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Earlier this year the new Clinical Trial regulation came into force. At the same time the 
EMA launched the supporting IT system, the Clinical Trial Information System. Hereby, 
the authorization and regulatory monitoring of clinical trials became a truly European 
process. Will the CTR and CTIS solve every challenge the EU has as compared to 
other regions in the world to foster trials and clinical development? The answer to this 
question is probably no. To make Europe competitive in developing innovative 
medicinal products and therapies, a broader scope on clinical research is needed. For 
this reason the European Commission together with the EMA and the Heads of all 
Medicines Agencies in Europe have started a new flagship initiative: Accelerating 
Clinical Trials in Europe (ACT-EU), which will set the scene for stimulating scientific 
research and bringing the EU to more a competitive position. The main drivers of this 
project are the regulatory authorities, which in almost all European countries are 
responsible not only for registration of new medicinal products but also regulation of 
drug trials. In the Netherlands, these tasks are divided between the Medicines 
Evaluation Board (CBG/MEB) and the Central Committee on Research Involving 
Human Subjects (CCMO). The separation of responsibilities frequently exposes 
practical dilemma’s between the optimal information for drug registration dossiers that 
is expected from clinical trials, versus the interests and possibilities of trial participants. 
This Dutch experience reveals not only challenges but also opportunities for 
acceleration of clinical trials, by careful consideration of ethical and patient 
perspectives in the design of drug development studies and programs. In this session, 
chaired by the CCMO, some of the issues and possibilities will be presented against 
the background of the ACT-EU initiative, the European regulatory context and along 
the different steps in a case-study. 
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Invited lectures: 

15:30 – 15:35  Introduction to the session 
Prof. Dr. Joop van Gerven – Chairman CCMO 

15:35 – 15:40 Case study: Development of a new drug for narcolepsy in 
children 
Prof. Dr. Catherijne Knibbe – Clinical Pharmacist CCMO 
Leiden Academic Center for Drug Research, Leiden 
St. Antonius Hospital Nieuwegein 

15:40 – 16:00 Accelerating Clinical Trials in Europe: ACT-EU explained 
   Ana Zanoletty, ACT EU Programme Manager, EMA 

16:00 – 16:15 How ethics can help accelerate clinical trials 
Prof. Dr. Hans van Delden, Ethicist CCMO 
University Medical Center Utrecht 

16:15 – 16:35 Optimizing clinical trials in children: Can the ICHE11A 
guideline change the paradigm for paediatric trials? 
Cécile Ollivier, MS, OCM Director - Regulatory Science Europe 
Critical Path Institute (c-path.org) 

16:35 – 16:50 Patient involvement is a requirement, not a choice 
Dominique Hamerlijnck, Patient Representative MEB/CBG 
EUPATI 

16:50 – 17:00 Brief panel discussion 
Speakers and Audience 
 

  


