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| AM SICK AND
TIRED OF BEING
SICK AND TIRED.
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Why EUPATI?
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Health research & policy Is changing m -
E

at a fast pace

Innovation transforms the lives of
patients with serious, lifelong conditions:

Molecular targets/pathways
Genome sequencing
Translational research

Personalized medicine

« Small trial populations

» Biomarkers, companion diagnostics
Need for post-marketing data

Health Technology Assessment
QoL, endpoints, comparators

BUT long term pressure on health budgets
— here to stay

European P: emy
on Therapeutic Innovation

Window of
opportunity /

trial design

relationship
between
researchers,
regulators,
Industry,
patients
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Patients as partners: partnership model
requires a paradigm shift, and more ' eupaT
training for patients and advocates T

Patient roles in
Medicines R&D
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There is public distrust and a lack of :
knowledge about research in the lay public "

on Therapeutic Innovation

Only 6-12% of cancer patients
participate in clinical studies

75% of Phase II-1V studies delayed due to slow

patient recruitment

Bad image one reason for delayed generation of
meaningful clinical data
| '3.| .
MILLIONS 0 I “.
MEDICINE AND THE MEDIA I ! s '\ " 2, ' t-L’
“We saw human guinea pigs explode” | | p| L[t
L Stobbart and colleagues examine newspaper coverage of adverse events in the TGN1412 trial i I
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Patients have a key role in all aspects of
health-related research
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EUPATI is needed because... L -

Patients...

« seek up-to-date, credible, understandable information about
Innovation in treatments

- are largely unaware about clinical trials, translational research,
personalized medicine, pharmaco-economics etc and their key role

Patient advocates...

* have an increasingly complex and professional task of advising on
protocol design, informed consent, ethical review, marketing
authorization, value assessment, health policy

- are often self-taught and have gaps in the education and training
required to participate as an equal partner in medicines R&D

Prior to EUPATI the FP7-funded PatientPartner project demonstrated
a clear need & willingness of patient advocates to be an active
partner in medicines research and development



What is EUPATI?
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What is EUPATI?

A Public Private Partnership within the

Innovative Medicines Initiative Joint

Undertaking*

A 5-year project, launched in February 2012 m EUPATI
A patient-led project coordinated by the o Therapentic lanrcation”

European Patients’ Forum, with EGAN,
EURORDIS and EATG in key roles

A strong multi-stakeholder consortium of
patients’ organisations, academia, NGOs and
Industry — 33 organisations

The key pan-European initiative to build
competencies & expert capacity among
patients and the health-interested public

* Resources are composed of financial contribution from the European Union's Seventh Framework Programme and in-kind
and financial contributions from EFPIA companies
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The EUPATI objectives are directly m
contributing to this paradigm shift et

Key objectives:

Develop and disseminate objective, credible, correct and
up-to-date public knowledge about medicines R&D

Build competencies & expert capacity among patients &
public

Facilitate patient involvement in R&D to collaborate in
academic research, industry research, authorities and ethics
committees

...and NOT:
develop indication- or therapy-specific information!
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EUPATI is developing education targeted
at different levels

f’; A

.7 EUPATI Patient Experts

| Training Course
l -- for expert patients

= e-learning
= Classroom style face to
face teaching

Slide shows,
factsheets, videos and
webinars, glossary

'print ready' content

EUPATI Educational

Toolbox
-- for patient advocates

¥

= Encyclopaedia
= Short video

w documentaries
EUPATI | 100.000 = Patient interviews
~Internet Library individuals = micro-lectures (as
~ -- for the health-interested public podcasts)

= Images, diagrams
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EUPATI empowers patients with education
In key areas of medicines R&D

Educate and train patients and patient advocates with objective,
credible, correct and up-to-date information about:

Discovery of Medicines & Planning of
Medicine Development

Non-Clinical Testing and Pharmaceutical Development

Exploratory and Confirmatory
Clinical Development

Clinical Trials

Regulatory Affairs, Medicinal Product Safety,
Pharmacovigilance and
Pharmaco-epidemiology

HTA principles and practices
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Reflecting European diversity:

/ languages, 12 countries

/ most frequently
spoken languages:

English
French
German
Spanish
Polish
talian
Russian

12 countries:

UK, Ireland, Malta, France,
Luxemburg, the francophone
Belgium, Germany, Austria,
Switzerland, Spain, Italy and Poland,
plus Russian-speaking population in
Central and Eastern Europe



Truly patient-led: 4 major pan-European m
patient associations in key roles EUPATI

European Patients’ Academy
on Therapeutic Innovation

o
Eump,.,: C o EUPATI Project Coordination
EPF Forum- o >50 umbrella patient organisations.
Additional
!EG AN o Linking national and regional patient partners in other
alliances patient
organisations
and "members
- of members"
K | o
\e g o >600 rare disease organisations in "EUPATI
EURORDIS >45 countries Network"

Rare Diseases Europe

EA European . .
TG AIDS Treatment o >100 members in over 30 countries
Group

16
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Strong consortium e #

L EUPATI
& stron g governance Eumpean s cadomy
Coor@nated by patle_nts (EPF) EEGAN @ nowgen *
Leading pan-EU patient umbrella o
groups involved in all key activities R DIA
Strong impetus from key academic partners e ——
and research organisations QERIC
Industry expertise in medicines R&D IPPOSI
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Uniqueness of the partnership

Unique and unprecedented partnership between patient
organisations, other public partners and pharmaceutical industry
based on the philosophy of the IMI

* Unique in IMI that EUPATI is patient- and not industry-led

« Opportunity to establish an effective, transparent and
credible partnership

* Exceptional learning experience for industry representatives
to work with patient organisations in a constructive and
reflective manner, which could serve as a role model in other
environments as well

- Making best use of industry expertise in medicines R&D,
Incl. e.g. the legislative environment and development of ITP as
required by law

Opportunity to strengthen the voice of the patients in the
search for innovation and new medicines

Chance to reduce fear, lack of trust and misconception among
patients regarding the pharmaceutical industry



Three years of EUPATI:
Much has been done! ...

For example events in Frankfurt 2012,
Barcelona 2013, Rome 2013, Warsaw 2014...
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EUPATI assessed patient & public

attitudes towards medicines R&D

Public survey; 6931 responses in GB,

Spain, Poland, Italy, France and Germany

Patient advocate survey; 468 responses
across Europe

Patient advocate survey focused on
course delivery; 41 responses

Qualitative research with patients and the
public; n=125 people

Qualitative research with stakeholders;
n=56 (incl. policy makers, pharmaceutical
industry, clinical research professionals)
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First results published
in BMJ Open:

Downioded from hito i £

BMJ Open What the public knows and wants to
know about medicines research and
development: a survey of the general
public in six European countries

Suzanne
Kay Warn
of the Eur
ABSTRACT
Objectives:

x » The sirey used 3 mbist quote sapling
mathod which ansured this 7 good cross sestion

covered.
¥ formed p 2 puctic omnibus = Findings are minky generdisable o Westrn
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+ 3 peer reviewed
publications to come
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The EUPATI Network & (Social) Media s ®
IS growing

EUPATI 2015 WOR... POST ON FE.COM/EUPATIEU

TOPRA article, Nature Medicine article
~1.200 ,EUPATI Network Members*

About EUPATI You ay

EUPATI News

EUPATI Events o >6.500 website visits per month

Subscribe to Newsletter e ~1.300 Newsletter subscribers

Ere i Wk e Actlev: >1.300 Twitter followers; >1.600 tweets
Advisers Workspace afternd

>900 Facebook friends
>550 Linkedln members

Ethics Panel Workspace

I Network Workspace activiti

Create NetworkWS article

Online Discussion Forum
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Engage in EUPATI National Platforms

»)
M2

EUPATI National Platforms...
bring all stakeholders together in countries
address educational needs in R&D

disseminate EUPATI’s training material
to patient organisations

UK IE CH ES FR IT LU MT AT PL DE BE



Patient Expert Training Course

‘. EUPATI
European Patients’ Academy
ra i

-510"'(3
+ e

Online self-learning 2 Face-to-face events Patient involvement
forum

150-175 hours of e-learning

and 8 days for two Face-to-Face meetings
over a period of 14 months
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What our EUPATI trainees say about the
EUPATI Patient Expert Training Course...

Sariinas Narbutas from Lithuania
(Lithuanian Cancer Patient Coalition, POLA):

“10 days of superbly engaging discussions with 50
capable patient advocates is the capacity building
experience equal to none”.

Begonya Nafria from Spain

(Hospital Sant Joan de Déu, Barcelona):

“It’s essential that patients and their families are
Involved in research on rare diseases. They have
an immense expertise, and their needs must be
taken into account”,

24



What our EUPATI trainees say about the g
EUPATI Patient Expert Training Course... [ epan

w
W
w
*

on Therapeutic Inn

Birgit Bauer from Germany
(MS patient and Blogger about Multiple Sclerosis):

“(...)  use my gained knowledge for articles,
blogposts and for talks. | now have better arguments
In discussion panels and understand the different
perspectives of different stakeholders.”

Maria Piggin from England

(PNH Support):

“l have been provided with tools which give me
confidence to assert the patients' voice. Each process
examined highlights how a patient advocate can add

value.”




What our EUPATI trainees say about the g :
EUPATI Patient Expert Training Course... [ EuPATI -

Academy
on Therapeutic Innovation

Margaret Graham McDonald from Scotland
(Healthcare Improvement Scotland):

“The EUPATI course has harnessed the skills |
needed to play an effective and active part in
Research & Development with confidence.”

Stefano Mazzariol from Italy
(Parent Project Onlus):

“l would like to work with stakeholders to bring
patients closer to research. | wish that all patients
could benefit from the knowledge that | am acquiring
In this course.”




The EUPATI e-Learning platform is
already in use by the EUPATI course

)
INFRASTRUCTURE

x W Ew w* * ok

. & . * Jan

* buWropean Patients’ Academy “ European Patients’ Academy ﬁ
EUPATI = o0 Therapeutic Inmowation A . :
: EUPATI = ©n Therapeutic Innovation

EUPATI Face-to-face Forum Glossary B8 My Modules ~ You are logged in as Jan Ge

&
fh NAVIGATION 5 HOME » MY COURSES »» EUPATI » DISCOVERY OF MEDICINES & PLANNING OF MEDICINES...

# Home

@ My home

I My profile

Hanning of Medicomes | sereineme I Current course

Dievalopmend B8 Discovery of Medicines E Click here to enter the discussion forum for this module
& Planning of Medicines...

B Participants
I My courses

Discovery of Medicines and Planning of Medicines Development

Learning Outcomes
Fpinrarbany and 5 Clincal Tnals
EE IO - Lessons in this module will allow you to
@ ADMINISTRATION 1A E:Eéaki]r;::n‘ltmportance and describe the possible role of patients/patient organizations in medicines

1B  Describe the process of drug discovery and development and identify the critical factors and decision
points, including patenting, and drug development in special populations

= Course administration

# Turn editing on K A . .
1C  Describe the background to the development of requlation of medicines and the roles of the various

by HTA r‘ri'ltlllllifi- © Edit settings stakeholders

_+|:1.I|.1||u1 Pl Praclices 2 Course completion

salnhy, 1D Discuss the role of biomarkers in drug development

I*hamacoyiglance s Users
T Filters 1E  Discuss the potential application of the concept of personalized/stratified medicine in the medicine
8 Reports development process
& Grades 1F  Discuss the role of translational research in drug development
& Backup
& Restore 16 Outline the concepts of evidence based medicine and outcomes research

IUT ELIPATI X Import
C Reset 1H Describe predisposing factors and underlying mechanisms of disease and the different types of medicines
ese

and their mode of action
I Question bank

B8 Switch role to... Forums: 2

B My profile settings

Module 1

27



The EUPATI Advocate Toolbox

IT
INFRASTRUCTURE %‘

In 7 languages (launch 31 January 2016)

European Patients Academy
m EUPATI on Therapeutic Innovation

The A to Z of how
medicines
are developed

For example: How are drugs made?

From Laboratory to Patient
Looking for new Medicine

Laboratory Testing

&= Advocate Toolbox

For patients and citizens by patients and citizens

Search our library of patient focused educational materi

al

Making a Medicine
Clinical Trials
Medicines Safety

Medicine Approval

/ i

& Or browse our information library

Help | FontSize | Contrast

Select your language: English

Effects of Medicines
Patient Involvement

Value of Medicine

W

_‘ alive

Fact sheets, detailed
papers, PPTs,
videos, illustrations,
glossary.

Accessible via web
and on mobile
devices as well as for
offline use.

All content available
In English, French,
Italian, Spanish,
German, Polish,
Russian.

28
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The Patients’ Academy: Patient Advocate Toolbox
— Formats
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. - SUSTAINABILITY Y
EUPATI beyond 2016: Sustainability
when current funding ends is being discussed

What EUPATI should continue to do Coordmanon
after current funding ends:

EUPATI “Central project” Training T

* Provision of the EUPATI course:

— Run the English-language
Patient Expert Training Course

— Provide the EUPATI Toolbox (IT platform)

— Provide the EUPATI Internet Library
(IT platform)

— Support matchmaking of EUPATI trainees
with interested parties
(researchers, authorities)

« Keeping EUPATI’'s material up to date, e.g. when regulation changes

— Update the course material, the Toolbox, the Internet Library
(in all 7 languages)

— Continue to implement feedback of users e.g. corrections, terminology
« Extend content beyond the current syllabus (e.g. patient involvement in research)

Overall coordination and support of EUPATI’s National Platforms
« Coordinate the 12 National Platforms (& potentially additional countries)
«  Support the conduct of local courses / other language courses
« Make sure EUPATI material derivatives do not deviate from EUPATI content

Platform




Beyond EUPATI: Creating
sustainable impact beyond 2016

EUPATI is developing:

New and innovative concepts that will ensure more active
Involvement of patient experts in R&D and HTA

Guidelines for interaction between stakeholders, ethical
principles and best practice procedures

Guidance on interaction of patient advocates with
regulatory, HTA bodies, researchers and industry in the area of
medicines research and development



Beyond EUPATI: Creating sustainable m
impact beyond 2016 s e

Therapeutic |

By 2016, this unique EUPATI public private
partnership has pioneered a paradigm shift
towards patient involvement in medicines R&D:

Developed and deployed Patient Expert Training
Course

Trained ~100 Patient Experts

Deployed “EUPATI Toolbox” and “EUPATI
Internet Library” in 7 languages

Released EUPATI material under “Creative
Commons License”

Established ~12 EUPATI National Platforms

Developed guidance on patient involvement in
R&D with different stakeholders groups and
established best practice procedures

Established EUPATI as “quality brand” for patient
education in R&D

32
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tm t EUPATI

European Patients Academy
on Therapeutic Innovation

can really make a unique
difference to patient
empowerment and to
medicines R&D.

You can help us to make
it a success.

Jan Geissler
jan@patientsacademy.eu
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