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Disclaimer

The analyses, their interpretation, and related information contained herein are made and provided subject
to the assumptions, methodologies, caveats, and variables described in this report and are based on third

party sources and data reasonably believed to be reliable. No warranty is made as to the completeness or
accuracy of such third party sources or data.

As with any attempt to estimate future events, the forecasts, projections, conclusions, and other information
included herein are subject to certain risks and uncertainties, and are not to be considered guarantees of
any particular outcome.

All reproduction rights, quotations, broadcasting, publications reserved. The contents of this presentation
are confidential, and no part of this presentation may be reproduced or transmitted in any form or by any
means, electronic or mechanical, including photocopy, recording, or any information storage and retrieval
system, without express written consent of IQVIA.

Copyright © 2025 IQVIA. All rights reserved. IQVIA® is a registered trademark of IQVIA Inc. in the United
States and various other countries.
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Clinical trial recruitment today

Patient
identification
Site identifies patients
Patient (e.g. Based on search
of structured data in
identification and EMR)
Prescreening can ‘
be augmented by
other channels ‘

Prescreening

Site reviews identifed
Q patients and assesses
;&‘ eligibility based on EMR
and knowledge of
patient
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Consent

Site explains study to
patient and consents
them onto the study

Enrolment

Site assesses
eligibiltiy criteria
and enrols
eligible patients
onto study

Screening

Site screens patients
according to protocol
(may require new
investigation or
information not in
EMR)
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Patient identification and prescreening can be augmented by

other channels

ECZEMA

Is dry, red, itchy skin getting in the
way of fun?

If lack of an effective treatment for eczema
or other skin issues is holding you back,
maybe a trial could help

Take the next step
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&’)) How does it work?

It is simple to find out if you may qualify:

Answer some questions about you We'll check if there is a study near Confirm your interest and we'll be in
and your health you that you may be eligible for touch shortly about next steps

Prescreening Patient Site screening
questionnaire allocated to a process begins
site

Source: clinicalresearch.com = I Q\/ I /-\



For patients from alternative recruitment channels, the qualification
process is faster when patients share their medical records

Help your study team learn more aboul you s

WIVIA CHnical Regaarch eosrps s @ el chocsrmssors o gF bascea 1l scactaget oo Tos San 13 13 71 FU 3 davs sga)

Draar Warkfios,
Thank youw forpour interest in the RELEASE.

T halg progras 1o the et stap in e anraliment process, the shudy taam a D
Sap Teals study cante veould e 42 laaem mara aboet you. DR you know the
tradional process of collecting medical information caukd take upto four (4] o 5x
{5) weaks? Wie've made it sasy e you 1o share heabh recoits with the study 183m
digially and securaly Ta ged started just dick the link balirsr amd yeu'll ba abla 12
locana tha patient poral far yaur Realin provider and select to sacuraly shara data ar
craabe an acount. if neaded

CECH hase 3 connedt hasith daia

Sincargly

The 1014 Shudy Team

ClinicalReseanch.com

Opportunities for EHDS to change clinical trial recruitment - 290CT2025

ClindcalResearch Conm

D Share your health
daoto with stud:.- team

EL The study team will

be in touch soon

Balorwy . par whacdy ceatar infarmericn.

YA sl shin S

MEp  Sar

WA bt aite LIS

1.. Future eontoct

VERTiCAL
Open Task List
e s Redond Acsess

" e o )

VERTICAL MNASS
it
. m B -
Sunan Burfiewe 555 234 x G el Wk
130 8 Bl T
o—0 ;
i G TreEes’ MoDewEar R D Son
My Faiuls
ik
2449 B3 B4 55 H2
e L B i ik
L] liisE L] L] L]
—r ”

=IQVIA 5



US legislation enabling this approach

4 N )

' : : : Enabli ' d faster clinical
» Patient data access rights enshrined in HIPAA and nabling easier and faster clinica

interoperability mandated in the 215t Century Cures trial qualification with patients not
Act connected to clinical trial sites has
* FHIR APIs enable automatic health data transfers to a number of benefits:

researchers via health data portals _
v’ Increases access for patients

* In the case of non-interoperability, signed medical . - _
records release forms are used to manually request Accelerates clinical trial
medical records recruitment

v" Increases trial diversity

rtunities for EHDS to ch linical trial recruitment - 200CT202 - . —
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But wait!

GDPR should allow patients to
access a copy of their own
health data in the EU and allow
them to share it for clinical trial
qualification, but in practice,
this is not happening.
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GDPR gives patients the right of access and to health data

portability

Right of Access
Article 15
What is it?

Data subjects have a right to
receive a copy of personal data
undergoing processing

Where the data subject makes
the request by electronic means,
and unless otherwise requested
by the data subject, the
information shall be provided
in a commonly used electronic
format

Requests are made using a Data
Subject Access Request, and
can be made by authorized third
parties on behalf of the subject

Data controllers have up to 90
days to comply
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£

Data
Access

Data
Portability

&)

GDPR: General Data Protection Regulation

Right to Data Portability
Article 20
What is it?

« ltis the right for data subjects to
receive the personal data that they
have provided to a controller, in a
structured, commonly used and
machine-readable format, and to
transmit those data to another
data controller

* The aim is to empower data
subjects regarding their own
personal data, as it facilitates their
ability to move, copy or transmit
personal data easily from one IT
environment to another (whether to
their own systems, the systems of
trusted third parties or those of new
data controllers)
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The EHDS regulation in the EU aims to make patient access to
their own health data faster

The aim of this Regulation is to
establish the EHDS in order to
improve natural persons’
access to and control over
their personal electronic
health data in the context of
healthcare, as well as to better
achieve other purposes
involving the use of electronic
health data in the healthcare
and care sectors that would
benefit society, such as

research, innovation,

Overall aim
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[Natural persons]

should have the right
to have free-of-
charge and
immediate access

Faster access

The EHDS should

make it easier ... to
control better the
access to and sharing
of their personal
electronic health data

Easier control

(5

. ensuring that natural persons as data
subjects can transmit their personal electronic
health data, including inferred data, in the
EEHRXF, irrespective of the legal basis for
processing the health data.

Data portability expansion and interoperability

EHDS: European Health Data Space
Source: https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=0J:L_202500327

Official Journal N
of the Eurapean Union L series
2025(327 5.3.2025

REGULATION (EU) 2025327 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 11 February 2025

on the European Health Data Space and amending Directive 2011/24/EU and Regulation (EU)
2024/2847

(Text with EEA relevance)
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,
Having regard to the Treaty on the Functioning of the European Union. and in particular Articles 16 and 114 thereof,
Having regand to the proposal from the European Commission,
Afier ransmission of the draft legislative act to the national parliaments
Having regard to the opinion of the European Economic and Social Commitiee {1,
Having regard to the opinion of the Commintee of the Regions (),

Acting in accordance with the ordinary legiskative procedure ()

Whereas:

(1) The aim of this Regulation is to establish the European Health Data Space (EHDS} in order w improve natural
Ecrsnns ess 1o and ver their wnaJ electronic hmhh data in (hc context of hmhb:am as as to
etter achieve other \'nh'lng use of eecironic health data in the hmhhun: and ca
would benc socery, such s research, fomar pnu aking, heth thre

red
inchuding prevem safety, rmcnuhscd mcdn.mc
regulat inctionis

nd addmmng fiure po
es. In add egulation's goa

we the ng y

amework in par "he development. masket I elecironic
health record systems [ systems) in conformity with Union values. The EHDS will be a key l: ‘ment in the
cretion of  syong and reslient European Helth Union

(3 The COVID-19 pandemic highlighed the imperative of having
health threats preparedness and uspnmc as well as for
of such electronic health data. Such
surveillance and monitoring, to mare

impn ilab alth dara for healthcare and to facilita
health dta fn ordet o steer ffective polcy respoases and cantelbuc 10 high stndards of human | e

3 The COVID-19 o rongly o nted the work of the cHealth Network, a voluntary network of authorities
responsible for it heski, = the e pilar for the development of comaciracing and. comtact-varning

) (J[( 486, 21.112022,
)

ta.curopa.cufelijreg/ 2025327 foj




Under EHDS, patients will be able to access priority categories of
their own health data where it exists electronically

Medical imaging and related reports

Electronic health data related to the use of or produced by
technologies that are used to view the human body in order
to prevent, diagnose, monitor or treat medical conditions.

Electronic dispensations

Information on the supply of a medicinal
product to a natural person by a pharmacy
based on an electronic prescription

[
v

Patient summaries

Electronic health data that include significant
clinical facts related to an identified natural
person and that are essential for the provision
of safe and efficient healthcare to that person.

EHDS: European Health Data Space
Opportunities for EHDS to change clinical trial recruitment - 2900CT2025 ) —— I Q V I /\
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Medical test results

Including laboratory and other diagnostic results
and related reports

Electronic prescriptions

Electronic health data constituting a
prescription for a medicinal product

Priority
categories of
electronic
health data

Discharge reports

Electronic health data related to a healthcare
encounter or episode of care and including
essential information about admission,
treatment and discharge of a natural person.
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The Patient Summary category has a lot of useful information
relevant for clinical trial qualification

Selected data elements from the Patient Summary Guidelines Gaps:

- » Medication history (only past
( ) ( ) ( )
¢J cCurrent IF-,Ilsttory of Result medicines that influence
8‘% Problems = Pasbl @\ esults current health status or are
\ /N rooeems __J X\ / relevant to a clinical decision)
[ N\ ( N (.. _ ) « Cannot validate past
Allergies % Pregnancy g Functional medicine exposure
i I history 3 Status ) unless in the
prescription category
4 N\ ( History of Y ( ¢ Social A (important for trial
inati O ocia L
/é& Vaccinations Uon Procedures .:%n History eligibility)
. y, \. J - y
( ) ( N ( )
- Medication 8{0% Devices and
+ .
}) Summary : Implants 5 Plan of care
. J \_ J . J
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Clinical trial recruitment in the EU post-EHDS

A5

xShare envisions everyone
sharing their health data in
European Electronic Health
Record Exchange Format
(EEHRXxF) with the click-of-
a-button — the xShare
Yellow Button — to be
featured across health
portals and patient apps,
allowing people to exercise
their data portability rights
under GDPR.

Xshare Yellow Button*
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4

Patients will be able to upload their health
data to secure trial matching websites to
help them find relevant trials across the EU
(Al enabled)

S

Clinical trial qualification process can be
expedited by patients being able to share
their records instantly rather than waiting for
clinical trial sites to source them.

4

Generative Al will be able to help interpret
health data and provide an initial
assessment of eligibility

*Source: https://xshare-project.eu/ EHDS: European Health Data Space
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https://xshare-project.eu/
https://xshare-project.eu/
https://xshare-project.eu/

Thank you
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