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TNA1 call for proposals on paediatric multinational investigator-initiated clinical studies

Letter of Intent 





Submission Deadline: December 31st, 2026 (5:00 PM CET)
Maximum length: 7 pages


SECTION 1: GENERAL INFORMATION
Project title:
Project Acronym: 
Project Duration (in months): 
Project Principal Investigator (also the applicant responsible for communication with PRISM):
	Family Name, First Name
	

	Institution(s)
	

	Position
	

	Address
	

	City, Country
	

	Email
	

	Type of Institution
	University/hospital/ etc



Project partners and recruiting centres: 
	Country
	Family Name, First Name of the PI/research partner
	Institution
	Type of Institution (University/hospital/ etc)
	Involvement in the project (recruiting centre, study drug provider etc)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Sponsor Legal Entity (only single sponsor applicable): 
	Organisation legal name
	

	Address
	

	City, Country
	

	Email
	

	Type of Institution
	University/hospital/ etc



Sponsor Representative in the EU (if applicable)
	Organisation legal name
	

	Address
	

	City, Country
	

	Email
	

	Type of Institution
	University/hospital/ etc






Lay summary (200 words):

SECTION 2: EXCELLENCE (APPROX. 1.5 PAGES)
1.1 Background & Clinical Need (Max 300 words): High public health need, current evidence gap, and rationale for paediatric population. Study Objectives

1.2 Study Design
· Design: (ex: Pragmatic, comparative effectiveness, optimization, repurposing, RCT or prospective cohort)

1.3 Methodology (PICO Framework): (max 500 words)
· Population: please include Target group, age range, inclusion/exclusion rationale
· Intervention & Comparison: ex: Therapeutic, diagnostic, or preventive intervention vs control
· Primary Outcome: Single primary outcome. Secondary Outcomes: Maximum 2 secondary outcomes
1.4 Innovation & Integration of PRISM Service Package (Max 250 words):
· Methodological innovation or cost-effective trial design proposed within the trial
· Explicit justification of rationale for applying to the PRISM competitive call and explicit justification of the required services from the PRISM service package, detailing how they enable multinational execution.

SECTION 3: IMPACT (APPROX. 1 PAGE)
2.1 Clinical, Paediatric and Public Health Impact: Direct benefits for paediatric patients, healthcare strategies, and potential for adoption into clinical practice.
2.2 Patient & Public Involvement (PPI), Diversity & Inclusiveness: Early engagement plan for children, families, and carers; population diversity strategy.
2.3 European Footprint & Added Value: Rationale for site and country selection across Europe/Canada, and why international expansion is required.

SECTION 4: QUALITY AND EFFICIENCY OF IMPLEMENTATION (APPROX. 1.5 PAGES)
3.1 Trial Readiness & Feasibility:
· Demonstrated access to target patient volumes and realistic recruitment projections (estimated recruitment target).
· Current status of protocol development, regulatory preparation, ad site engagement, and demonstrated capability to initiate study start-up immediately upon selection (Sept 1, 2027).
3.2 Project Timeline & Key Milestones:
· High-level 30-month roadmap covering Start-up, Regulatory/Ethical submissions, First Patient First Visit (FPFV), Conduct, and Close-Out Visit (COV).
3.3 Risk Management & Regulatory Strategy:
· Mitigation plans for recruitment fluctuations, regulatory hurdles and logistical complexity.
3.4 Consortium, Sponsor Track Record & Capacity:
· Sponsor and Coordinating Investigator operational experience in multinational clinical studies (5 relevant publications and/or participation in relevant research projects).
	Publication/Research Project
	Doi of publication/Name and website (if any) of the Research Project

	1. 
	

	2. 
	

	3. 
	

	4. 
	

	5. 
	



SECTION 4: PROVISIONAL BUDGET ALLOCATION:
4.1 Breakdown of requested projected budget of the study (cost of investigation, cost of sponsor activities and cost of PRISM services including regulatory, monitoring, vigilance, and data management activities).
4.2 Co-financing (including in-kind contribution) (if relevant)
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