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Programs: An Introduction, and
How You Can Become Involved
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Disclaimer

The views expressed In this Webinar are those of the
presenters, and are not an official position statement by
MAPS, nor do they necessarily represent the views of the

MAPS organization or its members.

This presentation is for informational purposes only and is
not intended as legal or regulatory advice.
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Chief Executive Officer Assistant Vice President, Research and Programs
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Introduction



« Focus Areas (FA) are the priority capabilities that are strategically
Important for the successful implementation and maintfenance of

a high impact Medical Affairs organization.

* The Focus Areas will be managed and supported by a dedicated
Focus Area Working Group (FAWG) which consists of individuals
who will serve as Subject Matter Experts and be responsible for
stfrategy development, gap idenfification, content creation and
program implementation for their assigned Focus Area.

MAPS FAWG Charter 082020 Medical Affairs Professional Society (MAPS) | 2021



eCdemy

Medical Affairs Professional Society (MAPS) | 2021



Needs Assessment MAPs Survey

Demographics

Company Type

Small blotech
{=1000) people)
Medium
Pharmaceutic...

Large
Pharmaceutic..,

Deavice or
diagnostics
Organization her: consumer health
that partner...
Other (please
specify)

0% 10% 20% 30% 40% S50% BO%

Years of Experience

<5 years
5-10 years
10-20 years

20+ years

TO% BO% 20% 100%

0% 10% 20% 30% 40% 50%: 60%

o
-

TO%

B0%

20%

100%

Professional Level

lanager/Sanior
Manager
Yirector/Senior
Director

Viea
President/Ex...

Individual
Contributor

0% 0% 20%  30%  40%  50% 60%  T0% BO%

Medical Affairs Professional Society (MAPS) | -2021

0% 100%



Key Insights from Needs As;/ eCdemy

1. What is your definition of patient centricity; how do you/your
organization define patient centricity?

‘ “As it relates to Medical Affairs and the pharmaceutical
Partnership industry, patient centricity means ensuring that the

ith patients patient (as well as the family/caregiver) is kept at the
center of and/or engaged in the full spectrum of
activities related to product development, from very
early stages through product approval and beyond. The
goal is to ensure that patients are kept informed and
engaged in the many steps involved in drug/device
development so that outcomes are improved and their
overall burden reduced. In our day-to-day, patient
needs and perspectives should be carefully considered

and applied holistically in all activities.”

With patients

Patients at
center
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2. What aspects of patient centricity are you ...

currently working on in your organization? s
(Select all that apply) "
» Advisory boards iy
« Advocacy engagement i
« Patient-centric scientific exchange e
» Collection of patient oy
» Patient-centric trial design R—
« Policy development e
- Approval of material i
* Developing support programs Funing
* Running support programs
« Patient communications (medical information, lay trial summaries,
publications)
* Other e
* None

0% 10% 20%  30%  40%  50%  60%  T0% B0% 80% 100%

« Click all that apply
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Needs Assessment Survey

3. What challenges or barriers do

Compllance Concerns Lack of human
* Privacy concerns

Financia
limitations

you face (or anticipate facing) —_—
as you execute on patient- -
centric initiatives in your kot
organlzatlon’> e R

4

d

» Legal review hurdles

* Lack of human resources
* Financial limitations Other (please
* Other: R

0% 0% 0% 30% 40% 50%: BO0% TO%: BO% 90% 100%

MNene
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Needs Assessment Survey

| —
4. What can MAPS do to help you to overcome these challenges
and barriers, either real or perceived?

* Provide educational programs and/or resources (eg, webinars or erovide
white papers from key experts) on existing and newly emerging

industry guidance around patient centricity Share case _

studies af...

educational...

* Share case studies of successful patient-centric approaches across Developa
the spectrum of Medical Affairs activities library of...

Provide
opportunitie...

Paosition paper

* Provide opportunities for exchange of information and experiences —
R R N - ar | please
related to implementation of patient-centric approaches specify)

0 10% 0% 0% 0% 50% B0% TO% BO% S0% 100%
* Position paper
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Promoting Best Practices
in Patient Engagement



Session Overview

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

 The National Health Councll

« Understand how MAPS members can use NHC tools
« Terminology & Foundatfional Work

Ongoing Initiafives

Getling Involved!
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A Diverse Membership

Voluntary Health Agencies

Defined as 501(c)(3) organizations composed of individuals, both lay and professional,
voluntarily and democratically organized.

* Professional and Membership Associations
Health-related associations of individuals or institutions, including alliancesand coalitions.

* Nonprofit Organizations with an Interest in Health
Organizations engaged in or concerned with health issues that support the mission of the NHC.

e Business and Industry
For-profit companies engaged in the sale of health-related products or services such as pharmaceutical, generic drug,
insurance, biotechnology, and medical device companies.

e Associate Members

Organizationsthat are considered to be primarily vendors. They have all member privileges
except they are not allowed to be represented on the NHC Board and cannot vote at meeting of
the entire membership.

Copyright © 2020 National Health Council, All rights reserved. Medical Affairs Professional Society (MAPS) | 2021



Policy Matrix “Lead” Box

Lead

Medical Innovation
* User Fee Reauthorization
+ Patient/Caregiver
Engagement
* Clinical Outcomes
Assessments/Patient-
Reported Outcomes

L)

Patient Access and
Affordability
Reducing Access Barriers
Reducing Health Care
Costs
Part D Out-of-Pocket Cap
System-Wide
Transparency
Competition

Health Systems
Sustainability
+ Affordable Care Act
Stabilization
* Health Care Financing

A4

a

High-Value Care
= Value Assessment
= Personalized Health
* Innovative Payment Models

Copyright © 2020 National Health Council, All rights reserved.

2020 Programs

.

PE/Medical Innovation
Patient Engagement
« Patient Journey
Mapping
» Fair-Market Value and
legal agreements
* Health Equity*
* Real-World Evidence
« Patient Community
Training
« Patient-centered RWE

@

Health Systems
Sustainability

Innovative Payment
Models
Health Equity*

* Health Equity is embedded in all our work

2

@

Patient Access and
Affordability
Telehealth
+ Patient-centered
telemedicine
Health Equity*

d

High-Value Care/Value
Assessment

* Value Assessment

« Patient-centered methods

« Employerengagement

« Communications




Patient-Centricity

Any process, program, or decision focused on patients in which patients play an
active role as meaningfully engaged participants, and the central focus is on
optimizing use of patient-provided information

Patient centered means doing things
WITH patients —

not FOR or TO
— patients

Copyright © 2020 National Health Council, All rights reserved.
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The National Health Council Rubric to
Capture the Patient Voice:

A Guide to Incorporating the Patient Voice into the Health Ecosystem

.p_f 1y,
5 y
- -
= -

INATHOMAL HE:‘-E.:I'I{'EJU'IJH{HL

ational Health Coundil « 1730 M Stroet MW, Suite 500, Washington, DG 20036-4561 « 202-785

To provide a tool the patient community or any
other stakeholder can use to evaluate attributes of
patient centeredness and to guide them on
meaningful patient engagement throughout any
activity they might undertake

It can be used as a general blueprint for any setting
where patient centricity is desired:

»

»

»

»

»

Research

Medical-product development
Health-care delivery
Real-world analyses

Health policy

Copyright © 2020 National Health Council, All rights reserved. https:/nationalhealthcouncil.org/patient-

engagement-rubric/
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https://nationalhealthcouncil.org/patient-engagement-rubric/
https://nationalhealthcouncil.org/patient-engagement-rubric/

Rubric is Complementary to

Evaluating Meaningful Engagement within Patient-Focused Medicine

uality Measure Development .
Q L y & -|pE t Development’s (PFMD) Quality
erson an Elrl'll'||l' ngagemen
Pharmacy Quality Alkance Guldance

ll. Measure Tes l':‘ng/_\

> Hl. Measure Implementation

Measurement
Lifecycle

Il. Measure Specification

V. Measure Use and Maintenance

7

I. Measure Conceptualization L\_//

Source: Pharmacy Quality Alliance,

NTCPS://WWW.pPQgaalllance.org/da

Source: Patient-Focused Medicines Development, https://patientfocusedmedicine.org/the-patient-
engagement-quality-guidance/
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https://www.pqaalliance.org/assets/PQA-Patient-Engagement-Rubric.pdf
https://patientfocusedmedicine.org/the-patient-engagement-quality-guidance/

Patient Partnership - Patients should be
involvedin every step of the process, including
planningand dissemination.

Transparency- All activities should be conducted
in an open way, and assumptions, inputs,
processes, and results need to be disclosed to
patientsin plainlanguage and a timely fashion

Representativeness - Sufficient number and
types of people are included in the engagement
activity to ensure that those engaged can speak
on behalf of the target population.

Copyright © 2020 National Health Council, All rights reserved.

Diversity — The activity should consider differences
among patients, including patient subpopulations,
trajectory of disease, and stage of a patient’s life

Outcomes Patients Care About - Whether the activity is
research, policy, or care delivery oriented, the
outcome(s) being measured should include those that
patients state are important to them

Patient-Centered Data Sources and Methods — A variety
of credible sources can facilitate timely incorporation of

new information and account for the diversity of patient
populationsand patient-centered outcomes

Timeliness - Engagement happens at the appropriate
time(s) throughout the process so that it is useful,
effective, or relevant to meet the objective of the activity

Medical Affairs Professional Society (MAPS) | 2021



Stakeholder-
Directed

Collaboration

Consultation Study participant
in an RCT

Copyright © 2020 National Health Council, All rights reserved.

— Refers to direct relationships and
partnerships that are bi-directional,
reciprocal, and continuous

— Communications are open, honest,
and clear

— Engagement goals, participants,
methods, desired impacts, and actual
impacts are clearly outlined and
transparent
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NHC Programs Snapshot

Patient Engagement
*  “Moving the Field” Forward
* Telemedicine
» Fair-Market Value & Contract Templates
» Patient Experience Mapping Toolbox
» Capacity Building
+ Patient-Focused Medical Product
Development Webinar Series
» Case Examples
+ Science of Patient Engagement Symposium

Real-World Evidence
+ “Moving the Field” Forward
* Recommendations for Applying Patient-
Provided Information to RWD-based
analyses
+ Capacity Building
 Building Capacity for Patient
Engagement in RWE (PCORI funding;
Duke Margolis as partner)

High-Value Care
+ “Moving the Field” Forward
* Value-based arrangements
* Exploring alternative methods: multi-criteria decision analysis (with
NPC)
* HTAI Work Group: Statement of Information for Patients
« Capacity Building
* Online training and resources
* Value Work Group
* Value Assessment Communications Toolkit

Copyright © 2020 National Health Council, All rights reserved. Medical Affairs Professional Society (MAPS) | 2021



U'.il'dtOf and Related

Resources

AR EUROPE

L 5
wé-imq Patient Survey
ey Extension to other _ f
: ey stakeholders ! 5 — MY Calel §
E ............................................................................... : I I . aleulator
g efuta Patient Think Tank [ neamicotno : |
I ............... P .................... G UIdII’IgPI'IHCIpllE!. ............ I Eﬂ IntE ru’iews ........................................................................ E
i & PE Activity List — ' . US reference contracts
o . Legal Contract Input
m EEF _.:';;.1;._.;1 g;rl'.{::*:itp'll'::'ﬁg;ii-k — Plan European version and roll out
.............................................................................. ) _‘_'_'-‘-I. A i
1‘ How to bring to Europe: W A . --:~:_. Efpm N
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National Health Council’s Fair-Market Yalue viator and
Related Resources

Anti-trust Statement

National Health Council Patient
User Guide %Mv .

NATIONAL Engagement Fair-Market Value
Interpreting FMV Results HEALTH COUNCIL Ca |C U |ator

Please review the instructions before beginning.

Glossary of Terms

FMV Hourly Rate Methodology Instructions for Use:

Please read the information below before using the FMV Calculator.

Terms of Service

Ready to begin?

Last Report Summary
: : - cupe Begin FMV Calculation!
Before using the FMV Calculator, you should have already clearly defined the specific activity in

which patients, caregivers or patient organizations will be engaged, type and scope of the activity,
expertise required to perform the activity, type of participant, and number of hours required to A9 | accept the Terms of Service

perform the activity, as well as hours for any travel required.

Copyright ® 2020 National Health Council, All rights reserved.

Copyright © 2020 National Health Council, All rights reserved. https:/nationalhealthcouncil.org/fair-market-value-calculator/
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https://nationalhealthcouncil.org/fair-market-value-calculator/

National Health Council’s

Patient-Experience Mapping Toolbox

. Map My Experience
s 1Ty

Every patient has different experiences with their health. Asyou go along, think about ‘l ] =K ﬂ
NATIONAL Use this map as a guide to think about your own patient mﬁwﬂwb’;& . I Y [l y
HEALTH COUNCIL  experience from your“starting point;"through your diagnosis, experience, such as: “oo"
to where you are now, and everywhere in between. Family and Work or Housing and Health care Insurance and Oﬂ'ler health Finances and
support system student life transportation system access to care conditions other costs

After

getting a

diagnosis @

g;_etting_a - Desired outcomes 1?
iagnosis . and life aspirations 1

A
-

Before
gettinga

aness Path 1 Path 2

I noticed A health care ,
something was provider found a

different and problem during a

didn't feel right routine check-up

Information
gathering

He 1Ith goals

Copyrighte 2020 National Health Council, all rights reserved.

Copyright © 2020 National Health Council, All rights reserved. https:/nationalhealthcouncil.org/patient-journey-mapping-toolbox/
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https://nationalhealthcouncil.org/patient-journey-mapping-toolbox/

National Health Councﬂ’s Pahen’r Foc

November 2018 - Present

Patient-Reported Outcomes and Patient-Centered
Outcomes

FDA’s Roadmap to Patient-Focused Outcome Measurement
in Clinical Trials

Untangling the Terms: Endpoints, Items, Outcomes, PROs,
PROMs, PRO-PMs

It all starts with the “concept of interest” and “context of
use”

What do We Mean by Validation of a Measure?
Measuring Patient Experiences: Distinguishing Between
Patient-Reported Outcomes and Patient Preferences
Lessons Learned From a Patient Group’s Experience
Developing a PRO

What is the Difference Between Health-Related Quality of
Life (HRQoL) and Patient-Reported Outcomes?
Introduction to Core Outcome Sets

What are Clinician-Reported Outcomes (ClinROs)?
Clinical Outcome Assessments: Build New or Adapt Old?
21st Century Cures: Requirement on Patient Experience

Copyright © 2020 National Health Council, All rights reserved.

Wedical Product

Data and Related Information

A Look at Rare Disease Listening Sessions with NORD and
the FDA

Observer-reported or Proxy-reported:
the Other?

What is the Role of Patient-Reported Data in Outcomes-
Based Contracts?

Patient-Focused Medical Product Development: Real-World
Case Examples

Health Literacy Throughout Drug Development: Why It
Matters to Pharma and to Patients

Upcoming: Webinar on recent publication regarding
Clinical Trials Transformation Initiative’s work on
“Optimizing Mobile Clinical Trials by Engaging Patients and
Sites.”

Is One Better than

Medical Affairs Professional Society (MAPS) | 2021



° ° ° V777 4
National Health Council’s Patient-Focused Medical Product
_

Case Examples  /

1. Pediatric Assent

Lilly worked directly with iCAN (International Children’s Advisory Network) and UC-Berkeley to improve its approach to the typical
pediatric/adolescent assent form. When a child is too young to sign a consent form, the parent provides the consent. However, the children
can also give their assent to participate in the clinical trial. Lilly researchers worked alongside patients in the iCAN program to create assent
templates for children/adolescents that tell the story of what it's like to participate in a clinical trial. Similar to a picture book, the colorful
template follows kids as they experience blood draws, X-rays, and other procedures. Here is a more detailed description the program.

Key point: Lilly researchers updated assent forms to better engage young patients in clinical trials by working with young patients to create
them and incorporating their ideas into the updated version.

2. JAKAFI® (ruxolitinib)

Jakafi (ruxolitinib) was approved by the FDA in 2011 for the treatment of intermediate or high-risk myelofibrosis. One of the endpoints used to
support FDA approval was demonstrated improvement in myelofibrosis-related symptoms. Symptoms were measured by a novel patient-
reported outcome (PRO) measure, the modified Myelofibrosis Symptom Assessment Form (MFSAF) version 2.0 diary. The MFSAF 2.0 was the
result of additional qualitative patient interviews, cognitive debriefing, and validation testing conducted by the sponsor in order to meeting
the requirements outlined in FDA's 2009 PRO guidance. See Acquadro and Regnault.

The FDA uses this as an example of successful Clinical Outcome Assessment development.

16 examples published on website

Copyright © 2020 National Health Council, All rights reserved. https:/nationalhealthcouncil.org/patient-focused-medical-product-case-examples/
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National Health Council’s

18] wel

Va I u e P rog ra m —ti:a'ltl"\.sconomlcs 10 Value Assessment closury"r"

1A nmng on health scornormics st vaiug T o tlanguage def Atons and werrmis used A value e

* Advancing Patient Engagement

and Patient-Centered Methods 5 4
Value Framework Get-Ready Considerations Guide for Patient
Checklist For Patient Organizations Organizations
PAVE
L @y
Pearls of Wisdom from Members of The Patient Voice in Value: The NHC
the Patient Community Patient-Centered Value Model Rubric
- o
11
Domains of Patient Centeredness in Value Assessment: Incorporating The
Value Assessment Patient Voice

Copyright © 2020 National Health Council, All rights reserved. . : ,
https://nationalhealthcouncil.org/education/value-classroom/ MedicalrAftairs Professiondl SociotyMARS) “l#20%1
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Opportunities for Engagement

e Advisory Board membership
— Program Sponsorship

e Education/Networking
— Science of Patient Engagement Symposium
— Medical Innovation Action Team

— Regular webinars

e Consulting
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Thank youl!
Questionse



