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Europe #3 major region globally in conducting clinical trials

Breakdown by phase

« Phase 4
» Phase 3
= Phase 2
= Phase 1

Bron: 3684 industry-led clinical trials for pharmaceutical products launched in 2021 (Leem industry survey 2022)



Netherlands ranks #8 with Denmark behind Belgium
for trials conducted in Europe
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Netherlands attractive country for clinical research
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Country selection
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Efficient START-UP via EU CTR

This new regulation, became effective on January 31, 2022, ensures a greater level of harmonization of the rules for conducting clinical trials in the EU.

The goal of Clinical Trial Regulation EU No. 536/2014 is to create an environment that is favorable to conducting clinical trials in the EU, with the highest
standards of safety for participants and increased transparency of trial information.

The regulation will increase the efficiency of all trials in Europe (evaluation in 60-79 days) with the greatest benefit for those conducted in multiple Member
States.

It aims to foster innovation and research, while helping avoid unnecessary duplication of clinical trials or repetition of unsuccessful trials.

Europe wide Regulations

- . EUROPEAN MEDICINES AGENCY
Harmonisation — Efficiency - Transparency SCIENCE MEDICINES HEALTH
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http://ec.europa.eu/health/files/eudralex/vol-1/reg_2014_536/reg_2014_536_en.pdf

EU CTR 2018-2024 journey
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Conclusion + take away message

* EU CTR is a major imperative change, and we need to comply with the new EU

CTR Culture of collaboration and ability to
connect the dots
* We are well prepared for EU CTR, but it is still early days, many unknowns. 2023 ...delivering as One Dutch Team

is year to bring down the cycle times

* As of now all new protocols will be submitted under EU CTR

* Take away message for continued success

* Good planning (e.g., VGO)
*  Culture of collaboration

* also, to discuss challenges around staff and inflationary pressure affecting
clinical trial
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