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EUPATI's 1st year:
Much has been donel! ...
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Our first year has been successful...
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Moving from preparation phase into
Implementation/development phase

Preparation Phase Confirmation Phase Sustain Phase
M1-18 M19-48 M49-60

Project Project Management, Communication,
Infrastructure Evaluation, Finances
Establishment of Public conferences, Regional Workshops,
EUPATI Network EUPATI Network, EUPATI National Platforms

focus groups Literature review

< Editorial process, Content Refinement,
yllabus . quality
Development, translation e

Design, development and support of technical
infrastructure for eLearning/IT Platform

First course EUPATI IT feployment,
performed Platform launch quality ass.
. - Development of
: Best practice guideline dev., )
Research on Patient ; code of conduct P New technologies and
> Partnership models >> Reiggcmhﬁ]r;dfnmeot?]gésnew >> for Ipatient >>Susta|nab|l|ty e dev.>> future remit s,gtrategy >
involvement

Needs analysis, i i
Review of material, > QUEMTIEIVE SUREY; >




Website available in 7+1 languages, plus
Intranets” for consortium & advisers
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New documents for our advisers

Thee following DCUMENTS 208 MW mMads 3vaEDie I0 DUr &VISOrS. Pieace r
EUPATI adwisary anly and are not thowght for public circulation

* Governgnce Handbook Code of Condiwect, Erhics Eramework Conflict of

¥ FUPAT] Descrigtion of Wodk, EUPATI Work Parkages” Wrork Flans
¥ WP Resource Review Repart, List of Besouioes

F WP Deaft syliabu for ELUPATT trasimng courssd

Other documents:

You are here. Home » Matsoral Plarforrms

EUPATI National Platforms

in close cooperstion with ELWPATI, patlent-driven partnerships called Matio
Piatforms (EMNPsy will be set-up in each of the 12 EUPATI coantries (Rusiria
reland, maly, Lusembouryg, Maka, Pfoland, Spain, Switzeriand and LK)

Mateonal Ligison Teams (NLT) are Task forces with ope representamive of ea
aeatderiy] which ditve the development and deployinent of "ELIPAT] Meben
ELPATI Mational Platforms. (ENPi) which have multiple representatives fron



All committed deliverables have been

provided to IMI

Work -
Package

Number

Milestone/
Deliverable

Governance Manual
(D1.1)

EUPATI Financial
Manual (D1.2)
Annual Work Plans
(D1.3)

Evaluation Plan
Ethical Framework

Report on review of
literature and resources
(D3.1)

Functional specification

defining technical
platform (D5.1)

Date Due
(Annex I-
description
of work)
M3

M1

M11

M3
M3

M5

M6&

Completed
(Yes/Not
yet/Partially)

Yes
Yes
Yes
Yes
Partially in period 1

(completed in M12)
Yes

Yes

| | | 2

L EUPATI
European Patients’ Academy
on Therapeutic Innovation

Related document
attached
(Yes/No/Not
applicable)

Yes

Yes

Yes

Yes
Yes

Yes

Yes
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CONSORTIUM

H (11
m 24 ,Consortium Updates
These are the updates sent to all Consortium Members of the EUPATI Project. Please note that this is internal
Se nt to yo u [ communication of the consortium which is confidential. Please do not share outside of the consortium.

Display# 20 =

Title Created Date
Register now for the EUPATI General Assembly on 18 April! ra 19/03;2013
Consortium Update: Periodic report, AGM, Conference, Social Media, INFARMA & 08/03/2013
EUPATI Marketing Material - order form & 14/02/2013
EUPATI Financial & Periodic Report: Deadline on Friday & 30/01/2013
Consortium Update: Col, WP3 /WP4 Deliverables, Contract Amendment, INFARMA, Financial 18/0172013

Report, AGM, Annual Conference &

Action: Please return the EUPATI Disclosure of Interest Form & 16/0172013

EUPATI Financial & Periodic Report - important information & 05/12;2012

Consortium Update: Periodic Report, Updates from the ExCo and Work Packages & 26/11/2012

.: W S In-kind contribution, e.g. hosting meetings I 18/10/2012
Consortium Team Contacts | | cosonmmveane 21/09/2012
Consortium Update: Legal issue - Grant Agreement - Amendment & 19/0972012
| Consortium Update: Governance Handbook ’ 02/08/2012

Order EUPATI marketing material

Consortium Update: Meeting with IMI, Subcontracting, Contract Amendments, Ongoing Work, 240772012

Project Management Tool New Team Members &
Webconfe cing Calendar Please use the EUPATI Project Management Tool & 13/0742012
Results of the vote for the EUPATI Ethics Panal & 20/06/2012
Material Collection
. EUPATI project update, new relevant documents, holiday season & 13/06/2012
Search this site Consortium Update: People, Governance Handbook & 31/05/202
File Download Consortium only Industry Consortium Request: Call for nominations from industry partners for translation teams 22/05/2012

&
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Strong public attention on EUPATI:

External communications going strong

7 publications

17 newsletter articles
+ 2 EUPATI newsletters

49 presentations at conferences
8 events where EUPATI material

has been distributed

= Twitter, FB,
LinkedIn, G+
populated

..and:

= Communications

Plan finalized

= Brand identity
guide released
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Network membership

NETWORK @’

= ~650 ,EUPATI Network Members*
= ~600 Newsletter subscribers

Social Media channels started to populate
about 6 weeks ago:

e Mens . = 377 Twitter followers
About EUPATI
| EUPATI News m 292 Facebook friends
EUPATI Events ]
| Subscribe to Mewsletter R&D 100
| Eurg But: Courses :
Consortium Workspace ) p a.t I e n t eX p e I’tS
: Achiev
Advisers Workspace afternc
Ethics Panel Workspace :;2?;: 12 OOO
CTTT Toe e i
| _ outiine patient advocates
Create NetworkWs article
_ El Mor
Omnline Discussion Forum LasE 1
| - I‘'net Library 100.000
individuals




Patients' Academy: up, running and real.
Workshop, 5 Sept 2012
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= ~100 participants from 24 countries

= 14 countries interested to build national
platforms

» Press release published in all 7 languages

» Final draft of meeting report in review,
webstreams photo gallery avallable
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“National Platforms” Workshop,
'Barcelona, 19/20 March 2013

G e e lh,
\?WE’I R

L

?IIF .;* 5

“National Trios” from 10 countries
== present, interested to start platforms
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EUPATI Ethics Panel

,Ethical Framework“ agreed and approved

,Declarations of Interest” required from all
individuals involved in EUPATI work

» Ethics Panel Co-Chair reviewed 81
,Declaration of Interest” forms

* 25 had to be resubmitted (12 received)
* Now published on website

JAbout EUPATI > How we ensure objectivity,

transparency, independence”

Next steps

« Will provide feedback on content sent to
Ethics Panel for review

« Currently reviewing TOC of Toolbox
(audience 2) and Syllabus (audience 1)

NETWORK

@?



http://www.patientsacademy.eu/index.php/en/about-eupati/10-independence
http://www.patientsacademy.eu/index.php/en/about-eupati/10-independence

| | B
. . COORDINATION
Some advice received from

PAB/RAP advisers

Very positive attitude, also of “more sceptical” advisers
Governance Manual, Code of Conduct approved
Criticism, but also incoherent advice, on Ethics Framework (= solved).

Work plans are essential, request to outline our methodologies & plans:
 methodology and “gap analysis” on material/literature collection (WP3),
* on how we define selection criteria of EUPATI course participants (WP6),

« content production process, especially quality assurance/control and editorial
procedures (WP4),

* how we keep content up to date e.g. when regulation changes during the course
of the project, or when user feedback is provided (WP4/6),

* on"associate partner" engagement of 3rd parties in EUPATI via the network, e.g.
HTAI, CRUK (WP1/2/4)

« advisors want to review full syllabus when ready
* update materials when regulation changes during the course of the project, CTR
« clarify quality criteria for content (development)

Communication to be focused on benefits (educational gap that EUPATI is
solving to empower patients) rather than processes (how we do things).

14
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EUPATI Regulatory Advisory Panel
(RAP) —more than oversight

A few results from 1st meeting on 31 Oct 2012:

RAPSs role not only to ensure objectivity, transparency and independence but
also give specific advice to teaching patients

Regulatory input (review and/or contribution to content by RAP) considered
necessary when developing teaching material, e.g. for topics where regulators
are thought to have particular expertise

Patient involvement should be regarded as a general quality criterion in
medicines development and evaluation (e.g. EPAR could regularly provide
information on the kind and degree of patient involvement in the drug
evaluation process)

Extension of the RAP: Currently only 4 regulatory agencies. Could be
expanded by regulators from further MS (e.g. France, Spain, Italy, a nordic
country)

Generally no specific Col is seen in EUPATI. Transparency of interests
would be paramount if EUPATI wanted to be seen as credible; RAP advised
that all interests should be declared. Possible Cols, should any exist, would
then be obvious.
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IQWIG's resignation from PAB

In Dec 2012, IQWIG resigned from the
PAB, stating that "contrary to what was
promised, the project as not taken a
course" that allows IQWIG to fulfill their
advisory task as the "package of basic
documents - concerning topics such as a
description of key methodological
approaches and the transparent
management of conflicts of interest - is not
yet available in a final form.*

DoW shared in April 2012
Ethics Framework delayed
Work Plans were due in M11 (Dec’12)

Demonstrates importance to communicate
our work and procedures with our advisers!




There‘'s some shadow when there's light m EUPATI

Pharma-Brief: ,Publicly funded propaganda for patients. EUPATI
offers education in manufacturers' interest®.

JA new initiative wants to
educate patients on new
drugs. When looking more
closely, quite a lot of
industry is hiding behand
the European Patients
Academy on Therapeutic
Innovation®

PHARMA-BRIEF

Lander beruglich finandsller ver- Der Tr die kommenden honate  men der VWHO —es gitt der Taboak-
plichiungen wesendich Turick-  versinbarts Arbeitsprozess konne  Kontrolle® und hat sbenfalls eins
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brachte aber dann den schiuss-  den sher die Gefahr bergen, in der 2 TTWG = Comultiie Exper Viading Geous
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sunchaitsversammiung als quien  nach wie vor fur sinmvoll” betonen. i
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mehr Transparsenz notig se, wal- konkrete hialnahmen umgesetzt et 20120 4 by 1 Sy ok
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inhatliche Lucken bestinoen.  volkemschtiich bindendes Abkom- s

.IMI can be seen as a ,great
coup’ for the industry to

transfer costs to the pUbliC“. Propaganda fir Patienten offentlich bezuschusst

Eupati bietet Forthildung im Herstellerinteresse

Eine neue Initiative will Patientinnan iber neus Arzneimittel auf-  auch benannt: _hAit sinem gesig-
Kiaren. Hinter der  Europdischen Patiantenakademis zu Therapeu- neten Tmining konnen Fatienten-
tischan Innovationan ™ (Ewpati] verbirgt sich bei naherem Hinsehan  vertreter akzepiiers Famner in
aber zigmilich visl Industria. Viizsenschatt, Ethik- und Kontroll-
aussoilEsen wenden, und dabsi

Auch wenn auf den ersten Blick  borgen bésibt. " Ganz 50 ab wir-  klinische Studien, Arzneimitisiant-
die Prammaindustie bei Eupat oo die Industie nicht mantraartiy  wicklung und Zugangssirategien




Focus groups:
/ pan-European & 1 UK completed

To provide a detailed and in depth understanding of the attitudes and
information needs of various stakeholder groups to medicines
development.

The stakeholders are patients, the general public, pharma
representatives, and health professionals

Focus groups to be conducted:
In England, Spain & Poland:

* 3 x FGs — Patients, patient advocates

* 2 X FGs — Members of the public

* 1 x FG — Health professionals, policy makers and advisors
* 1 x FG — Pharmaceutical professionals

+ Pan-European FGs associated with EUPATI events
Results:

Valuable feedback on patient advocates’ beliefs, information needs
and information format, interim report about to become available



Review of Educational Material

‘Shapshot’ of existing resources published on website

306 submissions via EUPATI website from various stakeholders
Categorisation: scientific topic area, audience, format, language, etc
Recommendations for EUPATI content dev. discussed with WP4
Presented at DIA EuroMeeting, Regional Workshops
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Recommendations
from the resource review

Medicines development process: adapt existing overviews, tackle
specific areas in more detalil;

Personalised and predictive medicine: few resources; difficult area
for patients to interpret.

Medicines safety and risk-benefit assessment: adapt
Pharmacovigilance resources aimed at health professionals

HTA: few resources for patients; more needed.

Design & objectives of clinical trials: focus on specific aspects eg.
how research priorities are established,;

Patient roles & responsibilities: scope for a range of resources



NEEDS

Resource review — list made available on O)
the EUPATI website

Medicines | Personalis Drug Pharmacoec | Design Patients
developme ed and safety and onomics, and roles and
nt process | predictive risk health objectiv | responsibiliti
from medicine benefit economics es of es
research to assessme or health clinical
approval nt of novel | technology trials
or existing | assessment
medicines

Patient
advocates

Expert
patients

Patients at
large

80 22 81 34 /1 49 10

Total




EUPATI Syllabus for audience 1

Example: EUPATI Face2Face Training Courses

Discovery of Medicines & Planning of Medicines Development
Non-Clinical Testing and Pharmaceutical Development
Exploratory and Confirmatory Clinical Development

Clinical Trials

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

Health Technology Assessment and the economics of
healthcare



EUPATI Syllabus for audience 1

Example: EUPATI Face2Face Training Courses

Discovery of Medicines & Planning of Medicines Development
(= 19 sub-topics)

Non-Clinical Testing and Pharmaceutical Development

(= 8 sub-topics)

Exploratory and Confirmatory Clinical Development

(= 14 sub-topics)

Clinical Trials

(= 37 sub-topics)

Regulatory Affairs, Medicinal product Safety, Pharmacovigilance

and Pharmaco-epidemiology
(= 27 sub-topics)

Health Technology Assessment and the economics of
healthcare (= 28 sub-topics)

= 133 sub-topics to be taught in the face2face courses!



I

eLearning Platform

IT
INFRASTRUCTURE @‘

Draft technical specification of WP5's e-Learning platform has been
delivered.

(placeholder, to be added) WP5 — need input from WP6 leaders
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Some challenges in EUPATI .

Challenges to convene volunteer advisory boards in due time
(e.g. Ethics Panel)

Time required for constructive consultations with advisors, e.g.
agreement on management of potential conflicts of interest

Delay of recruitment of project staff at some public institutions
(short time between signature of GA and project start)

Finalisation of the evaluation plan required the existence of WP Work
Plans (M11)

First findings on teaching methodology and choice of media
required before functional specification of a technical platform can be
drafted.

Managing enthusiasm in NLTs before framework was clearly defined
Some partners were very involved, some less...



Get to know us!

EUPATI
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