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Accrual of screened patients in EORTC clinical studies from 2000 to 2016: 89095 patients
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EORTC by the numbers (2016)

A world-class network An expert HQ

* + 5,000 collaborators

* 870 institutions

* 35 countries

» 21 groups & task-forces

* 111 collaborative
groups

202 employees .

> 195,000 patientsin
database

24,000 patie®0%\\ -
follow-uvc
o)

o,

12 new

8

s open to
ry in 2016

Q\?ongoing studies

19 studiesin protocol
outline development

15 studiesin protocol
development

15 studiesin regulatory
activation

Working on = 193 studies

The /m%:fg of cancer z%m:rpj



Recurrent pivotal questions

Is the classical phase |, Il, Il process still adequate?

How to access efficiently sub- group of molecularly defined
patients?

What are the pre-analytical requirements for biological
samples, handling?

What are the adequate steps for analytical and clinical
validation of a biomarker and related assay?

How to qualify cut-off values for decision process?

What is the impact on clinical trial designs and optimal
assessment of clinical utility?

How the process of drug registration and access will evolve?

How will new treatments be valued at the light on their true
benefit in real life?
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Towards a data driven healthcare from
“omics” to economics

A

Faster access
to (cost)effective
care

Biomarker

analytical and
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The changing clinical research pathway

From trials “designed to learn” to real life situation

Early clinical trials (R&D) Population-based
« Biology / imaging driven studies
« Integrated TR tal t C  Real world data

« Screening platforms \'\\ hig) geted * Quality of life
» Collection of high qualu{? \ g @%e diffe ef-'g * Health economics
data from various s * HTA

Pragmatic trials

Burock et al. Eur.J.Cancer (2013), http://dx.doi.org/10.1016/j.ejca,2013.05.016
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The 2 major challenges for precisi0{1 medicine
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deci@@n ased on drug development research when it should happen based on
applied clinical research?
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Solution to challenge 1: collaborative platform

: .
'O’EORTC Molecular Screening Platform

Standard treatment (no open trial) >

Standard treatment >

ﬁ First line > 2™ line trial

% First line > Second line > 3r [ine trial

Standard treatment (no open trial) >

Industry

Thirdline > cooperation
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Solution to challenge 1:
The principle of dual longitudinal continuity

Patient/disease evolution

" Drug/TRT3

Drug/TRT2

Drug/TRT1

Drug development process
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Solution to challenge 2: from R&D to real life

Early Drug Development Market access Real Life U3¢

Manufacturer 1

Manufacturer 2

Manufacturer 3

@archer Drug developers Regulator@
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Conclusions

A major transformation of clinical research building on the
strengths and complementarity of stakeholders working
alongside new business models must be tackled to make the
above possible.

The proposed continued solutions should happen through new
collaborative, complementary and interactive sequences taking
into account the interests and needs of all stakeholders
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How could it happen?

Non commercial sector “ Commercial sector “ Non commercial sector

| —

Drug development
y

clinical research erapeutic optimisation
applied clinical research

\ 4
Triage and access

Real Life |,
Long term monitoring
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partnership regulators
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Partnership HTA/payers
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Independent platforms Partnership registries HTA/payers

Partnerships commercial sector
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