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[bookmark: _Hlk219211856][bookmark: _Hlk206757928]Milestone and Budget Tracker for Investigator-Initiated Clinical Trials
This document is designed to help you keep track of the milestones for your investigator-initiated clinical trial. The list can be modified and customised as required.

[bookmark: _Hlk206759116]Year 1 (YYYY)
	#
	Milestone
	Performance Indicator
	Date

	
	Protocol finalised
	Final protocol developed
	

	
	Protocol approved
	Protocol approved by Scientific and Consumer Committee
	

	
	Key personnel identified
	Researchers, Biostatisticians, Health Economists, QoL, Consumers, Trial Manager/Coordinator/Nurse, Data Manager (as appropriate) identified and available to join research team
	

	
	Research staff on-boarding
	Allocation of staff % FTE, Good Clinical Practice training and other appropriate qualifications confirmed
	

	
	Study budget approved
	Budget developed and reviewed/approved
	

	
	Participant Informed Consent Forms (PICF) developed
	PICF reviewed and approved by Scientific and Consumer Committee
	

	
	Site(s) selected
	Sites invited to participate in trial, and lead site chosen
	

	
	Contracts and Indemnities sent
	Contracts and Indemnities sent to participating sites, including site budget (if applicable)
	

	
	Standard Operating Procedures (SOPs) documented
	Standardised research processes documented and distributed to all sites
	

	
	Recruitment planned 
	Recruitment strategy / plan developed
	

	
	Trial registered
	Trial entered on ANZCTR
	

	
	HREC application submitted (by lead site if multi-centre)
	Application submitted
	

	
	HREC approval received
	Notification received of approval
	

	
	Site Specific Application(s) 
(SSA) submitted
	SSAs submitted for each site
	

	
	Research Governance Authorisation(s) received
	Notification of authorisation received for all sites
	

	
	TGA CTN application submitted (if required)
	CTN submitted
	

	
	TGA CTN approval / acknowledgement received (if required)
	CTN approval / acknowledgement received by site(s)
	

	
	eCRFs and database created
	Database reviewed and released to sites with training manual
	

	
	Site Initiation Visit(s) (SIV) conducted
	Face to face visit or webinar conducted with site(s)
	

	
	First site activated
	Acknowledgement
	

	
	First participant enrolled
	Acknowledgement
	

	
	Last site activated
	Acknowledgement
	

	
	Site enrolment tracked 
	Participants registered in database by site 
	

	
	Total enrolment tracked 
	Total participants registered in database 
	

	
	Trial information maintained in ANZCTR
	Recruitment and additional information updated as required
	

	
	Funding body report submitted
	Annual report submitted
	

	
	Communication updates sent
	Ongoing communication with sites and participants regarding trial progress
	

	Budget spend for year: $_________




Year 2 (YYYY) Copy as needed for years 3 onwards
	#
	Milestone
	Performance Indicator
	Date

	
	HREC annual progress report submitted
	Report submitted
	

	
	Safety report(s) submitted 
(if required)
	Safety reports submitted – annually and as required for significant safety events
	

	
	Research Governance annual progress report submitted (if required)
	Submit external HREC approved annual progress report (if required) 
	

	
	Funding Body report submitted
	Annual report submitted
	

	
	Site enrolment tracked 
	Participants registered in database by site
	

	
	Total enrolment tracked 
	Total participants registered in database
	

	
	Trial information maintained in ANZCTR
	Update recruitment and additional information if required
	

	
	Communication updates sent
	Ongoing communication with sites and participants regarding trial progress
	

	Budget spend for year: $_________





Year # - Final (YYYY)
	#
	Milestone
	Performance Indicator
	Date

	
	Last participant follow-up completed
	Last participant last visit (LPLV) completed
	

	
	Trial close-out procedures sent to site(s)
	Site(s) notified of close-out procedures
	

	
	Last trial site closed
	Notifications sent to site for close-out and database locked
	

	
	Primary Endpoint
	Initial analysis completed
	

	
	Secondary Endpoint
	Full analysis completed
	

	
	HREC final report submitted 
	Final report with study results and publications (as applicable) submitted
	

	
	Research Governance final report submitted (if required)
	Submit external HREC approved final progress report (if required)
	

	
	Trial information maintained in ANZCTR
	Update final information
	

	
	Final communication sent to sites
	Study results sent
	

	
	Final communication sent to participants
	Lay summary of study results sent
	

	
	Presentations and publications
	Abstract submitted to conferences and journals
	

	
	Funding Body final report submitted
	Final report submitted
	

	Budget spend for year: $________

	TOTAL budget spend: $________
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