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Changes in expectations to research s

A Molecular targets

A Genome sequencing

A Precision and personalised medicine
A Small trials
A Biomarkers
A Companion diagnostics

C Increased complexity
C Interdisciplinary work-relations
C Impact is more than a clinical health-index, value to society
C Outcomes are patient reported benefits

C more than a publication or number of references
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Changes in expectations to patients e
Patients can and do help: PM
Prioritize research questions Window of
Define research population opportunity

Prioritize endpoints . :

. | relationship
Protocol design B ean
Scientific advise
. researchers,

Language advise requlators
Elggl_ Industry,
LA patients

Patient information j‘; T |
‘ -
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Di mensions of patient‘@E

Non-participation

Manipulatio

( Placiation
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Involvement

Consultation

Information
Dual directed

Delegated
power

PATI

Acad my

Engagement

Partnership

Data control
and
ownership

Process

control and
ownership




Pat | econtr@ion in every step

Setting
research
priorities

Protocol
Synopsis:
design,
comparators
endpoints

Research
priorities

Research design

I Informed Consent I

I Study reportingl

m EUPATI

Patient Info

Leaflet

and Planning

I Design of Protocol I

Practical con
siderations

I Fundraising I

Level of expertise in the disease area required:

| high “ mediuml

I Trial steering committeel

Regulatory affairs
Scientific Advise

I Investigators Meeting

I Data Monitoring Committeel

I Interpretation of results I

Health Technolog
Assessment

Poststudy
communication

Information to

| Adverse drug events

trial participants

| Risk communicatiory

Ref.: Geissler, Ryll,
EPALCO (2014, unpublished) 6
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Public distrust and lack of knowledge

erapeutic |

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

A 75% of Phase lI-IV studies delayed due to slow
patient recruitment

A In Denmark patients are positive about
participation

What happens? B HRT - HUM

u" 'A >

Cek=r-

A Bad image one reason for delayed generation of | [|llf% ] LIl
meaningful clinical data '
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A Patients do not have the knowledge about R&D |}
process

Nordic Trial Alliance January 31 2017



* ¥ &
w *
B3
=

EU PATI g

n Patients’

~ European Aaduny
on Therapeutic Innovation

What does EUPATI do?

- We bring knowledge and insights
-We Dbuil l d pati ent
I We Iinform the public



Patientsoroles are part of every key area ME”"”

on Therapeutic Innovation

EUPATI key areas of medicines

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

Clinical Trials

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

HTA principles and practices

Nordic Trial Alliance January 31 2017 9



EUPATI at different levels

EUPATI Patient Experts

Training Course
-- for expert patients

?' EUPATI Educational

** : Toolbox

-- for patient advocates

w EUPATI
; Internet Library

-- for the health-interested public

Nordic Trial Alliance January 31 2017
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m EUPATI

European Patients’ Academy

e-learning, 18 months
2 face to face course modules
assessment

Slide shows, factsheets,
videos and webinars, glossary

'print ready' content

Glossary - Encyclopaedia
Short video documentaries
Patient interviews
Micro-lectures (as podcasts)
Images, diagrams
10



Patient involvement increase ox FUBATI

on Therapeutic Innovation

Pat i dasks before education Pat i dasks after education

Leadership 224 72%

in patient org.

Speakers at conf. 44A 72%

ADVISING: 8A 52%
Pharma
12A 40%

Regulatory bodies
4A 8%

Reimbursement

Yo 10% 20% 30% 40% 50% 60% T0% 80% 80% 100% 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

o

Ref.: EUPATI, 2016: Survey, 98 patient representatives

Nordic Trial Alliance January 31 2017

11



d N .

' EUPATI Patient Experts

Training Course
-- for expert patients

EUPATI Toolbox
-- for patiemtadyocate

EUPATI

Internet Library
-- for the health-interested public

Nordic Trial Alliance Janua 017

To I I

E-learning, 18 months
2 face to face course modules
Assessment

Slide shows, factsheets,
videos and webinars, glossary

OPrint ready'’

Glossary - Encyclopaedia
Short video documentaries
Patient interviews
Micro-lectures (as podcasts)
Images, diagrams

”mtEURNﬂ

EUPATI education at different levels

Patients’ Academy

cont e
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m EUPATI -

EUPATI Toolbox Copme Pt Ao

T www.eupati.eu

snere: (1 I I 20

#iHome Whatis EUPATI? EUPATIResources EUPATIinyourcountry Glossary Blog Patients Involved

m European Patients' Academy
EUPATI
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EUPATI Toolbox

Articles

-ial design

smisation is when participants receive a sequence of different treatments (for

wdidate compound in the first phase and the comparator/control in the second

itment starts at an equivalent point, and each individual serves as his/her own
wunuw i presents some advantages, such as low variance due to treatment and control being the
same participant. and the possibility of including a number of treatments. However. there must be a
sufficient time gap between the different treatment phases (washout period).

Cross-over Trial

Treatment Cross-over
Patopant Y

@ s .

.' >> > > Perod One Perod Teo

o Partcpant 2

| #

Treatment A Washout Penod

ll EUPATI Treatment 8

o eapat 60
Fig. 2 - Cross-over trial design

Patient X and Y are randomised into two different treatment arms. Patient X receives
Treatment A during the first period of the study; Patient Y receives Treatment B. After the
first period is over, there is a washout period. Patient X then receives Treatment B for the
second period of the study while Patient Y receives Treatment A.

www.eupati.eu
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EUPATI

European Patients’ Academy
on Therapeutic Innovation
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EUPATI Toolbox Eavopees Pty oy

‘ www.eupati.eu

[

Articles
. A B . i k R
m EUPATI 1‘ ‘9! 3 ,LR"; £,
R R A g -
PowerPoints e m

Clinical Trial Designs
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EUPATI Toolbox

[

Articles

PowerPoints
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Infographics

Overview of Decision Points and
Development Steps in Medicines R&D

3 - 6 years 6 - 7 years

Strategic Start Lead Start Lead Start Start Start Start Start MAA MA
Framewnr « | \dentification  Optimisation  Non-Clinical | Phase I Phasella | Phaselld Phaselll | Submission Granted
Development | 1in Human  POC Study
Confirmation of Proof

of Concept (POC)

1 Medicine

22

1.000 -> 5.000

100 - 500

Trial Participants

Research &
Discovery

Non-clinical
Development

Clinical Development
Phase I, 11 & 111

:& Patient lvolvement

Reimbursement Negatiation

i
i
a
2
2
H
§
H
1
8

% EUPATI

European Patients’ Academy
on Therapeutic Innovation

www.eupati.eu

© 0 Q

Variation Termination
Change of Market
Supply

Post-approval Life-cycle

management & Pharmacovigilance
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EUPATI Toolbox

MY EUPATI -

European Patients’ Academy

on Therapeutic Innovation

[

www.eupati.eu

Infographics

Nordic Trial Alliance January 31 2017

Not part
of the CTD

~ Module 1
Non-clinical

R The CTD

summary

Non-clinical
study reports

~ Moduled |
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EUPATI
EUPATI Toolbox Europen aints Academy

‘ www.eupati.eu
[

Infographics

creative
commons
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Toolbox 100000

SUCCESS 80000

60000

_ 40000
Unique users

20000

0
150

Visiting countries
100

50

O -
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m EUPATI

European Patients’ Academy
on Therapeutic Innovation
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EUPATI Denmark

EUPATI

European Patients‘ Academy
erapeutic Innovation

= . 3
T 78
TN

A EUPATI Denmark established November 2015 by

Danmarks
Blgderforening

Dansk
Brystkraeft
Organisation

KIU ()

Kraeft i underlivet

typel

diabetes. viden. netvasrk.

Nordic Trial Alliance January 31 2017

~ BIO
PEOPLE

Denmark’s Life Science Cluster

™\ Boehringer
I"ll Ingelheim

novo nordisk’

Lundhe A
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Experiences: framework and process mﬂ"’”‘

on Therapeutic Innovatiol

LEAD CONTRIBUTIONS

Patient as research
partners
Led by academia

Refine research topics
Educated in specific methods T interviewers
Discuss research findings and interpretations

Patient Advisory Board in
pharmaceutical company

Patient journey brings understanding to pharma
Patients help prioritise research topics
Feedback to

A study protocol

A language / tone-of-voice

A Informed consent form

A product information

Shared study: survey and
interviews

Patient organisation own
ALL data

Patient organsiation:

A QoL

A information and support needs among members
Industry:

A need for treatment

A willingness to participate in clinical trial

A risk/benefit balance for new medical treatment




m EUPATI

European Patients’ Academy
on Therapeutic Innovation

EUPATI Denmark in 2017
We will
be online Web site

partner with

contribute

Toolbox translated into Danish

Authorities
(Clinical) research institutions
Biobanks

organize public

Meetings

Workshops

Webinars

New Medicines Council, patients in
Nordic EUPATI Network

Nordic Trial Alliance January 31 2017
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Academic perspective

Boote (2010)

Nordic Trial Alliance January 31 2017 242%
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European Patients’ Academy

Whyg m EUPATI

#1. Ethical / moral

Patients are the reason the research is being conducted, and have a
right to be involved. Publically funded research is conducted with tax-
payersomoney and is therefore answerable to the public.

#2: Epistemological

There are experiential insights that only patients can bring to research,;
patients are experts in the experience of their own disease.

As researchers ave d o nkootv what we d o nkotvo .

#3. Consequential

By involving patients in research, we get research of higher quality
(relevant questions and outcomes, user-friendly, assisted with
recruitment and dissemination).

Boote (2010)

Nordic Trial Alliance January 31 2017 252%



Academic perspective:
How?

Communication

Common language and understanding
Avoid overburdening

Educating ourselves and each other
Patients in the drivers seat

Humbleness; how can we improve our
research

Nordic Trial Alliance January 31 2017

EUPATI

European Patients‘ Academy
on Therapeutic Innovation
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