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Medical landscape is changing at a msuml

rap 1d pace o Therapestic movaron”

Innovation transforms the lives of

patients with serious, lifelong conditions: =N lﬂ
Molecular targets/_pathways e ot
Genome sequencing, opportunity f
Translational research relationship
Personalized medicine between

* Small trial populations researchers,

« Biomarkers, companion diagnostics regulators,
Need for post-marketing data Industry,
Health Technology Assessment, patients
QoL, endpoints, comparators

BUT long term pressure on health !
budgets — here to stay ’t‘ “: | J
q4



Patients as partners of research: msumu
More needs to be done!

on Therapeutic Innovation

‘ ‘ Rare cancers will never be a priority unless the patients make it
one. Patients themselves must therefore play a larger role in
driving forward the search for therapies. They are able to see
connections that have eluded scientists.
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WOLUME 27+ MUMBER 18 -« JURME 1 2009

To Make Progress in Rare Cancers, Patients Must Lead
the Way
Amy Dockser Marcus

Suberittsd Janusry 9, 2002 accapied In January, 2004, I flew to New Orleans, LA, to treat. They recognized that when it came to SNUC,
February 3, 2008; pubishad cnina meet Andy Martin. He took me to the laboratory  Andy was in many ways the expert on the disease.

shead of prink st weawjooong on May ) . \ L. i .
4, 2008, where he was working. A third-year medical stu-  These physicians learned from the research he did,




Patient advocates have a key role in m cupaT
building new environment for R&D

Patient organisations have unique insights into
,real life“ and ,real needs” of patients:

« Gaps > research priorities
« Clinical trial design Fatient Fartner
* Quality of Life measurement

* Real-world access to therapies

« Value*

* Patient-centered research policy

Co-researcher

e Ina
Training essential to get e\ 18! ‘.83 are d\SeaSesé\t !
medicines research & dev e
>400 ified pal | |

QU PatientPartner FP7 Project (2010),

many WWW.patientpartner-europe.eu




Addressing public scrutiny and msumu
distrust of research... S

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

75% of Phase Il-1V studies delayed due to

slow patient recruitment s a \0\ Of
a e
Bad image one reason for  EUfOP® n es R
delayed generation of ed ic\n
meaningful clinical data in M e \agg\f\g .
imagd s
MEDICINE AND THE MEDIA :rti i|!flfﬁ:lll |="I I LI‘ l
“We saw human guinea pigs explode” T Yl E'L_[JJJ 3
L Stobbart and colleagues examine newspaper coverage of adverse events in the TGN1412 trial |8 . . > _' T [ =
i :.“:;fmﬁ:f:?:a::
_. . "IFN




Patient advocates working with OE_gggr;mgggggNﬁs AGENCY
regulators...

% WEGAN

EMA track record since 2005... o0, &3 EURORDS

Patients* and Consumers* Working >< e

Party (PCWP, 34 POs) "N

Full members of MA Management

Board, COMP (rare diseases), PDCO \fg)

(pediatric), CAT (advanced therapies) IPOPI

Assessment of EPARS,

Package leaflets, safety information Egﬁlom C}ehn

Ad-hoc support in CHMP: &5 tiner e

Product assessment, guidelines, eed

Pharmacovigilance WG, protocol assistance '\Sa \onNS n

Speakers and participants at “
EMA conferences/workshops Pa

AND AT THE NATIONAL LEVE eng 9
.. Patient involvement ,by accidciit



Having a patient (advocate) in every

Research Ethics Committee...

Country Inhabitants Number of Number of ethics Ethics committiees per
in 1,000" cthics committees (including million inhshitants
commuttees”  |ocal ethics commitiees)
Austria B356.7 27 31.23
Belgium 10,7410 15 215 1.26
Bulgaria 76021 103 13.55 .
Czech Republic 104746 9 =100 d \r\
Cyprus BO1.6 |
Desmit 55193 8 C \’O\\’e
E stonia 1 3403 be \n ed
Finland §.32 ‘\‘ ﬂe
Fran . S are \ We
e \evet:

\f pal (03 tan
k ab ders
RgCe O h
L. . t \N
Ly e p
M: mo" "\( 12
Net . a\s \NO 1.88
Pola A
Porty h W ‘-r\ l 4||_rlrt
Rom: A00.7 | 0.05
Slova 5411.1 9 RO |66
Slovenia 20534 | 0.49
Spain 158530 136 297
Swoden . ) 0,86
UK 61 6123 126 205

Sources: Impact on Clinical Research of European Legislation (ICREL),
Final Report, Feb. 2009, and Rokus de Zeeuw 2010

9.400 EU applications for
clinical studies/year

5.000 clinical studies initiated
in EU/year
— 25% multinational
= ~1250 studies/year

— 4.5 Member States on
average per
multinational study

— Single opinion per
country assumed
For 1250 multinational
studies, more than 5.000
ethics panels with
35.000 panelists needed
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Having a patient’'s voice In
pharmaceutical policy at both European  #if .,
and national level e e




EPF survey on HTA agencies, i
decision makers and patients s

Patient involvement in HTA has the most impact in putting
forward patients’ needs in terms of QoL and providing a
real-life context to the use of health technologies; this is

acknowledged by all

To facilitate patient involvement, HTA agencies and
decision-makers provide access to

« HTA reports/guides/protocols, I I’l‘a
» easy-to-read HTA summaries
« —but no training support for patients r)AI hei

ganisa ations N° oﬂ i marketicees
ac\ty

1o en ngage CESME-

)Tl(‘lllL

Pa’(\eﬂt of

more @
yviA



nnnnnnnnnnnnnnnnnnnnnn

Patients want a seat at the table.
Currently, there are many empty seats.

This is why we have
established the
European Patients’ Academy (EUPATI).



) IPPOSI

" el ,-A«. patients

W science
‘ ' -4 industry

PATIENT’S LEADING THE
DISCUSSION

Eibhlin Mulroe, MBA
CEO, IPPOSI
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?: IPPOSI Strategy 2012-2014

L ]
. To deliver on our Vision Vision
W
We expedite | Patients in Ireland
A% development Our Strategic Priorities have prompt access
of and patient . . .
ccess to e Bring a patient perspective to new and
\l innovative to clinical research in developing innovative
therapies Ireland therapies
|' through a
> unique e Actively influence policy
partnership of that impacts on research
( Patient - -
Groups, and access to innovative
Industry and therapies

Science

* Increase understanding of
the work done by IPPOSI

IPPOSI

Syegpatients e Source funding to ensure
W science . oy
u)‘ industry IPPOSI’s sustainability



7. Leadership

/n fO/‘m

Consensus

>

Non-
Lobbying

OTHER
STAKEHOLDER
)

IPPUSI

- ‘;A\,pat'ients
'\‘} » ¥ science
JJA‘ industry
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2 IPPOSI Funding

Membership subscriptions
W

\ The Health Research Board

\ 4

{

Health Research Board

IPPOSI

,.‘V science
4 v)‘ industry
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N\ REPORT INTO THE GENERAL PUBLIC’S ATTITUDES

r“ TOWARDS CLINICAL RESEARCH
-
_y
Prepared for IPPOSI

L by

\{ Noverber 2008
\ 4
'y
{
IPPOSI
}4[“’ indoctry



N\ Agree v Disagree with Attitudinal
/N Statements RANKING 1-5

I think carrying out clinical
research in Ireland with the

aim of developing new ways
‘ to treat many diseases is a
good idea
l I would be willing to donate
blood to be used for clinical
research

I would be willing to supply
personal medical
information for medical
research if itis done in a
confidential manner

I would only participate in
clinical trials if | was very

sick
I P P bs I M Strongly agree O Agree [0 Neither/nor E Disagree B Disagree strongly ™ DK
(S ,‘ wpatients
()

4 industry

W science {Base: n=1000, All adults}
v"



\ Public and Patients want
r‘l information iEEosi.ie

cClinical Research fol ;
N inical Resear

At 930
@
{

at j0am

qcnﬂ‘*"“ coned® o gem

3
E‘;ﬁs“:?ﬁ“‘ nen's
AD\,m’m '1_

“EPF has been a guiding light to work of IPPOSI
in the context of new EU legislation and Initiatives
eg Transparency Directive, Clinical Trials
Regulation, Patient Involvement in HTA, Patient
IPP@SI Compliance and Adherence, the Cross Border
_\'715;?;‘;;;; Directive etc.. Thank you!” Eibhlin Mulroe, 23"
X

A industry May 2013



ﬁtm EUPATI :¢ il 4.3}‘ |

European Patients‘ Academy
on Therapeutic Innovation

IPPOSI and the European
Patients’ Academy
on Therapeutic Innovation

http://www.patientsacademy.eu — info@patientsacademy.eu

*
. ** ‘k*
* *
o [
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The project is receiving support from the Innovative Medicines Initiative Joint Undertaking under grant agreement n° 115334, resources of which are composed
of financial contribution from the European Union's Seventh Framework Programme (FP7/2007-2013) and EFPIA companies.



Key stakeholders of the W
Patients’ Academy o e

Q

- ettty elated
— authorities NGOS
Research
Academia networks,
& projects
Industry &
CROs
Patient
Advocacy
Orgs
QO (national/

Wil Ethics \ | - Journa-

lists
(medical,
lay press)

Com-
mittees



Audiences: advocacy leaders m
and the public at large ti”!’ﬂ!

& EUPATI Certificate Training Programme

' Academic Modular Certificate Programme 100
Patient Ambassadors in committees, R&D teams, ... .
: : . patlent
\ Patient Journalists raising awareness
Patient Trainers for patient communities & networks advocates

EUPATI Educational Toolbox

. *-.. Educational tools for patient advocates 12.000
* | | Variety of distributable formats: Paper-based booklets, patient
A resentations, eLearning, webinars, videos etc.
| P ’ advocates

EUPATI Internet Library

-
Patients & lay public at large, e.g. on specific aspects of
’ the development process of medicines for patients with 100000
| 4 low (health) literacy. individuals

Wi ki, YouTube, films and/or cartoons



Patients' Academy: up, running and real. Workshop,
5 Sept 2012 and National Liaisons Workshop in March 2013

¥ eupat - F

i- peutic Innovation
1)

§ ¥ 3 -
K. WEVER = C.MULLAN- T

B ' - JENSEN
P | |

= ~100 participants from 24 EUropean Patients Academy
countries A | nerapeutic Innovation

= Majority patient advocates
= 14 countries building
national platforms
. . .

L g,
=
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EUPATI: A paradigm shift in empowering ME

. . = UPATI
patients on medicines R&D

i
t

Launched Feb '12, runs for 5 years,
30 consortium members,

PATIENT LED
PPP of EU Commission and EFPIA

will develop and disseminate

objective, credible, correct knowledge n

about medicines R&D | EUPATI
will build competencies Curgpean s Acndern
& expert capacity among patients

& public

will facilitate patient involvement in R&D
to support industry, academia, authorities

nd ethi mmi i i
and ethics committees Nicola Bedlington

nts* Academy



EUPATI by 2017 MI CUpaT
Where we want to be. Europan s Acatemy

EUPATI platform complete with training courses,
education, information material in multiple
languages

Good practice guidelines on patient involvement
available and in use

Public conferences and regional workshops will
lead to an extensive expert network established.

12 National Platforms established in 12 countries

Robust strategy on sustainability and political
buv-in
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EUPATI can make the difference.
creating the tipping point for patient
engagement in medicines R&D

It‘'s for all of us to make it happen.



Get to know us!

EUPATI

ﬂ@)’( QWEQ_%&L@ Vfa. farmaindusiria ) NOVARTIS European Patients Acad:emy B
europear;pa.ti.ents'forum . On Therapeutlc lnl'lOVBthl'l
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