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REAL WORLD DATA

“data collected in a non-randomized controlled trial setting”

“data relating to patient health status and/or the delivery of health 
care routinely collected from a variety of sources”
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Opportunities for RWD to amend limitations of RCTs





Challenges to the use of RWD



Challenges to the use of RWD



Bert Aertgeerts
Nicolas Delvaux

Tine De Burghgraeve

An De Sutter
Veerle Piessens

France Vrijens
Elisabeth Marynen

Frank Hulstaert

Roel Heylen
Johan Van Bussel



280 GPs
72 PCPs

3 private 
laboratories

10 665 
individuals





DATA FLOW

Primary
source

EFORM

INSZ Data Data

12345 ABC RGH

12367 DEF DHF

CSV

INSZ Data Data

12345 #@! Ù*µ

12367 §ç) ‘&/

eHealth
Batch Codage

CSV

INSZ Data Data

A3F98 #@! Ù*µ

J87BO §ç) ‘&/

HealthDat
a

CSV

INSZ Data Data

A3F98 ABC RGH

J87BO DEF DHF

1 2

3

4

5

1: export & coding; 2: encryption; 3: coding; 4; encryption; 5: decoding



Opportunities ELMO study

From signed research contract to start of study – 3.5 months!

Physician recruitment – limited extra work

Patient recruitment

Pseudonymization allows for linkage of patient specific data across multiple 
systems and registers

Safe and secure data transfers

Use of existing encrypted data channels

Randomization limits issues of data quality



Challenges in Phase 0 and 1 – data capture at primary 
source

- Technical issues with 1 lab
- Variety of laboratory coding 

systems

- Data capture quality
- Data capture through own 

personnel

- Self-reporting technically not 
feasible

- Interviews through own 
personnel



- Data capture quality



Challenges in Phase 2 – pseudonymization, TTP

- Technical issues related to 
various EHR systems

- Issues with coding of sensitive 
data

- Issues with data loss
- Data channels not designed 

for large data volumes



Challenges in Phase 2 – pseudonymization, TTP

- Technical issues due to 
encryption key used by 
primary source

- Platform for queries not 
applicable to GP EHR

- Query resolvement was slow 
and unresponsive



Potential solutions for using RWD in Belgium primary care

- Smaller number of EHR systems
- Less variation is methods for documenting routine care
- Facilitation of informed consent at primary source

- Cloud storage of data enables centralized data transfer (like 
INTEGO)

- Accessory data channels for transferring large datasets

- Oversight over full chain of data transfer by research team 
(monitoring)

- Registry based trials


