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Pre-application form PIPELINE


Instructions
· Please fill out this application form in English. If information is not applicable or yet unknown please indicate so. 
· Please fill in the name of the project leader in the footer.
· Please respect the following formatting constraints: Verdana font size 10, 1.15 spacing, 2.5 cm margins. A maximum of 4 pages can be submitted. You may delete these instructions. 
· Applications should be submitted as one single PDF-file by email (pharmaceuticals@kwf.nl). You will receive an acknowledgment of receipt.  
· Proposals that do not meet the completion and formatting instructions will be declined. The deadline for final submission is November 30, 2023; 23.59h. 


Project Title



Parties of the project

Main applicant:

	Project leader
	Institution & Department

	
	



Participating parties (carry responsibility for part of project)[footnoteRef:2]: [2:  More details on the roles and responsibilities of other parties can be found in the Specific Guidelines for PIPELINE.] 


	
	Principal investigator/
Main contact
	Institution & Department/Company
	Non-profit/for-profit
	Co-funder Y/N

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	



External inclusion centres and service providers (fee-for-service)1:

	
	Organisation
	Non-profit/for profit
	Role 

	1
	
	
	

	2
	
	
	

	3
	
	
	








Project Proposal

Relevance
Problem and solution. Please specify[footnoteRef:3]: [3:  More details on definitions of unmet medical need, added value, and scientific rationale can be found in the Specific Guidelines for PIPELINE.] 


1. the targeted indication and patient population, including an estimated number of eligible patients treated per year per country (all countries with sites in trial):

2. the unmet medical need of current standard of care (described in prognosis and clinical outcomes):

3. description of the product, including product characteristics, type of medicinal product, target and (proposed) mechanism of action: 

4. development stage of manufacturing (GMP status and quality assurance):

5. expected added value of treatment compared to standard of care (described in prognosis and clinical outcomes, based on a short description of most relevant preclinical pharmacology/pharmacokinetics/toxicology and clinical data):



Trial objectives and aim
Please describe the trial phase and aim(s).



Work plan
Please provide an overview of the work packages of the current project proposal in the table below:

	
	Title
	Description
	Duration (start & end in months)

	WP1
	e.g. GMP validation
	
	e.g. M1-M9

	WP2
	e.g. GMP manufacturing
	
	

	WP3
	e.g. Inclusion phase I
	
	

	WP4
	e.g. Inclusion phase II
	
	

	WP5
	e.g. Data analysis
	
	



Total duration project (in months): 



Development plan

Regulatory activities
Please specify:

	Previous or planned interactions with regulatory authorities (e.g. CBG, MHRA, EMA, FDA).
	

	If relevant, status of orphan drug designation.
	



Business development activities
Please check the boxes below for business development activities to establish market access, either executed or planned: 

	
	Executed
	Planned

	TTO consultation
	☐
	☐

	IP protection
	☐
	☐

	Establishment of (spin-off) company
	☐
	☐

	Other (please specify):
	☐
	☐



Comment:

Estimated budget
Please provide an estimated project budget (in euro):


Preference to engage with the Centre for Drug Development
Please indicate whether you consider the share (Yes), or to not share (No) your pre-proposal with the Centre for Drug Development.

☐ Yes						☐ No

Short motivation:


Signature



-----------------------------------------------------	
Project leader: 
Date: 
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