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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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Inclusion criteria for data analysis
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Records excluded from dataset:
Test trials (n = 2)
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Reports assessed for eligibility
(n=153)
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g Studies included in quantitative
3 analysis
E (n=122)
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*Trials authorized in at least one country are included.

Y

Trials excluded in quantitative
analysis:
Not authorized (n = 10)*
Transition trials (n = 21)**

**Transition trials: trials that were submitted under the CTD as well.




Distribution of identified clinical trials in Europe (CTIS, April 2023)

All clinical trials

1 I Clinial trials LmC

sl Investigator Industry Investigator
- o e (N=66) (N=18) (N=38)
I 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%)
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