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Budgeting Tool for Investigator-initiated or Grant-funded Clinical Trials

This tool helps investigators identify, plan, and justify all costs for investigator‑initiated or grant‑funded clinical trials. It outlines common expense categories across the full trial lifecycle (from study planning and start‑up, through conduct, analysis, and close‑out) to support realistic, comprehensive, and fit-for-purpose budgeting processes. 

The tool can inform grant applications, site feasibility assessments, site payment negotiations, and broader financial planning to enable high‑quality, compliant trial delivery. 

Please contact your site research office and the relevant supporting departments for their fee schedules. If you plan to use this document to develop your budget, we recommend customising the tables first, then copying and pasting them into an Excel spreadsheet.
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1. Study Planning & Start‑Up Costs 
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Study design support (methodology / statistical consultation)
	One-off
	
	

	☐
	Grant writing support or administrative assistance
	One-off
	
	

	☐
	Protocol development time
	One-off
	
	

	☐
	Consumer involvement 
	Ongoing
	
	

	☐
	Feasibility assessments (site, staffing, caseload)
	One-off
	
	

	☐
	Site Start-up Fees (if applicable)
	One-off
	
	

	☐
	Ethics review fees (initial)
	One-off
	
	

	☐
	Research Governance / Site Authorisation review fees (initial)
	One-off
	
	

	☐
	Supporting department set-up fee (e.g. pathology, pharmacy, radiology)
	One-off
	
	

	☐
	Insurance coverage (e.g. clinical trials insurance)
	Ongoing
	
	

	☐
	Regulatory submissions to TGA (CTN/CTA) (if applicable)
	One-off
	
	

	☐
	Clinical trial registration (ANZCTR)
	One-off
	
	

	☐
	Legal or contract review
	One-off/ongoing
	
	






	☐
	Finance & payments setup (e.g. cost centres, invoicing)
	One-off
	
	


	☐
	Project management (pre-activation)
	One-off
	
	

	☐
	Site initiation visit / investigator meeting
	One-off
	
	

	☐
	Staff training (GCP, protocol, systems training, skills required for study procedures)
	One-off/ongoing
	
	



2. Personnel Costs (salary, on-costs & superannuation)
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Principal Investigator (if funded)
	Ongoing
	
	

	☐
	Sub-Investigator / Medical Officer
	Ongoing
	
	

	☐
	Clinical Trial Coordinator / Research Nurse
	Ongoing
	
	

	☐
	Data Manager / Data Entry
	Ongoing
	
	

	☐
	Project / Trial Manager
	Ongoing
	
	

	☐
	Pharmacist / Pharmacy staff
	Ongoing
	
	

	☐
	Laboratory staff
	Ongoing
	
	

	☐
	Biostatistician
	Ongoing / Milestone-based
	
	

	☐
	Health Economist (if applicable)
	Milestone-based
	
	

	☐
	Administrative support
	Ongoing
	
	







	☐
	Clinical staff backfill / secondment (including study team back-ups)
	Ongoing
	
	

	☐
	Trial quality staff
	Ongoing
	
	

	☐
	Medical Imaging staff (if applicable)
	Ongoing
	
	



3. Patient-Related Costs
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Participant recruitment material (e.g. advertising, mailouts, translation)
	Ongoing 
	
	

	☐
	Travel reimbursements / stipends
	Per participant
	
	

	☐
	Parking vouchers or public transport fares
	Per participant
	
	

	☐
	Participant meals (if required by protocol)
	Per participant
	
	

	☐
	Compensation for time (if Ethics approved)
	Per participant
	
	

	☐
	Accommodation (for regional participants, if applicable)
	Per participant
	
	













4. Study Procedures & Clinical Costs (for study-specific or non-standard of care procedures)
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Diagnostic tests and assessments (e.g. blood tests, ECGs)
	Per participant
	
	

	☐
	Specialised laboratory assays
	Per participant
	
	

	☐
	Sample storage, processing & shipping
	Per participant
	
	

	☐
	Radiology / imaging fees
	Per participant
	
	

	☐
	Study-specific consultations
	Per participant
	
	

	☐
	Pharmacy fees (e.g. dispensing, labelling, manufacturing, etc)
	Per participant
	
	

	☐
	Investigational product (IP) storage / accountability fees 
	One-off / Ongoing 
	
	

	☐
	Postage / courier fees for shipping IP to participant (if applicable)
	Ongoing
	
	

	☐
	Consumables (e.g. needles, swabs, packaging, tubes)
	Per participant
	
	

	☐
	Equipment purchase / rental (e.g. BP monitors, wearables)
	One-off / Ongoing rental
	
	

	☐
	Equipment calibration & maintenance
	Ongoing
	
	








5. Data Management & IT Costs
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Electronic Data Capture (EDC) system license, project build, validation & testing
	One-off setup + ongoing
	
	

	☐
	Randomisation module (if required)
	One-off
	
	

	☐
	Database maintenance
	Ongoing
	
	

	☐
	Data storage & security
	Ongoing
	
	

	☐
	IT support
	Ongoing
	
	

	☐
	Software licences
	Ongoing
	
	

	☐
	Clinical Trial Management System (CTMS) fees
	One-off setup + ongoing
	
	

	☐
	eTMF fees (including access fees)
	One-off setup + ongoing
	
	



6. Study Oversight & Quality Costs
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Independent monitoring
	Ongoing
	
	

	☐
	Monitoring (remote and on-site)
	Ongoing
	
	

	☐
	DSMB / Steering Committee costs
	Ongoing
	
	

	☐
	Auditing (internal or external)
	Milestone-based
	
	








	☐
	Safety reporting workload
	Ongoing
	
	

	☐
	Quality assurance processes
	Ongoing
	
	

	☐
	SOP development and review
	One-off
	
	



7. Ongoing Ethics, Governance & Regulatory Compliance Costs
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Protocol amendment administrative time
	Ongoing
	
	

	☐
	HREC amendment fees
	Ongoing
	
	

	☐
	Governance amendment fees
	Ongoing
	
	

	☐
	Annual reporting fees
	Annual / Ongoing
	
	

	☐
	Trial Registry / TGA updates
	Ongoing
	
	

	☐
	Safety reporting workload (SAE follow‑up, SUSAR submission)
	Ongoing
	
	



8. Data Analysis & Reporting Costs
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Statistical analysis (interim & final)
	Milestone-based
	
	

	☐
	Health economic analysis
	Milestone-based
	
	

	☐
	Data cleaning & query resolution (ongoing, interim locks, final analysis)
	Ongoing / Milestone-based
	
	







	☐
	Medical writing (final report)
	Milestone-based
	
	

	☐
	Manuscript publication fees
	One-off
	
	

	☐
	Conference costs
	One-off
	
	

	☐
	Regular updates for participants (e.g. bi-annual/annual newsletters) (if applicable)
	Ongoing
	
	

	☐
	Lay summary for participants
	One-off
	
	

	☐
	Registry & data linkage fees
	One-off / Ongoing
	
	



9. Study Close-Out Costs
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Long term data storage & archiving
	One-off 
	
	

	☐
	Archiving facility costs
	Ongoing
	
	

	☐
	Document indexing & preparation
	One-off 
	
	

	☐
	Site close-out (preparation & visit)
	One-off
	
	

	☐
	Final report to Ethics & Governance
	One-off
	
	

	☐
	Equipment decommissioning or return
	One-off
	
	

	☐
	Unused consumable return or destruction (e.g. lab kits)
	One-off
	
	

	☐
	IP reconciliation & destruction (if applicable)
	One-off
	
	








10. Contingency & Overhead Costs
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Institutional indirect costs or overhead percentage
	Ongoing
	
	

	☐
	Unfunded adverse event management
	Contingent / Ongoing
	
	

	☐
	Unfunded monitoring or audits - preparation and follow-up visits
	Contingent
	
	

	☐
	Inflation estimates for multi-year trials
	Ongoing
	
	

	☐
	Contingency buffer (5-15%)
	Contingent
	
	



11. Other items to consider
	Include
	Item
	One-off / Ongoing
	Estimated Cost
	Notes / Justification

	☐
	Risk assessments for university sponsored studies
	Ongoing
	
	

	☐
	Feasibility “screen failure” (e.g. staff time and resources incurred for studies that ultimately do not proceed)
	One-off
	
	

	☐
	Staff laptops / mobile phones for de-centralised trials
	One-off
	
	

	☐
	De-centralised trial site visits for staff / researchers
	One-off / Ongoing
	
	

	☐
	Travel costs for staff to present at conferences (e.g. abstracts, posters)
	One-off
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