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Introduction

e Clinical trials are of high importance for
medical research and progress.

Problem:

e Data collection in trials Is a
time consuming and expensive task.
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Current Situation

HIS / EPR
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Intended Situation
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Intended Situation
Study center A Coordinating center
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Export Data

of existing capture /
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data storage I : Heidelberg

different standards

different levels
of data quality

legal and ethical
requirements

different names
for the same
data-items

the same names for
different data items
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Challenge: Multicenter Trials

Study center A Coordinating center Study center B
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Export Data
of existing capture/
data storage
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Challenge: Multicenter Trials

EDC

IMDI =
Kyoto 2013 2 Biometrie und Informatik 9

cccccccccccccccccccccccccccccccc



Q0 o N
Possible Solution (1)

HIS/EHR

multiple
use

Export Data-
of existing capture /
data storage

Meta-Data
Repository
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Possible Solution (2)

HIS / EHR

multiple
use

Export Data-
of existing capture /
data storage

Archetype
based
approach
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_O O Methods ﬂ-
openEHR Archetypes

e Reusable information models
of clinical concepts.

Q Systolic
o
{ Q Diastalic
Data{ Q Mean Arerial Pressure

. Q Pulse Pressure

T Position ' \
gLevel of Exertion >5jl;at& \ T Comment

Q Tilt T Cuff size

Eluud ressure :
? any event ~ P - T Location of measurernent

|Tg Location — :
H Postural change Events : T Description of location
H Faradox T Method

T Karotkoff sounds
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e Description
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»nEHR Archetypes

syntactic and semantic

Interoperability
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Trial Data Set

Meta-Data
e research question
e Inclusion / exclusion criteria

Patient-Data

¢ sex

e age

* blood pressure ...

EHR
archetypes
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Conclusion and Perspective
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Perspective

Meta-
Analysis
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Conclusion

* Benefits of using archetypes in EDC
systems for clinical trials...

— ...Integration of existing data sets
(archetype based and non archetype-based)

— ...multiple use of mappings

— ...meta analysis.
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Thank you!

feasability studies
‘ Opportunities r identification of potential trial participants
| usage of HIS/EPR data in clinical trials
‘ Integration of clinical care and research ‘
i clinical care - — Single Source System

openEHR « EN13606 |— (. .| __—

| Standards |~ ‘ Methods | Meta-Data-Repository

CDISC clinical trials Archetypes
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