



CLINICAL STUDY SITE AGREEMENT	Comment by Author: De geel gemarkeerde passages en de opmerkingen in de kantlijn verdienen uw verdere aandacht.	Comment by Author: Deze template is aldus te gebruiken als UZ Brussel opdrachtgever is en het een academische studie betreft.


Universitair Ziekenhuis Brussel, located at Laarbeeklaan 101, 1090 Brussel, legally represented by prof. dr. Marc Noppen, CEO, VAT number 0449.012.406 (business unit number: 2.143.464.230) (hereinafter: “Sponsor”),

AND

Klik hier als u tekst wilt invoeren., located at Klik hier als u tekst wilt invoeren., legally represented by Klik hier als u tekst wilt invoeren., CEO, VAT registration number Klik hier als u tekst wilt invoeren. (hereinafter: ”Participating Site”), in the presence of Klik hier als u tekst wilt invoeren. Klik hier als u tekst wilt invoeren. 

IN THE PRESENCE OF	Comment by Author: Optie 1, als PI van de deelnemende site geen contracterende partij is (bv. als PI werknemer is van het ziekenhuis).

….. (hereinafter (“Investigator”)

Sponsor and the Participating Site are hereinafter also referred to individually as a “Party” and collectively as the “Parties”.

AND	Comment by Author: Optie 2, als PI van de deelnemende site wel een contracterende partij is (bv. omdat PI zelfstandig arts is).

….. (hereinafter (“Investigator”)

Sponsor, Investigator and the Participating Site are hereinafter also referred to individually as a “Party” and collectively as the “Parties”.

WHEREAS:

Sponsor has initiated the clinical study (the “Study") as set out in the document that describes the objective(s), design, methodology, statistical considerations and organisation of the Study, including – but not limited to - the clinical trial plan that defines the clinical tests to be performed on and/or with the “Study Drug” (as defined in Article 12) ("Protocol") entitled: [study title].

Sponsor has appointed [….] as Principal Investigator for conducting the Study [at the Department of …] with […] as the head of the Department].Principal Investigator shall coordinate the Study which will be performed at the Participating Site.

Sponsor wishes to have part of the Study performed at the Participating Site under the supervision of Investigator who is willing to perform under the terms of this Agreement;

[bookmark: _GoBack]NOW THEREFORE IT HAS BEEN AGREED AS FOLLOWS

Responsibilities of the Parties    

1.1 Participating Site and Investigator

1.1.1. Participating Site

The Participating Site and Investigator will perform (part of) the Study at Participating Site’s facilities fully in accordance with the terms of the Protocol, this Agreement including all its appendices and Applicable Laws and Regulations (as defined as follows: the current version of the World Medical Association’s Declaration of Helsinki, the guidelines and guidance documents specifying Good Clinical Practice (“GCP”) and guidelines of competent authorities; all applicable laws, rules and legislation in relation to clinical trials, use of human biological material, data protection and the processing of personal data, and patient’s rights, including but not limited to the General Data Protection Regulation 2016/679 (“GDPR”) and the Belgian law of 30 July 2018 on the protection of natural persons with regard to the processing of personal data). The Participating Site will ensure that the Investigator and all employees, agents, contractors and/or the representatives  involved in the performance of the Study (jointly “Staff”) are properly trained and sufficiently qualified. The Participating Site shall provide Staff with all necessary documentation to allow the proper performance of the Study, which shall be conducted in compliance with the Protocol. The Participating Site shall be responsible to ensure that all work performed by Staff is done in compliance with the Protocol, this Agreement and all Applicable laws and Regulations. The Participating Site undertakes to impose on all employees, agents, contractors and/ or representatives the terms and conditions not less strict than those set out in this Agreement.

The Study requires the Participating Site through Investigator to recruit participants for the Study, as described in the Protocol (“Study Subjects”). Enrolment will be stopped as soon as the total number of Study Subjects to be enrolled in this Study, if multicenter, has been reached or has been anticipated to be reached based on the actual number of the screened Study Subjects by all involved participating sites/investigators. For the avoidance of doubt, Sponsor may at any time limit the number of Study Subjects to be recruited by the Participating Site through Investigator if the total number of Study Subjects recruited in the Study has been reached. 
 
The Protocol shall not be deviated from, except if required due to a medical emergency.
If in the medical judgment of the Investigator, alternatives on or deviations from the Protocol are required due to a medical emergency, the alternatives and /or deviations and reasons for their use, will be documented and be forwarded to Sponsor as described in the Protocol.
The findings of the Study (as defined in the Protocol and Case Report Form (CRF) will be reported by the Participating Site through Investigator to Sponsor in the form of reports, to be submitted to Sponsor at such stages or intervals as set out in the Protocol (including for instance the progresses and the number of included Study Subjects) and/or as further agreed in writing between the Parties. 

1.1.2. Investigator

The Study at the Participating Site will be conducted under the supervision of Investigator. Investigator is an approved health care professional with the necessary professional experience for conducting the Study. If for any reason, the Investigator is unable to continue to serve as Investigator, an appropriate and qualified successor will be mutually agreed by the Parties.

The  Investigator agrees to provide Sponsor all the information related to pharmacovigilance (SAEs, SUSARs, etc.) in English as stated in the European Union guidelines.
In case of Serious Adverse Event (SAE), Investigator shall use best efforts to notify the Sponsor within 24 hours. 

Medical care will be ensured to the Study Subject with a Study-related injury, when appropriate.

The Investigator shall ensure that all procedures defined in the Protocol and in the Agreement are complied with, so that all data coming from the Participating Site are reliable and have been processed correctly (especially the randomization lists, and the blind character of the Study as the case may be) and shall ensure that the content of the case report form (CRF) shall accurately reflect source documents.


1.2 Sponsor

In order to ensure the same quality and safety standards in patient and health care for clinical research as commonly applied in the regular activities, Sponsor shall comply with the following obligations: 

· Sponsor will not grant incentives to Study Subject or Staff that would compromise the integrity of the research activities in the Study;

· Sponsor will use trained and qualified staff to manage and coordinate the Study;

· Sponsor will be responsible for ensuring that any Suspected Unexpected Serious Adverse Reaction (SUSAR) are appropriately reported to the relevant health authorities and EC (as defined under Article 3) according to applicable laws and regulations;

· to the extent required by Applicable Laws and Regulations, Sponsor will publicly register a protocol summary (e.g. Clinicaltrials.gov);

· Sponsor will comply with Applicable Laws and Regulations, in particular but not limited to: (a) requiring notification of the Investigators of new safety information about the Study Drug as defined in article 11, and Sponsor further commits to notify Investigator of any other new information of which Sponsor becomes aware that could affect the safety of the Study Subjects or influence the conduct of the Study; and (b) protecting the privacy and confidentiality of the Study Subject data in accordance with article 6;

· Sponsor is responsible for monitoring and evaluating the quality, safety, and ethics of the Study as set out in this Agreement, and will respect Participating Site’s policies and processes when performing such monitoring and evaluation activities. Sponsor will promptly notify Investigator of any monitoring findings that could affect the safety of Study Subjects or influence the conduct of the Study. Investigator will inform Study Subjects of such findings as appropriate.

After analysis of Study Data (as defined in Article 8) from all participating sites involved is complete, Sponsor will provide Investigator with a summary of the overall results of the Study before publication (as described in Article 7). During and for a period of at least two years after the completion of the Study, the Sponsor shall in a timely manner appropriate to the level of risk involved report to the Investigator any information that could directly affect the health or safety of past or current Study Subject or influence the conduct of the Study, including but not limited to the Study results and information in site monitoring reports and data safety monitoring committee reports, as required by the Protocol. In each case the Investigator and the Sponsor, in consultation with the EC, will cooperate to ensure that those results are appropriately communicated to the Study Subjects.

Sponsor will ensure that multi-center Study reporting is reliable and valid, statistically accurate, ethical, and unbiased. The same requirements are applicable if multi-center Study data and multi-center Study results are provided to Participating Site.

Article 2. Audit, Monitoring and Inspection 

The Investigator and the Participating Site agree that the Sponsor, any third party (e.g. a CRO) acting on behalf of the Sponsor, upon prior written notice can monitor or audit the conduct of the Study at Participating Site’s facility and verify the compliance with the Protocol and with Applicable Laws and Regulations. 

The Investigator and the Participating Site agree that any domestic or foreign regulatory agencies can come at any time to respectively inspect the facility of the Participating Site, to inspect the facility and compliance with Applicable Laws and Regulations. Investigator and Participating Site shall inform Sponsor in writing prior to any such inspection in order to allow Sponsor to be present during the inspection. The Investigator and the Participating Site agree to make available for direct access all requested Study-related records which means that monitors, auditors and regulatory authorities will be granted direct access to the Study Subject's original medical records for verification of Study procedures and/or data, without violating the confidentiality of the Study Subject, to the extent permitted by the Applicable laws and Regulations and in accordance with Participating Site’s procedures. The ICF will mention that the Study Subject or the Study Subject's legally acceptable representative is authorizing such access.
All information learned by Sponsor, its representatives or subcontractors, during their presence at the Participating Site, that is not directly related to the Study or this Agreement shall be deemed Participating Site’s Confidential Information, which will be subject to the same level of protection by Sponsor as is required of Participating Site to protect Sponsor’s Confidential Information, with the same rights, obligations and exceptions as set forth in Article 6 of this Agreement.

Article 3. Ethics committee approval / Informed Consent

Before beginning any clinical research activities under the Study, the Study and Protocol will be submitted to the relevant ethics committee(s) (“EC”). In accordance with the list of Parties’ duties in Exhibit 1 the Participating Site through Investigator shall seek to obtain EC approval for the Study as far as legally required and/or any other approval as is required by Applicable Law s and Regulations. If no such approval can be obtained within one year after signature of this Agreement, each Party shall be free to terminate this Agreement.

The Participating Site through Investigator shall obtain a signed informed consent form (“ICF”) for all Study Subjects prior to their enrollment and participation in the Study in compliance with all Applicable Laws and Regulations and the approval of the relevant EC, if required. The Participating Site through Investigator shall retain such ICF’s in accordance with the requirements of all Applicable Laws and Regulations.  

It is understood an agreed that the conduct of the Study may be suspended upon request of EC, competent authorities or either Party, for Study Subject’s safety reasons. 

Article 4. Term 

This Agreement shall enter into effect on the Effective Date as defined hereunder in article 22 and shall continue until completion of the Study, unless terminated by prior written notice.

Termination of the Study may be initiated:

1) By either Party
· immediately for safety and efficacy reasons concerning the Study Subjects enrolled;
· immediately if the Investigator is unable to continue to serve and Parties do not agree on appointing a successor for the Investigator;
· if the other Party commits a breach of any term of this Agreement or its appendices and fails or is unable to remedy the same within 30 days of receipt of notice specifying the breach; 
· immediately if competent authorities request that the Study is terminated, or if relevant EC approval withdraws its approval;
· immediately if the other Party becomes bankrupt, or goes into liquidation otherwise than for the purpose of reconstruction or amalgamation, or has a receiver appointed of its assets or enters into a compromise or other arrangement with his creditors. 

2) by Sponsor

· upon 30 days prior written notice if Sponsor discontinues the Study for scientific or administrative reasons;  

Any notice of termination must be made in writing by registered mail. 

If the Agreement is completed or terminated:
· Investigator shall stop enrolling Study Subjects into the Study and shall cease conducting procedures on Study Subjects already enrolled, to the extent medically permissible and appropriate;
· the Parties will secure the safety of the Study Subjects involved and will discuss the on-going treatment needs of Study Subjects and if appropriate given the circumstances of the Study termination will agree a plan for discontinuing treatment of Study Drug to ensure enrolled Study subjects have continuity of care as appropriate. 

If the Agreement is terminated for any reason other than by Sponsor for cause, Sponsor shall pay such amount for the services duly rendered by and non-cancelable costs incurred by Participating Site and Investigator hereunder prior to termination.

Article 5. Force majeure

Neither Party shall be held liable for non-fulfilment or delayed performance of this Agreement or of part thereof due directly or indirectly to any cause outside the reasonable control of either Party, and which the affected Party was reasonably unable to foresee at the time of the coming into force of this Agreement, provided that notice of its inability to perform and the causes thereof shall be given immediately by the affected Party to the other. If such inability to perform shall continue for a period of three (3) months, the other Party shall have the right to terminate this Agreement by written notice to the affected Party at any time thereafter.

Article 6. Confidential Information and Data Protection

6.1 Confidential Information

Unless otherwise agreed or required by Applicable Laws and Regulations the Parties shall treat all information and data relating to the Study (“Confidential Information”) or provided by the disclosing Party as confidential and shall not disclose such Confidential Information to any third parties or use such Confidential Information for any purpose other than the performance of the Study. This undertaking does not apply to Confidential Information (i) that is or has become publicly known, through no breach, fault or omission of the receiving Party; (ii) which was in the possession of the Investigator or the Participating Site prior to receipt as supported by written records; (iii) which is obtained by the Investigator or the Participating Site from a third party who is entitled to disclose such Confidential Information in a non-confidential manner; (iv) which has been developed independently by the Investigator or the Participating Site without the support of the Confidential Information relating to the Study; (v) which is required to be disclosed by Applicable Laws and Regulations or by a final judicial decision or binding decision of a competent authorities; (vi) which is published in accordance with article 8 as mentioned hereunder. 

If the receiving Party is required to disclose by Applicable laws and Regulations, by a final judicial decision or a binding decision of regulatory competent the receiving Party shall (i) promptly notify the disclosing Party of such requirement prior to disclosure - to the extent reasonably possible - in order to allow them the opportunity to oppose the requirement; (ii) disclose only that Confidential Information required to comply with the legal requirement and (iii) continue to maintain the confidentiality of this Confidential Information with respect to all other third parties.

This confidentiality undertaking shall be valid for a period of five (5) years from the termination date of the Study. The Participating Site and the Investigator may disclose Confidential Information to Staff necessary for the conduct of the Study and who are bound by similar obligations of confidentiality

6.2. Data Protection

Parties shall comply with the GDPR and the Belgian law of 30 July 2018 regarding the protection of personal data (“Data Protection Laws”). 
In particular, Sponsor is subject to the rights and obligations as “data controller” set forth under the Data Protection Laws in relation to the processing of personal data for the purpose of conducting the Study in accordance with the Protocol. In that respect Sponsor shall be considered as data controller of all Study Data pseudonymized for Study purposes. 
Participating Site is subject to the rights and obligations as “data processor” set forth under the Data Protection Laws in relation to the processing of personal data for the purpose of conducting the Study in accordance with the Protocol. 
Participating Site is also subject to the rights and obligations as a separate “data controller” set forth under the GDPR in relation to the processing of personal data of its patients for purposes other than conducting the Study. In particular, Participating Site remains data controller of the data contained in its patients’ medical records for the purposes of providing medical care. 

Pursuant to art. 28.3 GDPR Sponsor and Participating Site have concluded a data processing agreement attached in Exhibit 3. 

Article 7. Study Data

The Participating Site shall keep, complete, and maintain accurate and authentic accounts, notes, technical reports, data, information, and records of the work performed under this Agreement, including case report forms ("Study Data"), source documents for at least 20 years (or such other period as required by Applicable Laws and Regulations) from Study completion and medical records during 30 years. Sponsor or its representative shall have the right to audit such Study Data during regular business hours upon reasonable prior written notice to the Participating Site.

Article 8. Publication of Study Report	Comment by Author: Keuze te maken tussen option 1 of 2

OPTION 1

Publication of the Study Report (is a clinical trial summary report based on the Study Data and drafted by the Sponsor) and any information derived from the Study or the Study Data will be in accordance with the provisions as described in the Protocol and with the accepted scientific practice, academic standards and customs.

OR

OPTION 2

[The Parties will use reasonable efforts to make a joint publication.] 

The Sponsor will be given the choice to be the first author on any publication relating to the Study. In most instances, the order of the subsequent authors is to be based on recruitment i.e. the number of Study Subjects randomized/enrolled, on data quality and significant scientific input to the Study or on mutual agreement between the Parties. The Sponsor will retain the right to include in the authorship list, names of significant contributors to the research, other than Investigators. Participating Site will be considered as co-author in any publication regarding to the Study and shall have the right to review the publication by Sponsor following the same Review Procedure as set forth herein for Sponsor review.

The Participating Site and Investigator undertake and agree that they will not: 
(A) present abstracts of any information derived from the Study or the Study Data at professional meetings until the Study has been completed and the Study Report has been notified to the competent authorities unless a written approval has been obtained from the Sponsor to publish earlier. Any publications of any information derived from the Study or the Study Data, by Participating Site/ Investigator or their Staff will also be the subject of pre-submission review and comment by the Sponsor in accordance with the provisions set out in the Review Procedure below.
(B) publish, communicate or otherwise disclose to the public in whatever manner or through any vehicle any information derived from the Study or the Study Data (i) for the whole duration of the Study, (ii) before the clinical trial summary report based on the Study Data and drafted by the Sponsor which (“Study Report”) is notified to the competent authorities (either in part or in total) (e.g. abstracts in journals or newspapers).

If no Study Report of Sponsor has been notified within 12 months after the termination or completion of the Study at all other sites, the Participating Site shall have the right to publish independently any information derived from the Study or the Study Data of the Participating Site, subject to the Review Procedure set forth herein. 

Review Procedure: The Participating Site shall notify Sponsor thereof by forwarding a copy of the publication and/or presentation by courier or registered mail to Sponsor at least thirty (30) days prior to the disclosure of the manuscript to a third party or the oral disclosure. If, within thirty (30) days following receipt of the manuscript, Sponsor indicates that the publication would affect its interests in confidential Information as defined in article 6 with the exempt of the information contained in the Study Report and Study Data, then the Participating Site shall take the action necessary to ensure that the publication will not proceed or that the information that Sponsor deems confidential Information as defined in Article 6  of this Agreement with the exempt of Study related information necessary to the appropriate scientific presentation or understanding of the Study Report and Study Data, will be deleted. In any case, Sponsor shall not unreasonably withhold or delay its consent to such publication.

Article 9. Use of Names

Each Party hereto shall not use the other Party's names, service marks or trademarks without the prior written approval of that Party, such approval shall not be unreasonable withheld or delayed.

Article 10. Patent Rights and Property rights

It is recognized and understood that all intellectual property rights existing as of the Effective Date (“Background IP”) and know how owned or controlled by a Party are that Party’s separate property and are not affected by this Agreement, and no Party hereunder shall have any claims to or rights in such Background IP of the other Party. Under this Agreement each Party shall have the right to use the other Party’s Background IP solely and to the extent necessary for the performance of the Study and only for the duration of the Study under this Agreement. This usage right of the other Party’s Background IP does not grant to either Party any option, grant, or license to commercialize, or otherwise use the other Party’s Background IP.

Any know how, inventions, methods, developments, innovations and discoveries, whether patentable or not, arising from the Study or made in the performance of work under this Agreement (“Inventions”) shall vest in the Sponsor. The Participating Site, its employees and Investigator(s) shall promptly disclose to Sponsor any such Inventions.

Parties have expressly agreed that any and all Study Data as collected and prepared in the performance of the Study shall be the sole property of Sponsor. The Sponsor hereby grants to the Participating Site a license to use the Study Data for its patient care, educational and non-commercial research purposes and, in accordance with the obtained ICF.

Article 11. Study Drug supply 
The pharmaceutical company [INSERT NAME] will provide the drugs [INSERT NAME] (the “Study Drug”), free of charge.
Study Drug furnished for the Study will be used solely under the Protocol and may not be used for any other purposes. The Investigator shall follow the Sponsor’s instructions related to the disposition of Study Drug at Investigator’s site.

Article 12. Biological samples	Comment by Author: Als dit niet toepasselijk is, gelieve het opschrift ‘Article 12. Biological Samples’ te behouden, de verdere inhoud van dit artikel te schrappen en te vervangen door ‘Not applicable’.	Comment by Author: Als het de bedoeling is dat UZ Brussel, als opdrachtgever van deze studie, ook eigenaar wordt van het menselijk lichaamsmateriaal dat afgenomen wordt tijdens deze studie, dan moet er een aparte overeenkomst worden opgesteld. Een model voor deze overeenkomst kan u bekomen bij de manager van de centrale biobank.

The Sponsor agrees that:	Comment by Author: WORDING REFERS TO TRANSFER OF SAMPLES TO SPONSOR. WORDING WILL NEED TO BE ADJUSTED ON A CASE PER CASE BASIS.
a.	the human samples collected from Study Subjects by the Participating Site (hereinafter "Material”) shall be used solely as permitted under the Protocol and the ICFs and in compliance with all Applicable Laws and Regulations; 
b.	Sponsor will inform Participating Site in case the Sponsor intends to use the Material for any other purpose other than specified in the Protocol and this Agreement. Any additional services in conjunction with these Materials and any additional transfer of Material provided by Participating Site to Sponsor outside the scope of the Protocol and the ICFs shall be covered under a separate agreement and in compliance with all Applicable Laws and Regulations;
c.	the Material shall be used only at the Sponsor’s organization and under the direction of the Principal Investigator or others working under his/her direct supervision; and,
d.	Sponsor undertakes to limit access to the Material to those of its employees who have a need to know to execute the research within the scope of the Study. Sponsor undertakes to have any of its personnel involved in the Study to comply with the provisions of this Agreement.
e.	Sponsor shall not transmit by any means whatsoever all or part of the Material outside the Sponsor organization without the prior and written consent of the Participating Site. Sponsor shall refer any request for the Material to Participating Site.

Material is being provided by Participating Site AS IS WITHOUT ANY WARRANTIES, EXPRESSED OR IMPLIED, INCLUDING ANY WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE.  Material may contain unknown infectious agents. In no event shall Participating Site be liable for any use by Sponsor of Material or for any loss, claim, damage, or liability, of any kind or nature that may arise from or in connection with the use, handling, or storage of Material. Sponsor agrees to assume all liability for damages that arise from its use, storage or disposal of Material, except to the extent such liability is due to Participating Site’s gross negligence or wilful misconduct.

[Sponsor agrees, upon direction of Investigator or Participating Site, to return or destroy the Material upon termination or completion of the Study]	Comment by Author: Indien van toepassing.

The personal Study Subject data linked to the Material is considered confidential and, it shall be pseudonymized by Participating Site so that the individual Study Subject cannot be identified by Sponsor, unless otherwise stipulated in accordance with the Protocol. 

Article 13. Representations and Warranties

Each Party warrants and represents that proceeding and performing hereunder is not inconsistent with contractual or other legal obligations it has and shall not be inconsistent with any contractual or other legal obligations it may hereafter have.
  
Article 14. Insurance

In accordance with the Belgian law relating to experiments in humans dated May 7, 2004, and/or with the Belgian law relating to clinical trials dated May 7, 2017 (as applicable) Sponsor shall be liable, even without fault for any damages incurred by the Study Subject and linked directly or indirectly to the participation to the Study, and shall provide compensation therefore through its insurance program. 
Before commencing the Study, the Sponsor shall enter into an insurance contract which covers this liability, and the liability of every individual intervening in the Study, irrespective of the nature of the affiliation between the intervening individual, the Sponsor and the Study Subject. Every contractual provision aiming at limiting this liability is considered null and void.
The Participating Site, the Investigator and Sponsor shall have and maintain in full force and effect during the term of this Agreement (and following termination or completion of the Study to cover any claims arising from the Study) adequate insurance coverage for: (i) medical professional and/or medical malpractice liability, and (ii) general liability resulting from the Study at the Participating Site required by local law, each such insurance coverage in amounts appropriate to the conduct of the services of the Participating Site, the Investigator and Sponsor under this Agreement. The Participating Site and Sponsor shall be solely responsible for any deductible or self-insured retention under any such policies.

Article 15. Independent contractor

All Parties are independent contractors and neither are employees nor agents of the other Party. None of the Parties hereto intend to create any partnership, joint venture, or employment or agency relationship pursuant to this Agreement. Neither Party shall have authority to make any statements, representations, or commitments of any kind, or take any action, which shall be binding on the other Party, unless with the specific written consent to do so of the other Party.

Article 16. Assignment

Neither Party may assign, transfer or convey this Agreement without the other Party’s prior written consent.

Article 17. Entirety of Agreement

This Agreement (together with any documents referred to herein) constitutes the entire and only agreement and understanding between the parties with respect to its subject matter and supersedes any previous agreements, understandings, or arrangements between the Parties in respect to the Study (whether oral or written). Any claimed representation, promise of condition in connection with the subject matter of the Agreement that is not incorporated herein shall not be binding upon any Party. No modification, extension, waiver, or other variance of any provision hereof, or any release of any right hereunder, shall be valid or binding unless the same is in writing and signed by all Parties. 
Any amendment(s) to this Agreement must be in writing and signed by both Parties and shall form an integral part of this Agreement. 

Article 18. Governing law and dispute resolution

The validity, interpretation and performance of this Agreement shall be governed and construed in accordance with the laws of Belgium. Prior to taking any legal action, the Parties shall endeavour to settle by amicable arrangement any disputes arising between them regarding this Agreement. Should the Parties fail to reach an amicable arrangement, the competent court shall be the courts competent for the registered offices of the defending Party and agree that such courts shall be the sole courts utilized and hereby waive any jurisdictional or venue objections to such court. 

Article 19. Severability 

Should a provision of this Agreement in any manner whatsoever contravene any Applicable Laws and Regulations, such a provision shall be deemed to be severable and shall not affect any other provision of this Agreement, nor affect the enforceability of those remaining provisions which are not in contravention of any such Applicable Laws and Regulations.
In the event that a court of competent jurisdiction holds any provision of this Agreement to be invalid, such holding shall have no effect on the remaining provisions of this Agreement, which will continue in full force and effect. 

Article 20. Hierarchy of documents 
 
In case of any conflict between any article of this Agreement and the Protocol, the terms of the Agreement shall prevail to the extent of such inconsistency, discrepancy or contradiction except with this respect to medical, scientific or clinical matters for which the provision of the Protocol shall take precedence. In the event of any conflict between the operative provisions of this Agreement and the Annexes hereto (other than the Protocol), the operative provisions of this Agreement shall govern.



Article 21. Financial arrangements

Financial arrangements are detailed in Exhibit 2.	Comment by Author: Budget is dan toe voegen onder Exhibit 2 onderaan
OR
No financial compensation is foreseen in this Study.

Article 22. Effective Date 

This Agreement shall be effective as of the date of last signature which in any case shall not be before Sponsor shall have obtained all and any necessary approval for the performance of the Study from the EC and the competent authorities, if applicable, (“Effective Date”).


This Agreement is drafted in two (2) [Optional: three (3) originals] originals of which each contractual Party acknowledges having received one.

SIGNED by Sponsor 


Date: 	Date:	Date:



			

Signature :	 [Signature :] 	Signature 
Prof. dr. Marc Noppen,
CEO	[Head of [Name] Department]	Read and acknowledged,
		Principal Investigator


SIGNED by Klik hier als u tekst wilt invoeren.

Date:                                      



Signature :		Signature 
Klik hier als u tekst wilt invoeren.		[Name Investigator]
CEO		Investigator	
Klik hier als u tekst wilt invoeren.	Klik hier als u tekst wilt invoeren.

Optional
SIGNED by Klik hier als u tekst wilt invoeren. (collaborator)
 
Date: 
 
 
Signature :
 
 
Role:

EXHIBIT 1: List of Sponsor and Participating Site duties, Study specific


	Duties of the Sponsor
	Sponsor
	Participating Site
	Not applicable

	Request of authorization to the Competent Authorities
	
	
	

	Application EudraCT number
	X
	
	

	Provision of all document required by Belgian law
	X
	
	

	Request of authorization to the Competent Authorities of Belgium
	X
	
	

	Application for an Ethics Committee opinion
	
	
	

	Provision of all document required by Belgian law 
	X
	
	

	Application for the Central Ethics Committee opinion
	X
	
	

	Application for an Ethics Committee opinion for the Local Ethics Committee
	
	X
	

	Study registration in a public registry (Clinicatrials.gov)
	X
	
	

	Notification of substantial amendments
	
	
	

	Provision of all documents required by Belgian law
	X
	
	

	Request of authorization to the Competent Authorities of Belgium
	X
	
	

	Application for the Central Ethics Committee opinion 
	X
	
	

	Application for the Local Ethics Committee opinion
	
	X
	

	Declaration of the end of the Study
	
	
	

	Provision of all document required by Belgian law
	X
	
	

	Declaration to the Competent Authorities of Belgium
	X
	
	

	Declaration to the Central Ethics Committee
	X
	
	

	Declaration to the Local Ethics Committee
	
	X
	

	Pharmacovigilance
	
	
	

	Immediate report of serious adverse events to the Sponsor
	
	X

	Evaluation of adverse events
	X
	X

	Provision of the required documents on Suspected Unexpected Serious Adverse Reactions (SUSARs) or other safety issues requiring expedited reporting
	
X
	

	Reporting of SUSARs to the Central Ethics Committee
	X
	

	Reporting of SUSARs to the Competent Authorities of Belgium
	X
	

	Reporting of other safety issues to the Competent Authorities and the Central Ethics Committee of Belgium 
	X
	

	Reporting of safety issues to the Local Ethics Committee
	
	X

	Submission of the annual safety reports to the Competent Authorities and the Central Ethics Committee of Belgium 
	X
	

	Transmission of safety reports to the investigators in 
Belgium
	X
	

	Monitoring
	
	
	

	On site monitoring according to ICH/GCP in all participating sites in Belgium 
	X
	
	



	Further Duties
	
	
	

	Selection of qualified investigators and Participating Sites in Belgium
	X
	
	

	Selection of further Participating Sites in Belgium during the course of the study in consideration of all legal regulations
	X
	
	

	Translation of all relevant documents of the study incl. the patients’ informed consent form in the national languages
	X
	
	

	Written Clinical Study Site Agreements with study sites in Belgium
	X
	
	

	Provision of a No Fault insurance for the Study Subjects in Belgium
	X
	
	

	Assuring the financing of the clinical study 
	X
	X	Comment by Author: TO BE ASSESSED ON A CASE PER CASE BASIS
	

	Setup of adequate procedures for quality control and quality assurance in Belgium
	X
	X
	

	Archiving according to ICH/GCP, EU Directive 2005/28 and relevant laws in Belgium
	X
	X
	

	Database management and statistical analysis
	X
	
	

	Study report and publication
	X
	X
	





EXHIBIT 2: FINANCIAL ARRANGEMENTS



EXHIBIT 3: DATA PROCESSING AGREEMENT

This data processing agreement, including any annexes hereto, (together the "Data Processing Agreement") is an integrated part of the Agreement. 

All defined terms within the Agreement shall have the same meaning when used in this Data Processing Agreement, unless explicitly defined otherwise in this Data Processing Agreement.

1 SCOPE OF THE DATA PROCESSING AGREEMENT

1.1 The Participating Site acts as a data processor as defined under article 4, 8) of the Regulation (EU) 2016/679 (“Data Processor”) for the Sponsor who acts as data controller as defined under article 4, 7) of the Regulation (EU) 2016/679 (“Data Controller”), as the Participating Site processes Personal Data for the Sponsor as set out in Annex 1.

1.2 “Applicable Law” means any applicable data protection or privacy laws, including 
(a)	the European Data Protection Directive (95/46/EC) and upon its entry into force the Regulation (EU) 2016/679 also referred as the General Data Protection Regulation ("GDPR"), 
(b)	other applicable laws that are similar or equivalent to or that are intended to or implement the laws that are identified in (a) of this definition, 

1.3 "Personal Data" means any information relating to an identified or identifiable natural person (‘Data Subject’), including without limitation pseudonymized information, as defined in Applicable Law and described in Annex 1.

2 PROCESSING OF PERSONAL DATA

2.1 Instructions: The Data Processor is instructed to process the Personal Data for the term of this Data Processing Agreement and only for the purposes of providing the data processing tasks set out in Annex 1. The Data Processor may not process or use Personal Data for any purpose other than a Data Subject’s medical records, or other than provided in the instructions, including with regard to transfers of personal data to a third country or an international organization, unless the Data Processor is required to do so according to Union or Member State law. In that case, the Data Processor shall inform the Data Controller in writing of that legal requirement before processing, unless that law prohibits such information on important grounds of public interest.   

2.2 Data Processor shall at all times maintain a record of processing of Personal Data in accordance with Applicable Law and if the Data Processor considers an instruction from the Data Controller to be in violation of the Applicable Law, the Data Processor shall promptly inform the Data Controller in writing about this.


3 THE DATA PROCESSOR'S OBLIGATIONS

3.1 The Data Processor must ensure that persons authorized to process the Personal Data have committed themselves to confidentiality or are under an appropriate statutory obligation of confidentiality.

3.2 The Data Processor shall implement appropriate technical and organizational measures to prevent that the Personal Data processed is:

(i) accidentally or unlawfully destroyed, lost or altered,
(ii) disclosed or made available without authorization, or
(iii) otherwise processed in violation of Applicable Law. 

3.3 The Data Processor must also comply with the special data security requirements of Annex 1.

3.4 The appropriate technical and organizational security measures must be determined with due regard for:

(i) the current state of the art,
(ii) the cost of their implementation, and
(iii) the nature, scope, context and purposes of processing as well as the risk of varying likelihood and severity for the rights and freedoms of natural persons.

3.5 The Data Processor shall upon request provide the Data Controller with sufficient information to enable the Data Controller to ensure that the Data Processor's obligations under this Data Processing Agreement are complied with, including ensuring that the appropriate technical and organizational security measures have been implemented.

3.6 Taking into account the nature of the processing, the Data Processor shall assist the Data Controller, by means of appropriate technical and organizational measures, insofar as this is possible, in fulfilling its obligation to respond to requests from Data Subjects pursuant to laws and regulations in the area of privacy and data protection (such as, the right of access, the right to rectification, the right to erasure, the right to restrict the processing, the right to data portability and the right to object).

3.7 The Data Controller is entitled to appoint at its own cost an independent expert, reasonably acceptable to Data Processor, who shall have access to the Data Processor's data processing facilities and receive the necessary information for the sole purpose of auditing whether the Data Processor has implemented and maintained said technical and organizational security measures. The expert shall upon the Data Processor's request sign a non-disclosure agreement provided by the Data Processor, and treat all information obtained or received from the Data Processor confidentially, and may only pass on, after conferral with Data Processor, the findings as described under article 3.9, (ii) below to the Data Controller.

3.8 The Data Processor must give authorities who by Union or Member State law have a right to enter the Data Controller's or the Data Controller's processors’ facilities, or representatives of the authorities, access to the Data Processor's physical facilities against proper proof of identity and mandate, during normal business hours and upon reasonable prior written notice.

3.9 The Data Processor must without undue delay in writing notify the Data Controller about:

(i) any request for disclosure of Personal Data processed under the Agreement by authorities, unless expressly prohibited under Union or Member State law,
(ii) any finding of (a) breach of security that results in accidental or unlawful destruction, loss, alteration, unauthorized disclosure of, or access to, Personal Data transmitted, stored or otherwise processed by the Data Processor under the Agreement, or (b) other failure to comply with the Data Processor's obligations under Clauses 3.2 and 3.3, or
(iii) any request for access to the Personal Data (with the exception of medical records for which the Data Processor is considered data controller) received directly from the data subjects or from third parties.

3.10 Such a notification from the Data Processor to the Data Controller with regard to a breach of security as meant in Clause 3.9 (ii)(a) will contain at least the following information:

(i) the nature of the Personal Data breach, stating the categories and (by approximation) the number of Data Subjects concerned, and stating the categories and (by approximation) the number of the personal data registers affected (datasets);
(ii) the likely consequences of the Personal Data breach;
(iii) a proposal for measures to be taken to address the Personal Data breach, including (where appropriate) measures to mitigate any possible adverse effects of such breach.

The Data Processor shall document (and shall keep such documentation available for the Data Controller) any Personal Data breaches, including the facts related to the Personal Data breach, its effects and the corrective measures taken. After consulting with the Data Controller, the Data Processor shall take any measures needed to limit the (possible) adverse effects of Personal Data breaches (unless such consultation cannot be awaited due to the nature of the Personal Data breach).

3.11 The Data Processor must reasonably assist the Data Controller (with the handling of (a) responses to any breach of security as described in 3.9 (ii) above and (b) any requests from Data Subjects under Chapter III of the GDPR, including requests for access, rectification, restriction of processing or erasure. The Data Processor must also reasonably assist the Data Controller by implementing appropriate technical and organizational measures, insofar as this is possible for the fulfilment of the Data Controller's obligation to respond to such requests. Any reasonable documented costs and expenses pre-approved in writing by the Data Controller related to the above will be reimbursed by the Data Controller to the extent such costs and expenses are not related to any requirements according to Applicable Law imposed on the Data Processor or due to any breach of this Exhibit 3 or the Agreement by Data Processor. 

3.12 The Data Processor must reasonably assist the Data Controller with meeting the other obligations that may be incumbent on the Data Controller according to Union or Member State law where the assistance of the Data Processor is implied, and where the assistance of the Data Processor is necessary for the Data Controller to comply with its obligations. This includes, but is not limited to, the request to provide the Data Controller with all necessary information about an incident under Clause 3.9 (ii), and all necessary information for an impact assessment in accordance with Article 35 and Article 36 of the GDPR. Any reasonable documented costs and expenses pre-approved in writing by the Data Controller related to the above will be reimbursed by the Data Controller to the extent such expenses are not related to any requirements according to Applicable Law imposed on the Data Processor or due to breach of this Exhibit 3 or the Agreement by Data Processor.

4 SUBPROCESSORS

4.1 The Data Processor may only engage a subprocessor, with prior specific or general written consent from the Data Controller. At the time of this Data Processing Agreement, the Data Processor uses the subprocessor listed in Annex 2. The Data Processor undertakes to inform the Data Controller of any intended addition or replacement of a subprocessor by providing a reasonable prior written notice to the Data Controller. The Data Controller may reasonably and in a duly substantiated manner object to the use of a subprocessor. The Data Processor must promptly inform the Data Controller in writing of the discontinued use of a subprocessor.

4.2 Prior to the engagement of a subprocessor, the Data Processor shall conclude a written agreement with the subprocessor, in which at least the same data protection obligations as set out in this Data Processing Agreement shall be imposed on the subprocessor, including obligations to implement appropriate technical and organizational measures and to ensure that the transfer of Personal Data is done in such a manner that the processing will meet the requirements of the Applicable Law.

4.3 The Data Controller has the right to receive a copy of the relevant provisions of Data Processor's agreement with the subprocessor related to data protection obligations. The Data Processor shall remain fully liable to the Data Controller for the performance of the subprocessor obligations under this Data Processing Agreement. The fact that the Data Controller has given consent to the Data Processor's use of a subprocessor is without prejudice for the Data Processor's duty to comply with this Data Processing Agreement.


5 CONFIDENTIALITY

5.1 The Data Processor shall keep Personal Data confidential.

5.2 The Data Processor shall not disclose the Personal Data to third parties or take copies of Personal Data unless strictly necessary for the performance of the Data Processor's obligations towards the Data Controller according to this Data Processing Agreement, and on condition that whoever Personal Data is disclosed to is under the responsibility of a professional subject to the obligation of professional secrecy under Union or Member State law or rules established by national competent bodies or by another person also subject to an obligation of secrecy under Union or Member State law or rules established by national competent bodies.

5.3 The Data Processor shall ensure that its employees comply with this Data Processing Agreement.

5.4 The Data Processor shall limit the access to Personal Data to employees for whom access to said data is necessary to fulfil the Data Processor's obligations towards the Data Controller.

5.5 The obligations of the Data Processor under Clause 5 shall continue until such time as provided by Applicable Law and regardless of whether the cooperation of the parties has been terminated.


6 TERM AND TERMINATION OF THE DATA PROCESSING AGREEMENT

6.1 Regardless of the expiry or termination, for whatever reason, of the Agreement, this Data Processing Agreement remains in force and applicable as long as the Data Processor processes the Personal Data for the Data Controller under the Agreement.

6.2 In case of termination of the Agreement, the Data Processor must provide the necessary transition services to the Data Controller. The Data Processor is obliged to reasonably assist Data Controller at Data Controller’s expense.

6.3 	Data Processor shall have appropriate procedures in place for the archiving of the Personal Data after the end of the Study in accordance with Applicable Law and at the end of the legally mandated archiving period ensure the destruction of the Personal Data and promptly inform Data Controller of such destruction.  

6.4 If the Data Processor is required based on Union or Member State law to retain all or part of the Personal Data for a longer period than is possible based on the period mentioned in the Data Processing Agreement, the Data Processor shall immediately communicate this to the Data Controller, stating the basis, term and scope of such obligation. Once compliance with the obligation is no longer impeded by Union or Member State law, the Data Processor shall as yet erase the data in accordance with the provisions in the Data Processing Agreement.





Annexes:

Annex 1: Instructions
Annex 2: Subprocessors

Annex 1 – Instructions	Comment by Author: De groen gemarkeerde passages zijn aan te passen door UZ Brussel. Gelieve de overbodige elementen te verwijderen en de juiste gegevens toe te voegen.

Wie zijn precies de personen van wie de gegevens verwerkt zullen worden in deze studie (‘categories of data subjects’) ?
Welke data wordt er precies van hen verwerkt?	Comment by Author: Geel gemarkeerde passages zijn in te vullen door de deelnemende Site.

This Annex 1 constitutes the Data Controller's instruction to the Data Processor in connection with the Data Processor's Personal Data processing for the Data Controller, and is an integrated part of the Data Processing Agreement.

Contact details of the Data Controller: dpo@vub.be and gegevensbescherming@uzbrussel.be jointly

Contact details of the Data Processor (including its Data Protection Officer, if applicable):

The processing of Personal Data

a)	Purpose and nature of the processing operations
Performance of Clinical Study services under the Agreement and for the purpose of mandatory safety monitoring– as specifically described in the Protocol.

If Personal Data is transferred outside the EU, the Data Controller and the Data Processor shall execute the EU standard contractual clauses (EU controller to non-EU or EEA processor) as published on the website of the EU Commission (https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32010D0087).

b)	Categories of Data Subjects 
Former, current or future persons and/or patients who voluntarily enrolled in the Study, and/or their relatives, and/or …

c)	(Special) Categories of Personal Data
Date of birth and/or age, initials, personal identification number assigned to Data Subjects participating in the Study, description of characteristics of physical features of the body, health information including past medical history and medical test information (such as blood samples results from scans and biopsies), data revealing racial or ethnic origin, genetic data, social security number, and/or …

d)	Processing will be performed at [Insert address, city and country of all locations where the processing will be performed.]

e)	Specific security requirements 
The following requirements reflect the minimum data processing requirements expected of the Data Processor. It is a condition that other agreed documents, legislation or industry standards laying down requirements of the processing of Personal Data in connection with Study/ /mandatory safety monitoring are complied with as well.

1. 	The Personal Data may only be used for the Study and/or mandatory safety monitoring. 
2.	The collection, registration and other processing of Personal Data must be legally authorized under Applicable Law, or applicable policies issued of the supervisory authorities.
3. 	Any person who takes part in the processing of Personal Data must be familiar with these requirements. 
4.	Premises used for the storage and other processing of Personal Data must be arranged in such a way as to prevent unauthorized access. 
5. 	Appropriate security measures must be implemented to protect data against accidental or unlawful destruction, loss or impairment. Furthermore, it must be ensured that no incorrect or misleading Personal Data is processed. Incorrect or misleading data, or data processed in contravention of the above Applicable Law, policy of the competent authorities or these requirements, shall be rectified or erased. 
6. 	Personal Data may not be stored in a way that makes it possible to identify the Data Subjects for longer than is necessary for the achievement of the Study and/or mandatory safety monitoring. 
7. 	The publication of results from clinical studies must take place in such a way that it is impossible to identify individual persons. 
8. 	It is a condition that other legislation laying down requirements of the processing of Personal Data in connection with Study and/or mandatory safety monitoring is complied with. 
Electronic data
9. 	Identification data must be encrypted or replaced by a code number or similar. Alternatively, all data stored can be encrypted. Encryption keys, code keys, etc. must be stored securely and separately from the Personal Data. This also applies to Personal Data that is stored on portable devices such as laptop PCs, tablets, etc. 
10. 	Data may only be accessed by using a unique user name and a confidential password. The password must be renewed at least once a year and when otherwise necessary in order to ensure the secure processing of the data. 
11.	On the transfer of Personal Data via the internet or other external networks, the necessary security measures must be taken to ensure that the Personal Data does not come to the knowledge of any unauthorized persons. This includes that encryption is required if sensitive Personal Data is transferred via the internet (or other open networks), and security of authenticity (identities of transmitter and recipient) and integrity (the authenticity of the transmitted Personal Data) must be appropriately ensured by the use of suitable security measures. On using internal networks, it must be ensured that no unauthorized persons can gain access to the data. 
12.	Removable storage media, safety copies of Personal Data, etc. must be stored securely and under lock and key, so that unauthorized access is prevented. 
Manual ("paper") data 
13. Manual material, including print-outs, error and control lists, etc. with Personal Data, must be stored securely under lock and key, and in such a way as to prevent unauthorized access. 
Biobank and biological material	Comment by Author: TO BE ALIGNED WITH ART 12 OF  THE AGREEMENT
14. Samples with biological material and biological material in biobanks must be stored securely under lock and key so as to prevent unauthorized access, and in such a way as to ensure that the material is not lost, impaired, or accidentally or illegally destroyed. 
15. Biological material collected for the purpose of the Study and marked with a civil registration number or name must be stored subject to special safety requirements. 
16. Internal guidelines must be laid down within the Data Processor’s organization regarding the storage of biological material. 
Information to be given to the clinical Study Subject/Data Subject
17.	Where the Personal Data is obtained from the clinical Study Subject/Data Subject (via interviews, questionnaires, clinical or para-clinical examination, treatment, observation, etc.), detailed information concerning the clinical Study/testing/safety monitoring shall be distributed/forwarded to the Data Subject in accordance with Article 13 of the GDPR. The clinical Study Subject must, via the notification or informed consent form (as applicable)  as drafted by the Data Controller and as approved by the relevant ethics committee and /or relevant authorities, be informed of the name of the Data Controller, the purpose of the trial/testing/safety monitoring, the fact that it is voluntary to participate in the trial/testing, the identity of any recipients of Personal Data, and the purpose of the disclosure of Personal Data, as well as any further information which is necessary for the clinical Study Subject / Data Subject to be able to safeguard his/her interests. The Data Subject has been informed about the right of access to the Personal data that is processed concerning the person in question.
Disclosure
18. Disclosure/issue of Personal Data to other parties may take place to the extent that this is legally authorized under Applicable Law. 
On the conclusion of the project
19. At the latest on the conclusion of the trial/testing/safety monitoring the Personal Data (including biological material) shall be erased, made anonymous, or destroyed as soon as reasonably possible, unless Union or Member State law requires continued storage of the Personal Data. In accordance with Belgian Law as defined in the Agreement the Data Processor shall be allowed to store the medical records for 30 years. It must not subsequently be possible to identify Study Subjects participating in the clinical Study/testing/safety monitoring. The deletion of Personal Data must be properly documented.
20. Alternatively, the Personal Data may be transferred for further storage in archives according to the Data Controller’s instructions. Any costs related to such transfer and further storage of Personal Data shall be borne by the Data Controller.
21. Erasure of Personal Data from electronic media shall take place in such a manner that it is impossible to recover the Personal Data and such erasure must be properly documented.



Annex 2 – Subprocessors

The Data Controller agrees that the Data Processor – subject to compliance with Clause 4 of the Data Processing Agreement – engages the parties listed below as subprocessors.

[Either 1) insert name, Data Controller reg. no., address, country of the relevant subcontractors and a description of the written agreement between the subcontractor and Data Processor for the processing of Personal Data under the Agreement or 2) mark as ‘None’]










Universitair Ziekenhuis Gent
De Pintelaan 185, B-9000 Gent
www.uzgent.be



RUZB-CHAB Intersite template version May-June 2019  		
2/21
