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Real-world data (RWD) and real-world evidence
(RWE) are playing an increasing role in health care
decisions.

Real-World
Evidence
CKE)

¢ FDA uses RWD and RWE to monitor postmarket safety and adverse events
and to make regulatory decisions.

¢ The health care community is using these data to support coverage
decisions and to develop guidelines and decision support tools for use in

20224F
10A19H

clinical practice.

¢ Medical product developers are using RWD and RWE to support clinical

trial designs (e.g., large simple trials, pragmatic elinical trials) and

observational studies to generate innovative, new treatment approaches.

HFT) FDA HPIReal-World Evidence| https://www.fda.gov/science-research/science-and-research-
special-topics/real-world-evidence (2022/10/19 £8g)

TEHDAS joint
action advances
European the cross-border
Health secondary use of
Data health data in
Europe to improve
public health.

Towards

TEHDA
(BERH)

Space

What is our goal?
Our goal is that in the future European citizens, communities and companies

20214F2H

will benefit from secure and seamless access to health data regardless of
where it is stored.

What are we doing?

TEHDAS supports EU member states and the European Commission in
building a European health data space by developing principles for the cross-
border secondary use of health data. The data space will form the framework
for data use, underpinned by EU legislation. The secondary use of health data
means using health data for purposes other than the primary reason for which

they were originally collected.

HiF) THEDASITHEDAS in brief] https://tehdas.eu/app/uploads/2022/03/tehdas-leaflet-2022.pdf
(2022/10/1&88)

NATIONAL

SECURITY

STRATEGY
CKREl)

ERIGIROBEL BUKTE BEA2IFELTESZAN

THD COREREBOBANEREEZD. KEDZER

FEEEZOPTE, T-IFEBERAIEDTELOTUVS,
20224

10A12H

HFf) THE WHITE HOUSE WASHINGTONINATIONAL SECURITY STRATEGY (2022410R)

H X {7/ T
mRNE

(BRM) MMHBESAESS (EFPIA) 1Y FMEEAD
MERRRELELADE. FNEARNDEEDET, 4

IN=33% TN HZTHhiZ IDEREL TV,
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A ZZ0nlinel EFPIA-JA> - KU LN\y\&K WTO®DTRIPS waiverldfRERE #HH&H2mHiEEBLTRREHOIL
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