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	ITCC Investigator Site File (ISF) Index

	
	Comments or instructions

	
	
	Completed source document log filed at this level

	1.0
	Protocol
	Current approved protocol at this level

	
	
	Superseded versions

	
	
	Amendment notices



	
	
	File notes pertaining to the protocol

	2.0
	Investigator Brochure or Product Information
	Current Investigator Brochure or Product information at this level

	
	
	Superseded versions

	3.0
	HREC
	

	
	HREC administration
	Statement of compliance

Committee membership constitution

Meeting Structure and dates

	
	HREC correspondence
	Initial submission (the ERM/REGIS form and/or cover letters containing the list of documents submitted) and approval letter

Subsequent amendments and approvals

Annual progress reports and acknowledgements

Safety report submissions and acknowledgments

Any other related correspondence with the HREC

Approved versions of protocol or any other documents submitted for HREC review are filed within the appropriate ISF folder.

*If part of National Mutual Acceptance Scheme and not the lead site, file documents related to lead HREC submissions and approvals.

	
	Approved master study documents
	HREC approved master versions of study documents:

PICF

Posters 

Letters

Clinic cards

Contact cards

Diaries

Tools and questionnaires

Safety and dosing instructions

Superseded sub-folder

	4.0
	Regulatory Documents
	

	
	Insurance 
	Current and previous certificates

	
	TGA
	CTN (current and superseded versions) listing this site and acknowledged by the TGA.

Correspondence

	
	Trial Registration
	Acknowledgement of trial registration listing this site 

	5.0
	Site Staff
	

	
	Staff CVs
	Review and update annually

	
	Staff Signature and Delegation Log
	 Wet ink copy required.

	
	Staff Training Records
	Individual or Group Training Records

GCP certificates (update every 3 years)

	
	Study Contacts
	

	6.0
	Laboratory
	

	
	
	Laboratory accreditation certificate

Laboratory Head CV and GCP

Reference ranges

Standard Operating Procedures

Correspondence

	7.0
	Local Governance
	Local/RGO submissions and approvals including:

SSA

Amendments

Reports (progress, safety etc) 

Correspondence related to governance

	
	Current approved site-specific documents
	Locally approved versions of study documents:

Site specific PICF

Posters 

Letters

Clinic cards

Contact cards

Superseded sub-folder



	8.0
	Data Collection Worksheets
	

	
	Guidelines and Instructions
	Completion guidelines

Scoring instructions

Guidance documents

AE coding

	
	Master Worksheet Copies
	Worksheets

Concomitant medications form

Adverse Event log 



	9.0
	Participant Files
	KEPT SEPARATELY- Individual file for each participant

	
	
	Patient master index (wet ink or electronic)



	
	
	Screening log

	10.0
	Consent Forms
	

	
	
	Signed and completed PICF originals. Wet ink copy required.

	11.0
	Serious Adverse Event Reporting
	

	
	
	Master SAE Report template for the study

Completed SAE reports

Data Safety reports

Medical Monitor/Monitoring Committee reports

Correspondence

	12.0
	Monitoring
	

	
	
	Site Visit log

	
	
	One sub-folder per visit containing:

Notice of visits, confirmation email

Visit report

Completed corrective action sheet(s)

Correspondence



	13.0
	Finance and Contracts
	

	
	CTRA
	Final, fully executed version

	
	Indemnity 
	

	
	Other contracts
	Other contracts with external providers

	
	Finance
	Budget

Invoices

Payment records, remittance advice 

	14.0
	Pharmacy
	KEPT SEPARATELY AT PHARMACY

Collected at study closure and archived with the ISF.

*If site is closed prior to study closure, unblinded pharmacy file is to be provided sealed.

	
	Pharmacy folder contents post study closure
	

	15.0
	Equipment and Supplies
	

	
	
	Records of equipment provided

	
	
	Records of supplies provided and re-supply

	
	
	Maintenance and service records of site equipment (or file note specifying location of these records if filed centrally)

	16.0
	Tools and Questionnaires
	

	
	
	Copy of licences 

	17.0
	Correspondence
	Any other correspondence not filed elsewhere such as:

Recruitment or study updates

Periodic study meeting minutes
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