trainings, promotional speaker
meetings, product/innovation
theaters at congresses, ad
campaigns, journal advertorials,
unmet needs disease state
campaign (unique to assetto be
promoted)

> Medically-led

Non-promotional

M edical education that addresses
know ledge, competency or
performance gaps,including
pipeline, therapeutic or disease
state to improve patient outcomes

Yes/No

M ostly non-accredited/
rarely accredited

As directed by internal company
policy. Usually includes
compliance/governance,
medical,legal;may be at local,
regional and globallevels.
Requires content approval.

Company with/without external
provider (medical
communicationsagency)

Company-selectedexternal
steering committees

Satellite symposia at congresses,

w ebinars, scientific stand-alone
meetings review publication on
disease burden, mechanism of
disease video, disease website for
HCPs providing overview of patient
unmet needs, educational video
series orinfographics

External Education Overview

Collaborations/Support for Societies

‘I‘k Medical Sponsorships

Non-promotional

Research-based or scientific

Not applicable

Non-accredited

As directed by internal company
policy and/or appropriate
governance requirements, w hich
may vary (e.g., review committee,
non-promotional review.)

Determinedby external
organization/society

Disease-state think tank
associated with a professional
society

Sponsorship of medical society or

international congress (e.g., gold,

silver or bronze)

Healthcare charitable donations are handled separately from externalmedical education initiatives.

xl-  Collaborations or
Parinerships

Non-promotional

Research or addressing
healthcare challenges

Yes/No

M ostly non-accredited

Appropriate governance and
tfransparency requirements as
directed by company policy and
partner company/society policy.
M ay require content approval

Scientific steering committee of
partner/society withwithout
company input

Collaboration/Partnership with a
professional society on an
educational event or asset. May
involve more than one industry
partner

Preceptorships w ith an academic
Medical Center of Excellence

W3 Click toview chart columns

Independent/No Influence

Independent Medical Education

Confinuing Medical
Education

Non-promotional

Addresses HCP performance
gaps or healthcare system quality
gaps to improve patient
outcomes

No; how ever, a call for grants ora
request for proposal may also be
utilized

Accredited/
non-accredited

Grant review committee

M any organizations allow
delegation of authority to grant
managers to approve grants
under a specified amount

Grant requestor/

Educational provider/Medical
Education and Communication
Company

Live/Virtual or enduring activities,
quality improvement initiatives

Fellowships or Young
Investigator Award

Non-promotional

Building healthcare
capacity/specialist fraining

No

Not applicable

Grant review committee

Universities/Societies

Graduate Medical
Education(GME) approved
Fellowships

Young Investigator Scholarships
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Value of external education

The pharmaceutical industry, with its scientific expertise, geographic
footprint, and access to multidisciplinary networks and resources, is an
infegral stakeholder in external education and continuing professional
development (CPD) for HCPs in clinical practice, supporting them to make
evidence-based decisions for their patients:

@ Elevate the quality-of-care delivery to improve patient outcomes by
enhancing knowledge and procedural skillsin the HCP community

Provide relevant unbiased information that improves and addresses
evidence-based practice and performance gaps

Optimize patient care through better patient and HCP education

@ Accelerate the adoption of new knowledge into clinical practice

Medical Affairs Professional Society (MAPS)™ 2021 18



Stakeholders and audiences in external education

Community Medical Thought Leaders Managed Care Organizations

Hosnitals, = =
Health Systems, Leaders PlIVSIGIaIIS Regulators, Government,

Technoloav Providers (Websites. Devices Platf ]andrnlicvMakers
echnology Providers (Websites, Devices, Platiorms) ... ... Caregivers

Physician ASSIStantS ratient advocacy

Medical Education N Integrated Delivery Networks (1DNs]
Communication “ rsas Guideline and Compendia Organization
Gompanies/Providers |ogistics Agencies Pharmaceutical, Biotechnology, and
Group Purchasing Organizations (GPOs) Medical Device Companies

Educators Subject Matter Experts

Pharmacists Academic Institutions

Professional Scientific B
Organizations Pa“ents
Payers

Audience may vary depending on country certification and licensing practices. Patient
engagement is based on local & company policies/code of conduct

Medical Affairs Professional Society (MAPS)™ 2021 19
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Fundamental Elements in
Planning External Education
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Industry support for external education starts with g

the convergence of interest for all stakeholders

+ Adherence to treatment plans
Social/cultural barriers
Access to care/cost
Understanding of disease

* Quality measures
e Prevalence
e Incidence

Disease areas
— Under-diagnosis

-  Appropriate and safe product use Healthcare

Mechanism(s) of action system + Guidelines
New or emerging data quality » Cost/reimbursement/value
Product life cycle variables gaps « Systems variables

Insights gathering, data gaps + Social determinants of health

ealthcare

e?f?r\::iirce + Knowledge, skills and afttitudes
P gaps « Specialty

+ Practice setting
Standards of care

Based on Saxton JCEHP. 2009
IOM (Institute of Medicine ). 2010. Redesigning Continuing Education In the Health Professions.
Washington, DC: Natfional Academy Press.

Medical Affairs Professional Society (MAPS)™ 2021
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Principles of quality external education

“Quality” is defined as the .
effectiveness of an educational | e e o
activity orprogram in achieving the

pre-defined educational objectives

« The quality principles proposed by
industry closely align with the o
European Union of Medical Specialists Principles
(UEMS)/European Accreditation
Councilfor CME (EACCME)

« However, EACCME criteria excludes
any active involvement of industry,
and maintains greater emphasis on
learning design, tfransparency, and

maximizing educational impact Elements required to deliver high-quality
medical education

Needs-based, up-to-date,

Quality

balanced and objective
confent

Allen T, et al. JECME. 2017

Medical Affairs Professional Society (MAPS)™ 2021 22



Competencies for providers and supporters of g
continuing education (CE)

Medical Affairs professionals should have the ability to recognize and

understand competencies required for CE

» Develop a Rigorous Needs Assessment: Establish a » Colaborate and Partnering with Stakeholders:
multifaceted Needs Assessment that clearly identifies Collaborate and partner with stakeholders to help
specific unmet educational needs amongst meet the targetsof the CE Program
healthcare professionals, validated by literature . Manage and Ov ersee the CE Program: Manage

« Use Adult Learning Principles: Use scientific and and ov ersee the CE Program while maintaining its
evidenced-based adult and organizationallearning independence, in accordance with local
principles to improv e the performance of healthcare Applicable Laws and Industry Codes
professionals « Engagein Self-Assessment and Lifelong Learning:

* Develop a Robust Learning Design: Implement and Continually assess individual performance and CE
improv e independent, fair, balonced, and evidence- Program effectiveness

based learning design that produce expectedresults . complete the Circle: Feedback lessons learned info

for learners the CE Program knowledge base throughrigorous
* Measure the Performance of the Program: Use data to Program assessment

ev aluate the effectiveness of activities and the impact

of the ov erall CE Program, including participant

satisfaction surv eys

The key competencies are adapted from the Alliance for Contfinuing Education in the Health Professions (ACEHP) National Learning Competencies.

Medical Affairs Professional Society (MAPS)™ 2021 23



Leveraging a backward planning strategy g
successfully drives external education

- Planning startswith the known patient healthcare
POheSTT THeO”h gaps and ends with closing the HCP performance Patient Outcomes
Ol and competency gaps hneeded to improv e care

Educational Activities

B

Clinical
Performance

Clinical

Performance

Competencies

Learning outcomes

Education |
.\ Planning J |

54

Medical Affairs Professional Society (MAPS)™ 2021 24
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External education process components

B

External
Education
Planning

54

Modified from ADDIE Model: https://www.instructionaldesign.org/models/addie/
Medical Affairs Professional Society (MAPS)™ 2021

See nextslidesfor further details on the
external education process components
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Performance and competency gaps are jNeeds
identified through ongoing Needs Assessment

« Confinuing education focused on specific
performance needs and gaps resultsin
improved physicianlearning and impact patient
outcomes

« Gap identification (the difference between
actual and ideal performance) shouldbe done
in the context of the expected outcomesor
desired results

« Gaps are due to lackin:
— Performance (actual behavior)
— Competence (ability/skill)
— Knowledge (facts and information)
« Ongoing practice-based Needs Assessments of various, relevantinteractive learning
methods support changesin outcomes

Cervero RM and Gaines JK. JCEHP. 2015.
Dorman T, Miller BM. Academic Medicine. 2011.
Davis D, Galbraith R. Chest. 2009

Medical Affairs Professional Society (MAPS)™ 2021 26



Types of Needs Assessment

New methods of diagnosis or
tfreatment

Availability of new medication(s) or
indication(s)
Development of new technology

Input from experts regarding
advances in medical knowledge

Acquisition of new facilities or
equipment

Legislative, regulatory, or
organizational changes affecting
patient care

Verbalized

Requests submitted on
participants' activity evaluation
forms

Formal surveys of potential
participants (mail and Internet-
based)

Informal comments

Patient problem inventories
compiled by potential
participants

Consensus of faculty members
within a department or service
area

Medical Affairs Professional Society (MAPS)™ 2021
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Needs
Assessment

Epidemiological data

Quality assurance/audit data
Re-credential review
Morbidity/Mortality

Statistics Infection control data
Surgical procedures statistics
Professional society requirements
Journal articles/literature citations
News media

27
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Needs

Methodology for Needs Assessment Assessment

A Needs Assessment provides a systematic process for understanding a level of
knowledge, ability, interest, or attitude of an audience or individual, and establishes
a foundation for education planning to support ideal standards of practice

— A wider process demonstrating relevance to practice, and confirmation of learning may support
individual and unpredictable practice needs

— Individual and group learning needs can be different, and a balance may be beneficial

— Multiple methodologies targeting different behavior may provide optfimal change in desired
behavior

e Formal Needs Assessments can include:

— Crifical incident review and significant event
auditing techniques

— Gap or discrepancy analysis

— Objective knowledge and skills tests
— Observation

— Literature review

— Revalidation
— Self assessment
— Video assessment

— Peerreview

Grant J. BMJ. 2002. Shannon S. The Lancet. 2003. Grant J. The good CPD guide. CRC Press; 2nd Edition; 2011.

Medical Affairs Professional Society (MAPS)™ 2021 28



Educational Needs Assessment

Needs
Assessment

£

In order to support the highest quality educational activities that aim to address identified educational
needs and gaps among HCPs, the Medical Education department will perform, with assistance from third
party organizations, if necessary, an educational Needs Assessment for each therapeutic
area when budget is available to support educational grants.

The Needs Assessment will be reviewed on an annual basis and the tfeam should evaluate the need for an
updated Needs Assessment based on new and emerging scientific information and/or data

h 4

The Needs Assessment may highlight the educational areas, content, and audiences for which medical or
scientific education is most needed, as well as most effective educational formats. This information
will form the basis for the annual education strategy plan

v
Needs Assessments can be based on (but not limited to) the following sources:

. . . Data from existing and ird- : ;
Educational gap analysis Insights from company . . Independent third Medicalliterature
: ; previous educational programs arty data
for each therapeutic area Medical personnel and grant submissions parry assessment orsurveydata
The Needs Assessment may include:
Unmet medical needs/learning | . S | Educational program formats (e.g., virtual, live, | Potentiallearner
gaps/practice gaps Educational objectives web) and/or Reach (i.e., national,local, regional) audiences

N

Commercial or marketing resources where the primary objective is to promote, analyze, or research product or
product messaging are NOT acceptable resources toinform the medical education Needs Assessment

Medical Affairs Professional Society (MAPS)™ 2021
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Questions to consider when identifying | Needs
needs and objectives

 How prevalentis the need among the target audience?
« How many different assessment sources indicated this

need?
«  How significantly will the unfulfiled need hinder healthcare
delivery?
Questions to « How directly is the need related to actual physician
identify needs and performance?
support the « How likely is it that a CME activity willimprove practice
development of behaviore
educational « Are sufficient resources available to effectively address this
- o topice
objectives opie - | |
 How receptive will the target audience be to a session on
this topic?

Medical Affairs Professional Society (MAPS)™ 2021 30



Adult learning theory plays a role in rsctiona
designing effective external education

90 <>

Categories for adult The most influential These theories suggest Primary learning Essential elements
learning theories theories of adult adults learn most styles to consider of learning

include instrumental, learning are effectively when they include visual, include motivation,

humanistic, the behaviorist, perceive the relevance auditory, and reinforcement,

transformative, cognitivist, of educational material, kinesthetic retention, and

social, motivational, and constructivist are actively engaged, transference
reflective, and theories have input info choosing

constructivist theories experiences and directing

their own learning, and
can reflect on their
learning

Note: Additional research may need to be performed on the theories mentioned above
Mukhalalati BA, Taylor A. J Med Educ Curric Dev. 2019

Medical Affairs Professional Society (MAPS)™ 2021 31



Instructional design includes learning formats, rsructiona
program design and curriculum

* Instructional design is the practice of systematically creating instructional
products and experiences for learners to acquire knowledge in a manner
that is efficient, effective, appealing, engaging, and inspiring

* The process consists of:

Design teaching and
learning activities to
ensure the quality of
instruction

Designand plan
assessmenttasks

Define the end goals
and objectives of
instruction

Determine the needs
of the learners

Battles JB. Quol_ Saf Health Care. 200_6.

Bloom’s Taxonomy https://fctl.ucf.edu/teaching-resources/course-design/blooms-taxonomy/

Medical Affairs Professional Society (MAPS)™ 2021 32
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Instructional

Instructional design models Design

« ADDIEModel (https:.//www.instructionaldesign.org/models/addie/)

+ Dick and Carey Systems Approach Model (https://www.instructionaldesign.org/models/dick carey model/)
* Merril’'s Principles of Instruction (https://mdavidmerrill.files.wordpress.com/2019/04/firstprinciplesby merrill. o df)
* Bloom’s Taxonomy (https://fctl.ucf.edu/teaching-resources/course-design/blooms-taxonomy/)

+  ARCS Model of MotivationalDesign (https://www.arcsmodel.com/motiv ational-design-cyrv)

« |ISD & THE ADDIE Model (https://www.lib.purdue.edu/sites/default/files/directory /butler38/ADDIE.pdf)

« Gagne’'sNine Events (https.//www.mindtools.com/pages/article/gagne.htm)

« Kirkpatrick’'sLevelsof Evaluation (https://www.kirkpatrickpartners.com/Our-Philosophy /The-Kirkpatrick-Model)

revison ——[ Anayze | —reviion

Produc e new or ongnal work
‘i Doign. cxsemile Corsinsct confeches. develop, fomulobe. e,
e o - Attention c

Heprme g deferd s smedt st s e = HAEENES

implement |-» [Evaluation I--‘&sﬂ

revision Development revision

and
swdents'varying  hatrelaled othe  personaleflonand  success
. bty
expenences and
GAGNE'S NINE EVENTS OF INSTRUCTION N

Level 4: Results

Level 3: Behavior
m m
Level 1: Reaction
m

The design selected must align with the needs of your learners and your objectives.

Medical Affairs Professional Society (MAPS)™ 2021 33
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External education is delivered through rerctones
various learning formats

Formats for external education

activities typically include live, " L%qrntlng frorm(;j(; ShOLfrlhd 08
digital/online and blended dasied 1o address Ihe
approaches identified gaps

While industry has traditionally provided external education in a didactic lecture
format, use of interactive and social learning formats continue to increase;
globalization of content, digitalization of tools, and availability of technology increase
the need for digital elements to be included into in-person events

Trends influencing e-learning (Web, infranet, and multimedia-based computer applications)

include:

« Adoption of emerging communication, simulation, and * Increasing use of virtualreality and
information technology augmentedreality for a more

« A call for competency-based, patient outcome-oriented immersiv e learning environment
training across the continuum of education » Global COVID-19 pandemic

« Rapidly changing healthcare landscape

Medical Affairs Professional Society (MAPS)™ 2021 34



Instructional

Blended learning formats in external education peson

* Optimal HCP learning often requires both
digital and traditional formats to support
optimal knowledge and clinical
competency gains as recognized in 2017
by the American Medical Association
(AMA) and the US Accreditation Councll
for Continuing Medical Education
(ACCME)

* Blendedlearning is an educational
format that features the benefits of both
digital and traditional teaching methods

— Supports learner’s control over time, place,
and path of some elements

— Utilizes online learning, simulation, team
training, one-on-one coaching

— Learners canreview materials repeatedly
and at their own pace for a customized
learning experience

:ﬂ Technology

Motivation Mobility
Personalization Structure
Feedback B.Iended Tracking &
Fluency & Rigorous Control

Self-Study
Reduced Costs
Global Reach

Listening :
Rigor Learning

Relevance
Relationships
Discipline
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Multiple channels are used by HCPs to reructones
access and share educational content

0-0 Social Media ﬁ Open Access Conference
Exchonging educc_:’rionol content by Smartphone apps, such as the Human Open access conferences, such as
way of social media channels such as Diagnosis Project (Human Dx), support Virtual Morning Report, welcomes live
Sermo, Twitfer, Slack, YouTubeand easy access cases for rapid peer-review chat
Facebook; the use of these platformsis and dissemination
expected to grow

@ Communities of Practice E Virtual Learning Communities
Advancement of knowledge and skills, social networking, Online education and knowledge-sharing platformsto
and sharing of experiences. Information exchange includes: disseminate medical and public health knowledge, e.g.,
+ Case-basedlearning Project ECHO (Extension for Community Healthcare Outcomes):
* Researchsharing . Real-time, multidirectional learning
+ Topics relevant fo aspecific field . Collaborativelearning, long-distance training, asynchronous or
« Controversies synchronous approach and social networking on a global lev el
* Professional development . Live discussion and problemsolving
+ Technical skills training . Connectslocal, regional, and international specialists with
+ Gamification and quizzes academic medical centers, centers of excellence and healthcare
tfeams

Daniel J Minter, MD, Anand Patel, MD, Smitha Ganeshan, MD, MBA, Saman Nematollahi, MD, Medical Communities Go Virtual. J Hosp Med. Published Online First
October 8, 2020. DOI: 10.12788/jhm.3532.
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Execution

External education must follow transparent,
standardized processes to deliver objective content

Ethical, transparent Needs-based, up-to-date,

balanced and objective,

Robust process to
delivereducational

and responsible

engagement

quality content

programs

» Transparency with funding,
roles and responsibilities,
disclosure of interests,
potential conflicts
Non-promotional
Compliance with local laws,
regulations, and local codes
of practice, research ethics
requirements, data-
protection legislation and
copyright, and anti-bribery
and corruption policies

Allen T, et al. JECME. 2017

Validated by literature,
scientific committee or an
educational Needs
Assessment

Scientifically fair and
balanced, current and
evidence-based content
Adult learning principles
utilized

Relevant to learners
Applicable to clinical
practice

Medical Affairs Professional Society (MAPS)™ 2021

 Structured policies and
procedures enforced by
dedicated teams focusing
on specialized functions to
ensure best practices for
implementation and quality
conftrol
— Program and learning
objectives
— Effective format
— Learning style
— Expertstoplan, develop, review
content

— Conflict resolution
— Outcomes measurement
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External education must be agile to meetthe  execuion
needs of the evolving landscape

Unprecedented challengesimpactindustry's ability to provide
external education

Rapid decisionsmay need to be made to cancel, postpone, or have
meetings and programs go virtual

- Education providers shouldreview live programs and develop
v © contingency plans (hybrid and virtual formats)

Industry supporters may need to reevaluate timing

Review and approve “Change of Scope” submissions for live program
approved grants

Review and approve medical education grants for conferences pending
final format decisions
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Outcomes measures are used to assess Outcomes
impact of educational activities

Measures

The World Health Organization (WHQO) defines
an outcome measure as a “change in the
health of an individual, group of people,

or population that is attributable to an
infervention or series of inferventions”

Outcomes measures quantify changes in
knowledge, competence or performance of
learners and/or healthcare systems

Educationis planned withthe intended
outcomein mind

Outcome measures provide information on whether educational activities
had a quantifiable impact on clinical practice
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Outcomes

Considerations for outcomes measurement Measures

« Quantitative or qualitative calculations are established withintent to
evaluate level of change by educational intervention on degree of progress
toward desired level of quality in knowledge, competence, and
performance

« Comparing aggregate outcomes across different formats and therapeutic
areas remains a challenge due to:

— Data collection that varies across objectives, audiences, and activities, and may
inherently be different by therapeutic area or program

— The lack of consistency for standardized metrics beyond learner satisfaction
« A consistent approach provides standard evaluation for comparison of the

value and impact of external education across therapeutic areas, types of
activities, regions, and countries

Moore DE, Greon Js. Gallis HA. J Confin Educ Hoalih Prof. 2009: 29(1):1-15
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Quantitative versus qualitative
outcomes measures

« Collection of data that can be analyzed using quantitative methods
such as numbers, analysis based on facts and associated data,
structured and statistical

« Examplesinclude Electronic Medical Records (EMR) data, chart audits,
quiz questions, pre and post test results

S

Outcomes
Measures

Quantitative Methods of Evaluation (measurable)

Qualitative Methods of Evaluation (descriptive)

« Qualitative measurement focuses on collectinginformation that is not
numerical and provides a way of gaining a deeperunderstanding of @
topic

« Examplesinclude unstructured interviews, essays, focus groups, scenario
discussions, self-reported personal experiences or introspection

Medical Affairs Professional Society (MAPS)™ 2021
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Moore’s Model: framework to assess Outcomes
outcomes of educational programs

Cﬂmmu“lw HEu"h

Patient Heulih‘
PE”ﬂfmunce Number of people who

Description
participated in the activity

Leq
Pru:eduml Kn rﬂln

owled Potential Data Sources

Declarapy, leaming Attendance records

Knomedge

50hﬂucﬁun

Puﬂitipﬂﬂnn

Moore DE, Green JS, GallisHA. J ContinEduc Health Prof. 2009:29(1):1-15. Click each number siariing atthe top
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The Net Promoter Score is an example of a 2

Outcomes

standardized approach to measure Measures
satisfaction and engagement

The Net Promoter Score (NPS) is a customer satisfaction standard tool used in the context of customer rating of their likelihood
torecommend or be satisfied with a company, product, or service.

The NPS measures the difference between the proportion
of promoters (customers who highly recommend the
company to colleagues or friends) and detractors
(customers who advise others not to do business with the
company).

W hat is the likelihood that you would recommend
[Company_Name] to a friend or colleague?

Extremely Not at

Likely Lol e 7 M¢) 0 ] ail likely
v

©

Promoters Passives Detractors

— = NPS

%Promoters  %Detractors

NPS can range from +100 to -100. Based on global NPS
standards, any score above 0 would be considered “good.”
This means the majority of your customer base is more loyal.

Medical Affairs (MA) tends to measure the quality of an
educational engagement rather than the company itself.
Sending a survey after (a period) of medical educational
engagement with the HCP, helps to capture valuable
feedback on the quality of the engagement and provides new
insights for optimizations.

Capture NPS numbers with these 2 Survey questions:

1. “On ascale of 0to 10, what is the likelihood that you
would recommend our educational program to a friend or

colleague?”(Indicates the overall sense of happiness of
customers)

2. "Whye"(Provides specific insights info why the program s

recommended)
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An example of a corporate approach to Outcomes
measure impact of external education

In the absence of a standardized approach for measuring the impact of industry-led medical
education, the content below illustrates an example of how one company approaches impact scores.

The HCP Impact Score measures the average satisfaction of HCPs attending a Medical Education

activity.

The HCP Impact Score was crafted from a combination of the NPS and the Net Engagement Score
(NES).

Core HCP Impact Score Questions How to calculate and interpret?

1 How well did this education improve your knowledge? = Each question has aresponse scale of 0 to 10 (based on

literature on the NPS and NES)
» Determine the average of all responses for each question
= Determine the aggregated average to define the overall

2 How likely are you to apply the knowledge from this
educational program to your clinical practice?

3 How.likely would you recommend this educational HCP impact score
offering to a peer? = HCP impact score of 27 demonstrates the HCPs felt the
Did the program meet the stated educational education was valuable

4 objectives? = A lower score, means the approach used should be

reviewed and reassessed
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Outcomes
ACCME educational outcomes criteria Measures
IMPROVEMENT IMPACT
« Criterion 36: Measures « Criterion 37: Demonstrate « Ciriterion 38: Demonstrate
performance changes improvementsin Improvements in health-
of learners AND processes and quality of related outcomesfor
demonstrates care, or system patients or their
Improvements performance communities
— The Standard: Aftest fo — The Standard: — The Standard:
meeting this criterion in Demonstrate healthcare Demonstrate
at least 10% of activities quality improvement improvement in patient
(but no less than two) related to the CME or community health in
during the program twice during areas related to the CME
accreditation ferm the accreditation term program twice during

the accreditation tferm

ACCME. Achieves Outcomes: Getting Started with Commendation Criteria 36-38. hitps://www.accme.org/tutorials/achieves-outcomes-getting-started-
commendation-criteria-36-38. Accessed November 5, 2020.
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Concise overview of the educational process

& B S

Targeted Needs Assessment

* Apply general Needs
Assessment to targeted
learners

Thomas PA, Kern DE. J Gen Intern Med. 2004.
Schneiderhan J, et al. Fam Med Com Health. 2019.

Needs Assessment Goals & Objectives Implementation
|dentify and critically + Develop overall goals for the « Create implementation plan
analyze the knowledge, program (curriculum) including
attitude, and performance + Define specific measurable timelines and resources
deficits to be addressed by knowledge, skill/performance, required
the program attitude, and process + Develop planfor faculty
objectives development

Educational Strategies Evaluation & Feedback

* Prepare aplanto maximize * Developlearnerand
the impact of the program, programev aluation plans
including content and * Define planto
educational methods disseminate
congruent with the objectives

Medical Affairs Professional Society (MAPS)™ 2021
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SECTION 1: Introduction to
External Education

SECTION 3: Independent
Medical Education

SECTION 4: Industry-Led External
Education

SECTION 5: Other External
Medical Education Engagements

Medical™

4
Affairs
M g P S ‘ Professional

SECTION 2

RISK AND REGULATORY LANDSCAPE
FOR EXTERNAL EDUCATION
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Risk and Ensure
Compliance
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Oversight & Scrutiny of Indusiry
Support of Medical Education




Oversight of external education

« Public scrutiny has led to new expectations and external
oversight of industry’s interactions with HCPs, demanding
an increase in transparency, credibility, value,
accountability, and quality for the benefit of patients

* To ensure industry supported activities provide credible,
accurate, and evidence-based communications to all
stakeholders and audiences, oversight has been
established and contfinues to evolve with industry codes of
practice, laws, regulations and infernal company policies,
procedures, and protocols

« Lawsandregulations between industry and their stakeholders are governed by globadl,
regional, and localregulatory organizations

« Locallaws andregulations are upheld by the regulatory bodies of individual countries, and
enforcement varies from country to country

Francer et al. Philosophy, Ethics, and Humanities in Medicine. 2014.
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Background on the public scrutiny of indusiry

support of medical education

Since the 1950s some industry advertisers, believing physicians needed to keep
pace withnew information, movedto educate physicians on the risks and
benefits of their products

Sales representative and marketing influence is believed to have resultedin
oV er-prescribing

Concern regarding industry’srole in inappropriately influencing and creating
bias in physicians’ knowledge

In the late 1990s in the United States, industry found opportunity in providing
educationalsolutions, givingrise to a large number of medical
education/communications for-profit organizations/providers

Antibribery and anticorruption legislation brought attention to transfers of values
between industry and healthcare professionals in exchange for benefits

Medical Affairs Professional Society (MAPS)™ 2021
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CME/CPD Guidelines Landscape

« Globally, there is minimal standardization on CME/CPD
regarding:

— Regulating body — Voluntary or mandatory
— Implementation guidelines requirements
— Quantifying and monitoring — Conseqguences for non-

— Quality review and approval compliance

— Dependency on re-licensure

« While there is currently alack of harmonization across
controls from country-to-country and among regulators
and associations, organizations like ACCME, IFPMA, International Academy of CPD (IACPD)
and the European Federation of Pharmaceutical Industries and Associations (EFPIA) are
actively working to harmonize standards worldwide, in the interest of optimizing patient health

Medical Affairs professionals must assess the risks associated with determining

the global, regional, local, and corporate guidelines to be followed for all
external medical education initiatives

Allen T, et al. JECME. 2017.

Medical Affairs Professional Society (MAPS)™ 2021
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Industry engagement in external education
continues to be scrutinized

Industry involvementin external education continuesto be defined, regulated, and

watched closely to ensure appropriate use and to safeguard its non-promotional Needs
Assessment, due to industry involvementin:

Content
dev elopment

The industry’s global insights and

Y

Faculty Collaborating with Overseeing the Providing
selection Medical Communications planning and support/transfers
agencies and faculty conduct of events of value

As the need for continuing professional

collective experience will continue to development grows, the industry will
benefit healthcare professionals, be required to take a more structured

patients, and communitiesin a

transparent fashion

Allen T, et al. JECME. 2017.

and transparent stance to comply with
regulatory demands

Medical Affairs Professional Society (MAPS)™ 2021
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Indusiry and society collaboration
for quality education

« Despite along history of industry and medical
society collaborationin the interest of tfraining and
education to improve patient care, the relationship
has been complex due to a lack of structure
around roles, responsibilities, and appropriate content

* |Industryis positioned to provide HCPs with accurate,
fair, and objective product information use for
appropriate clinicaluse, based on in-depth disease
area knowledge and expertise in clinical
development

* As new global codes of conduct, monitoring, and
transparency requirements continue to evolve, industry
and not-for-profitmedicalsocieties can develop honor standards for transferring
information, for the goal of HCP education and patient health

AllenJ European Confinuing Medical Education. 2017
Fabbri A, et al. BMJ Open 2016;6:e011124.

Medical Affairs Professional Society (MAPS)™ 2021
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Actions to Mitigate Risk
and Ensure Compliance
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Industry actions to mitigate risk and ensure
compliance*

B

Governance Policies Monitoring
Provide appropriate Implement robust policies Perform ongoing monitoring
oversight, accountabillity, and procedures and align to gain insights into whether
and decision-making for to requirements defined external education activities
external education activities in laws, regulations, are being conducted in
to ensure effective risk accreditation standards, compliance with company
management, strategic and industry codes policies and procedures,
planning, and operational laws, regulations, industry
excellence codes, efc.

*Note: Recommendations may not cover all circumstances, Medical Affairs teams should follow local policies, guidelines, processes, etc.

Medical Affairs Professional Society (MAPS)™ 2021
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Appropriate oversight and management of  covemance
external education is needed

« Governance structures will vary across companies and
there isn't a “one-size-fits-all” approach; consideration
should be given to company size, structure, and risk
tolerance

« A set of overarching principles should be in place to set up
global minimal standards

« Review generally includes non-commercial functions,
e.g... Medical, Compliance, Legal, Medical Education

« Minimum standards for review and approval should be
established to evaluate all requests to support independent medical education, external
educational programs and develop industry-led education

« Ensure objective criteria are defined and applied consistently to assess the merit of external
educational activities, depending on activity type, may include:
— Addressing appropriate gaps and needs
— Providing high quality educationalinformation

— Ensuring appropriate faculty conduct and support
— Tangible benefits for sponsorships
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Minimum policy requirement examples for Policies
independent medical education

» Budgetfor grantsmust be owned by non-commercial function

« Grant decisions must not be made by commercial functions

» Education provider must independently control selection of program content,
faculty, educational methods, and materials

« Company must not influence program content, faculty, educational methods, and
materials

» Objectivereview criteria should be used toreview requests for support
» Primary bona fide purpose is objectiv e scientific and educational activities and
discourse

» Applicable accreditation standards must be adhered to, if accredited
educational activity

» Written letter of agreement

Industry support

of Independeni « Due diigence/screening of requestors
Medical * Requested amount should be reasonable, as determined by local standards

» No tangible benefit

« Appropriatevenue

» Reconciliation of funds

« Qutcomesreporting

« Transparency/transfer of v alue disclosure

Education

Medical Affairs Professional Society (MAPS)™ 2021
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Minimum policy requirement examples for Policies
industry-led external education

» Written agreement

» Due diligence on faculty

* Faculty selection criteria

» Fair market value compensation for faculty

« Employer noftification requirements for faculty, according to local
requirements

» Appropriate venue

Industry-led + Logistical requirements (e.g., food and setting)
External

. « Material review requirements
Education

« Content must be aligned to local approved product label

» Transparency/transfer of value disclosure, according to regional/
local requirements
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Impact of Transparency Reporting Requirements

« Overthe past severalyears, pharmaceutical and medical device companies have been
faced with anincreasing number of laws, regulations and industry codes of practice,
worldwide, that require them to disclose their financial relationships with healthcare
professionals and healthcare organizations

« Transparencybeganin the United States with state-level reporting and the passage of the
federal Sunshine Act (“US Sunshine Act”) in2010

« The US Sunshine Act has had a significant impact on companies operatingin the United States
that have been designing and implementing spend-tracking systems to capture and report
the required data

« Although the rest of the world has been influenced by the US Sunshine Act, governments
outside the United States have chosen to pass theirown tfransparency laws and v arious industry
groups have adopted theirownrequirements on information to be disclosed including grants,
honoraria for speaking engagements or consultancies, and other transfers of value

« Companies may considerimplementing flexible transparency and spend-tracking systems on
a globalscale that simultaneously ensure compliance with US law while taking into account
similar policies and legislation in other countries

https://www.lexology.com/library/detail.aspxeg=62469f5e-6cf4-48d2-99b 7-6f47 e4deda 4a0
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Global fransparency reporting requirements

Denmark Bl Pharma &Medical Device

Legislation

France
Legislation

I MedicalDevice Only

. : Netherlands .
Canada : Legislation Pharma Only
(Ontario) . : . Emerging/Watch List

Legislat ion . . =

Add’'l US States
Pharm a Only

Slovakia

Code of Legislat ion

Conduct

Lithuania

MedTech . )
Legislation

Europe e i SREEEE

JPMA
Code of
Conduct

JFMDA
Code of

Today there are o o

US State &

m Ore 'I'h O n Federal -~ EFPIA : Conduct
Legislation Code of o Italy
. /‘ Conduct J [ \ Code of S. Korea
Disclosure reports K B Corcuct ) Legislation Philppines
’ Romania " — Legislation
mandated by over J tegisiation QUSRI eigium

Legislat ion |
srael
()

Legislation

Australia

Code of
Conduct

Colombia
. Legislation
40 Countries on .

5 Continents

Turkey
Legislation

Saudi Arabia

MECOMED Legislation

Minas Gerais B Code of Conduct
Legislation :

Mexico
Code of

Buenos Aires ' Luxembour
Conduct <

Legislation . Code of
: Conduct

Indonesia

Legislat ion

European

Generic &
Biosimilar Code
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Sunshine and fransparency laws,
regulations, and codes across Europe

Countriescov ered by

« Transparency provisionsv ary across EU countries EFPIAdisclosure code
. Countries not cov ered
«  Most countries have adopted a self-regulatory by EFPIAdisclosure
relationship

Sunshine law/Regulation

* In2013,The European Disclosure Code wasimplemented @ [onsarency/Ani ®
by the EFPIA requiring member companies to report ©
transfer of value to HCPs

* Legally binding regulations have been infroduced in
France, Belgium, Greece, Portugal, Denmark, Romania,

and Slov akiarequiring HCPs to disclose transfer of value o ®
*  When HCPs can “opt-out” from disclosing individualdata °
underthe UK Data Protection Act 1998, reporting of ®
paymentsare published in aggregate PY
« Differences exist in the types of paymentsincluded and ®

excluded from reporting

* Location and searchability of the data v ariesand is often
not user-friendly

*  Monitoring is often passive and in reaction to a complaint

Fabbri A, Santos A, Mezinska S, Mulinari S, Mintzes B. Int J Health Policy Manag. 2018;7(6):504-509.
https://mhe-sme.org/wp-content/uploads/2017/09/Mapping-of-Sunshine-Laws-in-Europ e.pdf

Medical Affairs Professional Society (MAPS)™ 2021
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Monitoring external education activities enables Monitoring
an ongoing assessment of potential compliance risks

©)

B
=]

Ny
O
ENES

P & @

Collaborate with internal compliance functions to establish monitoring approach, which will
involve the ongoing review and analysis of data and documentation, and assess adherence
to policies and procedures

Select samples of activities (e.g., grants, non-promotional speaking engagements, etc.) for
review, utilizing a risk-based sampling approach (e.g., higher dollar requests, requests from
specific countries (eventlocations), etc.)

Review supporting documentation (e.g., approval documents, contracts, payment
documentation, materials/work product, etc., related to the activity to assess whether the
activities were conducted in accordance with company policies and procedures

Leverage data analytics to provide insights into potential issues, for example:
« Grant amount as a percentage of the requesting organization’'s operating expenses
 Year-over-year tfrends

Results from monitoring may include the identification of potential violations of policies and
may also highlight opportunities to enhance policies/procedures/guidelines and/or
reinforce training/communications
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Complaint procedures

IFPMA Complaint Procedure

+  Well established complaint procedures encourage Complaint to IFPMA Secretariat
organizations and the public to report concerns or Complaint Validation by IFPMA Secretariat
ques’rionoble activities Possible Second Review by Appeal Group

Preferably within 5 working days

» Industry typically first looks to resolv e complaints through local

o . . . . . Inform Respondent from itsreceipt by IFPMA
affiiate or internationalheadquartersin confidence, viaits Company « 30 working days for company to
website for timely resolution respond

. . . . . . . IFPMA Adjudication * 20 working days from receipt of
While most national codes provide provisions for complaint Group company response

reporting and resolution process, this process may v ary from Complaint Advised of [T TISNEN
country to country, depending on local legal and regulatory Ruling . Appealed
restrictions. For exomple: Respondent Advised of Appealed

— The ACCME has a multitiered accreditation process for evaluating Ruling * Accepted
CME providers’ compliance with the ACCME’'srequirements. Asan +  Appeal request within 20 working
additional safeguard, the ACCME Policy Regarding Inquiries and days of original ruling
Allegations of Noncompliance is used for responding to complaints Final Decision
from the public and the CME community, regarding ACCME- Breach With all details of the complaint
accredited providers’ compliance with accreditation requirements

IFPMA Appeal Group

*  With details of the complaint

— Thelnternational Federation of Pharmaceutical Manufacturers & No Breach without respondent company,
Associations (IFPMA) has a well-est ablished process and member product, and complainant
companies are open toreceive complaints from any source and
take accountability for addressing and correcting infringements

Summary of Case on IFPMA Website

For more details visit hitps://www.ifpma.org

Francer J, et al. Philosophy, Ethics, and Humanities in Medicine. 2014.
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Stakeholder Organizations that
Impact Medical Education

4 back to stakeholder
overview
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Stakeholder organizations impacting external

To view more information on each

(]
e d U C qh o n subsection, please click the arrow links

&
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“  Australian Government
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Advanced Medical Technology Ass:
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_Society »x ACADEMTC
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e European Accreditation Council \\\.I International Academy

Accreditation Council
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https://www.abpi.org.uk/
https://www.phrma.org/en
https://www.medtecheurope.org/
https://www.cetifarma.org.mx/
http://www.jpma.or.jp/english/
https://www.accme.org/
https://sites.google.com/site/apmenet/home
https://wfme.org/
https://eaccme.uems.eu/home.aspx
https://www.gamecme.org/
https://www.fda.gov/home
https://oig.hhs.gov/
https://www.mhlw.go.jp/english/
https://www.efpia.eu/
https://www.kapikenya.org/
https://www.sacme.org/
https://www.ifpma.org/
https://www.medicinesaustralia.com.au/
https://www.indiaoppi.com/
https://medicalaffairs.org/
https://www.ema.europa.eu/en
https://academy4cpd-accreditation.org/
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.medsafe.govt.nz/
https://www.health.gov.au/
https://amee.org/home
http://www.acehp.org/
https://www.advamed.org/

e ——

Regulatory Authorities

4 Back to stakeholder
overview
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External regulatory agencies and laws

« Regulatory agencies play a vital role in interpreting laws, implementing,
monitoring, and reinforcing the legalitiesrelated to drug development, which
ensure the safety and efficacy of medicines and devices

« Regulatory agencies have continued to expand their authority largely due to
tragic drug-related events that resulted in the demand for stronger laws and
greaterrestrictions to protect the public

« Regulations may include guidelines, recommendations, procedures, or policies
« Regulations can be altered more easily and faster than laws
« Once approved, regulations may have power similarto the law

« Regulatory agencies can impose penalties, sanctions, or corrective actions as
needed

https://www.pharmatutor.org/articles/pharmaceutical-regulatory-agencies-and-organizations-around-w orld-scope-challeng es-in-drug-development
Pierre-Louis Lezotre MS, PhD, in Intfernational Cooperation, Convergence and Harmonization of Pharmaceutical Regulations, 2014
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Laws and regulations*

) THE UNITED STATES
J) DEPARTMENT o/~ JUSTICE

US Foreign Corrupt Practices Act,
1977

US False Claims Act, 1863
US Anti Kickback Statute, 1972

- ) Guidance for Industry:
US Physician Payments Sunshine Act, 2010

Industry-Supported Scientific
and Educational Activities,
1997

Iy U.S. FOOD & DRUG

ADMINISTRATION

*Note: List is not exhaustive
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%2WN’  Australian Government

Adv ertising Guidance for Providers of
Disease Education Activities, 2020
Therapeutic Good Act of 1989

L5
w.s. DEPARTMENT OF HEALTH & HUMAN SERVICES
LA

# OFFICE OF INSPECTOR GENERAL

Compliance Program Guidance for
Pharmaceutical Manufacturers, 2003

Special Fraud Alert: Speaker Programs,
2020

UK Bribery Act,
2010

=

° Department of Health and Ageing
Therapeutic Goods Administration
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FDA guidance on indusiry-supported scientific &

and CME activities 1997

« FDA asserts regulatory authority over any scientific or educational activities supported by industry
when content pertains to industry products with intent to influence

« FDA does not assert any regulatory authority over programs that are both independent and
nonpromotional

« Factors used to determine independence:

— Provider has full control of content and speaker selection Provider demonstrates ability to meet standards of

— Disclosure provided regarding funding, significant independence
relationships, discussion of unapproved product use — Multiple presentations of the same activity
— Focus of the activity and content is free from commercial — Avudience selection withintent toinfluence
influence or bias, and supports alternative treatments —  Opportunity for discussion
— Relationships that mayinfluence content — Additional dissemination of product information
— Provideris also involved with product promotion — Ancillary promotional activities nearby

— Complaints made regarding effortsto influence content

« Written agreement of roles and responsibilities will support evidence of independence

« This guidance resulted in increased industry spending on independent CME, and paved the way
for the growth of many medical education companies
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US Office of Inspector General: __
2003 Compliance Guidance \& office of Inspector General

» The focus of the OIG is to fight waste, fraud and abuse in Medicare,
Medicaid and over 100 other programs under the Health and Human
Services (HHS) institutions, including the Centers for Disease Control and

Prevention, National Institutes of Health, and the Food and Drug
Administration

» 2003 OIG Compliance Program Guidance for Pharmaceutical
Manufacturers describes three areas of risk:

1. Payments
2. kick-backs
Considerations 3. samples
for Grant « OIG recommendation related to medical education grants:
Ma king — The grant making functionis separate from sales/marketing

— Grantsmust not be freated as incentiv es/kick-backs

— Initiativesmust be in place to ensure that they are independent of company
control/influence

—  Grantsmust be in compliance with the PnRMA code

Federal Register Vol. 68, No. 86 Monday, May 5, 2003 [https://oig.hhs.gov/authorities/docs/03/050503FRCPGPharmac.pdf]
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US Office of Inspector General:

special fraud alert: speaker programs

Considerations
for Faculty
Programs

The US Office of Inspector General (OIG) defines speaker programs to include
company sponsored ev entsat which a physician or other healthcare professional
makes a speech or presentation to other HCPs about a drug, device product, or
disease state on behalf of the company
Speaker programs hav e historically:
— Helped HCPs stay current on the benéefits, risks, and appropriate use of the
latest approved products, clinical data, and new indications
— Provided a format for v aluable exchange of information to improv e patient
care

November 16, 2020, the OIGissued a Special Fraud Alert regarding industry-led
speaker programs due to concerns regarding inherent risks for fraud and abuse
OlGrecommends:

— Companies ev aluate the need for paid speaker programs (in-person or
virtual)

— Speakers consider the associated risks of solicitation with these activities
Asin the past, associated risk is dependent on the facts, circumstances, and intent

https://oig.hhs.gov/fraud/docs/alertsandbulletins/2020/SpecialFraudAlertSpeakerPrograms.pdf
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Our Regulatory Environment

« Food, Drug and Cosmetic Act (FDCA):
— Presentatfions promoting prescription products are regulated by the FDA
— Content mustbe consistent with approved labeling, fair and balanced

» False Claims Act:
— Intfended to prevent, detect, and punish health care fraud and abuse

— Liable provides fordouble the government’s damages plus a penalty of $2,000 for
each false claim

— Violators are liable for damages plus a penalty that is linked to inflation

— Presentations (including Disease State Programs) can be citedin a False Claims Act
allegationif presenter engages in off-label promotion

 Federal Anti-Kickback Statute:

— Prohibits “kickback” or the provision of anything of value to an HCP to induce
continuedorincreased prescribing of a product
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regulations

Bribery / Corruption

Conflict of Interest

Fraud & Abuse

False, Misleading or
Inaccurate Information

Inappropriate Influence

back to stakeholder
overview

Civil settliement with Purdue provides the
United States with claim forrecovery of $2.8
billion — October 2020

“...Purdue paid certain doctors ostensibly to
provide educational talks to other healthcare
professionals and serve as consultants, but in
reality to induce them to prescribe more
OxyContin...” y o~
P e e, A ™

Novartis, Alcon P 47 Million t ttle Bri

Pr in Gr Vietnam an th Korea -
June 2020

"...agreements announced Thursday detailed a
scheme by the Novartis subsidiary, based in
Greece, to bribe employees of Greek state-owned
and state-controlled hospitals and clinics by
sponsoring their travel to international medical
conferences, including events held in the U.S...."

N | y -
A /_’_____,,__/ _—
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Novartis Pays Over S642 Million to Settle
Allegations of Improper Payments to Patients
and Physicians — July 2020

“...the United States alleged that Novartis hosted
tens of thousands of speaker programs and related
events under the guise of providing educational
content, whenin fact the events served as nothing
more than a means to provide bribes to
doctors...”

J
Possible consequences of non-compliance with g

)‘/-r/k—/‘/‘,’

zz Pharm ticals’ idi rphan
Medical Inc.. t 20 million to settl
charges - July 2009

“...U.S. government alleged Jazz Pharmaceuticals’
subsidiary, Orphan Medical Inc., paid a psychiatrist
tens of thousands of dollars for speaking
engagements that promoted a widerange of off-
label indications. Some of these speaking
engagements were characterized as independent

CME programs, when in fact they were promotional

events approved by Orphan’s marketing
dengr’rmen’r. L

/‘r"k—‘/‘/‘

-~
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https://www.justice.gov/opa/pr/novartis-pays-over-642-million-settle-allegations-improper-payments-patients-and-physicians
https://www.justice.gov/opa/pr/justice-department-announces-global-resolution-criminal-and-civil-investigations-opioid
https://www.wsj.com/articles/novartis-current-and-former-subsidiaries-paying-347-million-to-settle-bribery-allegations-11593110693
https://oig.hhs.gov/testimony/docs/2009/07292009_oig_testimony.pdf

o

Industry/Trade
Associations

4 back to stakeholder
overview
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Pirigring riwenacivnes 1o K

Association of the British

Pharmaceutical Industry  Manufacturers
(ABPI) Association
Established 1891 (KPBMA)

ABPI Code of Practice, Founded 1945
1958, regularly updated,

most recent2019 2014

.o,
*,® INNOVATIVE
°* MEDICINES

__\':

/,l\\ CANADA
Founded 1914
Renamed Canadian
Pharmaceutical Manufacturers
Association, 1915
Renamed Medicines Canada,
2016, Code of Ethics Practices
2020

*Note: List is not exhaustive.

abﬁ KERnA

Korea Pharmaceutical

Code of Practices

i_% World Health A OPPI
2 #. Organization P
World Health Orgomzo’rlor? of
R Pharmaceutical
Organization .
(WHO) Producers of India
Established 1948 (OPPI)
Ethical Criterial Established 1965
OPPI Code of

for Medicinal Drug
Promotion
1988

Practice, 2019

Medicines
Australia

Medicines Australia
Code of Conduct,
1960, revised ona
regular basis, Edition
19 as of 2020

Hdm Ficeias

Pharmaceutical
Research and
Manufacturers of
America

(PhRMA)

Founded 1958

Code on Interactions
With Healthcare
Professionals
2009,2019

‘rﬂ lIrieenanional Federaton

\- ol Pharmadeutical

IFPMA  sanufsctwen & Auscistions
Established 1968

Code of Ethics and Professional
Standards, 2019

)
A

Japan Pharmaceutical
Manufacturers Associafion (JPMA)
Founded 1968

JPMA Latest Code of Practice, 2019

Singapore Association of
Pharmaceutical Industries

(SAPI)

Founded 1968

SAPI Code of Conduct 2012,2016,2019,
2020,2021

Transparency Guidelines, 2015,2018

Medical Affairs Professional Society (MAPS)™ 2021

Organizations behind industry codes of practice*

efpia

European Federation of
Pharmaceutical Industries and
Associations (EFPIA)
Established 1978

Latest Code of Practice 2020

AdvaMed
/ Advanced Medical Technology Association

AdvancedMedical Technology
Association(AdvaMed)
Established 1974

AdvaMed Code of Ethics, 2020

Research and
Development-based
Pharmaceutical
Associationin China
(RDPAC)

Established 1999
RDPAC Code of
Practice, 1999, 2019
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IFPMA Note for Guidance on CME

« CME activities, terminology, extent of industry involvement, accreditation
status, infrastructure, and quality of activities vary greatly across regions
and countries

« This Guidance supports cooperation amongst HCPs, industries, and other
stakeholders and should be followed in accordance with laws, regulations,
and other applicable industry codes

« The intent of CME is to provide HCPs with interventions that impact
performance, improve patient outcomes, and do not aim to increase sales

« CME may be referred to as life-long learning, CDP, QI initiatives, or IME
typically accredited

« Frameworks for industry engagement varies
— Independent ME (IME/CME) can be funded by industry but the program, speakers, and content mueh
must be independent fromindustry involvement
— Collaborative ME (partnership) may be provided by multiple industries or other stakeholders by written
agreementindicating:
Clear intent and objectives
Defined roles and responsibilities
Transparency and disclosure of financial support
— Industry-led ME may cov er disease state or product specific topics

“ A International Federation
\. of Pharmaceutical
| F PMA Manufacturers & Associations

IFPMA Note for Guidance on Continuing Medical Education. October 25, 2018
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CAASS.

Council of Medical
Specialty Societies

back to stakeholder
overview

Council of Medical Specialty Societies -
Code of Conduct

The Council of Medical Specialty Societies (CMSS) is committed to education,

professionalism, and quality of care, and has developed a voluntary code of
conduct for Medical Specialty Societies to “enhance professionalism and to
disclose, manage, and resolv e relationships with the industry”

The Code for Interactions with Companies (2015) provides guidance to
societies for the development of policies and procedures to maintain
program, policy, and advocacy position independence

Societies can agree to the CODE and adopt the policies and procedures
that meet their organizational needs, as well asincorporate additional and
more stringent policies

The Code is divided into Principles and Annotations
— The Principles state whatis expected of Societies that sign on to the Code

— The Annotations provide current interpretation of a given Principle by
explanation or example, based on a changinglandscape

Medical Affairs Professional Society (MAPS)™ 2021
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https://cmss.org/wp-content/uploads/2016/02/CMSS-Code-for-Interactions-with-Companies-Approved-Revised-Version-4.13.15-with-Annotations-1.pdf

T _——

Medical Education
Societies

4 back to stakeholder
overview
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Medical education societies™

1972

1976
_Society »xACADEMTC

Continuing Medical Education

EADERSHIP * SCHOLARSHIP « COLLABORATION

The Alliance for
Continuing Education in the
Health Professions

*Note: List is not exhaustive.
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1995

Global Alliance for Medical Education
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X

Association for Medical Education in Europe

« The Association for Medical Education in Europe
(AMEE) has grown info a worldwide organization
that promotes educational excellence for HCPs
across the continuum of undergraduate,

‘ postgraduate, and continuing education

« Working with other organizations, AMEE develops
new approaches to educational management,
including learning methods and assessment
techniques to ensure HCPs can keep up-to-date
with rapidly evolving advances in medicine, and
changes in healthcare delivery

For more information visit [hitps:
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https://amee.org/links-and-resources

Society for Academic g
Continuing Medical Education

* The Society for Academic Continuing Medical
Education (SACME) is dedicated to advancing
patient care through continuing medical and

50C1et AC ADEM C interprofessional education
07‘
Commng Medical Education { « Society membershipincludes medicalschools,
:ADERSHIP + SCHOLARSHIP » COLLABORATION academic medical centers, feaching hospitals, and
medical specialty societies throughout the US and
Canada

« SACME focuseson advancing CME through study of
educational theory, striving to solve challenges, and
providing an infrastructure to address competencies
required for excellence in clinical practice

For more information visit [hitps://sacme.org/]
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Alltance for Continuing Education in the g
Health Professions

« The Alliance membership consists of over 1,400
continuing professional healthcare educators who
share, promote, and implement best practices
across healthcare settings and professions,

The Alliance for validating the value and impact of continuous

Continuing Education in the { learning and improving patient outcomes
Health Professions _ . ,
 The Alliance provideshealthcare educators with an

array of learning opportunities that meet different
learning styles for professional development as well
as a code of conduct for defined minimal
competenciesfor variouslevels of cerfification to
navigate challenges of educational delivery and
support career advancement

For more information visit [hitp:
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back to stakeholder
overview

%

Global Alliance for Medical Education

 The Global Alliance for Medical Education (GAME) has
been promotinglifelonglearning of HCPs and
providingresources and supporting best practices and
collaboration to improve healthcare worldwide

« GAME is obtaining worldwide membership through
‘ activitiesthat include:

— Engaging stakeholders that benefit from lifelong learning

Global Alliance for Medical Education in healthcare

— Providing opportunities and resources for evidence-based
best practices

— Addressing barriers and developing solutions to learning

— Committing to inclusivity, credibility, integrity, and
fransparency

For more information visit [https://www.gamecme.org/]

Medical Affairs Professional Society (MAPS)™ 2021
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Accreditation Bodies

4 back to stakeholder
overview
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Accreditation bodies for CME/CPD

Oﬁéo Accreditation providers play a pivotal role in recognizing appropriate and
unbiased CME programs, based on established criteria

While CME accreditation systems vary regarding differencesbetween
countries and regions, socioeconomic conditions, cultures, resources, and
healthcare delivery systems, CME credits are becomingincreasingly
necessary for physicians to fulfill statutory obligations to maintain
competency, and stay current in an ever-changing healthcare landscape

The credibility of CME programs depends on delivery of unbiased
education, requiring a contfinuousreview and independent governance
of activities

https://wfme.org/accreditation/ https://www.jointaccreditation.org//
https://www.leveragerx.com/blog/cme-for-physicians/
Allen J. European Continuing Medical Education. 2017
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\\ International Academy
for CPD Accreditation

| itati i AMERICAN ASSOCIATION of
RACGP W | mesercessmis: Accreditation Council o e oy 2013
MEDICAL EDUCATION A for Continuing Medical Education the werld benchmark far CHE standards™

Medical education accreditation bodies*

1958 1972 1981 2000
1950s 1980s
1958 1986 1999 2012

INSTITUTE FOR
= I D T e

European Accreditation Council ; %
fur(g::?.inuing Medical Education National CME {W o

0 (EACCME) Commission CME IN'I'?‘ AN
A Iratination of the LEMS - g0

program (China)

MEDICAL EDUCATION®

*Note: List is not exhaustive.
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X
World Federation for Medical Education
Member Associations
’Z ‘ WORLD FEDERATION FOR Regional Associations of Medical Education (voting members of WFME)
MEDICAL EDUCATION |

m AMEE: The Association for Medical Education in Europe

AMEEMR: Association for Medical Education in the Eastern
Mediterranean

 The World Federation for Medical Education
(WEME) is focused on enhancing the quality of
medicaleducation worldwide by working with
HCPs, educators, and universities through its 6
memberassociationsto ensure the provision of
medicaleducation at its highest standards

AMSA: Association of Medical Schools in Africa

FEPAFEN PAFAMS: The Pan-American Federation of Associations of

« WFME promotes accreditation and raising the PAFAMS  Medical Schools
standards for postgraduate medicaleducation
and CPD through expert consensus of minimum
and quality standards

« WFME maintains a searchable World Directory of
Medical Schools [https://search.wdoms.org/]

| SEARAME: Southeast Asian Regional Association for Medical
Education

WPAME: Westemn Pacific Association for Medical Education

Partner organisations (voting members of WFME)

F or m ore d etq I Is VIS “. [ h“ s : me e. or @ ECFMG  £cFMG: Educational Commission for Foreign Medical Graduates -
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European Accreditation Council for Continuing
Medical Education

European Accreditation Council
for Continuing Medical Education
(EACCME)

An Institution of the UEMS

4

Initially named the Union Eurpoéenne des Médecins
Spécialistes (UEMS) and later evolvinginto the European
Accreditation Council for Continuing Medical Education
(EACCME) in 2000, with the aim of encouraging the highest
standardsinthe development, delivery, and harmonization
of CMEand CPD

The EACCME provides accreditation of international CME
in Europe and facilitates recognition of credits between
the various European countries

EACCME accredited events are recognized by most
European countries, as well as the US and Canada

The EACCMEdoes not permitindustry involvement due to
concerns of conflicts of interest, and potential bias
concerns

For more information visit [hitps://eaccme.uems.eu/home.aspx]
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Accreditation Council g
for Continuing Medical Education

A

Accreditation Council

for Continuing Medical Education

4

The ACCME is a nonprofit organization responsible for accrediting institutions and
establishing the standards for CME accreditation providing HCPs with learning,
teaching, and engagement opportunities independent from commercial bias to
serve the healthcare needs of patients

The ACCME was founded in 1981, to oversee the accreditation of institutions providing
CME, and to promote improvement in physician performance and patient care

The Standards for Commercial Support: Standards to Ensure Independence in CME
ActivitiessM were established in 1992, and updated in 2004 to:

— Accredit institutions and organizations offering CME

— Define criteria for evaluation of educational programs and ensure compliance with these standards

— Develop methods for measuring the effectiveness

ACCME's seven founding member organizations include the:
— American Board of Medical Specialties (ABMS) [https://www.abms.org/]
— American Hospital Association (AHA) [https://www.aha.orgl/]
— American Medical Association (AMA) [https://www.ama-assn.org/]
— Association of American Medical Colleges (AAMC) [https://www.aamc.org/]
— Association for Hospital Medical Education (AHME) [https://www.ahme.org/]
—  Council of Medical Specialty Societies (CMSS) [https://cmss.org/]
— Federation of State Medical Boards (FSMB) [https://www.fsmb.org/]

For more information visit [https://www.accme.org/]
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Royal College of Physicians

* The Royal College of Physicians (RCP) core mission is to
drive improvements in health and healthcare through
advocacy, education and research.

* The RCP has a truly global network, with nearly one-fifth
of our members based in over 80 countries worldwide.
Its work spans high-, middle- and low-income countries,
ranging from accreditation work and guideline

e Royal College 4 \(j/irlilk?gz]eir?fr irr]otlhl\?i Iv;irci:lodle East to clinical skills
@ of Physicians ps In rurat Mg

« The Accreditation Unit at the RCP manages a range of
accreditation programs, with the aim of improving the
quality, safety and experience of patients and
improving service delivery.

« Standards are developed with a multi-professional
group of clinicians, managers and patients and working
to an accreditation pathway which involves self-
assessment and quality improvement against the
standards. The Accreditation Unit also supportsthe
quality assurance process and certification of
endoscopy frainee practitioners.

%

Links to other Royal Colleges (not exhaustive):

Royal Australian College of General
Practitioners

Royal College of Anesthetists
* Royal College of DentalSurgeons of Ontario
* Royal College of Dentists of Canada
* Royal College of Emergency Medicine
* Royal College of General Practitioners
* Royal College of Nursing

+ Royal College of Obstetricians and
Gynaecologist

For more information visit [RCP London/]
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International Academy

for CPD Accreditation

=

International Academy for CPD Accreditation

The International Academy for CPD Accreditation (IACPD)
promotes and enhances global CPD accreditation systems

Serves as a platformto facilitate peer-to-peer support for
leaders of CPD/CME accreditation systems and encourage
networking, mentoring and interactions

The IACPDA established the first standards forinternational
guidelines for accreditation of CPD and CMEfor both
physicians and healthcare teams

The standards support substantive equivalency between
accrediting bodies ensuring that accredited education
meets the standards set for evidence-based content,
educational design, outcomes measure, and
independence from commercial influence
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%

National CME Commission—China

The CME program that began in China is controlled by CME commissions with oversight at natfional,

provincial, and city levels

Although no cenftralized platform containing all CME activities exists, CME is mandatory for all
physicians

The quantity and quality of CME programs vary by geographical areas, medical disciplines, and
medical facilities due to the inequality of healthcare resource distribution

The current system does not differentiate CME requirements or accreditation between physician
generalists or specialists, nor between physicians, nurses, and pharmacists

CME providers can be public institutions, universities, hospitals, accredited medical societies, and
medical education companies

Industry cannot develop or provide accreditation of its own programs; however, they can provide
support through grants made directly to a provider

Currently there is no regulation that describes what industry or medical device companies can or
cannot do beyond sponsorship not biasing the educational activity

For more information visit [hitps: : : china-mekipedia
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Institute for International Medical Education

« The Institute for International Medical Education (IIME)
was established to address unification and quality
standards, as well as develop "global minimum essential
(core) requirements” for physicians throughout the world

« The main goal of IIMEis to assure that there is a baseline
{ of acceptable training globally to remedy variable
competencylevels, based on worldwide differencesin
medical curricula

* The Global Minimum Essential Requirementsspecify the
professional attitudes, knowledge, skills, and behavior of
the universalvalue to the practice of medicine, and sets
post-graduation expectations for students

For more information visit
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The American Association g
of Continuing Medical Education

« The AACMEwas founded to uphold the highest
standardsin medical education, practice, and
research, meeting or exceedinginternational
standards through a voluntary, self-regulated system

T mmm— /@ « Itisthe world’slargest accreditation organization,

okt servingover 71 countries and supporting physicians
?Tﬁwcbﬁlﬂf?}]?ﬂ (CME), dentists (CDE), pharmacists (CPE), nurses (CNE),
‘ and all other allied health professionals (CPD)

« Responsibilities include setting CME standards,
validating organization competency, providing
ongoing support, and promoting and improving
methods for CMEdeliver

« Note that thisis a different organization than the
ACCME and does not offer AMA PRA Category 1 credit

For more information visit [hitps://aacmet.org/]
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Asia Pacific Medical Education Network

« The Asia Pacific Medical Education Network (APMENet)-was
established to provide an Asia Pacific regional perspective
on medical education, innovation, and scholarship in
professional education

« The APMENet provides a platform for medical/health
professional educators in the Asia Pacific region to initiate,
facilitate, collaborative, and establish guidelines for fair and
equitable compensation policies for activities

« The APMENet initiates and support projects and encourages
experience exchange of member countries, and the
sharing of resources

« Activities include undergraduate, postgraduate, or
continuing education in medicine and allied health
sciences throughout Asian (including Middle Eastern
countries) and Australion confinents

Promoting Scholarship and Excellence in Medical Education

For more information visit [hitps:

4 back to stakeholder
overview
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Infroduction to accreditation bodies globally

« Currently, thereis no global, centralzed accreditation
approach/process. There is significant v ariation from region- — _Society i ACADEMTC
to-region and country-to-country, and CME requirements still AN CC Continuing Medical Education
do not exist in some countries. For example, in Europe, each
country hasits own CME/CPD system, (e.g., Royal College of

Physicians — UK) and Health Authorities can also provide _— . European Accreditation Counci
Accreditation Council for Continuing Medical Education

AMERICAN NURSES CREDENTIALING CENTER

LEADERSHIP * SCHOLARSHIP * COLLABORATION

accreditation Ao continuing Medical Education (EACCME)

+ Governing bodiesmay either accredit organizations that
provide continuing medical education for physicians (e.g.,
ACCME, ANCC) or accredit individual educational f N\ _
orograms/activities/e-learning materials (e.g., ACPE, AAFP, fsmb’:ﬁ.‘iﬂ‘ﬂéﬁf&i.o.m \\ P CPB Accreditaon™
EACCME)

» Severalorganizations are working foward unifying
internationalstandards in IME: The International Academy for |
CPD Accreditation (IACPDA) servesas a platform that AMA% ‘;AAFP
facilitates peer-to-peer support for leaders of CPD/CME
accreditation systems and encourages networking,

mentoring and interactions about common issues. AMEE is @ ACCREDITATION COUNCIL FOR
currently assessing CPD systemsin 4 continents :I FRARMALY RINCATION

*Note: List is not exhaustive.
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The Flexner Report
—The birth of modern medical education in the US

« In 1910, Abraham Flexner, an educator and expert in educational practices and member of the
research staff of the Carnegie Foundation, conducted a survey to investigate the state of medical
education in the United States and Canada

« The Flexner Report provided a crifical review of over 150 medical schools and identified substandard
and best characteristics for medical education, bringing about widespread reform

Along with philanthropic support to eliminate for-profit and proprietary institutions,
the Flexner Report contributed to putting the US in a position of international
dominance in medical education and scientific research

N
A K Thenumber of medical schools were reduced ij — Curricula was standardized with a formal instructional
7 planin aformal setting
.-;!, Prerequisites to enter medical school were increased -
Physician quality has increased significantly, and the
Training focused on practicing in a scientific manner 0% profession is well respected
Z and was firmly based in human physiology and
biochemistry, and ensured research protocols were ﬁ Medical schools are subject tostateregulation with state
established and followed = oversight from the American Medical Association (AMA)
hitps://www.sciel [ rticl m ntent/raw/er [ m th=/medi ts/bwho/v80n 12v80n f

Stahnisch FW, Verhoef M. Evidence-Based Complementary and Alternative Medicine. 2012. Schindler S. The Transformation of American Medical Education: the
Flexner Report. Case 3. Carnegie Foundation for the Advancement of Teaching. 1906.
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American Medical Association CME

AMAE

« Concernsregarding physician training in US medicalschoolsin late twenties resultingin
the first mandatory CME program in urologyin 1934

« By 1957, the AMA established the inifial guidelinesfor good medical practice, which were
implemented overthe next decade with state variations

* As other professionalhospital and school associations questioned and debated the
politicalinfluence of the AMA, the Accreditation Council for Continuing Medical
Education (ACCME) was founded in 1981 as a nonprofit corporation

For detailed gmdance on AMA CME procedures visit [hitps://www.ama-

https://www.scielosp.org/article/ssm/content/raw/2resource_ssm_path=/media/assets/bwho/v80n7/a12v80n7.pdf
Stahnisch FW, Verhoef M. Evidence-Based Complementary and Alternative Medicine. 2012. Schindler S. The Transformation of American Medical Education: the
Flexner Report. Case 3. Carnegie Foundation for the Advancement of Teaching. 1906.
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Less traditional CME programs:
Performance Improvement CME

AMAE

In 2004, The AMA Councilon Medical Education approved Performance Improvement
(PI) CME activitiesbased on evidence-based performance measures and QI intferventions

The PI CME activityis structured as a 3-stage process:

— Learn the performance measures

— Assess practice using the performance measures

— Implementinterventions to improve performance and utiize the same measures to evaluate
change

The activity or intervention focuses on clinical practice and may address structure,

process, or outcome with directimplication for patient care
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Federation of State Medical Boards
fsmb) momamener e

« Founded in 1912, the Federation of State Medical Boards (FSMB) represents 71 state medical and
osteopathic regulatory boards in the US with the focus of improving the long-term effectiveness and
viability of the nation’s state medical board system to achieve safe and high-quality healthcare

« The FSMB engages in educational and scientific research projects to expand public and medical
professional knowledge and increase awareness of challenges impacting healthcare and its
regulation

« FSMB Education Services provides educational tools and resources that enhance the quality of
medical regulation and raise public awareness of the vital role of state medical boards

« The FSMB works to identify, develop, and implement CME activities that address content areas that
include medical regulation, licensure, discipline, and advocacy and policy to promote public
health, safety and welfare

For more information on FSMB CME accreditation services visit

[https://www.fsmb.org/education/apply-for-cme/]
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Maintenance of Certification in the US

Py e 2
‘
(e .El

Wiy

==.  Higher standards. Better care.®

American Board
of Medical Specialties

*  Maintenance of certification (MOC)is a continuous learning and testing process that aims to ensure that physicians keep
abreast of the latest medical knowledge, develop improved practice systems, and show a commitment to lifelong learning
through a series of varied educational opportunities-

* In2002, the American Board of Specialties (ABMS) mandated that physicians must complete MOC to maintain board
certification through one of 24 approved medical specialty boards of the ABMS, and the 18 approved medical specialty
boards of the AOA

+ The MOC, also known as Continuing Certification or Continuous Certification, continues to evolve and each certifying board
chooses the name of its own program

« The MOC program requirements address six core competencies:

— Practice-based learning and improv ement — Medicalknowledge
— Patient care and procedural skills — Interpersonal and communication skills
- Systems-based practice — Professionalism

« The MOC process is controversial with proponents believing it improves physician knowledge and demonstrates lifelong
commitment tolearning; critics claim it is a burdensome and irrelevant process created for financial interest to benefit the
ABMS and AOA

«  MOC critics also argue that CME can provide the same degree of education and ensure that physicians are up-to-date
and participating in lifelong knowledge acquisition, without the burden of MOC and with greater flexibility

https://www.abms.org/media/1109/standards-for-the-abms-program-for-moc-final.pdf https://www.ncbi.nim.nih.gov/pmc/articles/PMC5753319/
Kempen PM. JCHIMP. 2013
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Medicare Access and CHIP Reauthorization Act (MACRA): g
Learning impact and behavior change at the team,
organization, and system level, not just individual level

- The Medicare Access and CHIP Reauthorizafion Act of 2015 (MACRA) established the Quality | Table 1. National Quality Strategies Prioriti
Payment Program for eligible clinicians :

« Under the Quality Payment Program, eligible clinicians can participate via one of two tracks:

1. Advanced Alternative Payment Models (APMs)
2. Merit-based Incentive Payment System (MIPS)

« CMSreleased proposed the 2018 MACRA Rule on June 20, 2017 to now include QI CME as
an acceptable Continuous Perfformance Improvement Activity (CPIA) as part of the Quality
Payment Program requirement under alternative payment modules

* QI proposals must meet all of the following criteria:

Address specific Quality Priorities

Improve systems of care

Improve the quality of patient care by integrating systemlev el, actionable outcomes

Incorporates educational intervention(s)

Results inreal-world datareporting

v Shareresults via publication or dissemination of findings

« Supports HHS Agency for Healthcare Research and Quality (AHRQ) Needs Assessment
Quality Strategy AND the Insfitute for Healthcare Improvement's (IHI) Triple Aim to improve
health system performance measures or quality indicators aligned to National Quality
Priorities (Table 1)

* Incorporates elements of |ITs (research methodology/design, real world evidence,
publications,) plus Medical Education (educationalintervention, adult learning principles)

AN N NN

Annual Med Ed Industry Benchmarking Survey across 23 Med Ed Depfts (pharma, device and biotech) in 2017 revealed that 67% of the respondents support Quality
Improvement Education (QIE) to close quality gaps within health system, IDNs, ACOs
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The Society for Academic Continuing Medical g
Education

_Society jorACADEM &

Contmumg Medical Educatlon

LEADERSHIP * SCHOLARSHIP « COLLAB(

« CME was increasingly funded by industry raising concerns for biased information, which led to the
creation of the Society for Academic Continuing Medical Education (SACME) to represent medical
associations and academic institutions in the US, Canada, Great Britain, and Europe

 The SACME was founded in 1976 to improve patient care through CME

« Current membership includes over 300 members from medical schools, academic medical centers,
teaching hospitals, and medical specialty societies in the US and Canada
« SACME activities evolve around delivering excellence in continuing education to better serve
patient care by:
— Advancing thetheory and evidence to improv e continuing education
— Studying, planning, implementing, and ev aluating programs and activ ities
— Collaborating to solv e challenges in continuing education
— Supporting scholarship and dissemination of continuing education
— Addressing professional competencies
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Accreditation Council for Continuing Medical g
Education

Accreditation Council
A for Continuing Medical Education

+ Today, CME for physicians in the US is regulated by the Accreditation Council for Continuing Medical Education (ACCME) and the
American Osteopathic Association (AOA); the accredited CME addresses every medical specialty
+ Asof December 2020, the Standards for Integrity and Independence in Accredited Continuing Education have been newly designed
to:
— Ensure that accredited CME serves the needs of patients and the public
— Provide only accurate, balanced, scientifically justified recommendations
— Assure HCPsreceive trustworthy education to support delivery of safe, effective, cost-effective, and compassionate care based on best
practices and evidence
— Create aclear separation between accredited CME and marketing and sales
* Inaddition tothe ACCME, the following accreditation bodies have adopted the new Standardsincluding:
— American Nurses Credentialing Center (ANCC) [https://www.nursingworld.org/ancc/]
— Accreditation Council for Pharmacy Education (ACEP) [https://www.acpe-accredit.org/]
Association of Regulatory Boards of Optometry’s Council on Optometric Practitioner Education (ARBO/COPE) [hitps://www.arbo.org/]
American Academy of Family Physicians (AAFP) [https://www.aafp.org/home.html]
— Joint Accreditation for Interprofessional Continuing Education (IPCE) [https://www jointaccreditation.org/]
+ The ACCMEsupportsover 1,700 CME providers of accrediting organizationsin the US and around the world
+ The ACCME accredits organizations from Canada, Korea, Pakistan, Qatar, Saudi Arabia, and the United Kingdom

For more information visit [hitps://www.accme.org/]

Medical Affairs Professional Society (MAPS)™ 2021 108


https://www.accme.org/

X

Eligibility for accreditation

Accreditation Council
A for Continuing Medical Education

« The ACCME accredits organizations to provide CME for physicians based on clear criteria, but does
not provide accreditation of individual educational activities

« For an organization to be eligible for accreditation, they must:
— Provide clinical services directly to patients
— Functionto educate healthcare professionals
— Serve as fiduciary to patients, the public, or population health; and other organizations that are not otherwise ineligible

 Eligible organizations include:

— Ambulatory procedure centers — Hospitals or healthcare delivery systems

— Bloodbanks - Infusion centers

— Diagnostic labs that do not sell proprietary - Insurance or managed care companies
products - Nursing homes

— Electronic healthrecords companies - Pharmacies that do not manufacture proprietary

— Govermnment or military agencies compounds

— Group medical practices — Publishing or education companies

— Healthlaw firms - Rehabilitation centers

— Health profession membership organizations — Schools of medicine or health science univ ersities

- Software or game developers

https://www.accme.org/eligibility
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ACCME standards for integrity & independence &
in accredited continuing education

* The new ACCME standards (effective

January 2022) address new and existing STANDARD 2: PREVENT

e STANDARD 1: ENSURE COMMERCIAL BIAS AND
challenges based on the complexities around CONTENT IS VALID MARKETING IN ACCREDITED
disclosure, and the separation of education CONTINUING EDUCATION
and marketing

« A toolkit of resources for transitioning to the STANDARD 3: IDENTIFY,
new standards can be found here MITIGATE, AND DISCLOSE STANDARD 4: MANAGE
, . . RELEVANT FINANCIAL COMMERCIAL SUPPORT
« The ACCME's Substantial Equivalency RELATIONSHIPS APPROPRIATELY

program recognizes a CME/CPD
accreditation system as being substantially

equivalent, based on significant commonality Sm"c‘:ﬁf:%ag‘ﬁvlﬁg
with some differences expected and OFFERED IN CONJUNCTION
accepted WITH ACCREDITED

CONTNUING EDUCATION

For detalls regarding Substantial Equivalency VISI|'
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ACCME Standard 4: Managing commercial &
support appropriately

Accreditation Council
h for Continuing Medical Education

« Standard 4 applies to accredited continuing education that receives financial or in-kind support from
industry

« Accredited providers that choose to accept commercial support* are responsible for ensuring that the
education remains independent of the supporting company
— Support must not result in commercial bias or commercial influence, or establish a financial relationship between the
company and planners, faculty, and others in control of content
— The accredited provider must make all decisions regarding the receipt and disbursement of the commercial support
+ Supporting companies must not pay directly for any of the expenses related to the education or the learners

« The accredited provider may use commercial support to fund honoraria or frav el expenses of planners, faculty, and others in control of
content, but may not use commercial support to pay for tfravel, lodging, honoraria, or personal expenses for individual or group of learners

«  Commercial support may be used to reduce or eliminate the cost of the education for alllearners

« The terms, conditions, and purposes of the commercial support must be documented in an agreement
between the supporting company and the accredited provider prior to the activity

« The accredited provider must keep a record of the details of commercial support received and its use, and
disclose the names of the commercial supporter(s) and the kind of support provided without use of product
logos, trade names, or product group messages

*Financial orin-kind support from ineligible companies
https://www.accme.org/accreditation-rules/standards-for-commercial-support.
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The Accreditation Council for Pharmacy Education

ACCREDITATION COUNCIL FOR
PHARMACY EDUCATION

+ The ACPE was originally founded as the American Council on Pharmaceutical Education (ACPE) in 1932,
before changing its name in 2003

+ The ACPE established the standards for pharmacist education and is recognized by the US Department on
Education as the national agency for the accreditation of professional degree programs in pharmacy

* ACPE’s Continuing Education Provider Accreditation Program is designed to assure pharmacists, boards of
pharmacy, and other members of pharmacy’s community of interests, of the quality of continuing
pharmacy education programs

+ Along with the American Society of Health-System Pharmacists, the ACPE accredits pharmacy technician
education and training programs

« In2011, the ACPE’s International Services Program (ISP) secured the ACPE’s ability to assist international
stakeholders seeking guidance related to quality assurance and advancement of pharmacy education

For more details about the ACPE accredltahon program visit
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Accreditor: American Academy of Family g

Physicians

JAAFP

« Through the American Academy of Family Physicians (AAFP) Credit System, CME providers may
apply for AAFP credit for CME activities

 The Commission on Continuing Professional Development (COCPD) reviews eligibility requirements to
ensure that AAFP credit is awarded to activities that are appropriate for AAFP members

« CME providers must comply with the ACCME Standards for Integrity & Independence in Accredited
Continuing Education and state the activity meets all requirements, whether the activity is being
supported with commercial funding or not

« |In addition to live activities, the AAFP offers a variety of CME activity formats including knowledge
self-assessment, enduring materials, medical journals, Pl, point-of-care, and bended learning

« The AAFP offers CME providers templates and check lists to navigate through the process

For more details about the AAFP Credlt System visit
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AMA & UEMS-EACCME collaboration

» The European Union of Medical Specialists (UEMS)-
EACCMEreached an agreementin 2000 concerning
mutual recognition of credits with the AMA for live
educational events and e-learning materials, which
wasrenewedin 2018 for an additional 4 years

« Both organizations are fully responsible for the
activities taking place or organized. The UEMS-
EACCMEIis the central body for accreditingeventsin
Europe, and the AMA s the central body for
recognition of CME creditsinthe US

« E-learning activities need to be certified for credit by
the processin place where the CME provideris based,
i.e., AMAPRA Category 1 Creditfor US CME providers
and European CME Credits (ECMEC®)credit for
organizationsin countries that are represented by
the UEMS
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Accreditation Bodies support Lifelong Learning: g
A UK Example: The General Pharmacevutical Council

General
Pharmaceutical
Council

« The General Pharmaceutical Council (GPhC) regulates pharmacists, pharmacy
technicians and registered pharmacies in Great Britain. The GPHC established @
set of standards that every pharmacy professional is accountable for meeting.

« Of the nine standards, Standard#4 requires Pharmacy professionals to maintain,
develop and use their professional knowledge and skills. More specifically:

— A pharmacy professional’s knowledge and skills must develop over the course of their
career to reflectthe changing nature of healthcare, the population they provide care
to and the roles they carry out. Examples of number of ways to meet this standard
include carrying out a range of CPD activitiesrelevantto their practice and recording
development activities to demonstrate that their knowledge and skills are up-to-date

https://www.pharmacyregulation.org/sites/default/files/standards_for_pharmacy_professionals_may_2017_0.pdf
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Geographic application and global transfer g
considerations for IME

transferable content, which is applicable across multiple
countries and regions

« Such content needs to be carefully balanced with varying
national and legal frameworks for the regulation of
medical education

. « Similarly, the global tfransfer of IME accreditation and CME
allowing greater credits remains a challenging frontier. Strategies for multi-

geographic mix of far accreditation may need support to encompass greater
larger audiences geographical reach of IME Programs

)} « Considerafion needed of IME Programs with globally

Increasing digitization in
external education is
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Grant Operations
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Overview of grant-making function

Location of grant-making function v aries across organizations and typically
resides within the Medical division. Depending on several factors, such as
company size,risk tolerance, etc., the grant-making function may reside within
Legal Affairs or Compliance. This function must neverreportinto Commercial
team/function

The Medical Affairs organization structure is evolving. New functions/models are
being created within Medical Affairs where grant-making team/personnel may
reside, such as: Medical Excellence, Medical Customer Engagement, Digital
Medical Capabilities, External Partnerships, Strategic Alliances

There are different models/structures for Grant's team/function including:
centralized grants function vs. decentralized vs. hybrid model. Current
trend is companies are looking to centralize and gain broader ov ersight
and understanding into how funds are used to support education
enterprise-wide
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Grants budget ownership g

and management guidelines

* IME budgets are typically set annually and based on strategy/educational
objectives, which are based on the budget

« Allocationshould not be made based on individual IME grant requests

« An IME grants budget should not be owned or managed by Commercial (sales
and marketing)

« The size of the IME budget should be proportionalto achieve the defined
educational objectives. If IME budget is limited, then the educational objectives
should be adjusted to ensure alignment

« Transfers of funding in or out of the IME budget may require significant,
documented justification and appropriate approvals

Medical Affairs Professional Society (MAPS)™ 2021
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Centralized vs. decentralized structures

for grant-making function

Centralized

Global Grants office defines annual
strategy and budget and controls a
single, global grantssystem/portaland
facilitates grant reviews/meetings

Grant requests (regardless of requestor
location) are submitted to central grants
system/portaland triaged by Global
Grants Coordinator(s)/Manager(s)

Regardless of the format for the
educational activity (e.g., symposia, live
events, virtual programs, etc.), grants are
managed by the Global Grants office

Global Grant Coordinator(s)/Manager(s)
organizes and facilitatesrelevant
Medical, Legal, and/or Compliance
reviewsto make funding decisions

Decentralized

Grants are managed by local
operating company/unit via a local
grants personnel that defines
strategy and budget and facilitates
grant reviews meetings

Grant requests are submitted viaa
local grantsportal/system or via
email to thelocal grants personnel
in the country of therequestor's
location

For educational activities which
impact multiple countries, local
grants personnel liaise with
counterpartsinthe other countries

Medical Affairs Professional Society (MAPS)™ 2021

Hybrid

Global Grants office controls a single, global
grantssystem/portal. Either the global group
or the affiliate countries define annual
strategy and budget

All grants go through centfral grants system/
portaland are triaged. If the education is
purely local the grant is managed by the
country. If more than one country, should
have process for coordination with all
regions involved

Affiliate countries must first seek local
approval (e.g., Medical, Legal and/or
Compliance) for grantsand thenregional
approval (toavoid duplication and ensure
alignment with strategy)

Education accredited by or taking place on
the soil of a specific region is managed by
that region
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Key advantages for centralized/hybrid grants
adminisiration

Ensure consistent management, review/approval
and funding of grant requests while allowing for
local input into strategy and decision-making

Confirmrequest/grant type, ensure the
completeness of the supporting documentation
and where appropriate, tfriage the request for
management review

completion and retention of control
documentationrelated to grantsand
sponsorships

Efficiently trackincoming requests and mitigate
risk of duplicate requests submitted to multiple
entities and functional areas

Enhance transparency across the company and
functional areasinvolvedin grantsand

Support coordination and monitoring the |
sponsorships |

Medical Affairs Professional Society (MAPS)™ 2021
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Overview of grant management platforms

« Grant-making operations have become more
complexto manage, as educational activities are
reaching audiences across borders, in an evolving
regulatory landscape

« Many mid-size and large global companies are
leveraging technology solutions to automate the
end-to-end grant management process from intake
to review, approval, payment, and reconciliation

« Smaller companies who manage grants via email still
need to have standardized process and submission
component to ensure transparency and compliance

« Emerging trend for companies to leverage a single
global technology solution/platform to manage all
types of industry support, e.g., IME grants,
sponsorships, corporate memberships, investigator-
initiated studies, individual patient expanded access
requests, charitable donations/contributions

Medical Affairs Professional Society (MAPS)™ 2021 122



X

Comparison of grants platform solutions

Homegrown (Custom) Solutions

Pros

Specifically tailored to meet
specific business needs

Starting from scratch

Lengthy implementations/limited
process coverage

Significant resource commitment from
business functions/subject matter experts

Expensive support and maintenance
Significant investments to address changes
Risk of having an “outdated” system quickly

Any subsequent systems-upgrade can
negatively impact functionality

Medical Affairs Professional Society (MAPS)™ 2021

Commercial Off-the-shelf Solutions

Reduced cost
Shorter timelines for implementation
Leverages best practices

Need to customize/tailor the
solution to your business needs

Expensive maintenance when
customized

Changes subject to vendors’
release cycle
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+  Global solution that manages all types of * Clear approval parameters
industry support beyond IME grants (e.g., * Role-based access rights
investigator-initiated studies, charitable +  Automated workflows
contributions, sponsorships, etc. ) « Configurable dashboards
* Mobile-enabled +  Global oversight and consistency
+  Multi-language/translation capabllities across all locations
+ Centralized document repository « Reporting functionalities
« Seamless integration with corporate + Integration with other existing solutions
website to facilitate user-friendly/easy e.g., transparency reporting tool,
. . online registration contract management system, etc.
Key Fundlo.':llemes/ + Capturereview decisions « Automated compliance controls
Capabilities * Flexibility to facilitate electronic reviews « Enable enterprise-wide visibility into
or live reviews expedited approvals activities/support globally
+ Save time with request submissions +  Automated communications
+ User-friendly and easy to use *  Online support
Key Benefits from « Visibility intfo request status +  Mobile-enabled
a Requestor’s » Accessible with asingle login + Fasterreview and approval

Perspective
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Examples of grants platform solution providers

CyberGrants k’f'

@ ENVISION PHARMA
GROUP
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Grant-Submission
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IME pre-grant submission guidelines

Industry funding should support Activities supported should incorporate key
div ersified activities across multiple principles of independent medical education
education providers including an ethical, transparent, and

responsible approach, aimed at providing farr,
balanced, and objective content

2 )

Independent medical education To help mitigate any perception of Requestsfor funding are
supported through grant funding s influence or bias industry, when channeled through areview and
planned and implemented without the possible, should support activities with approvalprocess thatis compliant
influence or control of the industry multiple funding sources with industry codes and

established laws and regulations
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{88 | IME grant submission overview

Grantscan be made av ailable by industry either reactiv ely, where third party educational prov iders submit
proposals, or through grantrequests submitted in response to a formalized Call for Grants (CFG)/Request for
Proposals (RFP)/Call for Grant Applications (CGA)

The intent of the CGA/RFPis to provide public notice to potential grant applicants of the av ailability of funds in
a general topic area while preserving theindependence of the requestor to independently dev elop the
content of the program

Some companies take a conserv ative approach by restricting all communication prior to grant submissions. In
contrast, other companies allow a review of concepts first to check for alignment of educational objectiv es
prior to accepting a full proposal for review

Funding Independent Needs Assessments and extensiv e information-gathering may be used to inform an
independent medical education strategy. Companies receiv e grant requests aligned with the strategy, either
spontaneously or in response to a CGA/RFP
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IME pre-grant submission: communicating areas g
of interest and funding availability

« Companiescommunicateinterestin financially supporting IME in a specific field through
posting of therapeutic areas of interest or educational gaps

« CGAs/RFPs are based on an assessment of gaps identified by relevantliterature and/or in
consultationwith an appropriate scientific committee

» A dedicated online portal is often the most appropriate way to raise awareness of
CGA/RFP without the misconception of solicitating participation

« Portals present a range of calls for grant submissions, open calls or focused funding
rounds, without targeting specific groups

An effective on-line platform should:

fﬂ, Offer a clear distinction of CGA/RFP %% Provide a standardized format for
S\ by disease area transparency and clarity

’ Provide sufficient information made Present clear and transparent
=_®\ readily available to prospective @ company funding information
applicants
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External partner-RFP model

« One model for providing grant support to independent education is for a company to partner on a
RFP with an external organization that shares similar goals in improving specific aspects of patient
care

« The company provides grants directly to the successful RFP applicants. Note that this is not a “block
grant” model where all the project funds are provided to the partner organization

« The company may pay a fee to the partner organization for their role in the project

» Specific project scope defined and agreed by all parties
» Credibility of the external partner organizations leads to proposals closer to the point of
patient care than traditional medical education
» Credibility of partnerbrings in proposals from groups that might not otherwise consider
WhY the seeking funding from the pharmaceutical company
model is » External partner organization has mission/goal-driven motiv ation to be successful
successful * Project types are implemented by/within communities or by/within healthcare systems
» Each funded project hasits own plan for outcomes measurement, sustainability, publication
plan, expansion plan (if pilot)
» External partner can engage with funded projects on an ongoing basis to help ensure
success, whereas the pharmaceutical company is restricted and hands-off
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GSK Corporate Funding

Providing funding to crganizations who share
our spacial purpose to hielp people do more,
feel better, and live longer

G3K provides financial support to
organizations that

® Funding Request Types

% Independent Medical Education (IME)

&35 Community Investment/Charitable Cof
& Other Grants G5K Supports
% Sponsorships
[ Corporate Memberships

@ Eligible Organizations

Q Register and Apply

Contact Us

- Caroage miaies | Nes' 1 Pariars (¥ piincar Profesions
&~ Pﬁzer

Your Health Our Science Our People Our Purpose

ot Mwddcal Educatio

MEDICAL EDUCATION

INDEPENDENT

™

ANNUAL MEETINGS

request funding

Request

pe Definitions

How to Apply
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Grant submission timelines

Grant applications and supporting documentation should be received by the
company in enough time to review prior to the start date of the IME program to
ensure timely evaluation (e.g., at least 45 to 60 days)

Grant submissions may be rolling throughout the calendar year,
or focused within specific application windows

8 "Rolling Submission” grant applications are accepted throughout the year with no deadline

C,_/ Specific time-sensitive application windows support a selection process that offers
companies greater strategic focus and alignment

”'r_ﬁ‘ A mix of both approaches can maximize strategic focus and allow greaterreach
2=%>  throughout the year

WY The best approach will depend on the specific strategic priorities, internal practices, and
AN therapeutic areas of interest
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Appropriate communication principles to ensure &
independence

« Transparent, fair, and equal communication with
providers throughout the application processis
essential to ensure efficientand compliant
practices

 Emailcommunicationfrom prospective grant
applicants seeking to bypass the formal grant
application process must be redirected to follow
the standard process
— Inform grant applicants of the formal process and

provide relevant information for the preparation
and submission of application

— Responses should be a standardized format within the company to mitigate any perception of
inappropriate solicitation of an application
« Only IME Associates should communicate informationto a requesting organization as this
may be perceived as undue influence on the proposed activity. It is appropriate to
obtain missing orincomplete information but for informational purposes only
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Key guidelines for company employees

Non-commercial personnel may engage in unsolicited discussions with a
requesting organization to understand the nature of the funding request
to determine the appropriate review and approval process or company
contact

Any company employeewho is approached with a request for an
educational grant should instruct the requestor to visit the grants
management system application website/IMEdepartment

Company employees must not assist IME providers/requestorswith the IME
funding request process (e.g., by advisingon completion of the request,
completing and submitting a request on behalf of a requestor, or
attempting to advocate funding for a request)
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General guidelines for distributing invitations to g
accredited IME programs

« While there aren’t global standards for how industry supporters of IME programs may
distribute invitations for/communicate about IME programs, we can considerthe US
ACCME standards for general guidelinesincluding:

— The Education Provider must develop the invitation or brochure

— The information must clearly identify the IME provider and include a statement that the activity is
supported by an IME grant from the company

— Educational providers are responsible for ensuring that education is separate from marketing by
supporters

— Pharmaceutical company employees may distribute invitations to an IME activity with provider’s
approval

— Commercial supporter must not be the sole source of distribution

— Pharmaceutical companies may not provide access or distribute content directly to learners,
howevereducational providers may allow the pharmaceutical company to link to its homepage/
landing page from which a learner may then choose to engage in an educational activity

« Eventhough the ACCME provides the guidance above, many companieshave internal
policies that prohibitinvitation distribution due to the possible perception of influence or
control
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Common components of a grant application

Grant Application
and Supporting
Documentation

Organization information
Program fitle & description
Learning objectives

Needs assessment
Education methods &
design

Recruitment plan
Therapeutic area

Start date and end date of
the program

Accrediting organizations (if
applicable)

Qutcome measures/plans
Audience description
Geographic reach

*Note: List is not exhaustive and may vary according to local laws, policies, regulations, efc.

Medical Affairs Professional Society (MAPS)™ 2021

Associated congress (if
applicable)

Amount of funding requested
Proposed itemized budget for
the entire program

Content overview/agenda for
program or preliminary
program/topics for discussion
(may include date, fimes,
topics, faculty)

Grant request on letterhead
Accreditation status of the
education provider

Proof of tax status, if
appropriate
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Elements of grant review

« Grant due diligence typically includes the
Applicant/

Organizational f°"0WII’IQ.

Assessment — Number, format of programs
— Avudience
— Oufreach

— Appropriate firewalls within requestor organization

— Conflict of interest policy and disclosure

Evaluation A — Organization expertise

— Medical relevancy

— Scientific balance

— Strategic alignment

— Assessment of educational need & learning objectives
— Appropriateness of budget/cost per learner

— Educationalimpact/outcome measurement

Outcomes Needs

Educational Objectives

Design
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Examples of elements to assess in a typical grant g
scoring framework

Description:

Applicant/ . L . .
+ Therequesting organization and its educational partners should have the

Organizational competence and demonstrated history of implementing high quality educational
Assessment initiatives

* The grant application should incorporate educational needs (knowledge,
competence or performance) that underlie the professional practice gaps of the
target audience

« |t shouldinclude current references (1-3 years) and be based upon a sufficient level

Needs Assessment of evidence

« Needs assessments should include multiple sources (quantitative/qualitative
methods)

* Needs assessments should include methods for continuous assessment

* |ldeal needs assessments have specific localized quantitative data sources to
document practice gaps and linkage toshow how the educational intervention
proposed is likely to close the gaps

+ Theeducational objectives or stated purpose of the activity or intervention should be
clearly measurable and appropriate

+  Objectivesshould be designed to change competence, performance, or patient

. . outcomes

Objectives «  Objectivesshould match the target audience’s current or potential scope of
professional activities

+ Thebest objectives are performance based, focusing on specific process or
outcomes measures that are linked to the identified performance gap or need
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Examples of elements to assess in a typical grant &
review framework (continued)

Description:

« The activity or intervention should incorporate multiple methods
Educational Design and be based upon adult learning principles

« The design should be appropriate for the target audience,
objectives, and desired results

« The activity or educational intervention should include

educational strategies to remove, overcome or address barriers to
healthcare provider change

« CME/CE should be integrated into a process for mproving
professional practice. It should utilize non-education strategies to
enhance change as an adjunct to its activities/interventions (e.g.,
reminders, patient feedback)

« |dedlly, projects should incorporate collaboration with others,
quality improvement system methodology, or use of non-
educational interventions alongside educational interventions
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Examples of elements to assess in a typical grant
review framework (continued)

Description:

The grant application should include a plan to gather data
or information in order to analyze changes in the knowledge,
competence, or performance of the target audience

The plan should aim for higher levels of outcomes
measurement beyond just the acquisition of knowledge and
skills. The plan should demonstrate clarity and innovation

Is the budget reasonable based on the expected reach and
impact of the project?

Is the organization conftributing any in-kind resources?

Are there multiple sources of funding or is the grant request
for the fullamount?

Medical Affairs Professional Society (MAPS)™ 2021
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Grant review committee composition & function

* Review committee may have representation from Medical Affairs and Medical Education

*  May be organized by therapeutic area or franchise level at a larger organization or in a smaller
organization, there may be one GRC for all IME grants and a separate one for Patient advocacy
grants

« Additionalmembers may include: Compliance, Legal, R&D, Corporate Communications, Public
Affairs, Patient Advocacy, Medical Account Management, Strategic Alliances, or External Affairs

Membership

« Review grant requests after the initial eligibility and reputation evaluations are conducted

* Review grant requeststo ensure support of independent and high-quality educational programs
based on scientific merit, unmet need, and available funding to enhance patient care in areas that
complement the organization’s research or commercial interests

+ Extent of GRC review and ability to approve can vary based on organizational policy

Meeting (@lele[-1s]e(-1 «+ Meet on a weekly or monthly basis depending on grant request volume

Additional Considerations for Medical Sponsorships & Corporate Memberships

Organizations that receive Medical Sponsorships and Corporate Memberships on the same portal and have a similar workflow/review
process may stillmaintain a separatereview committee than for IME grants

Composition will vary and include represent atives from Medical Account Management, Strategic Alliances, or External Affairs

Stakeholders who may have a relationship with the organizations that submitted the Medical Sponsorship or Corporate Membership
may provide additional information or insight into the organization
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Common grant review commiitee members

. Compliance

Grant _
Coordinator

Grant .
Review GRC requires a

NI Committee AR consensus decision

Sponsorship
 Reviewer* 4 Manager
Medical

Patient )
| Affairs

Advocac .
Lead Y | Therapeutic

Lead

*Only for organizations that also use GRC for sponsorships. If an organization uses a GRC for sponsorships it should be a sep arate meeting

Medical Affairs Professional Society (MAPS)™ 2021 143



o
“ ?A" Example of GRC roles & responsibilities

g

IME Lead responsible for the review of grants to:

+ Development of the IMEstrategy and annual plan in collaboration with Medical Affairs
Therapeutic Area Lead and managing the initial review for all Determine alignment with
organization’s established medical education objectives, process and policy

+ Ensure due diligence assessment of the reputation, quality, and capabilities of the Grant
Requestoris completed

+ Assess the medical, scientific, and clinical v alidity and quality, as applicable, of the
requested activity and the grant application

* Ensuresrisk assessment has been completed

Grant Coordinatoris the IME operations lead responsible for:

Grant Coordinator « Grantsupport with concentration on post-approval operations including Letter of
Agreement (LOA) processing, payment processing, reporting, management, and retention
of such documentation

GRC memberresponsible for:

* IME Grantsto ensure alignment with the » Records GRC decisions and any follow-up
IME strategy and assessment of actions required and is responsible for
Grant Manager educational merit ensuring that all aspects of the IME Grants
+ Advances appropriate, strategically procedure are followed
aligned IME grants for final review * Manages programstatus and outcomes
* Leadsthe GRC measurement reports from Grantees

GRC member acting as Medical Representative responsible for the

Medical Affairs review of IME Grants to:

: + Determineifin scope, scientfifically balanced and aligned with established Medical
Therapeuhc Area Lead Education objectives
+ Assess the medical, scientific and clinical v alidity and quality, as applicable, of the

requested activity and the grant application

Medical Affairs Professional Society (MAPS)™ 2021
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°Q°
“ ?A" Example GRC roles & responsibilities (continued)

GRC member acting as the Patient Advocacy Representative

Patient Advocacy Lead responsible for reviewing patient education grants

GRC memberresponsible for:

« Ensuring alignment of submitted Medical Sponsorships with strategy and agreed level of
funding to be allocated before the grantis processed for GRC review

Medical Sponsorship « Clarifying when the purpose of the funding is unclear (i.e., items in the budget appear to

include a mix of educationrelated fees and typical sponsorship costs) based on their

communication with the requesting organization

GRC member responsible for the review of IME Grants to:

» Ensure compliance with applicable laws, regulations and codes, including, but not
limited to intent of the Grant; assessment of disguised promotion; or potential perception
of inappropriate inducement

» Ensure clarity of content of the Grant activities to ensure they are articulated
appropriately in the corresponding contracts/paperwork/agreements for approved
Medical Education Grants

GRC memberresponsible for the review of IME Grants to:

: » Ensure compliance with company policies and procedures regarding approval of Grant
Compliance requests

+ Ensure compliance with transparency/disclosure requirements

+ Assess appropriateness of the budget based on fair market v alue knowledge
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Example of an IME grant review process

. e Approve
R GC reviews Deiermln.e if Yes _Grcmt r?quest GRC makes PP
request grantrequest requestis N is submitted to ..
received and required lete? GRC for decision
documents complere: decision

No

v Decline

Yes Additional

GC requests é info !

additional info needed?

No

GC
communicate
s decline to

institution
90 days post event Yes

GC
communicate

Impact
Reports

Payment is
issued to
requesting
organization

Event/
Program
occurs

GC executes
Letter of
Agreement

received from
Institutions

s approval to
institution

GC: Grant Coordinator; IME: Independent Medical Education; GRC: Grant Review Committee; LOA: Letter of Agreement
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Considerations during grant quality assessment in g
terms of potential effectiveness of proposed activities

Multipleinterventions are better than = | Related to life experience
singleinterventions

Interactive programs that engage Qg

9 Includes support for self-
the audience and peers

directed methods

O &l G

Educational programs that offer l;::] Reflection and feedback
enduring activities
. Leverage technology and simulation % Role modeling by faculty
1.0l engagement

Marinopoulos SS, et al. Effectiveness of Continuing Medical Education. Evidence Report/Technology Assessment No. 149 (Prepared by the Johns Hopkins Evidence-
based Practice Center, under Contract No. 290-02-0018.) AHRQ Publication No. 07-EQ06. Rockville, MD: Agency for Healthcare Research and Quality. January 2007
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Geographic considerations in terms of potential g

effectiveness of proposed activities

* In anincreasingly digitizedworld, the need for local providers with links to the specific
territories where activities will take place continuesto be an importantfactor

» Local education providers may offer expertise and knowledge that can serve as a
competitive advantage in an application

« Education Providers with local, real-world expertise may include disease area
specialization, knowledge of legal and regulatory frameworks and local HCP networks
to support promotion of the activity

« Onlinedigital activities fall within specific legal and regulatory jurisdictions requiring
appropriate oversight

— Determining jurisdiction can be complex and must be considered carefully within the context
of each activity

— Consideration of applicable laws regarding digitalized activities will determine HCP invitation
and participation restrictions

Medical Affairs Professional Society (MAPS)™ 2021
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Post-grant Approval
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Managing non-compliant grantees and g
post-reconciliation steps

Failure to provide the required reconciliation and outcomesimpactreport after the
conclusionof an event couldimpact future grant submissions and reviews

All materials provided at program completfionincluding financialreconciliation
and outcomesreport, when required, should be reviewed/analyzed

Many organizations maintain grades or ratings for Requesting Organizations
based on several evaluation criteria, as it gives them a general idea of
quality of the Education Provider — examples of criteria

o 1) 3 “; [
O N/ oI th
Quality of grant Timeliness of
submission and alll

-l

Accuracy of Number of Accuracy of Quality of the Quoll’ryof
outcomes budget change of outreach overall program, outcomes
therequired report reconciliation scope estimation faculty selection, report,
mandatory submission and if return of requested (planned versus content,and (quantitative
documents funds required actual) enduring materials

and qualitative)*
*If Sunshine Report was required: Did they submit all the necessary information proactively?

Medical Affairs Professional Society (MAPS)™ 2021
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Change of scope

For any approved grant where the program will deviate

significantly from the original application, the Requestor
must submit a Change of Scope request

* The grant requestor must document all changes to the approved program in
detail and submit the Change of Scope (COS) Request

« Examples of Changes in Scope:
— Timeline Delay
— Increase in request amount from previously approved amount
— Educational objectives
— Number of supporters
— Significant change in educational format
— Audience type

Depending on the extent of changesto these elements of the program, then the Grant Manager may decide to
approve or decline the COS. Once a decision is rendered, the Granteeis notified.
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Key considerations for IME program monitoring

« Regularly evaluate IME Funding Recipients and IME programs to assess the
quality of the program and the compliance of the IME Funding Recipient with
the requirements set forth in the LOA

« Reviewinformation about past IME funding requests involving current IME
Requestors, and also evaluations of past performance of any IME Requestors
who were previously IME Funding Recipients

* Implement atracking and reporting system to provide readily available
informationrelating to issues such as (1) pending, denied, and approved
funding, (2) comparison and evaluation of funding (a) contract amounts, (b) the
IME provider’'s budget and actual costsincurred by the providerin conducting
the event, or (3) otherinformationrelating to IME, such as reconciliation of IME
funding to general ledgerand paymentinformation
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Company employee attendance at IME activities

Company employees may attend an IME activity as a silent observer,
when permitted by company policy and guidelines. Company employees
cannot participate in audience discussions or ask questions of the
presenter

If permitted under the IME Provider’s guidelines, the company may exhibit
in an area designated by the IME Provider

If any Company employee identifies/learns of product or safety related
Inaccuracies or misrepresentations of approved labeling within the IME
activity, employee should report the misinformation to the IME Department
and/or Compliance

Medical Affairs Professional Society (MAPS)™ 2021
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Quality improvement & continuing
medical education

* QI projects caninclude a training or education
component for healthcare professionals. The training is
sometimes, but not often, certified for CME credit

« CME shares some of the same basic goals as QI (e.g.,
behavior change, systems redesign)!

« PICME is a process by which evidence-based
performance measures and QI interventions are used
to help physicians identify patient care areas for
improvement and enhance performance?

« The ACEHP has created terminology to
capture the overlap between CME and QIl, namely
Quality Improvement Education (QIE)3

« The integration of CME and QI offers the opportunity to
improve health care quality! and achieve Moore’s level 6 and 7 outcomes

. Shojania, KG, Silver, |, Levinson, W., Con’rmumg Medlcol Education and Quoh’rylmprovemen’r A Iv\o’rch Mode in Heoven2 Ann Intern Med. 2012;156:305-308

3 hT‘rp /IWww. ocehp org/poge/q|e mmohve
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https://www.ama-assn.org/education/ama-pra-credit-system/performance-improvement-continuing-medical-education-pi-cme

What is quality improvement?

- EEare
E U288 o= T
. “Systematic, data-guided activities i ]| M R i‘? ' .
designed to bring about immediate - 2 | i
. . . . 3 e ,vﬂmqﬂww %1528
improvement in healthcare delivery in z - I
° ° " x La=551
particular settings.”! Based upon ;m-?m”nyaes P
evidence-based practice (well- Horth Mot
accepted research results or Veriarce Fram Burget Parfomarc e Euakabons Gavpltal
established guidelines) s pass s
= 0%
« Utilizes metrics and measures (process, i, S0 % Peas2
performance, outcomes) e g
: .USUG”y The gOO| iS OI:] . 51 J B B E 1 F 4 4 B s 1 7 B F E 4 7 &/ 4 B e
iINnCcrease/decrease in key metrics seen Mot orth
following team intervention Patiart Covylants Hdeshing Cal e
. . - kil
« The goal can also be to maintain i ]
consistency/reduce variafions in care : £®
3 i
E ]
i i v
o E I £ @ 1] E I L ©
Minth Moth

1. Lynn, et al, 2007, p. 667, From ANCC Magnet Application Manual, 2008.
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Quality improvement methods

Kaizen or "continuous improvement”
from Japanese

The Kaizen eventis a micro process
improv ement project happening
typically within seconds, minutes or hours

A team comes together at the place
where the work is done and makes a
small change and immediately v alidates
if the change improv esthe process

Lean, or the Toyota Production System

A tool used to streamline manufacturing
and production processes

Lean uses a technique called Value
Stream Mapping (VSM)

In VSM, a Ql team creates a visualmap
of each stepin the flow of the current
process

www.AHRQ.gov

Lean Six Sigma: DMAIC

000006

Define Measure Improve Control
Define the Quantifythe |dentifythe Implement Maintainthe
problem problem cause of the and verify the solution
problem solution

Six Sigma is to eliminate defects and waste, thereby improving
quality and efficiency, by streamlining and improving all business
processes

Medical Affairs Professional Society (MAPS)™ 2021
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Institute for Healthcare Improvement (IHI)

Model for Improvement « W. Edwards Deming (1900-1993) taught that by adhering to

What are we trying to
accomplish?

How will we know that a

changeis an improvemente

What change can we make that

will result in improv ement

Act Plan

Study Do

www.IHl.org (Oct 16, 2020)

certain principles of management, organizations can increase
quality and simultaneously reduce costs

« Based on his work, the Instfitute for Healthcare Improvement (IHI)
Model for Improvementwas created by Associates for Process
Improvement (API) as a simple, effective tool for bringing about
positive change. The IHI QI model involves:

« A clear, measurable am

A measurement framew ork in support of reaching the aim

A clear description of the ideas (content) and how these ideas are expected to impact
the results (the causal pathway from changes to desired outcomes)

A clear description of the execution strategy (what will be done to ensure reliable
adoption of the content?)

Dedication to rapid testing (PDSA cycles), prediction, and learning from tests

Understanding, describing, and visualizing systems (e.g., using a process map or value
streammap)

Learning fromyv ariation and heterogeneity:

Use of time-ordered datato detect special cause and improvement

Understanding why results differ by location (ward, organization, etc.)

Application of behavioral and social sciences

Medical Affairs Professional Society (MAPS)™ 2021
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Quality improvement—PDSA cycle

Project Roadmap

AN NN NN\

Set aim, measure, analyze Test the change Analyze test results and Act on the test results

problem and select changes . Acquire staff, resources, determine actions* . Decide, finalize and

+ Create anaim statement changes for test «  Measure and analyze spread the change.

«  Measure baseline «  Prepare management, post performance Returnto plan or
performance staff and environment « Incorporate testresults abandon project

- Map the process for the change gno: Iessor;s ifn’ro final * Monitor results and

+ Identify and evaluate * Usefeedbackto make mplemeniaren sustainthe gain _
causes of the problem adjustments » Conduct a cost-benefit

Measure progress and analysis

+ Selectthe changes to be

made capture lessons learned

+ Develop planto test the
change
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Differentiating Quality Improvement from research

Implements new knowledge

Improves care-delivery processes

Often generalizable

Knowledge implementation without controlled environment

Multiple variables within a heterogeneous population

Outliers not excluded

Variation measured over time using both statistical process control and appropriate statistical analysis

20-30 representative data points to sufficiently analyze data; small test of change (pilot) before full
implementation, or multiple small cycles of change

. Typical duration of project is 4-6 months
10.Investigators monitor datareal time as they are collected, and intervene as indicated

C

Quality
Improvement 9

1. Discovers new knowledge

2. Provides an alternative tostandard of care

3. Generalizable

4. Specific, tightly-controlled tests

5. One-variable within a homogenous population

6. Outliers excluded

7. Statistically compares means/medians within large sets of aggregate data
8. Power calculations required to generate population size and significance
9. Studyoccurs over a long period of time

10.Investigators blinded to details and results untilend of study

Research
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SECTION 1: Infroduction to
External Education

SECTION 2: Risk and Regulatory
Landscape for External Education

SECTION 3: Independent
Medical Education

SECTION 5: Other External
Medical Education Engagements

SECTION 4

INDUSTRY-LED EXTERNAL
EDUCATION
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To jump forward to a specific section ¥
chapter, you may click the corresponding

circle for the section you would like to visit

Section 4 Chapters

4A 4B 4C

Introduction to Governance
Industry-led External
Education

Program
Development

4 Back
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Introduction to
Industry-led
External Education
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Emerging guidance underpins legitimate role g
for Industry-led external education

Diffused Global Footprint

Breakthrough scientfific innovations Industry covers all geographies
and new clinical evidence therefore providing access to
generated by companies at the medical education in a broad
forefront of research can be Industry-led scope of countries and audiences
disseminated to speed up the safe
transition from bench to bedside external
education

$

Leverage HCP Network

Partnerships with renowned faculty led by Medical Affairs can generate a complete
curriculum of scientifically rigorous and balanced content to a network of HCPs throughout
their careers, based on a transparent, mutual industry-faculty commitment and

accountabllity
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An intfroduction to indusiry-led external &
education by Medical Affairs

+ The pharmaceuticalindustry, with its scientific expertise, extensive geographic
footprint, and access to multidisciplinary networks and resources, can be an
integral part of innov ative external educational solutions to accelerate transition
of research into clinical practice

* Inaccordance with local laws, regulations, and industry codes, there is a rationale
for both, independent medical education and industry-led education to bring
added valuetolifelong learning in the healthcare ecosystem for the benefit
of HCPs and patients

«  Medical Affairs professionals are uniquely positioned to serv e as factual, impartial,
trusted partners and scientific experts for industry-led external education, thereby raising the standard of care and
improving patient outcomes

— Providing relevant, scientifically balanced and nonpromotional education to the clinical and research community

— Aligning company strategy to meet healthcare stakeholders’ and patients’ needs

+ These activities are organized by individual pharmaceutical companies and may inv olv e collaboration with
scientific and professional organizations. Examples include scientific symposia, patient educational programs,
scientific standalone meetings, and educational websites

+ Like independent medical education, industry-led education is bound to the highest standards for quality,
transparency, and ethics in medical learning. Content must be relev ant, credible, and timely, addressing
educational gaps through a sound instructional design and outcome measure plan
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Benefits of indusiry-led external education g
by Medical Affairs

Industry-led external education presents several benefits

af Allows the creation of educational content that is directly aligned to the strategic goals and vision of the company

. Provides a more direct turnaround, allowing more immediate impact on professional development and clinical practice in
= thefield
=1 Education can be targeted and personalized based on learner knowledge

ml:o D}] Medical Affairs colleagues or external faculty can directly deliver education to learners

=

C 2 Enduring materials can be used by Medical and potentially other teams during interactions with external stakeholders

« Current EACCME and ACCME guidelines do not allow industry-led education programs to be
accredited/certified. In certain regions or countries, local societies and institutions may provide local credit

« Developingindustry-led programs includes taking direct control over the production of learning design,
selection of faculty, educational content, and enduring materials, and assuming responsibility for program
roll-out, content review, monitoring, and reporting

« Industry-led external education programs must be developed with the same rigor and scrutiny as those
developed by an external education provider to ensure credibility and lack of bias
* While the content is driven by the company, it must remain educational and scientific in focus, with clear
separation of intent from promotional and commercial interests
— Firewalls between Medical and Commercial functions ensure independence of decision making
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Indusiry-led external education

. Medical Affairs Tactics

External education

initiatives are one part of

a wider medical affairs Commercial @ Medical

lead engagement plan, | Strategic Plan == Education

usually referred to as the

Medical Affairs Strategic ‘1. Medical

Plan. They should be (t-]) Communications

based on already clopaele . : o

) - Brand Medical Affairs S _

identified relevant Strategy Strategic Plan 1=5 Evidence

educational gaps Plan — " Generation

aligned with-company ,

priorities Medical

Information

L 0O stakeholder

Medical education activities wil A Engagement
follow an instructional design
and outcomes measure plan
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External education strategic & tactical approach

Key features

@

NEEDS
ASSESSMENT

|dentification of gapsiis
performed following the
conv ergence of interest
between

Patients

HCPs

Pharma

Payers

O

INSTRUCTIONAL
DESIGN

Content could be:

Fully dev eloped by industry

Co-developedwith
contracted faculty

Fully developed by
confracted faculty
All content must be
reviewed following local
rules and regulations

5§
EXECUTION

Interventionsusually are
usually deployed as part of
a multichannel education
plan including:

Company-owned channels
Field Based Medical activities
Emails
Meetings
Industry led w ebsites
Apps

Th|rd -party channels
Third-party w ebsites

Congress sponsorship of
symposia or booths

SocialMedia
Preceptorships

Medical Affairs Professional Society (MAPS)™ 2021
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OUTCOMES
MEASUREMENT

Medical education must
not be linked to sales or
(ROI) calculations.
Appropriate education
impact measures should
be part of the programs
following Moore’s lev el,
usually tolevel 1-4
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Industry-led educational strategic plan

A Medical Affairs industry-led educational AN {T} {T}
strategic plan includes the key elements of

the educational strategy overtime: R
audience, gaps, education objectives, key Med Ed Objectives

events, and data releases & Audiences
Phasing
Plan Tips
. Achieve greater benefit when expanded /_
beyond one year 7

« Consider pre-launch education, launch +
2-3 years educationalroadmaps

« Servesasthe base for the curriculum
planning

« These strategic documents may or may not
include tactical programs 7
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A Medical Affairs industry-led educational tactical plan includes a summary of activities aligned with
strategy over a defined period. The plan can also include information about content and with linkages

and sequencing of the multiple tactics

Industry-led educational tactical plan

January - December January Onwards
Tips
" brograms. - Do not skip the
medical education

Nurse -I Practical [N
W orkshop e Regional STrOTegy
conference

I
Congress | symposia | Congress
programs ymp session Practical Regiond
[ [ ] couse  [| conference g4 EnSUre The
Field Medical Pipeline L e mgeg?;:é D ScieIlie S .
education presentation M i o R emails created following
instructional design
Longterm Onli ducational material 1 1
collaborations niine educarional mareriails p”nclples
with societies [l Aw areness campaign Leverage
[ ]
S T e e —— multichannel
CE[Z e o approach (see next
slide)
*Note: Lists are not exhaustive
170
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HCP live educational activity examples

Face-to-face (F2F) or Virtual Virtual

PRECEPTORSHIPS SCIENTIFIC STANDALONE MEETINGS COMMUNITIES OF PRACTICE-

VIRTUAL LEARNING

* HCPs only * HCPs, specialists, or patients

* Forum hosted by Center of * Half-day to multi-day « Specialists, HCPs, or patients
Excellence for sharing and meetings/presentations; may « Virtualhub for learning and
discussing cases and best include workshops engagement of interdisciplinary
practice audience

MEDICAL BOOTH SATELLITE SYMPOSIA CHATROOMS/TWITTERCHATS

* Specialists, HCPs, nurses, * HCPs or specialists + Specialists, HCPs or specialists

* Possibly patients * Associated with + Social media hub for learning

* Associated with professional congress and engagement

professional congress

MSL EDUCATIONAL PROGRAMS

* HCPs, nurses, other care tfeam
members

* Focus on latest research and
clinical datalead by MSLs
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Digital self-learning educational program &
examples

SOCIAL MEDIA UPDATES:
@ FACEBOOK CLOSED GROUP @ YOUTUBE, LINKEDIN, TWITTER
* HCPs only

* HCPs and patients

* Updatesto social media feeds
(events/photos/videos)

* Videos of HCPs and patients focused
on disease state

* Forum to share and discuss cases

E-MAGAZINE/ NEWSLETTER FOR HCPs

e HCPs or specialists
* Distributed viaemail, Twitter, or

ofher social medic EDUCATIONAL WEBSITES
* HCPs, nurses, possibly patients
EDUCATIONAL APPS * Focus on disease state, knowledge
 HCPs, specialists, or patients assessments

* Engagingway to learn and be
updated on latest
advancements
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Patient educational programs

HEALTH PROMOTION AND COMMUNITY DISEASE EDUCATION

« Encourage health and wellness through education on topics such
as chronic and infectious disease

DISEASE-SPECIFIC EDUCATION FOR PATIENTS

* Materials created based on specific educational needs of patients

» Disease awareness websites, fact sheets, dosing/administration
guides, toolkits, FAQS
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Industry-led medical education tactical plan &
Multichannel

The education engagements in the medical education tactical plan need to adjust to the most
effective learning format and the preferred channel of the audience. In today's world, audiences
access the content through multiple channels. Medical Affairs professionals need to understand the
appropriate channel to use and how to orchestrate multiple channels to amplify education

Multichannel + Engages use of multi-sensory channels to teach concepts and enable
e N v = practice and application
m\0 v/ B + Ensures that HCP engagement s possible regardless of where, when, and how

they choose to access information
« Enables flexibility in delivering contentin the channel

& thatlearner prefers, and can customize to individuallearning style
Omnichannel Omnichannel Learning
i v » Putslearner at center of its strategy
L » Focuses on delivering consistent, personalized experience across all channels
i Q and devices, regardless of where interaction is occurring
) « Focused on learner’s needs, rather than individual goadl
1] B of each channel
=
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Right
timing

Utilizing multi-channel engagement strategies in &
industry-led medical education

Multichannel educational plans incorporate different channels in sequence to reach a wider user base
of preferences

A well-structured medical multichannel
engagement strategy is built around the learner:

derived from insights obtained from understanding
your audience/learners’ journey and segmentation.The goal is to use
Multichannel methodology to deliver a seamless communication
experience for audience/learners

Right communication

2. Right channel using the optimal mix of digital and non-digital, as well as
message amplification and deep engagement channels. Setting up
channels requires time and resources. Make sure that effective and
impactfulmessages can be communicated through the channels your
audience/learners prefer

Right 3. Right fiming of communication. Build an ecosystem tounderstand the
channel context of audience/learner engagement and response. Combine
Customer Relationship Management (CRM) infrastructure together with
(predictive) analytics, enabling timely and organized delivery of
impactfuleducational content

Learner

Kooi R, Schenck F, Smet B. Evidence-based multichannel. Across Health. 2019.
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Medical contentis KING!

A common pitfall for industry communications is that there is too much focus on channels and too
little focus on content

Content must be the cornerstone of ev ery strategy with channels being the enabling tool.

Moreov er, content should clearly be high quality and unbiased, because these characteristics drive
trust and adoption. Too often, industry publishes generic content fromm common v endors, a policy
that does not allow them to differentiate themselv es

This leav es users dissatisfied and needing to look elsewhere for answers to their questions.

Channels are important, of course, and the right content needs to be strategically placed
throughout the year using the right channels, while takinginto consideration factors such as
information from medical conferences and journals

Having a high-velocity, disciplined content dev elopment process is critical, and this requires MA to
make inteligent choices about sourcing and packaging of content

Tailored content can become v ery expensiv e, v ery quickly, so repurposing internal content or being
creative about content sourcing (for instance, crowdsourcing of content through online medical
community platforms) can be a smart approach

Overal, tailoring communications and content to the different HCP segmentsis the key to effective
engagement.These groups will likely require different types of content, lev els of detail, and
sophistication to find the output appealing
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Role of Medical Affairs in industry-led external g
education

« Medical Affairsis the initiator, project owner and
overallresponsible function forindustry-led
external education, as outlinedin the respective
Medical Affairs strategic plan

« Medical Affairs ensures that the initiative/project /
servesto facilitate legitimate scientific exchange
and education regarding disease areas, therapeutic
intferventions, other scientific, or external education .
information AF X :J

« Once Medicalisleading and the project is supported by the medicalbudget, Medical
Affairs may consult with other functionsin planning, and depending on company specific
guidance and principles, may also utilize commercial channels (field sales force) to
distribute invitations to medicaleducation events

« Medical Affairs may also utilize a medical communications agency to support with the
planning, execution, and post-project follow-up activities
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Involvement of steering committees

In external education programs where professional competency gaps have been
identified, or scientific developments warrant further discussion and understanding, the
scientific program and faculty selectioncan be developedunder the guidance of an
external steering committee, comprised of relevant external scientific experts

This brings:

« Medical credibility

« External expertise in agreeing to the program objectivesand key learning points
« Guidance in developing the overall program theme and agenda

« A broader base of faculty through utilizing steering committee personal networks for
identifying and nominating faculty

« Help in facilitating accreditation when applicable*

Overall *ownership” and accountability for these programs remains with the Medical Affairs
lead/owner

*Accreditation may be sought based on the educational nature of the content (e.g., Continuing Professional Development points), in accordance with applicable
laws and regulations. The project team should decide at the start of the project whether or not fo apply for accreditation or endorsement from a scientific society.
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Ensuring credible and unbiased indusiry-led g
external educational initiatives

* Industry codes, as detailed in the PnRMA, IFPMA, AdvaMed, and EFPIA Codes of Conduct, for
example, apply to all initiatives to ensure activities remain unbiased and credible

« The credibility of the industry-led external education program can be established based on the
foundation of arobust Needs Assessment and learning design and evidence based, non

promotional content

Use of established compliance tools and/or related processes for
overseeing budgets and contractual agreements:

— Ensures compliance in contractual agreements with external providers or suppliers,
(¥) and budgetary oversight

{@} Supports resolution of Conflicts of Interest (COIl) that may emerge during the
%éﬂ planning and execution

transfers of value, as well as tfrack reporting on all financial exchanges, and ensure

[I]]E Provides transparent budgetary management that helps to trace and manage
financial tfransparency
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Indusiry expectations for ensuring g
non-promotional intent

Non-promotionalintentis achieved through:
» Use of faculty selection criteria

ﬁ/ » Transfer of value standard policies
ana « Review appropriateness of event venuesand
. : timings
Indusiryolnvolvemen’r In « Contentrequirements (e.g., fair balance, accurate,
running external non-misleading, non-promotional etc.)
education programs « Appropriate internal review of content (e.g.,
need to follow clear Medical, Legal, Compliance, Regulatory)
rules to guarantee - Outcomesreporting
credibility of the * Transparency (company disclaimerand disclosure
of interest)

programs

« Monitoring
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General budget considerations

Medical Affairs should be the preferred owner of medical education budgets

Budget categories often include:

o ==
© d3n L 4%

M
Program Scientfific Faculty Pass-through Enduring
management service provider Appropriate out-of- costs / live or material costs
support pocket, honoraria, travel, digital events
lodging expenses limited

tofaculty

Fair market value for the
proposed activity and/or
length of activity

Budgets can vary based on where the product/compound isin the lifecycle,
breadth and depth of activities, tfarget audiences, and available spend
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Transfers of value standard policies

Allowable transfers of value may include:

— Third-party support servicessuch as medical writing (in alignmentwith fair market
value)

— Travelsupport for faculty related to presentation (e.g., oral poster presentation at a

congress); faculty registration should only be coveredif faculty was not already
aftending the congress

« Transfers of value should be disclosed/reported in accordance withlocal laws,
regulations, and/or industry codes

« Restrictions on reasonable meal limits, lodging, and travelexpenses limited 1o
faculty members, teachers, and learners are common but not defined clearly
and vary widely in interpretation

« Companiesinterpretindustry codes and often impose more stringent
compliance guidance to mitigate bribery/corruptionrisks
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Event/program timeline considerations

* |n some jurisdictions, the external authority (e.g., industry body, Ministry of
Health, etc.) may be required to approve medical education events, as
with other industry-led meetings

* |In the case of external approval requirements, the timelines of the
authority must be strictly adhered to, which also means timelines of
infernal processes must be aligned accordingly
— External governance bodies may require companies to maintain periodic

plans of faculty that are engaged

 |f external approvalis not required, the company formulates internal
approval timelines. To avoid rushed reviews prone to mistakes and risks,
good practice dictates starting the review process as early as possible,
ideally at least 10-12 weeks before the activity
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Overview of event/program development

v/ S22

Instructional Faculty Content Content Review Post Event

Design Engagement Development & Approval Evaluation
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Event/program review & approval

* The review process must ensure that the
medical education activity, as a whole,
(and not itsindividual segments) is acceptable,
based upon a holistic assessment of many
factors, including:

— The intended audience
— Faculty selection
— The purpose and objectivesof the meeting

— The content of the meetfing materials, including
whether the materials will be distributed (or only displayed) to the audience

— The proposed or likely discussion topics, including medications
— The business unit responsible for organizing or supporting the meeting
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Faculty selection

« Companies may engage faculty to provide
and delivereducational content for activity

« Selection of faculty must be based on
professional and scientific merit, and calibrated
to broader scope of program

Formalized selection criteria should be established

Contracting of faculty is managed in accordance with
relevant legal and/or compliance processes

Conflict of Interest resolution must be managed promptly
in accordance with legal and/or compliance processes

Faculty must disclose all potential conflicts of interest and other relationships, which may infringe
on contractual or compliance obligations

Disclaimers must be evident in all engagements by the faculty during the program, clearly stating
the nature of the industry sponsorship
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Faculty briefing considerations

» Faculty must acknowledge that the question is off-label and beyond the
scope of the approved content for the presentation, and suggest one of
the following opftions:

2 2 - Invite the attendee to discuss the question privately after the

IETP'.I.J conclusion of the program, being sure to answer the specific off-

label questions with a narrowly tailored response

In-person - Company associates may not participate in the speaker’'s one-on-

meeting one discussion with the attendee

- Invite the attendee to contact the Medical Affairs department of

the organizihg company for a response, providing the contact email
or phone number

-
* Faculty must state that because they are not able to answer the off-
label question in private, a Medical Inquiry Form will be provided by the
Web-based i .
program organizing company so the question can be properly addressed
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Faculty briefing considerations (continued)

« Avoiddiscussionof or attempting to answer questions
regarding:
— Reimbursement
— Insurance coverage
— Price-related information

« Only provide company-approvedstatements or
company supplied data

« Refrain from engaging in any patient or practice
discussion or questions that might appear to be providing consulting services

« |If asked to compare product attributes, faculty mustinform the audience that the

request isbeyond the scope of the presentation and product label, and that it cannot
be addressed during the presentation

« Faculty may offerto have a one-on-one discussion to address the questionin private,
following the conclusion of the presentation

« No company associate can participate in the one-on-one discussion
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Faculty contracting and engagement

« Any transfers of value providedto faculty must
be compliant with applicable local laws,
regulations, and industry codes
— Contracts mustonly offer compensation for direct

costs incurred through attendance; No payment

can be made for time away from work while
aftending an activity

— Compensationmustbe at fair market value, and
within the allotted annual limit “*cap” (applicable
according to local laws and codes)

— Any transfer of value not includedin the faculty agreementis not permitted
— No gifts or cash are allowed

.
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Content development overview

» Like IME, industry-led educationis bound to the highest standards for quality, fransparency,
and ethicsinmedicallearning

« Content must be relevant, credible, and timely, addressing educational gaps through a sound
instructional design and outcome measure plan

« Regulatory agencies have diverse views on the classification of medical education developed
by the pharmaceutical/biotech/device industry. Medical education and educational
materials are rarely defined by intent, but by originator or supporter. Industry-developed
education/educational materials are considered promotional in many marketsregardless of
theirnature and the internal developing function

« Once all appropriate event/program* approvals are inplace (e.g., governance board,
contracting, etc.), work with faculty can begin to actualize content

« A faculty briefingdocument can be prepared to guide the faculty member through program
objectives

« A Medical Communications (scientific writer) can be engaged to work on the content format
with faculty member

*Note: For purposes of this Standards & Guidance document, there are times when a single event versus a program may be discussed, which may cover multiple
events and/or other types of education.
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Instructional design

Optimizing content requires makingitrelevant for the channel and audience segment
being targeted, in order to engage, inform, and educate.

When developing content, consider communicating key data as scientific stories or using
practical case studies to illustrate complex approaches and bring clinical data to life.

For example, using an outline can be a useful way to plan:

@ Learning objectives &= The required interaction of the
«2% audience
X

{152 Learning approach (didactic,
demonstration, case based) The fiming - (e.g., a webinar/webcast
c opfimum lengthis 15-30 minutes)

v— The content —scientific communication

fo\ Check the structure, flow, clarity, and

]}g[ The best visual to use (e.g., PowerPoint, ¢_¢ rearange as necessary
Video, PDF) depending on channel
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Competency gaps in instructional design

Align the educational formats with the types of competency gaps

KNOWLEDGE GAP SKILLS ATTITUDE/CONFIDENCE
A 4 A 4 A 4
Didactic Simulation, demonstration Problem based, case based, F2F
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Examples of instructional design and formats

Data visualizations in scientific communications can simplify and focus
Information, minimize time to interpret key data, and organically increase

audience engagement. Common formats include:

];IE[ (‘hei)) O al

Videos Podcasts Infographics Advanced Analytics
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Factors to consider that increase audience g
engagement

Accessible Actionable
Make it easy for learners to find what they want, Help learners answer questions with easy
when they need it to use Q&A features

Interactive On-Demand
Learners wantinteractive content that allows Learners want video on demand formats
themto dive deeper into topics that meet their learning styles

Current Network

Help learners stay up-to-speed in a world of More HCPs expect content deliv ery
constant alerts based on personal needs

Reflection and Reinforcement
Hav elearnersrepeat back what they've
understood and keep them engaged throughout
to ensure knowledgeretention

Bite-sized
Learners want short content
15 -30 minutes in durations
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Contentreview and approval considerations

For indusiry-led medical
education activities, all

presentation materials
developed by the company
must be approved through
applicable internal review
procedures to evaluate the
following, and any other
relevant risks

Acknowledgement of industry involvementin development of
content

Faculty conflict of interest disclosure

Alignment with the identified educational needs, educational
methods, and objectives

Compliance with disclosure of information policy on any
pipeline compounds, in the context of a balanced and
accurate review of emerging treatment landscapes

Compliance with industry policies, and all applicable laws and
codes

Ensure that no aspect of the meeting is or would be
considered promotion of unapproved products or uses

Ensure that the scientific data being presented are accurate,
substantiated, fair and balanced and not misleading

Company proprietary or confidential information may be
shared in accordance with rules and regulations
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Post-event/activity evaluation

« Post-event activity evaluation allows
program organizers to:

— Reviewthe strengths and weaknesses of
theirlearning design in practice, and

— Judge whether the program was able to
successfully accomplishits
learning objectives and

— Demonstrable learning impact on clinical
practice and patient care

« For more information on outcomes reporting
(see Section 1 for additional detqils on outcomes reporting)
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Monitoring

Industry-led educational programs are also monitoredto ensure Compliance, which may
include confirmation of:

— A fair and balanced activity and delivery of information

— No inclusion or distribution of nhon-approved materials

— Content and discussion consistent with local rules and regulations

— No guests or unapproved aftendees

Be sure the roles and responsibilities of faculty are clear:

— Ensure the correct presentation is used

— Provide full disclosure of any affiliation or financial interest with the company including grants,
research support, consultancy services, shareholder interests, and honoraria

— Follow policy for addressing unsolicited off-label questions
— Understand topics to avoid

— Appropriately encourage audience participation
— No discussion of competitor products or product comparisons
— No discussion of politics

Monitorthe activity for compliance
Medical Affairs Professional Society (MAPS)™ 2021 199



X

Program reconciliation

Reconciliation of completed programs and inifiatives helps quality
Improvement and risk management

« Logistics
— Validate appropriate venueswere selected with limited overflow and delay cost

— Travelaccommodationsand audience onsite stay were adjusted to local rules and
regulations

— Audience registration, sponsoring documentation, fransparency, was accurately
processed and country food and beverage limits were maintained

— Faculty honoraria were processed on time and according to agreement
« Agencies

— Adequate services were reimbursed

— Quality of content and Faculty engagement standards were met
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Examples of indusiry-led external education

websites
, D Critical Consults in
Osteopomms ONLINE

LOGIN REGISTER FAQS OUR MISSION == US (English)

Welcome
.
EDUCATION CONFERENCES RESOURCES COMMUNITY ==
/ \\ ASHOTLNOTRITION IEEESSS————" S EE— ﬂ

COURSE CATALOG  CERTIFICATES OF TRAINING  PRINT CERTIFICATE  VIRTUAL CE SYMPOSIA

HOME / EDUCATION / COURSE CATALOG

This activity challenges you to think about approaching consultations with patients with chronic disease Ina new way; optimising
mRnagement

Browse the ANHI Online i it e e ey and e offong o e
Learning Center

We
il ﬂryker CAREERS | INVESTOR RELATIONS |  PATENTS | CONTACT | () UNITED STATES/ENGUSH Search this site Q

y focus on osteoporosis?

ABOUT MEDICAL AND SURGICAL EQUIPMENT ORTHOPAEDICS NEUROTECHNOLOGY SERVICES CARE SETTINGS TRAININ ) EDUCATION COVID-19 RESPONSE

i¢
41
2in 3 Australians
over 50 have osteoporosis
or osteopenia’
Just4in 10

at-risk patients are
receiving treatment’*

The effects of a fracture due to osteoporosls

«an be serious, yet It remains an
d 4

Explore white papers videos, webinars,
CE courses, and more for free

Less than 20% of patients with a minimal
trauma fracture are Investigated for
asteoporosts.

cal Consults In Osteoporosis ONLINE provides critical
ation and evidence to support increasing the priority of the
diagnosis and management of osteoporosis.

Medical Affairs Professional Society (MAPS)™ 2021

201


https://anhi.org/education/course-catalog
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Medical Sponsorships
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Sponsorships by medical affairs

I
N +++ —
@) S O

Definition Tangible benefits Review/reporting
«  Medical Affairs providesfunding * Afangible benefif is an « Recognition alone is not
of sponsorships (may be solicited opportunity for visiility or considered a tangible benefit
or unsohcfrec;i) for a wide range (p]);odr;wcc))r’rlornogf k;)ssgwr?ésr%gols « Requestsfor sponsorships may
of local, national, and o proau Y be reviewed by group similar to
infernationalev entsor programs INncluge. . N the grantreview committee (see
« Sponsorships can be providedto — Speaking opportunities Section 3), or a separate group
organizations or individuals for —~ Exhibif space or a boothat a . Budget reconciiation,
travel/accommodation trade show to display branded fransparency reporting, and

logos or product names

_  Adverlisingspace outcomes reporting may not be

required for sponsorships to
organizations

* Sponsorships to non-profit (most
of the time) and for-profit
organizations are the provision of
funds to support events, most
often meetings, congresses, or
medical or patient education
programsin which a tangible
benefit is receivedin return for
the sponsorship funding

— Participationin a panel discussion
or providing/selecting a speaker
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Sponsorship recipient considerations

&
&

Recipients of sponsorships to organizations may include:

Medical centers and other academic health professional schools (public health, nursing, or graduate
schools) or centers focused on patient care and residency training

Professional medical associations for physicians and other healthcare providerssuch as nurses, nurse
practitioners, physician assistants, and pharmacists

Patient organizations

Scientific associations that conduct meetings or conferences for the presentation and discussion of
new research results, and publishing or sponsoring academic journals

Civic organizations that promote social welfare

In general, sponsorships to organizations do not support:
Research studies, including Clinical Trials and Investigator Initiated Trials (11Ts)
Political or religious activities

Infrastructure, capital expenditures, or building support
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Fellowships
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Fellowships

Industry supports the awarding of specialized

training experiencesto graduate students, junior faculty, or
researchers through professional organizations or institutions,
such as medicalschools or tfeaching hospitals to contribute
to the development of science and knowledge inline

with a therapeutic area of interest

 Therecipientselected for a fellowshipisindependent
of the company’sdirect or indirectinfluence

* Fellowship grants are paid to the healthcare related organization only, and not to any
individualrecipient

» Industry fundingis based on objective research accomplishments and credibility of the
organization, and is not related to any product

« Some companieswithin the industry may restrict use of funds so that fellowship grants
may not be used for any portion of the salary of the fellowshiprecipient
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Preceptorships
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Preceptorships

- | Considerations
— A preceptorshipisa non-promotional,
=i educational program, offered to HCPs by a Can be industry-led or through
H leading medicalinstitution independent grants; typically
programs are accredited
Fundingis provided to an organization for Can be a one-time standalone
@ content development and to host frainees with program, or repeatedina series
539 the express purpose of engagingin an intensive, May be international, national,
immersion-type program based on a curriculum regional, or local
in a clinical area of interest Usually held face-to-face, reach
. can be extended through virtual
Eggﬂ The host medicalinsfitution owns the content participation
2nls Logistics: onsite execution,
HCPs can benefit from the knowledge managingregistrations, etc.
m acquisition and on-site, hands-on experience Local regulations for compliance
G% received by participatingin a preceptorship (e.q., fransparency reporting)
program conducted at the host institution, by No honorariumrequired for
medical experts who might otherwise be participants
inaccessible

Medical Affairs Professional Society (MAPS)™ 2021 210



e ——

Educational
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Educational collaborations

« Collaborations stem from one or more organizations Examples may include
working as equal partners to engage in design, educational programs
development, and implementation of mutually agreed- and/or materials for:
upon scientific or educational activities that advance
specific and shared objectives with each organization
bringing funds, resources, or expertise to the table

« Collaborating organizations may involve industry, Disease State
professional societies, patient associations, and/or PR
academic and healthinstitutions =

« A collaborative partnership framework may address an L
educational gap through a joint effort that clearly defines Practice Management tools
the roles and responsibilities of each partner

« A collaboration agreement or charter can help to establish
a guide for the nature of the collaboration documenting
and disclosingroles and responsibilities Therapeutic Area
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Other external funding requests: memberships,
donations and fundraisers

These requests are mentioned for completeness but are out of

Corporate
memberships

Charitable
donations* .

Fundraisers*

scope for this guidance on how to manage

Funding payable to a group or organization at a regular interv alin return for certain
privileges and prerogatives

As a corporate member, the company generally receivesa “seat at the table” and
participatesin leadership meetings

Memberships to professional societies may include benefits such as sev eral
individualmemberships, complimentary meeting registration, discounts on exhibits,
and access to mailing lists

Financial or in-kind support provided to non-profit organizations including patient
adv ocacy groups, professional medical associations, and other charitable
organizations with 501(c)(3), (c)(4). (c)(6) tax status

Applications may be ev aluated with priority given toinnov ative programs that
meaningfully address therapeutic areas of interest, disparities, and/or unmet needs

General fundraising activities by non-profit organizations to raise money for
programs that would ultimately benefit patients, families, and caregiv ers
Examples include a gala dinner, recreational outing, walks/runs, etc.

*Requests may come initially to Medical Affairs, and depending on company policies, will bereviewed and processed by different functions
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Other external funding requests: research and g
training

These requests are mentioned for completeness but are out of scope
for External Education Standards and Guidance

» Research collaborations
 Investigator-sponsoredresearch (ISRs)/investigator-sponsored

trial (IST)/investigator-initiated study (IIS)
é * Registries
~

« Non-interventionalstudies

» Health-economic outcomesresearch(HEOR)/real-world
Research evidence (RWE)/real-world data (RWD) studies

» Young Investigator Awards — typically open to graduate
students, postdoctoral fellows, or early career investigators to
support ongoing or future research projects
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Other external funding requests: g
scholarships and individual fravel sponsorships

These requests are mentioned for completeness but are out of scope
for this guidance on how to manage

3

» Support for an individual HCPs fraining or continuing

. education
Scholarships e

PY A * May rarely occur outside of the United States
”-[ * May be subject to frequency limitations (e.g., an HCP may
& benefitonly a certain number of times per calendar year)
* Must not be offered to compensate merely for the time
spent by an HCP to attend events

— Sponsorship benefits may include consultancy or speaking
services by HCP

Sponsorship for
an individual’s
fravel
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Thank you

For more information and further discussion please visit the

External Education Discussion topic page in the MAPS community
portal - MAPS Connect - at hitps://us-
webapp.spotme.com/960674109e58{92fe0a2a150e43ce394/feeds
/de71f00904731248f8fd2e300e8f78ee.
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