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Intellectual Property assessment 

Purpose of this template 
To serve the general public interests, and specifically the interests of the patients and health care payers, KCE Trials requires broad access to intellectual property generated by the trial, large dissemination and non-exclusive data sharing.
This template assesses whether intellectual property (IP) rights may affect the conduct of the study or the use, dissemination, and implementation of its results, in line with KCE Trials’ conditions as set out in the KCE Trials research agreements templates. 
This assessment must be completed and signed by the applicant’s legal advisor or Technology Transfer Office (TTO). Applicants are responsible for informing KCE of any relevant changes during the course of the project.
1. [bookmark: _Hlk224648039]General information
	[bookmark: _Hlk224295293][bookmark: _Hlk224295945]Product(s)

	☐ Medicinal product
☐ Medical device 
☐ Combination 
☐ Other

	Product(s) name(s) 
	

	Active substance(s) (if applicable)
	

	Authorised indication (including dose, formulation, route of administration, treatment regimen, patient subgroup)
	

	Proposed indication (including dose, formulation, route of administration, treatment regimen, patient subgroup)
	

	Geographic scope of the study

	☐ EU
☐ Belgium
☐ Global



2. Existing patents  
	Primary patents 
	· [bookmark: _Hlk224291488]Patent(s) identified on the primary active substance :

· Status: ☐ Expired ☐ Active ☐ Pending 

· Expiry date(s):

· Patent owner(s) / applicant(s):

· Assessment of impact on the study conduct or implementation: 





	Secondary patents (e.g. patents on new indication, on new formulations, routes of administration, new dosage, forms, combinations etc. if relevant to the repurposed use)


	· Patent(s) identified:

· Status: ☐ Expired ☐ Active ☐ Not applicable

· Expiry date(s):

· Patent owner(s):

· Assessment of impact on the study conduct or implementation: 




3. Known exclusivities (non‑patent)
	[bookmark: _Hlk224299381]Identified exclusivities:

	(e.g., regulatory exclusivity, orphan designation, data exclusivity)


	Applicable jurisdictions
	(e.g. EMA, national level)

	Impact assessment:

	(can the exclusivity status have an impact on the implementation of the trials results)





4. Manufacturing, supplier, or device‑associated IP (if applicable)
(Only if the trial involves a device component, drug–device combination, or specific manufacturing process)

	Identified device/process patents:

	

	Owners:

	

	Relevance to the study:

	

	Potential restrictions:

	


5. Conclusion :
	Risk assessment level 

	☐ No known IP barriers
☐ Low risk (monitoring recommended)
☐ Medium risk (mitigation measures required)
☐ High risk (blocking IP identified)





	Final statement 

	☐ Based on the analysis conducted, we confirm that no intellectual property (IP) or exclusivity rights affect the conduct of the study or the use, dissemination, and implementation of its results
☐  Based on the analysis conducted, we cannot confirm that no intellectual property (IP) or exclusivity rights affect the conduct of the study or the use, dissemination, and implementation of its results.
(Provide justification below.)



6. Declaration and Signature

I hereby confirm that this analysis has been conducted with due diligence based on the information available at the time of review.
Name:
Title/Role:
Institution / TTO:
Email:
Signature:
Date:
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