	Study title/
code
	Test Facility(es) /test site(s) in which the study was conducted (name and complete address)*

	Date of study start
	Date of completion of the Final Report 
	For studies conducted in EU, OECD or fully MAD adherent countries: indicate (Y/N/NA) whether a successful inspection by its national GLP compliance monitoring authority took place within 3 years before or after final study report date*
	For studies conducted in non-MAD adherent countries: indicate (Y/N/NA) whether the test facility and all test sites have been inspected and acknowledged as being OECD GLP compliant by an EU GLP compliance monitoring authority within 3 years before or after final study report date*

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


* Deviations should be clarified in annex to the table; NA not applicable. Sponsors are responsible for ensuring that the submitted information is accurate and up to date. If a test facility’s GLP status changes after CTA submission or trial authorization, they must take appropriate action in accordance with the Clinical Trials Regulation (EU) No 536/2014 (Recital 48) Article 53 Regulation (EU) No 536/2014 and notify the receiving authorities via CTIS for all relevant trials. Sponsors must assess any impact on the validity of their data and update their dossier if needed. It is recommended that sponsors establish and maintain a robust communication system and ensure that facilities promptly notify them of any changes in GLP status.
