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	ITCC Trial Master File Index

	
	 Comments or Instructions

	1.0
	Grants and Funding
	

	
	Grant applications and outcomes
	

	
	Working budget
	

	
	Invoices and payments
	

	2.0
	CTRAs and Contracts
	

	
	CTRAs 
	In draft and fully executed

	
	Indemnity and Insurance Forms
	

	
	Other contracts 
	One folder for each

	3.0
	Protocol
	Current approved protocol at this level

	
	Study summary
	Lay and clinician version

	
	Supporting documents
	Protocol signature pages, team notes, protocol notes

	
	Superseded
	

	4.0
	Ethics and Regulatory
	Approval letters to be filed at this level
Letter to be named as:
Approval date (yyyymmdd)
Amendment #
Reason for amendment 

Letter should match the submission folder details

	
	Lead HREC
	Initial submission should contain subfolders for each cycle of questions leading up to the initial approval.

Sub-folder for each submission containing the documents submitted
Each sub-folder to be named as:
Amendment # (main reason for amendment), such as:
Protocol Vx.x
Addition Site (name)
PICF Vx.x
Annual report (year)

Sub-folder should contain the REGIS form and/or cover letters containing the list of documents submitted, (NB the approval letter also lists the approved documents for cross checking). 

Protocol or any other documents submitted for review are filed within the appropriate folder and uploaded to REGIS from that folder. Not to be duplicated into HREC folder. Working documents are to be kept here until approved, then moved to the appropriate folder.

	
	Site RGO
	One folder per site. Local approval letter to be filed at this level. 

Sub-folders for SSA and subsequent amendments or other correspondence containing site specific versions of approved Master documents submitted to RGO.

	
	Trial Registration
	ANZCTR and CTN, Vx.x and date of version

	
	UTS ratification
	Submission, approval and subsequent correspondence

	
	Other HREC
	As per Lead HREC. Other collaborating institutions, other HREC for participating sites (e.g., Mater)

	5.0
	Safety
	

	
	DSMC or MM
	SOP, 
Meeting# X – Report, agenda, minutes

	
	Safety reporting
	SAE log (Template 44) 
Safety reports from sites (to be named with site name, PID and date)


	
	Protocol violation/deviation
	PV Log (Template 45)
PV forms (Template 7 and Template 8)

	[bookmark: _Hlk92718520]6.0
	Case Report Forms
	

	
	Worksheets
	Sub-folders:
Worksheets 
Coversheets
REDCap instruments to build worksheets

	
	Study Documents
	

	
	Administrative Forms
	Staff administered instruments and assessment tools
Concomitant medications form
Prompt sheets
Participant Registration form

	
	Advertising and Marketing
	Staff posters
Letters, scripts
Referral forms
Clinic cards

	
	Guides and Instructions
	Scoring instructions
Guidance documents
AE coding

	
	PICFs
	Approved Master Versions

	
	Patient Facing Documents

	PRO assessment tools
Contact cards
Diaries
Safety and dosing instructions 
Patient posters

	
	Safety
	Templates for AE log, SAE report form, PV form

	[bookmark: _Hlk38009965]7.0
	Data management
	

	
	Data Dictionaries
	

	
	Data Downloads
	

	
	Data Management Plan
	

	
	Site Data
	One folder per site, sub-folder for each PID.




	Trial Master File Index (cont.)

	8.0
	Site Management
	Plans and site tracking at this level

	
	Risk Assessments
	

	
	Feasibility assessments
	

	
	Master ISF templates

	Template site forms (SSDL, training logs)
Short CV template, PV violation form

	
	Study contacts
	List of PIs, site and ITCC contacts

	9.0
	Recruitment
	

	
	Advertising and marketing for study
	

	
	KPIs or recruitment tracking
	

	10.0
	Monitoring
	

	
	Site Initiation
	Training slides, agenda, attendance list

	
	During Study
	Main folder to contain monitoring document template.

One folder for each site, sub-folder for SSDL and training records as well as each event (site activation, then each visit).

	
	Closure
	One folder for each site. Closure checklists

	
	Monitoring Plans
	Superseded sub-folder

	11.0
	Study Drug
	

	
	IB
	

	
	Packaging and labels
	

	
	Certificate of Analysis
	

	
	Other documents
	State legislative approvals etc

	
	Contracts with manufacturers
	

	12.0
	Sub-studies
	

	
	One folder for each sub-study
	Main documents in other folders. File plans, analysis plans, specific documents not filed elsewhere

	13.0
	Tools and Licenses
	

	
	One folder for each tool
	Each folder to contain:
Licencing documents/communications
Original instrument as provided
Move final approved instrument for the study (document to be named as protocol #-instrument-version-date (as submitted to HREC) into relevant ‘Study Documents Folder’
Instructions for assessment

	[bookmark: _Hlk38010340]14.0
	Statistical Analysis
	

	
	Final Dataset
	

	
	Results
	

	
	Statistical Analysis Plan
	Superseded sub-folder

	15.0
	Reports and Papers
	

	
	Clinical Study Report
	

	
	Main Results
	

	
	Other Publications and Dissemination
	One folder for each publication

	
	Publication policy
	Investigator statements




	
Trial Master File Index (cont.)

	16.0
	Investigator Site File
	

	
	Protocol
	Provide to sites as an electronic folder structure, all sections to be populated by the site from existing or new documents filed elsewhere in TMF.

	
	Investigator Brochure or Product Information
	

	
	HREC
	

	
	Regulatory Documents
	

	
	Site Staff
	

	
	Laboratory
	

	
	Local Governance
	

	
	Data Collection Worksheets
	

	
	Participant Files
	

	
	Consent Forms
	

	
	Serious Adverse Event Reporting
	

	
	Monitoring (One sub-folder per visit)
	

	
	Finance and contracts
	

	
	Pharmacy
	

	
	Equipment and Supplies
	

	
	Tools and Questionnaires
	

	
	Correspondence
	

	17.0
	Pharmacy
	Master folder to contain study specific documents, sub-folder for each site containing a copy of the main folder with tailored documents

	
	Study Contacts
	

	
	Protocol
	

	
	Regulatory Documents
	

	
	Dispensing & Manufacturing Instructions
	

	
	Participant Registration
	

	
	Bulk Log
	

	
	Participant Log
	

	
	Individual Patient IP Accountability Log
	

	
	Prescription Template
	

	
	Study Drug Order Form
	

	
	Certificate of Correct Storage and Transfer of Supplies
	

	
	Licences
	

	
	Monitoring 
	

	
	Invoicing
	

	
	SOPs
	

	
	Correspondence
	

	
	Standard Operating Procedures
	

	18.0
	Study Meetings
	

	
	Protocol Investigator meetings
	

	
	Site meetings
	

	
	Individual meetings
	

	19.0
	Communications
	

	
	Any other correspondence that cannot be filed anywhere else 
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