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Peter Wu, Ph.D.
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High-impact Projects
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PhenoFinder: Patient Recruitment Service

Interactive Protocol Design Global Patient Network
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Sps

‘ g German,
4
6.5 M patient:
ain
nts, )

fERERR/ BFHHER

i

O gprrmmeARR (AW
TREE? BA

Customers

) A
abbvie AWN AstraZeneca -2 PAREXEL. /ﬂ!;l:ug)

*® Biogen

CASEN a y
Fleet flicathiiuse Q) o temithancphow

Laboratories, QuintilesIMS™ SANOFI 7

D

aSUSsS | IFE



CLINERION

clinical research solutions

. Eni0{F R B85 &M (Patient Recruitment System)

{EAEER / BFEHEHE

w5

O pfrmpm AN B
SEREE? BA

8 4
asus.iFc



=] *Eﬁﬁﬁ@lﬁ'ﬂ% The_ EHR4CR proj_ect (2011-2016) with_a budge_t of +16
million Euros, has involved 35 academic and private
partners (10 pharmaceutical companies) and is one of
the largest of the IMI PPPs in this area. The
consortium also included 11 hospital sites in France,
Germany, Poland, Switzerland and the United
Kingdom.

The EHR4CR objective

» Research and develop a trustworthy service platform able to unlock clinical information stored in
EHRs for improving clinical research

» Clear focus on three (3) relevant use cases

Enabling protocol testing with Speeding up recruitment by making Faci#tating EHR data extraction for
real world datain potential trial EHR data searchable for applications used during trial
sites rather than with investigators and establishing a execution (e.g. prefiling of CRFs
guestmates. unified communication path and of SAE reports).
betveen sponsors and stes.
FHRCR 8
9 3D
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Model: a free market ecosystem

DATA DATA

PROVIDER PROVIDER EHR4CR INSTITUTE

=

=

An organisation

that contributes
Data data for EHR4CR

Provider e.g. hospital

Data aggregation and i
access services NETWORK NETWORK
LI IESENGEICE - PROVIDER i PROVIDER
EHRA4CR interfaces :

Applications access 4
and deliver SERVICE s.mcs SERVICE
EHR4CR services PROVIDER PROVIDER PROVIDER

An organisation that
provides EHR4CR
services to Service Users

Service
Provider

An organisation that uses
EHRA4CR services such as a
pharmaceutical company or

——————————————————————
W W W —————————— — -

SERVICE SERVICE

an academic institution \ USER USER /

m li 'i i Electronic Health Records for Clinical Research 74
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% CLINERION
patient recruitment

aSUS L IFE system

PRS

HealthCloud

>BEEIEE < <<data process<<< >Protocol
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>Subject search
>Trial manager
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The coverage of Service network

i PR B E ARSI 3 Be 2 (AR 5T £22018/2 B K)
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6.5 M patients
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France
5 hospitals
. 7 M patients
US.A.
4 hospitals
5.3 M patients

Spain
“e— -_ 12 hospitals Switzerland
 11.8 M patients 2 hospitals
14 M patients
Portugal
1 h@spital
0.8/M patients

Brazil
40 hospitals
25 M patients Iran
401 hospitals

Turkey »75 M patients
12 hospitals
31.5 M patients
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Improvement for site feasibility
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B E R ARTE (Taiwan)
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Hospital

Service Provider

PhenoFinder

[ Approval request ]< _______________

Cooperation

Revenue Sharing

[ Process ]<- -—
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{ Process ]< - { Request ]

Protocol
Design
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clinical research solutions

. Eni0{F R B85 &M (Patient Recruitment System)
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Customers
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The power of platform

Hospital

Service Provider
(Clinerion)

CRO

Pharmaceutical
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Case study : Site Feasibility

Study Indication

Chronic congestive
heart failure

Chronic heart
failure

Diabetes (T2DM)

Asthma

Osteoporosis

Hospital

Istanbul University,
Cardiology Institute

Istanbul University,
Cardiology Institute

Istanbul University,
Cerrahpasa Hospital

Istanbul University,
Cerrahpasa Hospital

Istanbul University

Patients
Screened

Suitable Patients
Found by PRS

237JKN}HTNNNN
237,000

338,062

Suitable Patients
Expected by P.I.

PRS vs. Expected
Patient Number
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Case study : Growth of Trials

— Clinical trials numbers increase as hospital clusters gain
the benefit of time-efficiencies

B Number of clinical trials at PRS-linked hospitals
B Number of PRS-linked hospitals

Sx

2014 2015 2016 exp. 2017 D
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Privacy policy & Security

HE—FRUENEERAFTS

GDPR ( 2018/5# ®mllEMZE RHMRFE)L ) - Directive 95/46/EC ( BUMB KHREE ) -
GCP ( BERERIR AR ) ~ HIPAA ( BFERMEoIIEEEEE ) ~ DSG ( MmN ERIRE
%)~ 1SO 27001

FRES R R - s e EfEREE (Aggregated
report)

mEGAHEER - BAEREEERI{E(pseudonymization)iz
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Approval from the IRB inside Hospitals.
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BSFh#E (Privacy) At

The right to privacy encompasses two separate interests

« BB = (autonomy in making important decisions
(iIndependence in decision-making) )

« Bifl%Z = (security of personal information, avoiding
disclosure of personal matters)

Whalen v. Roe, cited from Helen L. Gilbert, Minors' Constitutional
Right to Informational Privacy, University of Chicago Law Review (2007)
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