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(1){} EUPATI Patient Engagement Roadmap
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Improving Patient Involvement in Medicines Research and Development: A Practical Roadmap. Geissler, Ryll, Leto, Uhlenhopp, Therapeutic Innovation &
Regulatory Science (2017), doi: 10.1177/2168479017706405, and at www.eupati.eu
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Patient Expert Training Programme
BYY

EXpeI’t-|eve| Ualﬂlﬂg on Getting started! Introduction to Medicines R&D Non-clinical Development |
medK:lneS R&D n this very short course, you will get roductory modcule, you wil T ses of this module will exciain
Non-disease specific
Online + In-person/live
streaming

In this introductory meoou € courses of thus module v
non-clinical studies in deta., tne
concepts of pharmacogenetics/ge
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12-14 months =2 ,g P
Continuous enrollment - \oikk D ﬁ o
2 O O =F g a d ua teS = E U DAT | Clinical Development Regulatory Affairs :—Iealt)h Technology Assessment
T eatreas i o O e e HTA

Fe”O S 3 le cont & COUrses in this module wiil give you
W development and trials, inc.uding an cvervew on medicines regulation The purpose of this module s ¢
8 ntrocuce you ¢ nealtn

statistics, ethics, the role of ncluging the different market..

This module contains courses on clinical

learning.eupati.eu
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Individual Courses
* Choose from 6 modules containing 3-7 courses each, receive a certificate for all the courses
- - and a badge for the module
Individual Modules ; °
* Benefits: Expertise in a particular area within medicines R&D
. Complete all the courses on the Open Classroom and two training events (online/in-
erson
EUPATI Fellow Programme person)
+ Benefits: EUPATI Fellow title provides the opportunity to be recognised as expert patient
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EUPATI FELLOWS
Graduates of Patient Expert Training Programme

@ m EUPATI

« The title certifies the expert-level
knowledge and understanding of the
medicines R&D process

 Recognition as expert patients

« Well-known label within the patient
engagement landscape

 Highly sought-after partners by
different stakeholders

« Active in e.g. patient organisations and
providing advice to industry, regulator
and HTA partners




EUPATI Impact m e

EUPATI Fellows EUPATI Fellows
before training... after training...

1. Leadership roles in patient organisations 58% 72%
2. Advising pharmaceutical companies 22% 59%
3. Advising a regulatory agency 14% 51%
4. Advising a reimbursement / HTA body 5% 14%

Source: Internal EUPATI Cohort 1-3 Surveys



HQF EUPATI Patient Engagement Guidance

Guidance documents for the

Interaction of patient organisations

with other stakeholders:;

DN NN

academic researchers
in industry-led R&D
INn HTA bodies

IN regulatory processes

EUPATI

POLICY AND PRACTICE REVIEWS

®

EUPATI Guidance for Patient
Involvement in Medicines Research
and Development (R&D); Guidance
for Pharmaceutical Industry-Led
Medicines R&D

Kay Warner ™, Wolf See™, David Haerry™, Ingrid Kiingmann “, Amy Hunter* and
Matthew May™

EUPATI and Patients in Medicines

Research and Development:

.’ froptiers O POLCY AND PRAGTICE REVIEWS
n Medicine Y

Guidance for Patient Involvement in

Regulatory Processes

Haerry ™, Cordula Landgrat”, Kay Wamer', Amy Hunter, ingrid Kingmann®,
Matthew May* and Wolf See”

'.‘frontiers
in Medicine

Jationt involvermant in medicines research ar
Bowiodged and are thought 1o offer benefits

e dscovery, development, and evaluation of

POLICY AND PRACTICE REVIEWS
publhad: 07 Septemoer
i 10 35

OPEN ACCESS

Edited by
Fer Spinder,

sty of Gopaniagen, Denmark
Reviewed by:

Feter iy

s Gommitoe for Gincal

ket to regulation
fgsment (HTA) bode:

EUPATI and Patients in Medicines
Research and Development:
Guidance for Patient Involvement in
Ethical Review of Clinical Trials

ngrid Klings , Andrea. , Kay , David Haerry *", Amy ,

Matthew May" and Wolf See™

*EUPAT, Eurapeen Forum for Good GiicalFractoe Brusoels, Beigtum, > EUPHT Eiics Gommitoe. Medica Universiy
Vi, Ausiris, EUPAT, GiaxoSmitKis, Eventiord, ited Kingom, * EUPAT), European Aids Tresimen Group,

EBrussels Bagim, *ELPAT], Ganefic Aliace UK. Londion, Liied Kingiom, ¢EUPAT], European Patiens Forum,

Lnamourg Luxambous, "EUPAT], BAYER, Barin, Garmary
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and groups of pationts
Involvement of patients in the research and development process (R&D) of new : F

medicines—in all areas of indications—today is a widely accepted sirategy in
pharmaceutical industry to ensure relevance and suitability of the treatment under
development. This may consist in, but is not limited to, patient input to achisve
more patient-friendly protocol design, endpoint, and comparator selection as wel as
d
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apre- or post-marketing clinical trial. Ethical aspects
and especially the balance of benefit and risk in a cinical trial are frequently judged
differently by clinical researchers, reguiators, ethics committees, and patients due to their
different focus. The final assessment of the ethical aspects of a planned cinical trial is
provided by an independent ethics committee consisting of physicians and other experts
in healthcare and clinical trial methodology as wel as of lay persons. The participation
of patients in ethics committees is a much-discussed concept, its suitabilty disputed
in many countries, and only imited experience on best practices is avaiable. In order
1o be effective and yield the best results for all stakeholders, integration of patients
into the medicines development process needs to be structured and governed by
clear, mutually agreed rules and modes of operation. Communication and collaboration
processes need to be systematically implemented to establish transparency, trust and
respect between those developing new medicines and their users, respectively between
those involved in design and approval of ciinical frials and participants. In particular
agreement on the ethical aspects of a cinical trial andor its overall ethical acceptabilty
is a prerequisite before the start of a ciinical tril. Existing codes of practice for patient
involvement with various stakeholders do not comprehensively cover the full scope
of RED, with the exception of more general statements on interaction. Overarching
guidance on meaningful and ethical interaction is missing. One specific aim of the
European Patients’ Academy on Therapeutic Innovation (EUPATI) was to lose this gap

raversty of Copenfragen. Dervnack

Invatvement n EticalFavew of
Clrical T Frant Mect 5:251.
i 10.3389/imad 2078.00251

through th of quidance documents for ethics committees, pharmacetical
industry-led medicines R&D, regulatory autherities, and health technology assessment
(HTA). This EUPATI “Guidance for patient involvement in ethical review of clinical trials™
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POLICY AND PRACTICE REVIEWS

EUPATI Guidance for Patient
Involvement in Medicines Research
and Development: Health Technology
Assessment

iy Hunter'*", Karen Facey'?, Victoria Thomas ', David Haerry
Ingrid Kiingmann 7, Matthew May '* and Wolf See"*

The main aim of health technology assessment (HTA) is to inform decision making by
health care policy makers. It is a systematic process that evaluates the usa of health
technologies and generally involves a critical review of intemational evidenca related
to clinical effectiveness of the haalth technology vs. tha best standard of care. It can
also include an evakuation of cost effectiveness, and social and ethical impacts in the
local health care system. The HTA process advises whether or not a health technology
should be used, and #f so, how it is best used and which patiants are most fikely
to benefit from it. The importance of patient involvement in HTA is bacoming widely
recognized, for scientific and democratic reasons. The extent of patient involvement in
HTA varies considerably across Europe. Commonly HTA s stil focused on quantitative
avidence to determine clinical and/or cost effectiveness, but the interest in understanding
patients' experiences and preferences is increasing. Some HTA bodies provide support
for participation in their processes, but again this varies widely across Europe. The
involvement of patients in HTA s determined at the national and regional lev
not subject to any European-wide legislation. The guidance text presented in th
was developed as part of the work of the European Patients’ Academy on Therapeutic
Innovation (EUPATI) and covers the interaction between HTA bodies and patients and
their representatives when medicines are being assessed. Other EUPATI guida

uments reate to patient involvement in pharmaceutical industry-led research and
development, ethics committees, and regulatory authorities. The guidance provides
recommendations for activities to support patient involverment in HTA bodies and specific
guidance for individual HTA processes. It secks to improve patient nvolvement, usng
the outcomes of published research and consensus-building exercises. It also draws on

good practica examples from individual HTA bodies. The guidance is not intandad to be
prascriptive and should be used according to specific circumstances, national legislation

or the unique needs of each ion, This article represents the formal publication of
the HTA guidanca text with discussion about recent progress in, and continuing barriers
to, patient involvement in HTA.

icipator L HTA, EUPATI
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EUPATI FUNDAMENTALS ﬂm EUPATI

Patient Engagement Training

* Training about Patient
Engagement

 For industry & academia

 Co-desighed & Co-
delivered by patients

« 2-day workshops

» Live streaming, small
groups

« 500+ trained individuals



EUPATICONNECT
EUPATI

Enhancing collaboration between patients & researchers

Matchmaking platform
Bringing together EUPATI

: : i v
DaUenthExperts with - =
researchers

: : /
Enhancing patient [ EUPATIConnect '8
iNnvolvement e.g. protoco| Bringing EUPATI Patient Experts and researchers together. 2
review, focus groups, , &

|

speaking opportunities, ,
patient advisory boards,

ethical committees,

regulatory processes




JEH_‘ EUPATI TOOLBOX

| ﬂ Free onlineresources on medicines' R&D

5 million users worldwide
13 languages

Information about
medicines R&D and patient
engagement
Comprehensive,
scientifically reliable, and

user-friendly
Non-disease specific
Articles, presentations,
webinars, glossary &
acronyms, videos,
iInfographics, factsheets

Toolbox

The Toolbox is organised in two main areas: Medicines R&D and Patient
Engagement. You can also search by category or keyword. At the next stage you

can also refine the search by "tags” (sub-categories). Key introductory topics are

highlighted to help you begin to explore medicines research and development as
well as patient engagement. Key concepts in the articles are linked to the Glossary

for definitions.

EUPATI

Not sure what you're looking for?

Show all in Medicines R&D or Patient Engagement Try to browse by topic:

toolbox.eupati.eu




EUPATI NATIONAL PLATFORMS (ENPs) ﬂm
. . EUPATI
Patient Education at the local level

23 platforms established in
Europe + Japan :
« Independent multi- _ R ) oo

stakeholder structures . "S- A 5
+ Patient education activities RIS
INn national languages

|"_



OTHERINITIATIVES ﬁmt EUPATI

Enhancing patient engagement through education

« Active in worldwide patient * -~
education and —
engagement initiatives .

« Collaboration with EMA,

IMI/IHI, PEFMD, EFPIA Patient
Patient Think Tank Engagement] | Towards Stronger
open forum Patient Engagement

 Co-organizer of Patient y
Engagement Open Forum :

 Partner in several European
research projects
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Partners . { Board of Trustees ]
profeeil A National
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EUPATI Board

appoint

representatives

appoints and consults
delegates

/
Sustaining Partners { Executive Director
Assembly collaborates <
— :
. J { Secretariat
supports 1 establishes l 1supports
EUPATI Friends } [ Committees ]




®/ \® Partner contributions

« Balanced public-private
funding base

O oo f catraini .+ Ensuring continuous
T‘“l SEIOI-SEIvICE trainings education and reliable

information for patients,
patient representativesand
the wider public

« Sustaining the EUPATI
Patient Expert Training
Programme, Toolbox,

Y b
’-‘@y B . widening of EUPATI's scope
\@« Fee-based matchmaking







EUPATIin numbers

Partners

EUPATI

Trained Patient
Experts

Toolbox users

: Trained National
in 13 languages

Patient Experts

Open Classroom

Trained Learners

professionals

Countries with
National Platforms

Future Patient

Future National Experts
Patient Experts



@ EUPATI communications m EUPATI

eupati.eu - subscribe to our newsletter!

ﬁ facebook.com/eupati.eu

{3 linkedin.com/company/eupati/

YW (@eupatients
) /PatientsAcademy

(0) @eupatients
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