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Published Review Timelines (excludes stop-clock time, i.e., time taken for the applicant to respond to input requests)

Clinical Trial Authorisation / + 30 working days (WD)
Clinical Trial Certificate * For Phase 1 studies solely assessing bioequivalence, bioavailability, food effect or drug-drug interactions: 15 WD
* For studies involving Cell, Tissue and Gene Therapy Products: 60 WD

Clinical Trial Notification 5WD
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