[International Sponsor[footnoteRef:1] Letterhead]  [1:  Depending on the internal structure of the consortium and the roles of its members, this Letter must be signed by all individuals or entities who are duly authorised to make the commitments set forth herein towards KCE. For any questions or clarifications, please contact the designated KCE representative.] 


Belgian Health Care Knowledge Center 
Administrative Centre Botanique
Doorbuilding (10th Floor), 
Boulevard du Jardin Botanique 55
B-1000 Brussels
Belgium

Attn: KCE Trials Programme (Belgium)

Re: Letter of commitment in relation to the [include short name international study] Clinical Study
We are writing to you in our capacity as the Sponsor[footnoteRef:2] / Coordinating Investigator at Sponsor[footnoteRef:3] / Associated Partner / Collaborator of the multinational non-commercial study "[include full name of international study]" Clinical Study.  [2:  Sponsor : non-for-profit institution or organisation which takes responsibility for the initiation, the management and setting up the financing of the Clinical Study. ]  [3:  Coordinating Investigator at Sponsor: the person who works for the Sponsor and takes primary responsibility for the design, conduct and reporting of the Clinical Study and who will be responsible for the overall project coordination.] 

In connection with the funding of the Belgian participation in the Clinical Study by the Belgian Health Care Knowledge Centre (the “KCE”), under the Trials4Health 2026 Call launched by the Partnership Fostering a European Research Area for Health (ERA4Health) (GA N° 101095426 of the EU Horizon Europe Research and Innovation Programme), we hereby confirm to the KCE that the following minimum standards shall apply to the Clinical Study: 
1. Main purpose of the Study; absence of commercial aim. The Clinical Study has no commercial aims and the commercialisation of the data and results generated by the Clinical Study is not and will never be the main aim of the Clinical Study. Nevertheless, should any commercial interest arise, no exclusive rights on the Clinical Study data and results can, in principle, be granted to commercial parties.

2. KCE’s right to use Clinical Study data and results generated by Belgian sites. After the registration or publication of the Clinical Study results, and no later than 24 months after the Clinical Study's completion, KCE and any other Belgian public institution shall have a non-exclusive, worldwide, irrevocable, unlimited, royalty-free, and transferable right to use the Study data and any other results generated by the Belgian sites, including the right to sub-license, for any non-commercial research purposes, public health care services, and/or for designing, evaluating, and/or implementing policies or programs related to health care, health economics, pharmacoeconomics, and/or social security.
Therefore, upon KCE's request, and following the registration or publication of the Clinical Study results, the Sponsor shall provide, or ensure that the Belgian Coordinating Centre[footnoteRef:4] (BCC) provide to KCE, a copy of the Belgian (pseudonymized) Clinical Study data together with a coded version of the national registry number of the Belgian Study participants (collected by the Belgian sites). KCE Research Agreement Templates detailing this possible transfer and use are available on the dedicated page of the KCE website. In case KCE requests this transfer, a specific data transfer agreement will be signed for this purpose, in full compliance with the Regulation (EU) 2016/679 (General Data Protection Regulation). [4:  Belgian Coordinating Centre: Belgian non-profit institution or research organisation which takes responsibility for the tasks and activities delegated by the Sponsor in connection with the Clinical Study. The BCC will be the party contracting with the KCE and the recipient of the KCE funding.] 


3. Third-parties’ right to use the Clinical Study data generated by Belgian sites. The Sponsor, Coordinating Investigator at Sponsor, BCC and Principal Investigator at BCC shall grant (non-exclusive) access rights to the Clinical Study data generated by the Belgian sites to third parties under fair and reasonable conditions. However, prior approval of the KCE is required if the recipient intents to exploit the data for any other purpose than research.

4. [bookmark: _Hlk211259842]Subsequent agreements. The Sponsor and Coordinating Investigator at Sponsor shall ensure that the (Study) Consortium agreement and other subsequent agreements  contain provisions that are compatible with the above minimum standards.  To fund the Belgian part of the Clinical Study, the Belgian Coordinating Centre will sign a contract with KCE in line with those standards.  
Yours faithfully,
[International Sponsor]				[Coordinating Investigator at Sponsor]
[bookmark: _Hlk213234409]……………………………………				……………………………………
Signature of Authorised Representative		Signature 
Print name & position:				Print name & position: 

Date: 

Acknowledged and agreed by Belgian Health Care Knowledge Center -
In consideration of the promises given by Sponsor above, KCE agrees to the terms of this letter as stated above. 
 
