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Value of partnerships

Partnerships give a synergistic effect.
One voice to Policv makers and optimum use of resources.

The value cooperation between companies and patient organisations can
bring to the individual patient.

Joint activities between companies and Patient Organisations results in
better hemol)hjlia care for every imdividual patient in Elu'ope
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Overview

The EMEA has engaged in dialogue
with European patients’ and consumers’
Organssations ever since the Agency was
created, in 1995,

As end-users of the medicines that the EMEA
evaluates, patients and consumers have specific
knowledge and expertise to offer. This makes
them key stakeholders in the work of the
EMEA, and the Agency is therefore committed
to maintaining a strong working relationship
with organisations representing them

After 3 few years of informal cooperation
between the Agency and patients” and
consumers’ organisations, the EMEA
Management Board endorsed a framework
of interaction between the EMEA and such
organsations in December 2005, Thes
framework defined the objectives to be
achieved and set up an implementation plan.

In order 1o enable the Agency to establish
contacts with the appropaate organisations
on a transparent basis, the EMEA has
prepared a set of criteria to be fulfilled by
patients’ and consumers’ organisations prior
to their involvement in Agency actmties
{(http/wwav.emea. europa.ew/pdfshuman/
powpy/1461004en,pdf). Any organisation is
mvited to determine whether it fulfils these
criteria, to ensure that the involvement in
future EMEA activities is of mutual interest

Looking forward to the future

The PCWP

Further 10 the experience achieved with the
former Working Group with Patients” and
Consumers’ Organisations, the EMEA has now
officially created a working party to reflect the
widened scope of activities carried out by the

group: the EMEA Human Scientific Committees

Working Party with Patients” and Consumers’
Organisations (PCWF)

The Working Party relates wath all EMEA human

scientific commitiees to provide advice on
all matters of direct and indwect interest to
patients in redation to medicinal products

The Working Party met in December 2006 for
the fiest time. Its activities are focused in four
main areas:

* Transparency and dissemination of
information

* Product information

* Pharmacovigilance

* Interaction with the EMEA and its scientific
committees

The POWP usually meets four times a year,
including one joint meeting with the EMEA/
CHMP Working Group with Healthcare
Professionals’ Organisations, where issues of
common interest are discussed

Need more information?

EMEA and patients’ and consumers’ organisations

Activities involving patients’

representatives at the EMEA

|| Management Board
{2 members

| Committee for Orphan Medicinal
| Products (COMP)
13

'Committee for Medicinal Products for
'Human Use (CHMP)
1 Interacuon with its working parties and

scientific advisory groups (no formal
members)

| Paediatric Committee (PDCO)
|3 members and 3 alternates

G for Ady d Th
— (CAT)
12 mombers and 2 ahternates

(4

EMEA Hi Scientific C itt,
|| Working Party with Patients’ and

| Consumers” Organisations (PCWP)
| 11 organisations

'Review of EMEA Iinformation on

- medicines (EPAR - European Public
A Report - S y and
Package Leaflet)

. Participation in EMEA workshops and
{conf«mces

Involvement of patient organisations in
EMA activities

=

European Medicines Agency

Involvement of
patients’ and
consumers’
organisations in
EMEA activities
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Criserta te be fullilled by Patlents’ and Comamens’ Organbations
Movalved b EMEA Activithes

L Introduction

Thas paper has boen developed to define the critena pationts’ and/or comssme©s” organisations should fulfil
in order 1o be imvolved i EMEA activities, such as the COMP or the CHMIVEMEA working group with
patients and consumess” cegasisations.

These criteria do not apply 10 the procedure for external i, on & since such |
consullation is open 10 all eviernal partes,

Involvement of patient organisations in EMA activities

Euarope, e dered to adequately represent p or s for involvement in EMEA
activites.

*  Stwstare: the organisaton sbould have governing bodies which ane elected by their members, who
shall be patsents, their carers, of their clected fepresentiatives.

¢ Accountatulity and Consaltation Modalitics and og of the argani should reflect

the views and of its bers and ad Itation procedures with those members
nhouldbtln;l-x In partcular, lkww“mﬁwudmn!hlmewmwnl
nformation is in place 1o allow dislogee both ways: from and towards &s members,

*  Transparency: as a general rule, the organisation should be as f as possible, e.g by regularly

publishing, on ats website, a report oa the activities undertaken.
The onganesation should also desclose its sources of fusding both public and private by providing the
mdhpﬂnﬂhmvnbukxndlhmmﬁu“fmﬂm‘bumnmnd

age of the budget. Any rel with hip should be clear
lndlr-q-ﬂu Anymﬂnl of interest should be disclosed to the EMEA. I case of umbrella

wons the list of her associations shoald be publicly available,
The reference 10 privase bodses does not include private individuals enless this presents a potestial
conflict of imterest 2 referred 1o above,

patients and consumers’ organisations.

This paper has been developed to define the criteria patients’ and/or consumers” organisations should fulfil
in order to be involved in EMEA activities, such as the COMP or the CHMP/EMEA working group with

m.mmm;u umbrells o:gm'a.lwm)' ) —
or European disease specific organisations (Le. reprosenting national organisations or individoal
patients 00 acute amd'or chronic discases ).

Consumers’ &mmn&fﬂumiwpdnwumm-lmu
general = ctizens as purchasers or wsers of poods and services.

HIL Criterta to be fulliled

The cngamisations shouk! he established at Eseopean Union (EU) bevel, and shoold fulfil the following
crilena:

. I.mmﬂrmlum‘wmwu;tmnmdmﬂmQl.au(&ﬂl
isan not d in a EU Member State, sy | needs to
kmmmuwmmwmmua

o MissoadObiectives: the ocganisation should have its mission/obgectives clearly defined aod should
agree 10 have iihem pablinhed on the EMEA welmite,

o Activilics: the onpanisation should have, as part of iy acuivitics, 2 specific intorest in medicinal
peodacts which should be documented (e g Beough a repont published on (he crganisation websile ),

2 &m-tmnmuu g should be repre of patients or o theoughout the
already registered at C Mc;nﬂ:iuwmhmk(‘mnd

Pk
T Weaberry Cunn. Canary Whart London, £14 448 LK
Tol (A0 TA IR 00 Pan (4420 PS2ITY 29
e R L ]
TEMEA 2005 fegro —or orm Yor oy oy provided e EMEA
& 2 mroekeaged

by case basis,
In order 10 further increase lhe transparcexy in this fiedd, the EMEA will create 3 public registry of those

jents” andior " orgs with whom it will interact, 3 a comsequence of the fulfiment of
m: above cnilena.

Putie
EMEA'T481004 T, Ctonia %0 be Lt By Patierts’ and Consumers Organssaions rvoived n EMEA Activites
SEMEA 2008 Page 55
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Involvement of patient organisations in EMA activities

O

Im view of the above and i order to INCraase ramparency of the prboess the EMA operates b rvobve
EUROPEAN MEDICINES AGENCY Poiets’ and Comrers’ Orguiearion, the ulkowng actions are p(aposed

CIINCLE MIDICINES HEALTH
o Prepare and pubinh by 43 2010 an Standans Operation Procedurs (SO0) descriing the (rocedurs

hat EMA has in place 1o evaluate and further mondtor that all Organisations Al the EMA criteria
(Inchading the vocessng of fimancal sformation)
16 September 2010
EMA/ME/531926/2010

o Revive EMA OReria, in particular the section on transpacency, in seder 10 make clearer which we
the EMA coquiremants in terme of funding source and in terms of activities (both for the
MLIOO the AQency eval belore waiving them aod for the Aormation the AQenscy

In view of the above and in order to increase transparency of the process the EMA operates to involve
Patients’ and Consumers’ Organisations, the following actions are proposed:

e Prepare and publish by 4Q 2010 an Standard Operation Procedure (SOP) describing the procedure
that EMA has in place to evaluate and further monitor that all Organisations fulfil the EMA criteria
(including the processing of financial information).

e Revise EMA criteria, in particular the section on transparency, in order to make clearer which are
the EMA requirements in terms of funding source and in terms of activities (both for the
information the Agency evaluates before involving them and for the information the Agency
expects the Organisations to make public).

U b NI U I i
contributions, Each Organisation is re-evalusted {(Including financial aspects) every 2 years.

EMA makes participation of Patients” and Consumers” Organisations condtional 1o the fulfiiment of the
EMA arteria, which includes an analysis of thelr funding source In order to rule out any possible conflict
of interest.

The conclusions of MAL were based only on information found on the internet. Although the Agency
encourages Organisations to publish as much information as possible on thee websites, ® cannot
oblige Organisations to do so. Therefore, the findings are only accurate as regacds the publication or
fallure to publish detalls by patient groups on thelr own websites
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Example of Pos involvement of patientin EU consultation

*”%& European Haemophilia Consortium
(%

Europoan Commasion
DG Enterprise and Industry
Untt F2 Pharmaceuticais
BREY 10106

B-1049

BRUSSELS

EMEA

7 Westterry Circus, Canary Whart
London E14 4HB

United Kingdom

Friday, July 317, 2009
Dear Sirs,

The European Haemophiia Consorum repel
concentratos from 44 countries across Eurg

Hasmoptika,
We would ke 1o highight that more than B0
adequate reatment and many receve no trof
aphical boundanies of Europe.
of e major goasl of our Organzatcn is
cloning factor concentrates %0 all patients in ng
Europoan plasma derhvatve mandacturers o
. ") by agr wer
worldwide supply,

Wo wel the oppx on |
mmmwwodam

Comments to Poirts 1.3, 53,10, 9.1,

IJWGoodlemn
standards for £
mosszsc {amdo 2A2)), wm
14 shoukd o followed by blood

he hod of
auformated plasmapheresis) Thsda
franstusion.

We belove that some Momber States may ¢
biood s, thus y affect

starsng material

ASE gl - Briares Baigse
-

EHC BU ey

Larcoran v

Mow oo Ly

.
T R Mt
[

*r:%? Page 3 of 3

preserve records and samples from each plasma pool for periods of time proportional to the
potential or demonstrated length of incubation of infectious agents.

Point 9:

"9 Contract fractionation

9.1 Plasma sourced in, or imported into the EU from third countries and used for contract
fractionation for plasma denvatives must comply with EU requirements even if the
intermediate or finished products are exported to the country (ies) of origin or to other third
countries. However, the fractionation process can comply with the rules and provisions
approved by the country concemed.”

In the medium / long term this provision could strongly adversely influence the overall supply of
plasma products and have a dramatic impact on some world regions. This provision appears
unnecessarily strict and may make contract fractionation difficult for non-EU countries, including
those within European boundaries.

We believe that the adoption of analogously effective measures to ensure public health and
safety should be carefully taken into account in order to make regulation more practical,
introducing, for instance: a) risk analysis and management according to the epidemiological
situation of the country of origin of plasma; b) additional validated cieaning procedures aimed at
preventing cross contamination; c) the use of dedicated or disposable equipment, where
applicable, etc.

European plasma fractionation companies would be strongly disadvantaged by the introduction of
such a measure and n may result in the dostructnon of the contract fractionation capability of

.............. -l - casmeld baiia e Miaa v mlae cadiccsca allecta lad dacialaalaa acaaa

\




EFPIA- code of conduct of working with
Patient Organizations

* EFPIA represents 32 national Pharmaceutical mdustry assoclations operating

Europe.
* Itsmission being to promote research, development and innovation in Europe
and to deliver new medicines to improve human health.

e EFPIA developed the code of conduct of u-'orking with PO’s

® This gives clear guidance to companies on how to interact with patient

organisations (see EFPIA website: www.efpia.org)

efpia

European Federation of Pharmaceutical
Industries and Associations
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EFPIA- code of conduct of working with
Patient Organizations

Why industry wants to work with Patient Organisations?

® Industry wants to better understand and address patient needs and concerns on research and
medicines

¢ Improvelives of patients and caretakers, through better information, financial supportand
others

* Shared priorities: access to m edical treatments that best meet patients’ needs

The Fundamental Principles

* Independence

*  Mutual respect

¢ No promotion of prescription only medicines
¢ Transparency

* Broad funding sources

efpia

European Federation of Pharmaceutical
Industries and Associations
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8 Development Princil)les of Care by EAHAD and EHC, Publication in Haemophjlia and

Example of successful collaboration between doctors, patient

representatives, supported by industry

launch at EU l)a,rlia,ment

14 LETTER TO THE EDITOR

Section 4: Authorship

The European Principles of Haemophilia Care were
developed by an interdisciplinary working group of
45 leading haemophilia doctors from 19 European
countries. Over a 2-year period, this group reviewed
current best practice care and guidelines, as well as
assessed the needs of those both providing and
receiving haemophilia care and treatment in Europe.
Representatives from haemophilia patient organiza-
tions and specialist haemophilia nurses were also
consulted in this process.

This document represents the expert view of
specialist clinicians in haemophilia concerning the
future of haemophilia care and treatment in today’s
Europe.

This document was also unanimously endorsed by
all working group members not represented in the
list of authors:

Ludlam C, Edingburgh; Mannucci PM, Milano;
Alusent C, Barcelona; Aronis S, Athens; Auerswald
G, Bremen, Batorova A, Bratislava; Cid AR, Valen-
cia; De Moerloose P, Geneva; Dolan G, Nottingham;
Fraga M, Porto; Hermans C, Bruxelles; Holme PA,
Oslo; Katsarou O, Athens; Klamroth R, Berlin; Kotsi
P, Athens; Lambert T, Le Kremlin Bicetre, Lassila R,

Helsinki; Ljung R, Malmé; Makris M, Sheffield;
Mantovani L, Napoli; Mingot Castellano EM,
Malaga; Negrier C, Lyon; Nemes L, Budapest;
Oldenburg J, Bonn; Pasi ], London; Pabinger I,
Wien; Peerlinck K, Leuven; Rocino A, Napoli;
Santagostino E, Milano; Schved J-F, Montpellier;
van den Berg M, Utrecht; von Depka M, Hannover;
White B, Dublin; Windyga ], Warzawa.
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EHC Roundtable Code of conductdeveloped by EHC

European Haemophilia Consortium
Office of the National Member Organisations

EHC Round Table of Stakeholders 2011
Code of Conduct

When becoming a member of the Round Table of Stakeholders, the company/organisation
accepts and adheres to the following rules:

Accept to join to improve understanding and exclusively discuss issues in

common between members of the Round Table with a public health view on the
system and the process and not to discuss their specific products or services.
Understand that the Round Table is not a platform to advocate or to attempt to
influence specific decisions or positions of either EHC, regulators, public policy
makers or other stakeholders, or to ask EHC to influence public policies that would
benefit their products.

Understand that participation in the Round Table will have absolutely no influence
on the decisions made by EHC representatives to the COMP and at the EMEA or
other European Institutions.

Accept to fully respect the independence and integrity of EHC, its representatives
and its members.

Recognise the role of EHC and of its member organisations in representing people
affected by Haemophilia and other bleeding disorders as a stakeholder fully
entitled to be critical on any relevant matter.

Recognise the role of patient groups in clinical trials and seek to encourage active
partnership between patients, health professionals and industry.

Support the widest & quickest availability of treatments and services to patients.
Accept to respect, and listen to, the other members of the Round Table of
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Example of EHC Round Table

¢ EHC Round Table: Patient Engagement and Empowerment - Involving all

health stakeholders to drive better access to treatment for all.

¢ Inaddition development
of Advocacy toolkit by
EHC with unrestricted
mmdustry grant

Advocacy Toolkit

*0'“““ 04'
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Be Inspired, get Involved in Treatment for All

This toolkat is desgned to support NMOs in their advocacy efforts around the Worid
Hemophilia Day 2011 and aims to provide guidance and ideas for action.




Institutional Accreditation
Scheme for HTCs

With C ompanies Unrestricted
Grants
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In haia circa 8000 persone sono affette da disturdl
Unisciti a nol par creare una rete d assisterza e cura su

ti dela coaguiaznone.
1 territorio nazionale.

" g,
8‘." ALE P kY WORLD FEDERATION OF
e ~*  HEMOPHILIA
ks e v 4 ambnsn
’ ‘T\\ [u——
Giornata Mondiale dell Emaofilia
‘Federalismo ¢ salute: come migliorare l'assi. @i pazienti emofilici
in tutte le Regioni italimme ¥
148 aprile 2011 - 09.30/12.30
B‘ll‘ “wdl‘ '&" 2 -
Sala degli Awi Parlamentari,
Piazza della Minerva, 38 - Roma
09.15409.30 Registrasione dei partecipanti
9. 30-1000  Saluti @ interventi istituzsionali
Gabridle Calizsani, Presidente FedEmo
Sen. Daniele Bosone, Vicepresidente X11° G “Igiene ¢ sanitd™

10.00-10.15 1 percorso di accreditamento dei Contri di diagnosi ¢ cura delle Malattio
Emorragiche Congenite (Mec)
Ginliano Grazzini, Centro Nuzionale Sangue
10.15-10.45 Lo criticita noll’accesso alla diagnosi o cura
1 purao di vista dei pazienti: Romano Arcieri, FedEmo
11 punte di vista dei clinici; Alessandro Gringeri, European Haemophilia Consertium
10.45-11.00 Gli strumenti regionali di governo clinico nella gestione delle Malattie
Congenite (Mec)
Ambrogio Aquilino, Regione Puglia
1.00:11.15 La mobilitd interregionale: opportunita ¢ criticita
{ndrea T) i, Comami Salute Conferenza Siato Kegioni
1115-11.30 LYimpatto socio-sanitario dollo malattie croniche o delle loro complicanse
Fabrizio eari, Ministero della Salute
11.30.12.30 Di i e lusioni
M. Manuela Lucchini, giornaliza TG

Sone previsti ghi interventi del Ministro della Salute, Prof. Ferruccio Fasio ¢ del Senatore
Ignazio Manine

Con il Patrocinio del s Senato dells Repebbly s

Si rnicorda che 'accesso ai locals del Senato § consentito ai Signors ospiti in giacca e crovatte

\
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Global economic recession

* Increased variability of answers to PWH needs across EU/EEA
* Mobility of patients across Regions

* (Cuts n new 1)1‘ofessionals tnining and recruitment

* Dryingup HTCs resources

*  Access to new/last genel‘atiou drugs or treatinentre gimens

(prophylaxis, I'TI, etc)




Examples of Opportunities

® Project Support

¢ Information and Commumnication
® Training (eg Lobbying)

® Lobbying

e Health Care Services

¢ InformationTechnolo ay
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How does the individual patient benefit from cooperation
between companies and Patient Organizations?

* Experiences and knowledge between Professional Patient organisations and
industry can be shared and mutual objectives can be found.

® A better understanding of the patients needs which enables companies to
optimize the offering of their existing products and the development of new
products.

¢ The individual patients can expect the support of a 1)1‘0fessional patient
organization which will represent their needs

® Joint advocacy initiatives by patient organisations and companies ultimately will
resultin healthcare improvements that give patients better treatment and
quality of life.




il m

Thank You
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Factors that promote industry and patient group
partnerships

How can industry build

relationships with patient groups?
PATIENT
B A total of 850 groups responded to the survey VIEW

B Representinga minimum of 2 million patients Quaﬂerly
B Drawn from different specialties, including the major therapeutic arsas




How can industry build
relationships with patient groups?

The majority of the 850 patient groups responding to this survey have had a
relationship with a health company:

= 56% with pharma

= 28% with medical device companies

= 22% with commercial health providers

= 19% with consumer healthcare companies

= 12% with commercial health insurers

= 5% of the survey's patient groups have a policy of not working with industry

The majority of the survey's patient groups have worked withanaverage of 5 companies {or less) in the past year

o
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The factors that help promote industry and
patient-group partnerships

Been clear about what it would expect from a
A clear set of mutual interests with our organisation  relationship with our organisation

Percentage of patient group respondents saying “important” Percentage of patient group respondents saying “important”
German UK
S
Canada Italy
1 )
Nordic Canada
71 Y
C.&S. America Australasia

N 7 ]
E. Europe : Nordic
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c
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Question 15. Lastly, which of the following categories of regulations or guidelines have
the MOST EFFECT upon your own organisation when forming relationships with one
particular industry—the pharmaceutical industry?

The in-house regulations of each individual
Regulations set up by pharmaceutical trade bodies pharmaceutical company

Percentage of the respondent patient groups saying that the Percentage of the respondent patient groups saying that the
regulation had a “Beneficial” impact regulation had a “Beneficial” impact
UK

z
g
IELI
a-
g
|§Ix

Italy Canada

Bel, Fr, Lu C.&S. America
)
E. Europe USA
)
Canada Italy
EEmmm—r)
Nordic Bel, Fr, Lu

C.& S. America UK

Australasia Germany

USA Nordic

()

Germany Australasia

/
e
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Our own in-house regulations
Percentage of the respondent patient groups saying that the
regulation had a “Beneficial” impact

Bel, Fr, Lu

‘
i

—

taly

Question 15. Lastly, which of the following categories of regulations or guidelines have
the MOST EFFECT upon your own organisation when forming relationships with one
particular industry—the pharmaceutical industry?

Relevant regulations issued by our umbrella group
Percentage of the respondent patient groups saying that the
regulation had a “Beneficial” impact

E
g

£
F

Lu

i

Nordic Germany
T
Germany Nordic

Canada C.& S. America
E. Europe E. Europe

C.& S. America Netherlands
Australasia Australasia

UK Canada
Netherlands USA

USA UK
B0
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How can industry build
relationships with patient groups?

1.A company record of trustwor thiness inrelations with patient groups
2. Clarity from a company about what it expects from a relationship with a patient group
3.A strict company code of practice for working with patient groups

4.The existence of obvious mutual interests between a company and a patient group
5.A company record of treating patient groups as equals

6.A comp any record of 1)1‘0\'idi11g feedback to the patient group partners

7.A company record of managing conflicts of interest nrelations with patient groups

o

factors that promote patient group willingness to worl




How can industry build
relationships with patient groups?

1.A company record of patient safe ty

-

A company record of adherence to the law

3. Company provision of high-quality information to patients

4 A P atient-centred comp any strategy

5.A company record of creating high- quality. useful products

7.A comp any ability to manage adverse news about products

6.A company record of transparency to external stakeholders (Eg doctors, HTA agencies, etc)

o
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When cooperation between companies and Patient
Organizations meet public interest

Public
Interest

Companies







