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Index: Investigator Site File (COVID sites)	NA = Only to be ticked if not applicable

	
	NA

	1. Contact Information Study
	

	a. Contact information: site team (current)
	

	b. Contact information: sponsor / trial management team
	

	
	

	2. Regulatory and Ethical documents
	

	a.  Initial local R&D approval 
	

	b.  Local R&D amendment approvals 
	

	c.  Site specific correspondence
	

	
	

	3. Financial Contracts / Signed Agreements
	

	a. Completed site agreement 
	

	b. Completed amendments
	

	c. Completed Retention of Records Statement
	

	d. Other agreements 
	

	
	

	4. Study Protocol (as applicable)
	

	a. Signed core protocol signature page(s) 
	

	b. Signed domain choice page(s)
	

	
	

	5. Research Subject Information (as applicable)
	

	a. Localised versions of Patients Information Sheets and Informed Consent Forms (PIS/CFs)
	

	b. Localised posters/leaflets 
	

	c. Original signed PIS/CFs
d. Completed Consent Check Log 
	

	e. Completed Subject Screening and/or Enrolment Log
f. Completed Subject Identification Log
	

	
	

	6. Site personnel
	

	a. Completed Delegation of Duties Log
	

	b. CVs (signed and dated) and GCPs
	

	c. Completed training logs 
	


										
	7. Monitoring / Audit / Inspection documents
	

	a. Completed Site Visit Log (completed)
	

	b. SIV documentation (report, conf/follow up letters)
	

	c. Monitoring Visit documentation (MIAT, conf/follow up letters)
	

	d. COV documentation (MIAT, conf/follow up letters, site closure conf.)
	

	e. Relevant (telephone) contact reports and correspondence
	

	f. Audit / Inspection report(s) / letter(s)
	

	g. Completed Source Document Location Log
	




	8. Product Information / Pharmacy (if applicable)
	

	a. IMP shipment records
	

	b. Completed IMP order forms
	

	c. Completed Pharmacy dispensing logs
	

	d. Completed drug accountability logs
	

	e. Completed temperature deviation logs 
	

	f. Completed drug destruction logs
	

	
	

	9. Laboratory
	

	a. Completed sample collection/tracking log (if applicable)
	

	b. Completed sample shipment/transfer forms (if applicable)
	

	c. Local lab reference ranges
	

	d. Local lab accreditation certificates
	

	
	

	10.  Safety
	

	a. Completed SAE / SUSAR forms (completed/print out from Spinnaker)
	

	b. Correspondence re: safety with investigators/sponsor
	

	\
	

	11. Case report Form (CRF)
	

	a.  Completed database form (to add site on database)
	

	
	

	12. Protocol Deviations and File Notes
	

	a. Completed Protocol Deviation forms (printed from Spinnaker) 
or completed PD log
	

	b. Completed File Notes
	

	c. Completed File Note Log
	

	
	

	13. Documents of attended meetings (if applicable)
	

	a. Site specific meetings (agenda, attend. log, minutes)
	

	
	

	14. Correspondence 
	

	a. Sponsor / Trial Management team (site specific)
	

	b. Other
	

	
	

	15. Other
	

	a. ………………………………….
	

	b. ………………………………….
	

	c. ………………………………….
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