
Revision 1.4
Information required for identification of a need for pre-authorisation GCP inspections

The Applicants are kindly requested to provide the following information on their applications in order to allow for an early identification of a need for pre-authorisation Good Clinical Practices (GCP) inspections, whenever possible. The information provided should be complete and in line with the content of the application dossier. 

Product name:        

Product number: H00
The Applicant should provide for each pivotal study
:
· Statement confirming that the clinical study report submitted is in compliance with the guidance ICH Topic E 3 Structure and Content of Clinical Study Reports as well as the Note for guidance on the inclusion of appendices to clinical study reports in marketing authorisation applications.

· Title page, containing a statement indicating whether the study was performed in compliance with GCP, including the archiving of essential documents.
· The study synopsis.
· List of investigator sites (table 1 and table 2).
· List of GCP inspections conducted/planned by any regulatory authority (table 3). Alternatively, a confirmation that no inspections have been requested nor taken place and that no inspections are planned.
· Study administrative structure (table 4). A complete list of trial activities and the name of company responsible, including a brief description of delegated responsibilities when further clarification is needed.  Please tick only if applicable.
Annex 
Protocol number:      
Full title of the study:      
Sponsor name and address:      
Clinical trial start date (DD/MM/YYYY):
      

Clinical trial end date (DD/MM/YYYY):
      

Clinical trial status (ongoing or completed):      

I confirm that the clinical study report submitted is in compliance with the guidance ICH Topic E 3 Structure and Content of Clinical Study Reports as well as the Note for guidance on the inclusion of appendices to clinical study reports in marketing authorisation applications.


The clinical trial report is not in compliance with the guidance. Please include a justification:      

Please include a short discussion on the GCP compliance status of the study (listing any GCP non-compliance identified, any breach of GCP, providing information on any site excluded including the reasons, etc.): 

     
Table 1.  List of investigator sites 
	Name of the investigator
	Site (Full address)
	Country
	Number of subject screened
	Number of subjects enrolled

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Table 2.  Total number of sites and subjects enrolled per country

	Country
	Total number of sites enrolling patients
	Total number of subjects enrolled

	
	
	

	
	
	

	
	
	


Table 3.  GCP inspections
	Site (Full address)
	Country
	Date of inspection
	Regulatory Agency 

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Table 4.  Study administrative structure

	Relevant function
	Please tick the responsible body
	Address
	If delegated to CRO/third party

	Please tick only if applicable
	Sponsor 
	CRO 

	Other third party/vendors
	Main location of the functional team (name/address) and location of the relevant database
	Detailed summary of obligation delegated to CRO/third party 
	Contact Name

	Medical oversight and safety
	
	
	
	
	
	

	Pharmacovigilance 
(relevant staff incl. medical reviewer and database)
	
	
	
	
	
	

	Biometry/statistics
	
	
	
	
	
	

	Data management & clinical trial database
	
	
	
	
	
	

	Medical writing
	
	
	
	
	
	

	(e)TMF maintenance & (e)TMF management system
Is an electronic TMF in place: Yes        No  
If Yes: please provide the name of the software:

	
	
	
	
	
	

	Other databases (please specify)
	
	
	
	
	
	

	Project-/trial management (key/lead) and sponsor oversight
	
	
	
	
	
	

	Clinical trial monitoring
	
	
	
	
	
	

	Randomisation
	
	
	
	
	
	

	CRO selection/qualification
	
	
	
	
	
	

	Auditing
	
	
	
	
	
	

	Central services 

(e.g. ECG, laboratory, imaging)
	
	
	
	
	
	

	Randomisation process: sponsor and/or CRO

IRT database/

randomisation list 
	
	
	
	
	
	

	Documentation on IMP/drug supply 
(packaging, labelling, shipment, tracking)
	
	
	
	
	
	

	ePRO database
	
	
	
	
	
	

	Other activities
	
	
	
	
	
	

	
	
	
	
	
	
	


Also include the following extracts from the study report:

Title page of the report, including the GCP compliance statement.


The study synopsis. 


Signatory page of the study, signed by the principal or coordinating investigator.
� Information to be provided for all pivotal clinical studies, each in a separate Annex. Please duplicate the template as required.
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