
Pharmacoepidemiology
and Clinical Pharmacology

Clinical trial data: 
present & future

An academic perspective

Helga Gardarsdottir, PharmD, PhD
Associate professor

ACT EU Clinical Trials Analytics Workshop:
Amsterdam, 25 January 2024



Pharmacoepidemiology
and Clinical Pharmacology

Clinical trial data

Registries (e.g., EudraCT, clinicaltrials.gov) 

broadly used by academics

Mainly focusing on knowledge sharing & 

transparency – sharing of clinical trial results

PlosOne 2013



Pharmacoepidemiology
and Clinical Pharmacology

Clinical trial data

Registries (e.g., EudraCT, clinicaltrials.gov) 

broadly used by academics

Mainly focusing on knowledge sharing & 

transparency – sharing of clinical trial results

But also very useful for:

- Information on regulatory decision making in 

relation to evidence from clinical trials

PlosOne 2013



Pharmacoepidemiology
and Clinical Pharmacology

Clinical trial data

Registries (e.g., EudraCT, clinicaltrials.gov) 

broadly used by academics

Mainly focusing on knowledge sharing & 

transparency – sharing of clinical trial results

But also very useful for:

- Information on regulatory decision making in 

relation to evidence from clinical trials

- Clinical endpoints

PlosOne 2013
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Available Clinical Trial Protocols
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Methodology

Remote element

‘Operational trial 
activities that take place 
outside the investigator 

site’

Clinicaltrials.gov

de Jong et al. BMJ Open 2022:12:e063236. doi:10.1136/
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Low-intervention clinical trials in Europe: 
investigating the characteristics and 

sponsor experiences
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Methodology

• Low interventional clinical trials 

(article 2.2 of CTR EU 536/2014 CTR)

• Clinical Trial Information System 

(CTIS)

• Data extraction on 21 April 2023
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Clinial trials LIMC

Investigator
(N=66)

Industry
(N=18)

Investigator
(N=38)

Participants

Number of participants 80 (40-260) 96 (66-200) 320 (180-880)

Follow up (weeks) 29 (12-55) 40 (11-89) 48 (12-100)

Therapeutic area

Cancer (C04) 10 (15.2%) 4 (22.2%) 3 (7.9%)

Cardiovascular (C14) 8 (12.1) 1 (5.6%) 8 (21.1%)

Clinical trial characteristics

Study phase IV 12 (18.2%) 0 (0.0%) 31 (81.6%)

Multi-site trials 33 (50.0%) 11 (61.1%) 26 (68.4%)

Multi-country 7 (10.6%) 8 (44.4%) 3 (7/9%)

LIMC: Low interventional clinical trials  
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Thank you!

h.gardarsdottir@uu.nl
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