[Sponsor[footnoteRef:1] Letterhead] [1:  In case of co-sponsorship with all Sponsors outside of Belgium, please provide a letter from each of the co-sponsors. In case of co-sponsorship with a co-sponsor in Belgium, you must contact KCE Trials prior to submission.] 


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


Re: Letter in relation to the [include short name international study] study
Dear KCE Trials Prioritisation Group,
We are sending this letter to you in our capacity as the main sponsor (“Sponsor”) of the multi-jurisdiction non-commercial trial “[include full name international study]” (the “Study”), which is supported through funding granted by [include name of the main entities providing funding to the Sponsor] and potentially additional funding bodies outside of [include territory of Sponsor], and for which a request for funding submitted by the Belgian Coordination Center [include name Belgian BCC] (“BCC”) in relation to Belgian sites that may be involved in the Study is currently being evaluated by the Belgian Health Care Knowledge Centre (“KCE”).
For the purpose of said evaluation, the Sponsor hereby acknowledges that the following minimum standards are essential conditions for KCE funding and confirms that it will ensure that they are strictly adhered to in the conduct of the Study :
1. Main purpose of the Study; public interest and absence of commercial aim. 
The Sponsor hereby confirms that the main purpose of the Study is to generate results that will serve the general public interest and that the commercialisation of the Results of the Study is not and will never be the main aim of the Study. Therefore, the Sponsor undertakes not to commercially exploit the results arising from the Study (including any and all Study data and any and all intellectual property arising therefrom, etc.), or to grant exclusive rights to use or exploit the Results or Data to a third party, unless it obtained KCE prior written approval.
2. Study registration and dissemination of Study Results. The Sponsor shall register the Study in a publicly accessible registry before the First Subject is recruited.
Within 12 months of the Last Subject Last Visit, the Sponsor shall use its best efforts to upload a summary of the Study Results in a publicly accessible registry. In addition, the Sponsor should use its best efforts to publish or otherwise make available to the public the Results of the Study within an indicative timeframe of 24 months after the completion of the Study.  
3. KCE’s right to access the Belgian Study Data and use the Belgian Study Results. As from the publication of the Results, Sponsor shall provide, or shall ensure that the BCC shall provide to KCE, a copy of the Belgian (pseudonymised) Study data, in accordance with the contractual terms agreed between KCE and the BCC (“the KCE-BCC research agreement”). In the event such data are provided directly by Sponsor to KCE, the relevant provisions set forth in the KCE- BCC agreement shall apply mutatis mutandis. KCE and any other Belgian federal or regional institution, body, office, public service and/or agency shall have a non-exclusive, worldwide, irrevocable, unlimited, royalty-free and transferable right to use such Study data and any other results generated by the Belgian sites, with the right to sub-license, for any non-commercial research purposes, public health care services purposes, and/or for designing, evaluating, and/or implementing policies or programmes in connection with or related to health care, health economics, pharmacoeconomics and/or social security. The foregoing rights shall include the right to publish, as from the publication of the Study Results and upon consultation with Sponsor, any Study Results generated by the Belgian sites for any non-commercial purpose, including any entry in a register of research findings or an individual issue of or a review article in a monograph series prepared on KCE’s behalf. The content and timing for such publication will be subject to consultation with the Sponsor and will take into account the publication timetables in other peer-reviewed journals (and subject to rights of first publication by the Sponsor) and the need to make research findings publicly available as soon as practicable. KCE shall ensure that such dissemination shall acknowledge Sponsor as the sponsor of the Study and all other funding bodies of the Study.  Where applicable, the rights set forth in this section  shall equally apply to the data generated further to the additional clinical study to be conducted by the Sponsor, which (i) is designed to evaluate the long-term safety, efficacy and quality of the intervention that was the subject matter of the Study and (ii) requires the submission of a new protocol and, where applicable, any additional regulatory approvals; provided, however, that such rights shall apply as from the publication of the final report of such additional clinical study. 
4. Changes to the Study. Sponsor shall inform KCE of any major changes to the Study, including (without limitation) the protocol, and understands and acknowledges that KCE shall be entitled to withdraw any funding to the Study if such changes are not in line with the main purpose and minimum standards set forth herein.
5. Acknowledgement of KCE’s financial support. Sponsor shall always acknowledge KCE’s financial support in respect of the Study when disseminating the Study Results. 
6. Absence of conflict of interest. The Sponsor shall take all reasonable measures to prevent any situation where the impartial and objective performance of the Study is or might be perceived as compromised for reasons involving any conflicting interests. 
7. Sponsor Agreement with BCC.  The Sponsor shall ensure that its agreement with the BCC contains provisions that are aligned with the above minimum standards and with the provision of the KCE-BCC research agreement template (available on the dedicated call webpage). The Sponsor shall make sure that KCE will be able to review Sponsor’s agreement with the BCC prior to its signature, or -to the extent such prior review would not be possible- that KCE shall be entitled to review Sponsor’s agreement with the BCC after its signature.
8. KCE Agreement with BCC.  The Sponsor acknowledges that KCE, as a condition to funding, has or will enter into an agreement with the BCC and agrees that it shall not do anything that prevents the BCC from complying with its obligations under that agreement towards KCE.
9. KCE’s right to withdraw funding. KCE shall be entitled to withdraw with immediate effect and without compensation it’s funding to the BCC if it appears that the Study is not conducted in line with any of the abovementioned minimum standards or with the applicable legislations, if BCC does not adhere to its agreement with KCE and/or if Sponsor has a conflict of interest as set forth above. KCE shall however not take any such decision without prior consultation with the Sponsor.  
Sponsor acknowledges that the above minimum standards are of the essence for KCE and that any decision on the possible funding of the Belgian part of the Study shall be subject to said minimum standards. 
The rights given to KCE above are subject to KCE’s funding to Belgian sites allowing them to participate in the Study
Yours faithfully
[Sponsor]	
……………………………………				……………………………………

Signature of Authorised Representative			Signature of Authorised Representative
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. 
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