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PATIENT’S LEADING THE
DISCUSSION
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"2 IPPOSI Strategy 2012-2014

Our Mission

We expedite
A% development
of and patient

access to
ll innovative
therapies
l' through a
3 unique
partnership of
( Patient

Groups,
Industry and
Science

IPPOSI
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To deliver on our Vision

|
Our Strategic Priorities

* Bring a patient perspective
to clinical research in
Ireland

e Actively influence policy
that impacts on research
and access to innovative
therapies

* Increase understanding of
the work done by IPPOSI

e Source funding to ensure
IPPOSI’s sustainability

Vision

Patients in Ireland
have prompt access
to new and
developing innovative
therapies



N
7. Leadership

-
B Mg,y
\4 :

Consensus

Non-Lobbying

OTHER
STAKEHOLDER
S

é)
r v - "’\'.!""\.‘m"ﬂ"',;

A"A | A ».':u:..nl__.
w» ¥ science

P’v
A ’ :
N | industry



-

N
" IPPOSI Funding

Membership subscriptions
B

\ The Health Research Board

3

{

B
. BN R
Health Research Board

IPP'SI

,“9’ science
}‘ industry



4
-\ REPORT INTO THE GENERAL PUBLIC’S ATTITUDES

ﬂ, TOWARDS CLINICAL RESEARCH
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November 2009
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\ Agree v

Disagree with Attitudinal

N Statements RANKING 1-5

‘ 1‘ I think carrying out clinical
research in Ireland with the
aim of developing new ways

‘ to treat many diseases is a
good idea

research

l I would be willing to donate
blood to be used for clinical

g 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 I was very

IPPOSI
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44“ industry

|l Strongly agree J Agree U Neither/nor @ Disagree M Disagree strongly ™ DK|

{Base: n=1000, All adults}
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clinicaltrials.ie

\\

IPPOSI

Providing editorial
assistance from a
regulatory perspective
and are developing a
communications
campaign

NCRC

Developing written
content based on
EGAN &Patient
Partner’s material and
NCRC knowledge




\ Public and Patients want
"4 .

_ information iEEosi.ie
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Clinical Research fou
Non-Clinical Resear
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“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@S' Compliance and Adherence, the Cross Border
e lggpgggf;gg Directive etc.. Thank you!” Eibhlin Mulroe, 23

24" industry May 2013



M EupATI n‘

European Patients’ Academy
on Therapeutic Innovation

HEE N

IPPOSI and the European
Patients’ Academy
on Therapeutic Innovation

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

imp” [ efpia

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.
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Medical landscape is transforming m EUPATI
at a fast p ace ol s i
Innovation transforms the lives of
patients with serious, lifelong conditions: s " l“
Molecular targets/_pathways et [T
Genome sequencing, opportunity f
Translational research trial design |
Personalized medicine re|ationship
« Small trial populations between
» Biomarkers, companion diagnostics researchers
Need for post-marketing data regulators,
Health Technology Assessment, Industry,
QoL, endpoints, comparators patients

BUT long term pressure on health .
budgets — here to stay ﬁ g
1
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The number of pivotal clinical trials in MAA submitted to the Agency
performed in each country of the North America and EU/EEA/EFTA

regions in the 2005-2011

Clinical trials
submitted in
marketing-authori
sation
applications to the
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The average number of patients recruited per pivotal clinical trial per m EUPATI
country in MAAs submitted to the Agency in the 2005-2011 period

European Patients’ Academy
) n

North America usA | 391
c.eny,c&e:l 93

EU/EEA/EFTA Finland |EEG— | 05
Germany [ 115

Clinical trials Poland I 136
SmeIttEd |n Czech Republic :_ 107

. Denmark [N 1
market_lngj Hungary I 52
aUthOrlsatlon France :— 78
applications to the S T——

Norway N 72

European G, Cm——

Medicines Agency

EMA/INS/GCP/676
319/2012

Netherlands ~_ 72
Romania _ 69
Sweden — 69
Lithuania _ 67

Spain _ 64
UK I 60
Belgium _ 59
Estonia ‘_ 54
Latvia — 52
Slovakia —_ a7
Austria [N 38
Greece A— 35
Portugal _- 23

Switzerland <- 22

Ireland —- 18
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Patients as partners of research: mzum
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.

JUME 1 2008

VOLUME 27 ¢+ MUMBER 18 -

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

Amy Dockser Marcus

Subrritted January 9, 200%; accapied In January, 2004, 1 flew to New Orleans, LA, to treat. They recognized that when it came to SWUC,
:::‘;';'; ;ifi?f::?::;;“;"”w meet Andy Martin. He took me to the laboratory  Andy was in many ways the expert on the disease.
' where he was working. A third-year medical stu-  These physicians leamed from the research he did,

4, 2008,




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

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

- Gaps -2 research priorities
« Clinical trial design Fatient Fartner
* Quality of Life measurement

- Real-world access to therapies
 ,Value®

Co-researcher

« Patient-centered research polic S 3“d
P y an 200 CanCeT ed
Training essential to get € \N\’t\'\ mor d\sease i Xpeﬂs

medicines research & dev (are ent © '
>4000 Lalified patie™ =t ]

any PatientPartner FP7 Project (2010),

WWW. patlentpartner europe.eu



Addressing public scrutiny and ) —
distrust of research... ke

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

75% of Phase II-1V studies delayed due to gafds
slow pati i £ safed .
patient recruitment <2 \O\ 9] \
n o~ ou
Bad image one reason for EUTOpe_ : R&L
i cines
delayed generation of n med\ _
meaningful clinical data \_ e \agg\ﬂg '
imag D
MEDICINE AND THE MEDIA lj](l J}};‘.‘ :l l ‘
“We saw human guinea pigs explode” AT LY el ”'; ‘
L Stobbart and colleagues examine newspaper coverage of adverse events in the TGN1412 trial | . & A - i -if)
‘ \
Il




Patient advocates Working with 0 EUROPEAN MEDICINES AGENCY
regulators...
43 ®EGAN

Q EURORDIS
b Rare Diseases Europe

EMA track record since 2005...
Patients’ and Consumers’ Working e M

Party (PCWP, 34 POs) —
Full members of MA Management Y e
Board, COMP (rare diseases), PDCO \ﬁ 6 e
(pediatric), CAT (advanced therapies) @FFNA
Assessment of EPARS, s
Package leaflets, safety information ﬁg’,‘“wﬂ Q}ehn
Ad-hoc support in CHMP: & it pEr—
Product assessment, guidelines, b eed
Pharmacovigilance WG, protocol assistance \Sa\\OT\S X
Speakers and patrticipants at ,“ nt O 9 d oca’tes
EMA conferences/workshops & qUa\{ jed @ \ators

r iabet:

mo \N\m red :

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



Patient advocates through L —
IPPOSI in Ireland working with...

Irish Medicines Board engage With reg
Health Information and Quality Authority

Department of Health Steering Group on Rare Diseases
Health Service Executive Patient Forum

National Centre for Pharmacoeconomics (HTA)

IPPOSI

- patients
e -
w4 _SCience

- .
industry
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Having a patient (advocate) in every

Research Ethics Committee...

Country Inhabitants Number of  Number of ethics Ethics committees per
in 1.000* ethics committees (including million inhabitants
commitices Jocal cthics commigees)
Austria 83567 27 323
Belgium 107410 35 215 3.26
Bulgwia 76021 103 13,55
(:zc;h. Republic 104746 9 >100 d
: % F;Lm 5 _:Jl"l» 3 \I\ 5 \’ O\\’ e \r\
Estonia 1 340 ] be \ﬂ ed
= -
\f pali© (0ad |V~ 4and
| a P ders
RECS O" ho un
R ts W
Lu e p
M3 O" "\( 42
Net . S WO 1.88
i mow e
R.\"{n‘ O ./ I (I:l’<
Slova S4111 ; 89 1.6¢
Slovenia 20534 1 0.49
Spain 45 8530 136 297
Swaden 92590 8 0.86
UK 61 .61 126 2.05

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 i ..,
and national level St e




EPF survey on HTA agencies, m
decision makers and patients EUPATI

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,
« easy-to-read HTA summaries I I I A
¥ .I N?!

= COSL pl oduct

\\\\

al CCESS

pricing

 —but no training support for patients
eed

ations ©
gan's? engagde

acity 10

Pa’(\eﬂt of
more @

HTA



MEUPATI K u@. a ij

European Patients’' Academy
on

on
R B

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

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



Key stakeholders of the m |
Patients’ Academy el

European Pavents' Academy
on Therzpeutic Innovation

O
O

Regulatory

Health-rela
authorities

ted NGOs
Research
Academia networks,
& projects
Industry &
CROs -
Patient i & Policy
Advocacy | makers
Orgs - ) (EU &
O (national/

_ Member
el Ethics " ‘ “ "

Journa-
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mittees (medical,
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Audiences: advocacy leaders i
and the public at large sl

herzpeutic Innovation

o EUPATI Certificate Training Programme

' & Academic Modular Certificate Programme 100
Pat!ent Ambasgadors. |r1 committees, R&D teams, ... patient
\ Patient Journalists raising awareness
Patient Trainers for patient communities & networks advocates

EUPATI Educational Toolbox

. ** Educational tools for patient advocates 12000
* B Variety of distributable formats: Paper-based booklets, patient
X 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

3

EUPATI - of

Patients’ Academy
peutic innovation

. L 1 -
¥ S PARSON. .
¥ 5 PARSCONS C. MULLAN.

e JENSEN
S
= ~100 participants from 24 Curopean Patients Academy
countries ) ['herapeutic Innovation

= Majority patient advocates
= 14 countries building
national platforms

L _— & \.
- ,"
“." 1

‘.’J

-



EUPATI: A paradigm shift in empowering m cupaT
patients on medicines R&D

Launched Feb '12, runs for 5 years,
30 consortium members,
PPP of EU Commission and EFPIA

will develop and disseminate
objective, credible, correct knowledge
about medicines R&D

will build competencies nﬁﬁi{ EU PATI

& expert capacity among patients European Patients’ Academy
& public on Therapeutic Innovation

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



EUPATI by 2017: m
EUPATI
Where we want to be. ey s Aty

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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L EUPATI
European Patie B A d my
on Therapeutic In

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!

europeanpatients'forum
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EUPATI

European Patients Academy |
on Therapeutic Innovation

Web:
www.patientsacademy.eu

Twitter: @eupatients
as well as:

CEIBL
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More Information

For further information: emulroe@ipposi.ie

Sign up for newsletter info@ipposi.ie
Twitter @EibhlinMulroe
@ipposi
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