QA08.3 Site initiation checklist and report
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INITIATION VISIT

	Sponsor

	

	Investigational product
	

	Protocol number
	

	Principal Investigator
	

	Study site
	


	Monitor
	


	Date/s of previous pre-trial visits
	

	Date of this visit
	

	Staff present at visit

	

	Name
	Affiliation
	Role
	Cell phone no.

	
	
	
	

	
	
	
	

	
	
	
	


Discussion details, status/plans and related processes of the following should be indicated in the comments sections where relevant with reference to the numbered point:
	1. OVERSIGHT/TEAM RESPONSIBILITIES 
	Yes
	No
	Not relevant
	Not done

	1.1 PI accepts responsibility to obtain initial/continuing ethics approval of the protocol, amendments and associated documents (e.g. consent, advertisements)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.2 PI accepts responsibility for overseeing conduct of study in accordance with protocol, applicable regulations and GCP?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.3 All other staff knowledgeable of the trial and aware of their responsibilities according to their role?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.4 Curriculum vitae/s and/or other relevant documents evidencing qualification and experience of staff in the ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.5 Staff training up to date and documented in the delegation of responsibilities document/training file?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.6 Documentation (e.g. attendance sheet) for team members who attended trial initiation visit/training?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments


	2. PERMISSIONS

If yes, to any of the questions below, supply dates, version (if applicable) and names of documents in comments section
	Yes
	No
	Not relevant
	Not done

	2.1 Are current submission/approval/continuing review documents for regulatory authority(ies) in ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.2 Are current submission/approval/continuing review documents for ethics committee(s) in ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.3 Are current submission/approval/continuing review documents for other stakeholders (e.g. hospital, district) in ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.4 Is trial registration up to date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments


	3. Facilities, EQUIPMENT aND CONSUMABLES
	Yes
	No
	Not relevant
	Not done

	3.1 Are study facilities (still) adequate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.2 Are study-specific equipment and consumables (still) adequate/maintained (including calibrations where necessary)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.3 Are laboratory qualification/accreditation (or equivalent) documents current?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.4 Are laboratory (or other) normal ranges on file?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.4 Are arrangements for collection, handling, storage, and transport of laboratory (or other assessment) samples (still) adequate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments


	4. INvestigational Product (IP)
	Yes
	No
	Not relevant
	Not done

	4.1 Is the investigator’s brochure/equivalent in the ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.2 Are the certificate of analysis, sample labels in the ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.3 Is drug accountability up to date (including record of shipment of the IP to/from the site?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.4 Are instructions for handling IP available (e.g. pharmacy manual) and staff up to date with them?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.5 Are site aware of randomisation process
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.5 Is IP storage (still) adequate, including temperature monitoring, security etc.?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.6 Is IP on site?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments


	5. INFORMED CONSENT
	Yes
	No
	Not relevant
	Not done

	5.1 Is the planned informed consent process adequate and staff competent to comply with it?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.2 Is the correct approved version(s) of the informed consent document available for use at the site, together with any translations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments


	6. RECRUITMENT/DATA COLLECTION 
	Yes
	No
	Not relevant
	Not done

	6.1 Is there a reasonable plan for recruiting the sample population, as per any relevant approvals? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.2 Is the plan for source document completion, including the review of laboratory or other assessments, adequate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.3 Is the plan for CRF completion adequate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments


	7. SAFETY AND NON COMPlIANCE
	Yes
	No
	Not relevant
	Not done

	7.1 Is the plan for monitoring participant safety adequate, including how adverse event (AE), serious adverse event (SAE), and unanticipated problems will be identified, graded, attributed, reported, and reviewed as per protocol and local regulatory requirements?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.2 Were non-compliance and corrective and preventive action (CAPA) strategies understood by the team?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	General Comments, including documents delivered if not mentioned above

	


	Action items for the Investigator/responsible person at site
	Target completion date

	
	


	Action items for the monitor
	Target completion date

	
	

	
	

	
	

	
	


_____________________________________________________________________________

Monitor:  Name
Signature/
date [sign off when finalised]

_____________________________________________________________________________

Reviewer:  Name
Signature
/date [sign off when finalised]


