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The clinical trial applications for bioavailability and bioequivalence studies are reviewed in accordance with the requirements of “Regulation on Clinical Trials”, which came into effect on 01.01.2009 after being published in the Official Journal #27089 on 23.12.2008. However, it was observed that a number of problems and deficiencies were experienced during applications. Therefore, the requirements described in the attachment shall apply to filing of clinical trial applications and annexes for bioavailability and bioequivalence studies.


Please advise your members accordingly.

For the Minister

Dr. Hanefi Özbek

Deputy Director 

Attachment: Clinical Trial Application for Bioavailability and Bioequivalence Studies 

Clinical Trial Application for 

Bioavailability and Bioequivalence Studies

1. In accordance with the “Regulation on Clinical Trials”, published in Official Journal #27089 of 23.12.2008, the Clinical Trial Application Form available at www.iegm.gov.tr must be completed and submitted, attached with appropriate annexes. 

2. The applications must be submitted in an orange-colored dossier.

3. Separators containing explanatory remarks must be used when presenting supplementary data and documents in the application dossier.

4. A notarized or sponsor authenticated copy of sponsor’s signature circular is sufficient. However, the signatures of persons signing documents for the sponsor in the dossier must be of persons whose names appear in the signature circular as authorized signatories.

5. The proposed number of subjects to be recruited and supporting literature instrumental in determining the study design and explanations must be included in the dossier. 

6. Where the investigational product is included in the latest edition of the “Orange Book”, provide a copy of the document indicating the strength that is suitable for investigational use. 

7. Provide the receipt for the application fee stated at www.iegm.gov.tr in original, along with a copy. 

