Exploratory clinical trials
General:

The number of new medicines that progress throughout the full development to a final market authorisation is low.  Furthermore involves the development of new medicines a lot of resources, efforts and costs.  There is consequently a big demand for exploratory clinical trials in humans to find the most promising products for clinical development. 

This guidance is a working document for exploratory clinical trials in Belgium awaiting more concrete guidelines on European level.  This means also that it is a document that still can evolve and can be optimized in harmonisation with EMEA.

With this document it has been made possible to request these trials in Belgium and to conduct them after authorisation from the competent authority (R&D) and the ethics committee. 

Practical:

Demands for an exploratory clinical trial can be submitted starting from 21 June 2007.

For every request to conduct an exploratory clinical trial the same price as for any other CTA has to be paid on the following account number: 679-0001514-59

The treatment of every request starts only when we received the (pre submission) file and the proof of payment.

For every request a separate payment is asked with the announcement ‘EudraCT’, followed by the eudraCT number and the notice ‘EXPLORATORY’.

Procedure:

The applicant of an exploratory clinical trial is highly recommended first to request a pre submission and should write a letter indicating the EudraCT number, the announcement that is a request for an exploratory clinical trial and the following:

· A brief outline of the goal of the intended study

· An overview of the planned pre-clinical experiments

· The type of substance (chemical – biotech)

· The quality and pre-clinical data that will be available at the time of submission, as well as the protocol design, etc..

· The questions that the applicant may have about regulatory aspects concerning the planned trial.

Whit this information a decision can be made whether and how further explanation may be required.

Once the actual data are submitted as an IMPD, we may still exceptionally propose a meeting or a teleconference to solve any major concerns that did arise in the most efficient way.

After submission of the definitive file, the exploratory clinical trial will be treated within 15 calendar days, the same timeline as a phase I trial.  Attention must be made to the fact that per additional substance the timeline will be prolonged with 3 days.  This is not laid down by law, but we advise you to pay attention to this in function of your planning. 

The 15 days timeline starts from the moment the department R&D has received the definitive file and not from the moment of pre submission.    The start of the timeline will be confirmed with a confirmation email to the applicant. 

