Important: always follow the Sponsor’s Standard Operating Procedures and / or guidance with regards to the generation of study-related documentation. If using this template it is recommended that the Sponsor / monitor reviews and signs off the document in advance of the trial commencing.

Investigator’s Site File (ISF) Contents template (CTIMP)
	Study name:
	

	Study site/organisation:
	


	Section
	Title
	Content / guidance notes

	1
	Study personnel and contact list


	· Names and contact details for key stakeholders, e.g. sponsor, chief investigator (if applicable), clinical research organisation, central laboratory etc. (if applicable)
· CVs for all research personnel listed in the delegation of duties log


	2
	Protocol
	· Current approved protocol (signed and dated)
· Protocol amendments / superseded protocols (most recent on top)



	3
	Contracts and agreements
	· Non-Disclosure Agreements (NDAs) 

· Clinical Trial Agreement(s) and updates
· Investigator Site Agreement(s)
· Indemnity and insurance documentation
· Completed, signed FDA 1572 forms (if applicable)
· Financial disclosure letter(s) (if applicable)
· Vendor contract(s) (if applicable)


	4
	Approvals and authorisations

(may be appropriate to separate individual approvals into specific sections)
	· Integrated Research Application System (IRAS) application

· Research Ethics Committee (REC) application / correspondence 

· MHRA Clinical Trial Authorisation application / correspondence 
· Study-specific approvals e.g. ARSAC - sponsor will advise on which additional approvals are required
· Study-specific local approvals e.g. Biological Safety (if applicable) – sponsor will advise on which additional approvals are required
· Capacity and Capability (Research and Development / R&D) approval



	5
	Approved documentation
	· Current version of the Patient Information Sheet / Informed Consent Form / GP Letter



	6
	Delegation of duties log
	· Completed Delegation of duties log, signed by PI


	7
	Study-specific training
	· Completed training records or file note describing location of training documentation (e.g. training records are held centrally)


	8
	Screening and recruitment


	· Subject Screening Log

· Subject Enrolment Log

· Subject Identification Log

· Signed Informed Consent Forms



	9
	Pharmacovigilance and safety


	· Blank serious adverse event, pregnancy reporting form(s) and completion guidelines

· Reference to sponsor’s pharmacovigilance SOP, evidence of training in the process 

· Safety reference information (Investigator’s brochure / Summary of Product Characteristics (SmPC) and superseded versions
· Development Safety Update Reports

· Notification of serious adverse events and/or safety reports 

· Investigator to coordinating centre
· Coordinating centre to Investigator
· Coordinating centre to regulatory authorities (if applicable)


	10
	Case Report Form and data collection
	· Sample Case Report Form, data collection forms, version and date
· Any additional data collection forms e.g. Quality of Life questionnaires, patient diary cards
If the CRF is too large, include a File Note stating location e.g. electronic version held on shared drive


	11
	Investigational Medicinal Product
	· Sample IMP Labels

· IMP handling instructions
· Shipping records
· Certificate of Analysis

· Decoding procedures

· Master Randomisation List

· Randomisation instructions (if applicable)
· IMP accountability records

Some documentation above may be held in a separate IMP management / Pharmacy File.



	12
	Laboratory
	· Laboratory normal reference ranges (including revisions)

· Laboratory certification(s)
· Evidence of retained tissue samples (if any)

	13
	Correspondence
	File in chronological order, most recent on top.

· Include any correspondence related to significant discussions around trial administration, trial conduct, adverse events or study issues / deviations / breaches
· Minutes from meetings
· Telephone call summaries / records


	14
	Monitoring
	· Monitoring visit log

· Monitoring visit reports
· Sponsor letters / monitoring findings

· Actions completed in response to findings including any evidence of corrective actions preventative actions (CAPAs)


	AFTER THE COMPLETION OF THE TRIAL THE FOLLOWING MUST BE ALSO FILED


	15
	Investigational product(s) accountability 
	· Pharmacy File may contain this information, ensure all records are archived / stored together upon trial completion
· Documentation of IMP destruction (if applicable)


	16
	Clinical study report

	· Final report(s) including those to the REC
· Any publications 
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