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Pre-Proposal 2027-Bio-VAL 
Please describe your proposal by filling out this proposal upload template. Before starting, carefully read the instructions below:  
The proposal upload should not exceed 6 pages, excluding references. Exceeding the maximum number of pages will result in your proposal being deemed ineligible.
(Optional) Include figures such as diagrams, charts, etc. that enhance and support the proposal. Ensure all figures are clear, well-labelled, and directly relevant to the proposal.
Adhere to the following formatting guidelines: Verdana, at least font size 9, margins of 2.5 cm side and 2.5 cm top and bottom, single line spacing.  
All text highlighted in grey should be removed. 
Fill out the name of the project leader and project number in the footer on each page of the proposal. 
Upload your research proposal in PDF-format
The reference file should be uploaded individually.   

1. Background, relevance and aims
Describe briefly the relevance of your proposal on the basis of the below written subjects.
Problem description (unmet need)
· How does this proposal contribute to existing knowledge? 
· Describe what specific clinical decision in oncology does this biomarker aim to inform? 
· What currently goes wrong in practice (e.g., overtreatment, undertreatment, delay, uncertainty, toxicity)? 
· Why is this a critical bottleneck in the care pathway? 
Solution / research direction (description of the envisioned solution)
· At which specific decision point does the biomarker intervene? Why is this the most impactful and appropriate point for intervention? 
· Are there other groups from research institutes or companies working on a solution?
· Aims
· Briefly, describe the aim(s) of this proposal, the primary and secondary research questions and how these contribute to the problem/the research direction.  
2. [bookmark: _Toc195692640]Plan of investigation
Briefly describe:
· The (experimental) approaches and current status of the biomarker; 
· Biological rationale.
· Analytical validation status.
· Existing clinical proof-of-concept.
· Preliminary performance data.
· Key limitations that justify this proposal.
· Prospective or retrospective?
· Mono- or multicenter?
· Comparator or reference standard.
· Positioning within the clinical pathway.
· The estimated sample sizes and provisional power calculations, and explain how (patient) samples to be studied will be obtained. Additionally, describe how it is ensured that sufficient material per sample is available to carry out the proposed experiments. 
· If applicable, indicate how data acquisition in general will be managed.
· If applicable, include details on the process for patient inclusion and how data acquisition in general will be managed.
· Indicate whether the completion of parts of the application is interdependent with the outcomes of other experiments. Are any model limitations anticipated? Describe possible contingency plans.
Please explain how the activities of your overall work plan are divided across ~1-3 work packages and how the work packages are interconnected. A work package consists of a unit of coherent work/activities and is clearly distinguishable from other work packages. Please restrict the number of work packages to a minimum.

3. Parties of the project
Provide an overview of the project team (managers, advisors, patient organizations, private partners, etc.) Project leader and principal investigators (work package leaders) need to be added in GMS in the ‘Parties of the project’ tab. All other parties need to be filled out below.

	No.
	Name
	Institute, Department
	Role
	Public/Private
	Profit/Non-profit

	1 
	  
	  
	 
	  
	  

	2 
	  
	  
	 
	  
	  

	3 
	  
	  
	 
	  
	  

	4 
	  
	  
	 
	  
	  

	5 
	  
	  
	 
	  
	  



Collaboration
Briefly describe the expertise and roles of the listed project team members. Highlight the added value of the multidisciplinary collaboration. Who is in the lead? Who is responsible for validation? Who oversees data/statistics? Who contributes to implementation strategy? Why is this team well positioned to: Successfully complete validation? Reach TRL6 or beyond? Enable implementation?

(Only mandatory if the project involves private entities:) If there is a collaboration or co-creation with a for-profit entity, please provide more details. What role does this entity play in further development? Do they benefit from the development and implementation of the innovation? Are they part of the commercialization model? 

(Only mandatory if the project involves AI:) Indicate the role of the AI4Health consortium in the project (partner or advisor) and describe the nature of this collaboration.
4. Budget
A cost estimation and if applicable subdivided in requested budget, own contribution and co-funding (see example below). 

	Requested Budget
	 

	Own Contribution
	 

	Co-funding 
	 

	Total 
	 



	Please provide: A cost estimation including total requested budget and if available, subdivided in project years and category costs. 
	Year 1
	2
	3
	4
	5
	Total 

	Personnel 
	FTE

	FTE

	FTE

	FTE

	FTE

	


	Additional Personnel Budget (€750 per WP FTE/year)
	 
	 
	 
	
	
	 

	Material
	 
	 
	 
	
	
	 

	External Service providers / Inclusion Centre
	
	
	
	
	
	

	Publication and Auditor's Fees
	 
	 
	 
	
	
	 

	Patient Participation
	
	
	
	
	
	

	Total 
	 
	 
	 
	
	
	 



Justification of budget table (approximately 100 words)
Briefly justify/specify the budget table above or the total requested budget. Please provide further information on personnel costs, material expenses, fees for external service providers, external inclusion centers, or any other additional costs.  
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