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Dear Members,

Welcome to the first EPPOSI
newsletter for 2010. The coming
year promises to be a busy one,
with a varied programme of
events and other activities that
will be of interest to many. In the
programme is a workshop on
Chronic Diseases, one on Health
Technology Appraisal and the
roe of patients in the process,
and the 11th Partnership
Workshop on Rare Disease
Therapy Development to
highlight but three!
If you would like to contribute to
the organisation and
development of any of these - or
of other events in the EPPOSI
calendar please contact the
office and let Jonathan know and
he will put you in touch with the
relevant Organising Committee
Chairs.
In addition to overseeing
EPPOSI's programme of events
the Board has been working with
the acting Director, Jean-Marie
Mlassembrouck, to develop and
refine a strategy for taking us
forward into the next stage of
EPPOSI's development.
Arrangements for recruiting a
permanent Executive Director
are due to be finalised at a Board
meeting in February, and we
hope to have someone in post by
the middle of the year.
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On 26-27 October 2009, EPPOSI held its 10th worksho p on Partnering for Rare

Diseases Therapy Development in Brussels. Once agai
successful meeting, attracting no fewer than 180 de

Over the past 10 years EPPOSI has made

active contributions to the field of rare
diseases, and the 10th EPPOSI rare
dseases workshop, in the Brussels
Parliament, provided the opportunity to
highlight the important achievements made.
Many delegates pointed to the increase in
funding for research, the development of
more cdlaborative pan-European and multi-
stakehadder networks —and also the national
plans that are being set up in many European
countries.

Delegates alsodiscussedthe new challenges
that the community will have to take up in the
next five years. The cumrent economic crisis
will limit financial resources in the near future,
so prioritisation wil hold the key to making the
most efficient use of the money available.
Special atterntion should be paid to drug
development in Europe and to guaranteeing

n it was a highly
legates from all over Europe.

access to treatments for patients — but
aso to education and awareness rising.

Lastly, there was a common
understanding that the rare cancers and
rare diseases communities face the same
chalenges. The conclusion: that thereis a
room for better collaboration between the
two in research, funding and policy
development.

The workshop was co-chaired by YannLe
Cam (EURORDIS, Rare Diseases
Europe), Professor Jean-Jacques
Cassiman (ESHG, the European Society
for Human Genetics) and Erik Tambuyzer
(Genzyme). -

A complete report is under preparation
and will be available in the coming weeks.
The report will be published on EPPOSI
website: www.epposi.org

EPPOSI is an EU patientded partnership between patients' organisations, science and
industry, founded in 1994 for the exchange of information and discussion of policies in EU

human healthcare.

EPPOSI's primary mission is to establish a strong European alliance of patients'
organisations, academic science and industry jointly working on healthcare policies
towards treatment and prevention of serious diseases.

Contact :

Rue de I'Industrie, 4

1000 Brussels

Tel. & Fax:+32 2503 13 07
Website : www.epposi.org
Email : info@epposi.org
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Detais of the recruitment process willbe sent out as soon as these have been finalised. Please look out for them and bring them
to the attention of any suitable candidates whomay be known to you. EPPQOSI is now a well, respected element of the European
health policy scene.

Membership brings with it the opportunity to have a say in the events that will shape health care for the citizens of the EU. we
want to extend our membership to bring in more representatives of each of our stakeholder communities. Please remember to
promote membership to those you meet in the course of your work, encouraging organisations to join and play an active role. If
you feel you need support to do this please contact Jean-Marie or Jonathan in the EPPOSI office and they will be happy to help
you hring potential new members into EPPOSI.

Best wishes
Alastair Kent
Chair of EPPOSI

A second workshop on chronic conditions will furthe
first workshop, which took place in December 2008.

r discuss recommendations made during the

Based on recommendations made
during the previous meeting on this
topic — in December 2008 - this
workshop aims to deepen the
understanding of issues relating to
chronic conditions.

Among the topics to be addressed by
delegates should be a discussion on a
harmonised definition for chronic
conditions.

And with developments in e-health

EPPOSI second lunch-debate on the draft Directive o

increasingly leading many countries in
Europe to develop plans for electronic
medical records, the workshop could
reach a view on how this particular
initiative might add value in the field of
chronic conditions.

Lastly, special attertion should be paid
to carers. They constitute a huge
resource to support people with chronic
diseases, but their needs are often
ignored and also largely unknown. The
workshop will explore how to convince

society to develop programmes to
address these needs.

The first planning meeting for this
workshop will take place in the coming
weeks, and the evert is planned to take
place in May 2010.

For joining the Organising Committee,
please contact the EPPOSI secretariat.

The report of our first Chronic
Conditions Workshop is available at:

http://epposi.org/

n The Protection of Animals Used for

Scientific Purposes.
After long discussions involving the European Commission,

the Swedish Counci Presidency and Parliament, the draft
Directive on the Protection of Animals Used for Scientific
Purposes is to be reviewed through a secondreading exercise
at the Parliament, in accordance with the co-decision making
procedure.

EPPOSI had been planning to hold an event at the European
Parliament before this new pditical step began, to give MEPs
the opportunity to hear the opinions of delegates from patient

organisations, academia, the biomedical industry and animal
welfare groups, and to ask them about any concerns relating
to the proposed directive.

Unfortunately, due to the sensitivity of this issue, EPPOS| was
asked to not hold this event.

EPPQSI thanks the organising committee and its co-Chairs —
Alastarr Kent (GIG), Professor JeanJacques Cassiman
(ESHG) and Silvia Matile-Steiner (Roche) — for the work and
time they devoted to this project.

EPPOSI BOARD MEETING —
17 FEBRUARY 2010

The Board Meeting will discuss

further the draft strategic planthat was
presented during our last General
Assembly — in November 2009. The
draft has its origin in the ad hoc
meeting that took place on 15
September 2009, to which all Board
members were invited.

EPPOSI UPCOMING

- Second Workshop on Chronic Conditions, Brussels
- Workshop on Patients’ involvement in HTA, Brusse Is
- 11th Partnering for Rare Disease Therapy Developm

| you wish to join the Organising Committee for one

ent, Prague

of this
activities, contact us at
jonathan.ventura@epposi.org
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EPPOSI PROMOTES PARTNERSHIP BETWEEN STAKEHOLDERS AT A EUROPEAN MEETING
ON HEALTH TECHNOLOGY ASSESSMENT

On 6 November 2009, the European Commission’s DG SA
and industry representatives to express their thoug

action on Health Technology Assessment

Health Technology Assessment

(HTA) is a socio-economic tod used
by governments to assess the cost-
effectiveness of drugs, treatments or
medical devices with the objective of
making a “societal” decision on
whether they should be available and
reimbursed.

In recentyears, a more patient-based
HTA has been increasingly promoted.
Including the final users (patients) in
the decision-making process is a
critical part of improving their access
to the most efficient treatments. Only
patients can tell decision makers
which treatments and care they really
want and need.

So far, however, patients’ active
participation in HTA has notbeen that
clear, and varies from Member State
to Member State.

Athough HTA is a national process,
the European Union is using its soft
law power to move this approach

forward number of

initiatives.

through a

Among those initiatives, and as a
continuation of the EUnetHTA project,
a European joint action (JA) on HTA

Only patients can say which
treatment
they
really want and need

will be launch in 2010. The aim is to
set up a sustainable European

network  bringing  together all
interested stakeholders
(representatives of HTA national
agencies, patients, industry) to

encourage exchanges of information
and expertise at European level.
Before the official launch of the JA, the
project coordinator for DG SANCO
and EUnetHTA invited stakeholders’
representatives to discuss how the

NCO and EUnetHTA invited patients, science
hts on their future involvement in the European joi nt

“stakeholder forum” would be
composed and what its role and
influence within the network would
be.

As a multi-stakeholder platform,
EPPOSI supports this initiative and
has strongly promoted  the
importance of working together for to
patients’ health.

But the discussions highlighted the
need to strengthen provisions in the
draft policy document for
governance: stakeholders’
representatives stressed that with
only an advisory role and no
representation on the decision-
making body, the stakeholder forum
would have a limited influence and
that therefore their involvement
would be weak.

A summary of the meeting and further
gereral information are available at
www. eunethta net

EHC ROUNDTABLE ON CROSS-BORDER HEALTHCARE

On 9 December 2009 the European Haemophilia Consort
representatives of patients, science and industry t
of patients with haemophilia in respectto cross-bo

ium welcomed
o discuss the needs
rder healthcare.

Just days after the European Council rejected the draft directive
on Patient Rights on Cross-Border Healthcare, the European
Haemophilia Consortium held its 8th roundtable around the theme
of “Patient mobility: A Solution for Haemophilia?”.

Commenting on this political failure, participants stressed that

patients’ mobility is increasingly becoming a reality, and that some European
rules are guiding it. But these rules do not guarantee equal rights to patients
travelling across Europe. The draft directive sought to harmonise the rules atthe
European level. The aim was to ensure equal access to healthcare services as
well as an equal reimbursement system for every single European citizenseeking
healthcare in a Member State other than their own.

The future of this proposed directive is now uncertain. Two scenarios are
possible: the Commission may decide simply to withdraw the proposition; or the
Spanish Presidency — helped by the Council’'s permanent President — may try to
tie up an agreement between Member States in the next six months.

Speakers and discussions highlighted the specific needs of patients with
haemophilia in the context of mobility.

Not only should patients withhaemophilia have access where they live to the best
experts in Europe, but patients traveling should have access to a harmonised of

safety and quality of treatmentand care everywhere in Europe. >> page4

If you wish to contribute to
this newsletter
please contact us at
info@ epposi.org

PPTA ROUNDTABLE
EPPOSI participated in the Round
Table organised by the Plasma

Protein Therapeutics Association
on January 22nd.

The event, which has been taking

place yearly for 3 years now,
assembles &l French stakeholders
involved in the treatment of plasma
protein therapeutic disorders like
hemophilia and Immune Deficiency.

It includes patients organisations,
treaters, industry, health officials and
Orphanet.

The objective of the Round Table was
to have a first insight into the second
plan of the French governmenton rare
diseases and how the specificity of
plasma protein therapeutics could be
covered in the new plan.
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That requires the development of harmonised safety standards for blood, including its componentsas well as its usein transfusion.

Another important issue for patients with haemophilia is the creation of new centres of excellence and support to existing ones.

A complete reportis available on www.HEC. eu.

EPPOSI WELCOMES 2 NEW MEMBERS

We welcome two new members of EPPOSI: EORTC (Academ

The European Organisation for

Research and Treatment of

Cancer (EORTC) has been
involved in EPPOSI activities in the past, but it was the
participation of Professor Frangoise Meunier — EORTC's
CEO - in our General Assembly last November that
reinforced the willingness of both organisations to
collaborate on a more permanent and sustainable basis.

The EORTC is a not-for-profit organisation. It aims to
develop, conduct, coordinate and stimulate translational
and clinical research in Europe to improve the
management of cancer and related problems by
increasing survival and e nhancing patients’ quality of life.
Extensive and comprehensive research in this wide field
is often beyond the means of individual European
hospitals, and can be best accomplished through the
multidisciplinary and multinational efforts of basic
scientists and clinicians. The ultimate goal of the EORTC
isto improve the standard of cancer treatmentthrough the
testing of more effective therapeutic strategies —based on

ic group) and Johnson & Johnson (industry group).

drugs, surgery and radiotherapy — that are already in use
and also through the development of new drugs and other
innovative approaches. It does this mainly by conducting
large, multicentre, prospective, randomised, phase Il
clinical trials. In this way, the EORTC facilitates the
passage of experimental discoveries into state-of-the-art
treatments. (Source: EORTC website).

For more details, please visit the EORTC website:
www.eortc.be

On the Industry side, EPPOSI is delighted to welcome

Johnson & Johnson. This company offers medicines that
treat many of the world’s most serious and widespread
diseases, ranging from cancer, HIV/AIDS and bacterial
infections to schizophrenia, epilep sy, rheumatoid arthritis
and psoriasis. (Source: J&J website www.jnj.com).

MICHAEL GRIFFITH RECEIVES HONORARY DOCTORATE

W e were delighted to acknowledge former Chair Michael

Griffith’s work within EPPOSI at the launch of the launch
the Platform’s annual Workshop on Partnering for Rare
Diseases Therapy Development.

Michael's entire involvement in the defence and
promotion of patients’ rights was recognised In Dublin on
11 December 2009 when he received the honorary
degree of Doctor in Science from Trinity College Dublin.
Founded in 1592, Trinity College is the only Irish
university to rank in the top 100 world universities.

EPPOSI sends its warmest congratulations to Michael.

Information to members - EPPOSI is not a Patients’

Here Michael with the 10th PRDTD co-Chairs :
(from left to right) Jean-Jacques Cassiman, Alastair Kent,
Michael Griffith, Erik Tambuyzer and Yann Le Cam

Organisation

Referring to the EFPIA Code of Practice on Relationships between the Pharmaceutical Industry and Patient
Organisations, EPPOSI would like to clarify that it does not fall under the definition of a patient organisation

in the Code which reads:

“Patient organisations are defined as not-for-profit organisations (including the umbrella organisations to
which they belong), mainly composed of patients and/or caregivers, that represent and/or supportthe needs

of patients and/or caregivers.”

EPPOSI is the Platform for Patients’ Organisations, Science and Industry. Its statutes offer equal
membership right to patients groups, academic organizations and industrial companies and associations as
it members and therefore do not qualify as a patient’s organisation.




NMembers

Honorary Members

Patient organisations:

Industry

Industry Associations

- Philippe Busquin -EATG - Amgen, - EBE
- Ysbrand Poortman - EFCCA - Baxter - EDMA
- Cees Smit - EFNA - Biogenldec - EFPIA

- EGAN - Celgene - EUCOMED
Academic Sciences -EHC - CSL Behring - EuropaBio
-EFB - EuropaUomo - Genzyme -PPTA
-EFGCP - EURORDIS - Gilead
- ELSO - GAMIAN Europe - GlaxoSmithKline Observers
- EMA -HEART EU - Johnson&Johnson David Bennett
-EORTC - Retina International - Merck-Serono Hugo Schepens
- ESCI -TIF - Novartis Peter Streng
- ESHGI - Pfizer
- INSERM /Orphanet - Roche
-UEMS - SERVIER,

- Shire HGT

Objectives

- To encourage timely and regular exchange of information between patients' organisations, science and industry
on the latest developments in human health care related to (bio-) medical research, policy and regulations and
the ethical, social, legal and political aspects of this type of research and of biotechnology and its application to
human health care.

- To promote mutual understanding between patients' organisations, science, industry and the institutions of the
European Union, and to contribute to equal access for all to products and services for human health care in
Europe.

- To encourage a timely and effective contribution of patients' organisations to the European political debate on
matters that concern them.

- To promote public awareness in Europe regarding the position of patients and their organisations,
- To encourage a dialogue within society on progress in medical science through new technologies.

- To promote the development of therapies for unmet medical needs and to facilitate partnerships within society.

EPPOSI Board

Ségolene Aymeé, INSERM/Orphanet

lvan C. Baines, ELSO

Tamas Bereczky, EATG

Jean-Jacques Cassiman, ESHG ( EPPOSI Secretary)
Avril Daly, Retina International

Louis Denis, EuorpaUlomo

Dolores Gauci, Gamian- Europe

Alastair Kent, GIG/EGAN (EPPQOSI Chair)

Yann Le Cam, Eurordis (EPPOSI Treasurer)

Michael Livingston, HEART-EU

Bernard Maillet, UEMS

Silvia Matile-Steiner, Roche

Rod Mitchell, EFCCA

Detlef Niese, Novartis

Karl
Andrea, Rappagliosi GSK

Christian Suojanen, EFB

Erik Tambuyzer, Genzyme (EPPOSI Vice-Chair)

EPPOSI Secretariat

Jean- Marie Vlasembrouck, Acting Director
Jean-marie.vlassembrouck@epposi.org

Jonathan Ventura, Executive Assistant
Jonathan.ventura@ epposi.org

Articles
Jean- Marie Vlassembrouck
Jonathan Ventura

Lay-out

Jonathan Ventura
Petrovsky, Baxter Language proof
Pete Wrobel




