DATA ACCESS AGREEMENT
Between:
[bookmark: _Hlk180013197]Katholieke Universiteit Leuven (‘KU Leuven’), VAT 0419.052.173, having its registered office at Oude Markt 13, 3000 Leuven, Belgium, acting on behalf of its Academic Centre for General Practice (ACHG), represented by Prof. Dr. Wim Desmet, managing director and Prof. Dr. [Intego Principal Investigator’s Name].
Hereinafter referred to as “Provider”;
And :
[Recipient Institution's Name] ("Recipient"), having its registered office at [Recipient Address], represented by [Recipient Representative's Name], [Recipient Representative's Position], who entrusts the execution of this Agreement to Prof. Dr. [Recipient Principal Investigator’s Name], Principal Investigator.
Hereinafter referred to as “Recipient”;
The Provider and the Recipient are hereinafter individually referred to as a “Party” or collectively referred to as the “Parties”. .
INTRODUCTION
· WHEREAS, the Provider is responsible for the Intego project, which collects Electronic Medical Record (EMR) data from general practitioners in Flanders to support scientific research;
· WHEREAS, the Recipient submitted a Data Access Request (DAR) to access certain pseudonymized personal health data ("Data") from the Intego database to conduct research as defined in this Agreement; Access to Intego data will be provided to Principal Investigators who, along with their institutions (“Recipient Institution”), have certified their agreement with the expectations and terms of access detailed below.
· WHEREAS, the Provider agrees to provide access to the Data under the terms and conditions outlined below, ensuring compliance with data protection laws, including the General Data Protection Regulation (EU 2016/679, "GDPR").
NOW, THEREFORE, the Parties hereby agree as follows:
Definitions
· Data: Refers to pseudonymized personal health data collected by the Intego project, specifically provided for the Approved Study described in Appendix 1. 
· Confidential Information: Includes all information disclosed by one Party (“Disclosing Party”) to the other Party (“Receiving Party”) under this Agreement and which is (i) disclosed in tangible form and marked "Confidential" or "Proprietary" or similarly marked by the Disclosing Party before disclosure to the Receiving Party; or (ii) disclosed in intangible form such as electronically, orally or by visual inspection, identified as confidential at the time of disclosure and summarized in writing by Disclosing Party within thirty (30) days of disclosure, or (iii) obviously confidential in nature.
· Effective Date: date of signature by both Parties
· Approved Study: The research project described in Appendix 1, for which the Recipient has requested access to the Data.
· Principal Investigator or PI means the researcher, who is a permanent employee of or holds a research academic appointment at the Recipient Institution and is designated as such by the Recipient Institution, and who submits the DAR to Intego. The PI is responsible for the administration and oversight of the Approved Study.
· Authorized Users: Individuals who are authorized to access and process the Data in accordance with this Agreement. Authorized users include but are not limited to students, researchers, technicians, or administrative personnel affiliated with the Recipient Institution.
· Pseudonymized Data: Data from which direct identifiers have been removed or altered, ensuring that identification of data subjects is not possible without additional information.
· Personnel: each person employed by a Party and who is involved in the performance of the Approved Study, including but not limited to the scientists, technicians and administrative personnel.
· Results: all data, results and inventions arising from the Approved Study conducted by the Recipient by using the Data.

TERMS & CONDITIONS
1. Access to Data
1.1 Upon the approval of the DAR by the Provider's Data Access Committee, the Provider will grant the Recipient access to the requested Data. This Data will be made available through a secure channel provided by the healthdata.be platform, ensuring that the Data is pseudonymized and encrypted to maintain confidentiality and security.
1.2 The Data shall only be accessed and analyzed within this environment, with no direct download or transfer of unaggregated or raw Data to external devices. All access will be subject to the technical and administrative controls imposed by the healthdata.be platform to ensure the integrity and confidentiality of the Data. 
1.3 Any attempt to export unapproved data or circumvent these controls will result in immediate termination of access and potential legal consequences.
1.4 The Recipient confirms that the PI who submitted the DAR is in good standing, meaning there are no known sanctions, with the institution, relevant funding bodies, and regulatory authorities, and that the PI is qualified to conduct independent research (i.e., not a postdoctoral fellow, or student).
1.5 The Recipient warrants that its Authorized Users are qualified by training and experience to use the Data in accordance with the terms and conditions of this Agreement and shall be responsible for the proper and safe use of the Data in accordance with all applicable laws and regulations and where applicable written instructions of the Provider.

2. Use of Data
2.1 The Recipient agrees that the Data: (a) is to be used only for the purposes of the Approved Study as detailed in Appendix 1; (b) will not be used for commercial purposes and (c) will not be transferred to a third party. The Recipient shall not carry out the performance of the Approved Study with any third party or entity without the prior written approval of the Provider.
2.2 [bookmark: _Hlk179988370]If the Recipient intend to collaborate with investigators from institutions outside the Recipient Institution, and those investigators require access to the Data, each external investigator must submit a separate DAR using the same study title and description as the Approved Study.
2.3 Any new use of the Data beyond what is specified in the Approved Study will require the submission of a new DAR; changes to the Approved Study will require an amendment to the original application.
2.4 During the Data access duration, the Recipient will receive technical and research support from the Provider.

3 Confidentiality
Any Confidential Information provided under this Agreement shall be treated, at all times, in strictest confidence by the Receiving Party and shall not be disclosed to anyone other than to Personnel of the Receiving Party or any direct collaborators involved in the Approved Study.
The Receiving Party shall have no obligation of confidentiality with respect to information that:
a) has become public knowledge other than through an unauthorised disclosure by the Receiving Party;
b) was already in the possession of the Receiving Party in recorded or other verifiable form prior to being disclosed;
c) was disclosed to the Receiving Party by a third party not under a confidentiality obligation to the Disclosing Party;
d) was expressly authorized by the Disclosing Party in writing to be released from confidential status;
e) was independently developed, according to his/her records, by the Receiving Party, without the support of the Confidential Information; or
f) is required to be disclosed by law or by a requirement of a regulatory body.
The Receiving Party undertakes to only provide his/her Personnel and/or direct collaborators with the Confidential Information which is strictly necessary for the performance of the Approved Study. The Receiving Party shall ensure that its Personnel and/or direct collaborators involved in the Approved Study shall comply with the confidentiality obligations as set out in this Agreement.
4 Intellectual Property 
4.1 The intellectual property rights associated with the Intego Data are and will remain solely the property of ACHG, and no ownership rights in the Intego Data are transferred to the Recipient under any circumstances. 
4.2 The Provider hereby grants to the Recipient a non-exclusive, royalty-free, personal, non-assignable, non-sublicensable, revocable license to use such Data solely for the purposes of performing the Approved Study and subject to the terms of this Agreement.
4.3 The ownership of the Results shall be agreed between the Parties depending on the intellectual contribution of the Parties in the Approved Study and will be determined in Appendix 1 of this Agreement.
This provision will survive the termination of this Agreement.
5 Dissemination of Results
5.1 ACHG aims to encourage the broad dissemination of Results derived from the use of the Data, in accordance with the terms of this Agreement, through scientific publications or other suitable public dissemination methods. Authorized Users are highly encouraged to publish their results in peer-reviewed journals and to present their findings at scientific conferences.
5.2 The Parties agree that at first they will strive to jointly publish the Results,. The Parties shall agree for each intended joint Publication which Party shall make a first draft of the Publication. A Party shall have fifteen (15) days to review a proposed abstract or presentation at a conference or seminar and thirty (30) days to review a proposed article or paper in a journal or an electronic repository after receiving the first draft of the Publication from the other Party. The Parties shall discuss in good faith any comments made within the thirty (30) or fifteen (15) days review period.
5.3 If a joint publication has not been made within a six (6)-month period after completion of the Approved Study each Party has the right to publish the Results independently of the other Party.
5.4 In the event of Section 5.3 where the Authorized Users are permitted to solely publish or publicly share Results, the Authorized Users may only do so provided the following conditions are met: 
a) All ACHG Confidential Information must be removed from any dissemination before public disclosure.
b) Every dissemination by the Recipient based on the use of the Data shall acknowledge that the Data have been provided by the Provider in accordance with standard academic and scientific practices.
c) The Parties agree that the KU Leuven researcher(s) involved in the preparation of the Data will be listed individually as a co-author of the resulting publication. Parties will agree the terms and conditions for a joint publication and/or co-authorship in accordance with standard academic and scientific practices.
d) The Intego Data must be properly cited by referencing both the most recent data descriptor publication and the specific version release of the Data used to generate the Results.
e) Every dissemination must also include a disclaimer stating that the findings and opinions expressed do not necessarily reflect those of KU Leuven or the ACHG.
This provision will survive the termination of this Agreement.
6 Duration
6.1 The Recipient is granted access to the Data for the duration specified in the Approved Study. Access may be renewed at the end of this period upon submission and approval of a renewal request, following review by the Provider.
6.2 Each Party shall be entitled to terminate the present Agreement without notice or compensation by registered letter if the other Party fails to fulfil its obligations under the present Agreement, and this failure is not remedied within thirty (30) calendar days after receipt of a written notice of default by the other Party.

7 Data protection
7.1 Provider warrants that the Data is received by Provider in accordance with any informed consents where applicable and in accordance with any applicable laws and regulations. Provider further warrants that it is entitled to provide Data access to the Recipient for the purposes of the Approved Study.
7.2 All data analysis will take place within the secure research environment provided by healthdata.be. This in-place analysis setup ensures compliance with all applicable data protection laws and regulations, including the General Data Protection Regulation (EU)2016/679, as the Data is not transferred outside the environment. The Recipient agrees to follow all guidelines set by healthdata.be for secure data handling and processing.
7.3 The Recipient, including its Authorized Users, is strictly prohibited from attempting to re-identify any individuals from the Pseudonymized Data. 
7.4 Any violation of the terms outlined in this Agreement, including unauthorized access, data breaches, or misuse of the Data, may result in immediate termination of access to the Data. The Provider reserves the right to take legal action if necessary.

8 Financial support
8.1 Data access is provided free of charge when used exclusively for pure research purposes and related publications, provided there is no involvement in commercial or derivative exploitation, whether public or private. 
8.2 If the study leads to any commercial activity, the Recipient agrees to take the necessary steps to ensure that the work and data provided by ACHG are no longer deemed free. In such cases, the Data will be subject to a commercial pricing structure, which will be estimated accordingly.

9 Miscellaneous
9.1 Provider and Recipient shall endeavour, in good faith, to settle amicably any dispute. If Provider and Recipient have not reached a settlement of such dispute within ninety (90) days of written notice by one to the other of such dispute, the dispute shall be settled finally by the courts of Leuven, Belgium.
9.2 This Agreement shall be construed in accordance with and governed by the laws of Belgium with the exclusion of its conflict of law principles. 
9.3 This Agreement, including all Appendices, constitutes the entire agreement between the Parties hereto with respect to the subject matter hereof and any modifications of this Agreement and Appendices shall be signed by both Parties. In case of any contradiction between the provisions of this Agreement and the Appendices, the provisions of this Agreement shall have preference.
9.4 Neither Party will assign any of its rights or obligations under this Agreement to any other person or entity, without the prior written consent of the other Party.
9.5 In all cases where this Agreement does not foresee in a regulation, both Parties shall still agree on this and this in line with the intentions of the Parties. If any part of this Agreement becomes invalid, illegal or unenforceable the Parties shall in such an event negotiate in good faith in order to agree the terms of a mutually satisfactory provision to be substituted for the invalid, illegal or unenforceable provision which as nearly as possible gives effect to their intentions as expressed in this Agreement.
9.6 The invalidity of one article or clause does not imply the invalidity of the entire Agreement.
9.7 All notices or communications shall be disclosed to the addresses of the Parties as mentioned at the commencement of the Agreement. Each Party shall inform the other Party in writing of any address change and all notices or communications shall then be addressed to the new address.
9.8 The failure of a Party to exercise or enforce any of the rights under this Agreement shall not be deemed to be a waiver of that right nor operate to bar the exercise or enforcement of it at any time or times hereafter.
9.9 The electronic signature via DocuSign will have the same validity, legality and enforceability as an original signature. Each of the Parties receives a fully signed copy of this Agreement. The delivery of such fully signed copy via DocuSign will have the same validity as the delivery of an original.


IN WITNESS WHEREOF, the Parties have caused this Agreement to be executed by their duly authorized representatives.

Signatures:
For and on behalf of KU Leuven (Provider):
Name: Prof. Dr. Wim Desmet 
Title: managing director
Date: ___________

Read and approved,

Prof. Dr. [Intego Principal Investigator’s Name]


For and on behalf of [Recipient]:
Name: [Recipient Representative’s Name]
Title: [Title]
Date: ___________

Read and approved,

Prof. Dr. [Recipient Principal Investigator’s Name]



Appendix 1. Study Protocol

