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Review of clinical trial applications
stands on two legs

Review of clinical trial application
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National Competent Medical Research Ethics
Authorities (NCAs) Committees (MRECS)
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The review of the MRECs is mainly a
national matter

A clinical trial may be conducted only if the
rights, safety, dignity and well-being of
subjects are protected and prevail over all
other interests

'.‘ A clinical trial is designed to generate reliable

and robust data

Review by MREC
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MREC participation and collaboration with NCA
are national decisions
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Amongst others:

* Protocol

« Investigator’s Brochure
« Scientific advice/PIP

Amongst others:

« Recruitment arrangements

« Subject info/informed
consent

 Financial /other

/ '.‘ \ arrangements
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The frame of the review by MRECs are
decided by EU CTR
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Collaboration is heeded between the diverse

organisations of the MRECs in EU MSs
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Regional
organisation of
MRECs

Association to
ensure nation

wide cooperation

Central
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Summary

Implementation of the CTR have introduced a new way of working for the Danish MRECs
« Increased collaboration with the National Competent Authorities
« Framework of the review by MRECs is strictly controlled by CTR

-> there is a need for discussion and alignment between the MRECs from other MSs

-> jt is a essential to establish a dedicated platform to increase the level of

alignment between the MRECs of the different MSs in the EU
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