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Conflicts of Interest
and Disclosures

MAPS is committed to ensuring full disclosure of potential Conflicts of Interest (COI) by session
presenters/developers. While a presenter COIl is not prohibited nor necessarily harmful to the
learner, it is important that this be shared with the learner so the learner may make an
informed decision regarding material presented. A COIl includes any transaction or relationship
which presents, or may present, a conflict between a presenter/developer's - or his/her
spouse/life partner's - personal, business or other interests.
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Strategic Medical Planning and Demonstrate Value
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Excellence

Strategy Domain & Medical Strategy & Launch
Excellence Focus Area Working Group

Exemplifies highest level of Medical Affairs asset, launch, and organizational
strategic plans and planning capabilities

« Elevate the leadership of Medical Affairs in strategic planning and launch excellence
Focus on core competencies and expand planning capabilities

« Explore how to evolve the role of Medical Affairs in strategic planning and launch excellence
Focus on value articulation and factors that impact Medical Affairs’ agility
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Standards & Guidance Documents

« Strategic Medical Planning

« Measuring Value and Impact in Medical Affairs

« Launch Excellence

« Advancing Excellence in Medical Operations

« External Education

« External Scientific Engagement (Field Medical)

« Strategic Integrated Evidence Generation Planning
« Medical Information Best Practices

« Scientific Communications Platforms

 Medical Insights Best Practices
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Excellence
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Leveraging New MAPS Standards & Guidance to Drive
Strategic Medical Planning and Demonstrate Value
Medical Strategy & Launch

Excellence

- Educational Objectives

This session will provide a learning opportunity for our audience by:

 Gaining a thorough understanding of core frameworks of the MAPS Strategic Medical
Planning and Value & Impact Standards & Guidance documents.

 Mastering the application of foundational elements in Medical Affairs strategic planning,
from strategy development to tactical execution

 Learning how to apply goal-based outcome measures to enhance and communicate the
impact of Medical Affairs within your organization

v

Medical Affairs Professional Society (MAPS)® 2025



&)

Thank You To All The Contributors!

Leah Williams, Director, Global Medical Education & Prasun Subedi, PhD, Channel Access Strategy Lead, Customers & Channels Group,
Communications, Hematology, CSL Behring Primary Care, Pfizer

Emily Howman, PhD, Medical Affairs Consultant Eddie Power, PhD, MBA, GFMD, CEO emPower Medical LLC.

Joseph Kohles, PhD, Partner and Strategic Consultant, Clare Jackson, Independent Consultant

Amica Scientific

Arron Mungul, PhD, Founder, Apogee Life Sciences Charlotte Kremer, MD, MBA, EVP, and Head of Medical Affairs, Astellas Pharma

YiArnold, PhD, MBA, Sr. Director, Global Medical Affairs, Peter Piliero, MD, VP, US Medical Affairs, Merck
Integra LifeSciences

David Kelaher, Senior Director, Medical Affairs, IQVIA Therese McCall, PhD, MBA, Vice President, Medical Affairs, Assertio Therapeutics

Amanda Henkel, PhD, Practice Area Lead, MEDiISTRAVA
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Yi Arnold Amanda Henkel Emily Howman Arron Mungul Leah Williams
Global Head, Pract.ice Area Lead Consqltant | Founder, . | Global Director,
Medical Affairs MEDISTRAVA Aoraki Consulting Apogee Life Sciences Commercial
Integra LifeSciences (@n Inizio Company) Development

Previously Global Director,
Medical Education &
Communications

CSL Behring
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~ ° Strategic Medical Planning

Emily Howman & Leah Williams

Medical ®
Affairs
Professional
Society

FOR medical Affairs Professionals
BY redical Affairs Professionols

Standards & Guidance
Strategic Medical Planning

" &)|MEDICAL
STRATECY«=  strategic Medical Planning

~ Guidance and Template
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/ Creating a roadmap for success

* Applying a robust strategic approach to medical planning will result in a clear
roadmap to success - from “where you are now” to “where you want to be”

e)m)’

Current Situation Desired Situation /

. om
.....
Aoy
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The Strategic Medical Planning Standards & Guidance
has been updated!

* The Strategic Medical Planning Standards & Guidance resource aims
to equip Medical Affairs professionals with the knowledge and tools
needed to create and execute effective annual strategic Medical Plans

STANDARDS
Y 2 GUIDANCE

Strategy
Medical Strategic Plan

p

* Key updates include:

* Improved structure

* More context and clearer guidance on key Medical Plan development steps
Case-based examples

Introduction to impact measures (see the Value & Impact Standards & Guidance for a deeper dive)
Considerations for operationalizing the Medical Plan at the Global, Regional and Local levels
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A strategic Medical Plan is a dynamic “single source of truth”

(R OLORORC)

Serve as a roadmap that clearly defines
the medical strategy and supporting tactics

Grounded in insights and data

Provides rationale for budget and resources

Creates a high-performing team

Ensures objectives are evaluated and
reassessed

o

©
O

o

Be developed inisolation, without considering
broader internal/external stakeholder perspectives

Copy the commercial plan nor utilize commercial
jargon

Take 6 months to develop and then be handed
off to the regions/countries

Be a collection of slides that do not interconnect
and tell an overall narrative



Cross-functional collaboration is important to ensure
alignment with the overarching product strategy

Internal Partners*:

Medical Affairs QQ
Commercial

Research & Development

Market Access

Legal/Regulatory/Compliance

Patient Advocacy

Core Regions/Countries e

*This listis illustrative and does not representall the internal partners

2

Avoid generating the medical strategy in asilo

All relevant functions should collaborate early to
align functional strategies with the product vision

Core regions/countries should be involved early to
conftribute to building global objectives and
strategies that address specific market needs



A robust, strategic medical plan is developed based on clearly
defined cross-functional methodology

Disease State Therapeutic Landscape Product Profile Stakeholder Insights The Strateglc Medical Plannlng
Standards & Guidance
'

resource covers the

* Gap analysis * core components in detail

()1 Situational
Analysis

()2 Strategy
Development Medical Strategy

Medical objectives and strategic medical drivers ey

04

03 Tactical Medical plan — tactics to address audience needs and format/channel preferences Operationalizing

Planni ng External expert engagement Internal training & support Scientific communications & publications the Medical Plan
Field Medical engagement materials = /
.-/

Evidence generation

.....
.....
........

........
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...............
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4 Four core components of a Medical Plan

Each component of a Medical Plan addresses key questions.

Situational Analysis

Where are
we how?e

What is our current
sifuation®

Medical Strategy

Where do we want fo
be versus current

gaps?

What do we need to
do to get there?

Tactical Plan

How do we
geft there?

What are the actions,
tactics or initiativesand
metrics that will
achieve the strategic

Operationalizing
the Medical Plan

What do we need to
execute the planz

Monitoring and
assessment feeds back
to refine strategy
periodically

Medical Affairs Professional Society (MAPS)® 2025



Situational Analysis

* Anin-depth assessment of the current landscape to provide you

Situational Analysi : '
el 1A with a clear understanding of “where you are now”

Disease State

Therapeutic Landscape

Example Template Tools

Product Profile

Target Product Profile (if Pre-Launch)

) Key Events, Development and &

i Lifecycle Activities

e
H =T L, * |

[

' Disease and Treatment Summary

Stakeholder Insights

SWOT Analysis

Gap Analysis

s B sy

The resource includes 16 templates to support the situational analysis development

...............
...................
......................

L e T A T
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The SWOT Analysis highlights where your product and
organization stands in the current environment and disease state

Strategic Medical Planning Guide

Situational Analysis: ¢ @ Medical SWOT Analysis Example*
Medical SWOT o —

- Hetin i

g IrkeHiechnclagy QR -
. answ\'mwwm wgorﬁl&o&m . w_mrgdmheunaewmuarm—mamm
: i : by il o s pec s i
Key Questions in the Current Disease Spcce + Loss roouent Iv dodrg v compihars whn colonf for  + Moheoraidomed cinkcoly dRornfaicd v ozr ALCs o
aecuiznesus sdmiistation oz HMH dhaka o azHng
= Patanliclsmengies wilh Compeny ¥ esckatan buiness « MEnseoeplion of sfaly congem |divan by compsliise
e ey shas etac
INTERNAL: Shangls @ i @ B s S
Product or

+ What does your product or compony offer + What does your company or product offer or not

Company that provides a competifive advantage? offer that may be considered a disadvantage?
Specific + What are the unique features of your product Whal are Ihe clinical chollenges or lack of

like mechanism of action or dosing? supporting dala for your product?

« Do you have synergias with other products in Is there a presumpfion your product is not
your porffolio you can leverage? clinically differentioted?
kb rky M ren-n b comamtaren. =i
amcien | siuoiondl anchns ol sbofegy 1acficalkan uperaloealdsg the wedeol-kn | ekl x
EXTERNAL:
‘ Opportunities Threats
Situati 1A Iz Su :
Envlrc_zf\ment « What environmental factors « What environmental factors pose challenges .I uational Analysls Summary .
Specific opportun v for your product, such os co M ed 1C C]l SWOT Ano |ys 1S
perceptions, ond regulatory

in the market that the product can addr What are the polential label restrictions or

How could the perspectives of different access, pricing and reimbursement

audiences present opperiunities or threals? challenges?

Ovenview situational Analysis [ Medical strategy \ TacticalFlan | Operafionolizing fhe Medical Plan Template ’ @
Medical Affairs Professional Society (MAPSI® 2025. Private and i for without from MAFS. g
ey | Shwnanlisch | e Seag e g S Macke i
-

Template Tool

Medical Affairs Professional Society (MAPS)® 2025
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Medical Strategy

Medical Strategy
Vision

Medical Objectives

Strategic MedicalDrivers

* The Situational Analysis informs the Medical Strategy

* Key components for developing a robust medical strategy include:

* Aligning to the overall product vision

* Consideration of where you are currently within the product lifecycle
* Cross-functional collaboration with commercial, clinical development, regulatory

and other teams

* Objectives should be monitored and refined over time as the landscape changes

Medical Affairs Professional Society (MAPS)® 2025
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Establish Product X as a preferred early line treatment for advanced non-small cell lung cancer

Medical Objectives

1. Educate key stakeholderson the
value of Product X

S’rraieglc Medical Drivers

1A. Build awareness of Product X
MOA andimproved benefit-risk profile
vs other ADCs

1B. Educate onimproved patient-
reported outcomes vs other ADCs

1C. Communicate a clear value
_narrative fo all key stakeholder groups

Key Mefrlcs

Exompfe. Qualitative outcome-based
metric for Medical Objective 1.

Track sentiment shifts based on Field
Medicalinteractions over time

A Strategy-on-a-Page provides a snapshot of the overall strategy

Strategic Summary Core Tos

VISION

= f x
Wegosl s AT st v srEE i e s

Template Tool
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Tactical Plan

* The Tactical Plan enables you to deliver on the medical strategy

* |dentifies activities that encompass all Medical Affairs functions in
the cross-functional team, including key market representation

* Defines ownership for project definition, management and
accountability

Tactical Plan

Medical Affairs
Functional Activities

Example Template Tools

Project on o Foge 4 Key Scientific Themes and tedical Communications &
: “ocmmunication Objectives Education

tesclical Plan: rensialion lo loclics () cee

Medical Affairs Professional Society (MAPS)® 2025
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Operationalizing the Medical Plan

* Your Medical Plan is ready, now you need to implement it!
 Medical Plans will need to be adapted and implemented locally,

managed cross-functionally, with regular check-ins, updates and
Medical Plan Strategic
Overview StatUS re pO I’tS

Budgets
Timelines
Cwerall Budget: Medical Plan Cuone Tul Tactical Plan on a Page
Resources : E

The resource includes 4 templates to support operations

Medical Affairs Professional Society (MAPS)® 2025



21

What does good look like?

Teams are prepared with the strategy, resources, empowerment, and accountability they
need to deliver

The strategy and plan are kept top of mind across the organization

Proper project management is implemented to keep on top of plan execution

The broader organization (Development, Commercial, Management) is aware of what Medical
Affairs will deliver and is kept informed along the way of changes and successes

Lessons learned from projects along the way have been applied to the processes to implement
best practices

The teams are keeping an eye on insights and risks to see how they may affect your plan and are
ready to adapt as needed



v

Drive Medical Excellence with Purpose in Planning
Leverage the roadmap to turn insights to strategy & actionable tactics, unify stakeholders,
and deliver measurable value for the product and the patients in therapy area

Medical Affairs Professional Society (MAPS)® 2025
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Leveraging New MAPS Standards & Guidance to Drive
Strategic Medical Planning and Demonstrate Value

Medical Strategy & Launch Excellence

- Value & Impact S&G

Yi Arnold & Amanda Henkel

Medical®
Affairs
Professional
Society

MZPS

Measuring Value and
Impact in Medical Affairs

Standards and Guidance Document

- .
_____________
TR n "

.oy

.......
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Why do we need this guidance?
A gap remains between intention and implementation of impact-focused measures

=% in 5 Medical Leaders believe
advanced patient-centric metrics
should be key outcome measures

Yet, <715% have adopted
these advanced metrics

;2{/ Veeva Systems survey, NO\/{éfﬁﬁemZOZS.:.. i g ¥ Medical Affairs Professional Society (MAPS)® 2025
; Hh"‘r;; Jo ra : I i : ' 1
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Why do we need this guidance?
Drivers for the development of the S&G

Traditional metrics often focus on activity, not outcomes

External expectations are evolving (payers, patients, regulators)

Lack of consistent frameworks limits internal alignment

Risk of 'measurement without meaning'

Single definition of value does not encompass the variety of Med Affairs subfunctions




Defining value and impact
Moving from metrics that count activity to measures that reflect impact

Impact of yesterday Impact of tomorrow

Activity/indicator-based Outcomes-based
Internally focused Patient- and society-focused
Manually intensive Technology enabled
Tracking for tracking sake Tracking to course correct

26 MAPS webinar: Embracing imperfection for impact, February 2025. i a Medical Affairs Professional Society (MAPS)® 2025
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Defining value and impact
Practical examples of goal-based vs impact measures

Company Xis launching ProductY in a rare disease indication and has a strategic imperative to improve diagnosis of the disease

Quantative and qualitative goal-based measures

~

Quantitative: # unique visits to a disease awareness website

Quantitative: # people attending a symposium

Qualitative: Shares of an educational campaign on social media

-
Qualitative: Change in physician perceptions following an
educational program (assessed via pre- and post-event

\questionnaires)

Impact (outcome) measures

-~

15% increase in time to diagnosis
(assessed via physician surveys) or
increase in diagnosis (assessed via
claims database analysis)

\_

~




~ Nuggets in the S&G

Framework of meaningful measurements

Framework of meaningful measurements

Qualitative versus Quantitative

The list of possible metric Meaningful measures across Medical Affairs*
expanding, especially wit

technologies, highlightin

the factors that make me

context of a team'’s specif Insights External Education

lans
p Qualitative measures Quantitative measures Qualitative measures Quantitative measures

« Impact of insights on strategy = Number of competitive Impact of medical content (eg, * Number of educational events

+ Actions taken and results intelligence insights via Moore's Model and delivered
achieved based on insights * Mumber of actionable insights behavioral change + Number of events sponsored
delivered * Number of medical measurements/evaluations) + Number of speaker trainings
* Quality of insights delivered information inquiries + HCP recommendations + Analytics from online
. (leadership feedback] » Depending on educational resources, number of
Internal versus External activity: downloads, frequency of visits
- Time to diagnosis to the educational site, etc.

— Time to treatment initiation

* Please note, examples only - this list is not exhaustive.

Medical Affairs Professional Society (MAPS)® 2025
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How can we execute measurement in practice?
To be meaningful, value and impact measurements should align with the strategic plan

Understand

the need
Identify the unmet
medicalneed to help
define the strategy and
subsequentvalue measurements

29

5 = (i

Define

the strategy
Develop the core strategy,
Strategic imperatives,
and medical objectives

=

@,

Align
stakeholders

Align with internal
cross-functional partners to
ensure a coordinated approach

=

Determine Medical

Affairs measurements
Ensure a combination of impact
and goal-based measurements that
are measurable and relevant



Medical strategy: Defining where we want to be and

how to assess impact

Medical

el a P Strategic
Objective —

Driver

@

X
4
°

@: Potential Tactics

Build awareness of

Educate key Product X and

Develop a simplified MoA
animation that links action
to improved safety

Measure improvements in
sentiment and changes in
treatment practice based
on field interactions

stakeholders on
the value of
Product X

improved benefit-
risk profile vs
alternative
treatments

Conducta hybrid educational
event at global congress X and
share materials via various
channels (where metrics can
be tracked)

Conduct pre- and post-event
surveysto assess knowledge
and shifts in opinions

Measure the engagement and
sharing of materials post-event

Medical Affairs Professional Society (MAPS)® 2025
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It is important to understand your baseline, prior to tracking
and assessing value & impact

Establish your Determine process Identify a common Keep in constant Develop an ongoing
baseline for the and timing for tool for data communication with the communication plan for cross-
measurement impact collection functional groups to ensure functionalinternal stakeholders
assessment and evaluation accountability and proper to highlight achievements and
adjustment to changes in accomplishments of the Medical
medical plans Affairs teams as well as key

learnings from the value and
impact measurement evaluation
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How can we set ourselves up for success?

Embrace a measurement-driven mindset

Begin with a clear vision of success

Ensure alignment across all subfunctions and cross-functional teams
Foster transparent and consistent communication

Continuously refine and adapt
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Measure What Matters - Unlock the True Value of Medical Affairs
Shift from reporting activities to demonstrating strategic influence and real-world impact
through purposeful planning, meaningful measurement, and compelling storytelling

Medlical Affairs Professional Society (MAPS)® 2025
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Leveraging New MAPS Standards & Guidance to Drive
Strategic Medical Planning and Demonstrate Value

Medical Strategy & Launch
Excellence

- Connecting it all

Operationalizing Strategy and Medical Value - Roadmap, Measurement and Optimization

Strategic Road Mapping

Medical Value

Performance & Adaptation

Strategic

Planning & Impact

Cross-Functional Alighment

Internal Engagement & Visibility

Medical Affairs Professional Society (MAPS)® 2025
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Practical Applications

Arron Mungul (Moderator)

Yi Arnold, Amanda Henkel,
Emily Howman, & Leah Williams

Medical Affairs Professional Society (MAPS)® 2025

A -*’**f'*mu.f.sé.é,é i
e o ™ W P




U y’ |
Leveraging New MAPS Standards & Guidance to Drive
Strategic Medical Planning and Demonstrate Value

Medical Strategy & Launch
Excellence

° Closing Remarks
Yi Arnold
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MAPS Medical Strategy and Launch Excellence FAWG Initiatives

AVAILABLE ON-DEMAND N

Fundamentals of Strategy Webinar Series M&PS
* SWOT Analysis

* Gap Analysis

* Creating Measurable Strategic Objectives

Strategic Medical Planning

Guidance and Template

NEW & UPDATED

Standards & Guidance Documents

\&)|STRATECY *

idical®

* Measuring Value and Impact in Medical Affairs Measuring Value and Impact in

Medical Affairs

o Strategic Medical Planning Standards and Guidance Documen

COMING SOON IN 2025!

e S&G Launch Excellence

t
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Foundational Resources

=  MAPS|EL.

Sty

Search content in the platform

Introduction to the MAPS Foundations in Medical Affairs Program with
‘ ] ‘ ’ FOU N DATIONS I N MA Travis Hege, MAPS CEO

The MAPS Foundations in Medical Affairs (MA)
Certificate Program provides a comprehensive
overview of the 7 Domains & 42 Competencies of the
MAPS Medical Affairs Competency Framework,
equipping early-career MA professionals to be
effective tearmn members, while broadening their
perspective of the function and industry as a whole.

0:00 / 1216

Foundations in Medical Affairs: IPP Member
Foundational-level training for the 42 competencies of the MAPS Medical Affairs Competency Framework

&) | FOUNDATIONS |rm ( o a\ ind m ] aasudy m
X I A £SS
LL PROGRAN ) P ENTIFIC & TECHNICAL o, | BUSINESS
L % STRATEQY | % KNOWLEDGE |KNOWLEDGE
MBETEN
dations in il dations in i FoL ions in Foundations in Medical
Affairs Certificate Program Affairs: Strategy Affairs: Scientific & Affairs: Business
Technical Kr ledg led:

FREE FREE FREE FREE
7 courses | Bh45m EN | Th1s5m * 50 EN | 1h15m EN | 1h15m * 50
L) Learning plan [Z) E-learning [Z) E-learning

() E-learning

12 >
... |
s, EVIDENCE o, ENGAGEMENT
GENERATION  *|&8{iiunicaTion
Foundations in i Fou ions in
Affairs: Evidence Affairs: Customer
Generation Engagement & Scientific...
FREE FREE
EN | 1h15m EN | 1h15m
() E-learning (2] E-learning

9
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“Where to Access the S&G and Other Resources

MZPpS|iE.
Home About Knowledge Center MAPS Community Events MasterClass Partners  Job Postings Membership in X @

KNOWLEDGE B
CENTER

N

\

g

Select by Medical Affairs Competency Framework

Scientific & Technical 1 N 1 Customer Engagement & Leadership & Medical Governance &
Strategy Knowledge Business Knowledge Evidence Generation Scientific Comms Compliance
v v v h 4 v v v

: | ‘Selel:t By Topic : ‘

l Select By Type

" @, STANDARDS

| https://medicalaffairs.org/knowledge-center/ : : w

Medical Affairs Professional Society (MAPS)® 2025



MAPS Medical Strategy and Launch Excellence FAWG

Interested in joining the MS & LE Focus Area Working Group? Learn more!

https://MedicalAffairs.org/focus-area-working-groups/

41 Medical Affairs Professional Society (MAPS)® 2025
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