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Scouting form CDD project


Instructions
· Please fill out this scouting form in English. If information is not applicable or yet unknown please indicate so. 
· Please fill in the name of the project leader (submission initiator) in the footer.
· Please respect the following formatting constraints: Verdana font size 10, 1.15 spacing, 2.5 cm margins. No maximum number of pages.
· 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. Projects can be submitted throughout the entire year.  

Project Title:

Parties of the project
Please fill in all involved parties below

Submission Initiator:

	Project leader
	Institution & Department/Company
	Non-for profit/for profit

	
	
	



Other parties involved [footnoteRef:2]: [2: More details on inclusion centres and service providers can be found in the Specific Guidelines for CDD projects] 


	
	Principal investigator/
Main contact
	Institution & Department/Company
	Non-profit/for-profit

	1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	



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

	
	Organisation
	Non-profit/for profit
	Role 

	1
	
	
	

	2
	
	
	

	3
	
	
	









1. Project Proposal

1.1 Product details and scientific rationale
1.1.1 Preclinical data package. Please specify[footnoteRef:3]: [3:  More details on scientific rationale and unmet medical need can be found in the Specific Guidelines for CDD projects] 


Scientific rationale and summary of project stage; including discovery process leading to identification of current lead/candidate, description of the product characteristics and modality, target and disease association, preclinical efficacy and safety (or toxicology strategy), PK/PD and (proposed) mechanism of action, possible drug combinations  and supporting rationale. Please also briefly highlight the advantages over the current standard of care and emerging competition. Supporting preclinical data/figures [footnoteRef:4]in ￼appendix￼, as well as supporting literature references (max 5). Maximum word count 500. [4:  if data sharing is not possible because of confidentiality issues, please add description of experiments that have been conducted and any non-confidential conclusions that can be shared.] 


1.1.2 CMC strategy and [footnoteRef:5] status￼ (GMP and quality assurance). No specifications are required, please only describe the current status. Maximum word count 250.  [5:  More details on CMC and manufacturing can be found in the Specific Guidelines for CDD projects] 


1.1.3 Current product development stage and planned/ongoing activities in product development.
Please tick the box for best fit of the current development stage of the product in the table below. 

	Development Stage
	Best fit

	Pre Lead candidate selection
	☐

	Lead candidate selected (pre-IND)
	☐

	IND-enabling
	☐

	Clinic ready candidate

	☐



Please also provide an overview of the planned and ongoing activities including expected timelines when ongoing studies are likely to read out in the table below.


	Title
	Description
	Duration (start & end in months)
	Expected completion (month and year)

	e.g. Lead candidate selection (efficacy)
	
	

	

	e.g. IND enabling: Toxicity studies
	
	
	

	e.g. Biomarker program  optimalisation
	
	
	

	e.g. GMP upscaling
	
	
	




1.2. Proposed Trial/Project and objectives[footnoteRef:6] 
Please provide a brief description of the intended trial or project, along with its objectives. Only late-stage preclinical development (i.e. up to 6-9 months prior lead candidate selection), final stage preclinical development (i.e. completion of IND in preparation for clinical testing) or Phase I/IIa clinical studies are eligible as a CDD project. Please also specify unmet medical need. If your product is not yet trial-ready, outline the proposed project that will facilitate further product development in preparation for a First-in-Human trial.  Maximum word count 250 words.  [6:  More details on Trial/Project and objectives can be found in the Specific Guidelines for CDD projects] 


2. Development plan
2.1 Regulatory activities
Please specify:

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

	If relevant, status of orphan drug designation.
	short description



2.2 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):

	☐
	☐



*If a company has been established, please provide company details (e.g. name, affiliated university, raised dilutive and non-dilutive funding, FTE total):

2.3 Ownership, IP status and freedom to operate (FTO) 
Please provide a description of ownership of and rights to the product, and how rights will be secured if they are with other parties. Describe IP status and FTO. 

3. Motivation to engage with the Centre for Drug Development
Including a summary of what support is required from CDD to progress the development of the pharmaceutical. Maximum word count 200.

4. Motivation for funding by KWF
For new pharmaceuticals from Dutch for-profit private entities, a brief justification is required outlining why funding from KWF is essential and if applicable, why conventional investors have not (yet) shown interest in the pharmaceutical. Maximum word count 200.



Signature



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


Annex for Data/Figures and key supporting literature references
1. Data figures
2. Key supporting literature references (max of 5)  
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