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CLINICAL TRIAL AGREEMENT – NON COMMERCIAL NON-RETROSPECTIVE STUDY – MULTICENTRIC
ZOL SPONSORED


BETWEEN:

Ziekenhuis Oost-Limburg, with registered office at 3600 Genk, Schiepse Bos 6, and registered with the Legal Entities Register under the business registration number 0256.543.917 hereby represented by its chairman, Mr. Tom Arts, its managing director, Mr. Erwin Bormans and its medical director, Dr. Griet Vander Velpen
Hereinafter referred to as “sponsor”

AND:
Dr. ………………………., residing at ………………………….. / ………………………., with registered office at ……………………………, (and registered with the Legal Entities Register under the business registration number ……………………..)hereby represented by ………………………………………………………………..
Hereinafter referred to as “Chief Investigator” {is the doctor within ZOL who is leading investigator}
AND
Dr. ………………………., residing at ………………………….. / ………………………., with registered office at ……………………………, (and registered with the Legal Entities Register under the business registration number ……………………..)hereby represented by ………………………………………………………………..
Hereinafter referred to as “Principal Investigator”

AND:

………………………., with registered office at ……………………………, and registered with the Legal Entities Register under the business registration number ……………………..hereby represented by ………………………………………………………………..
Hereinafter referred to as “Participating Site”.
Parties sub (1) and (2) and (3) and (4) hereinafter individually referred to as “Party” and jointly referred to as “Parties”. 

PREAMBLE
WHEREAS, Sponsor has initiated the prospective /interventional / non-interventional study  ………………. (name study + information) (hereinafter referred to as “Study”), described in more detail in Study Protocol and is requesting the Contract Partners to participate in the Study.

WHEREAS, the Principal Investigator possess knowledge, experience and resources necessary for the conduct of the Study and have access to patients with the criteria as laid down in the Study Protocol and is willing to conduct the Study.
WHEREAS, Sponsor wishes to have part of the Study performed at the Participating Site conducted under the supervision of ……….. (name Chief Investigator) who is willing to perform under the terms of this agreement and who will coordinate the Study wich will be performed at the Participating Site. 
WHEREAS, the Chief Investigator is an independent Medical doctor and not an employee of ZOL. The Chief Investigator entered into this agreement in the capacity of independent contractor and not as an employee or agent of ZOL. Therefore, ZOL cannot be held liable for any act, faults or omissions caused by the Chief Investigator nor can the Chief Investigator be held liable for any act, faults or omissions caused by ZOL. Chief Investigator nor ZOL may incur any liability on each other’s behalf nor bind the other party to any obligations without the prior written consent of the other party.
WHEREAS, Participating Site and Principal Investigator acknowledge that Sponsor has entered into an agreement for research with ……… for receiving support in the form of funding from ………… to carry out the study. {only if there is an external funder}
THEREFORE THE PARTIES AGREE AS FOLLOWS

1. DEFINITIONS

“Agreement” means the present agreement for the Study (as defined below) and its schedules;

“Case report form” or “CRF” means and includes any document - printed, optical, electronic or others - designed to record all Protocol information required to be reported to the Sponsor for each patient participating in the Study. The CRF shall, as much as possible, be reported by electronic way between the Parties. The Parties agree that CRF’s data reported electronically shall have the same probative force as scriptural data or signature;

1.1 “Human Body Material” means in accordance with the law of 19 December 2008 regarding the procurement and use of human body material destined for human medical applications or for scientific research purposes, every biological body material, including human tissues and cells, as well as substances extracted therefrom, whatever the degree to which they have been processed. 
“Intellectual Property Rights” means any and all patent rights (including but not limited to divisionals, extensions, improvement patents, supplementary protection certificates), know-how, trademarks, copyrights (including moral rights), trade and business names, domain names, rights in and to databases (including the right to prevent the extraction or reutilisation of information from a database), design rights, topography rights and any other rights or forms of protection of a similar nature or having equivalent or similar effect, whether or not registered and including all applications for registration of any of foregoing;

 “Protocol” means the document entitled [INSERT NAME] dated [INSERT DATE] and bearing the number [INSERT NUMBER], 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;

Amendments to the Protocol shall only be binding if they have been agreed to in writing by all Parties and have been attached to the Protocol in the form of a Protocol amendment;

 “Study” means the clinical trial conducted or to be conducted in accordance with the Protocol;
“Study Data” means all data, databases, documents, reports and other information resulting from, collected or developed in the performance of the Study;

“Investigational product” designates the investigational product named [INSERT STUDY DRUG/DEVICE NAME], subject of the Study and described in the Protocol; {This is not applicable if there is no product involved, eg. a particular technique or treatment is being investigated}
“Study Equipment” means the specific equipment necessary to conduct the Study as described in the Protocol.
“Study Report” means the clinical trial summary report based on the Study Data and drafted by the Sponsor which should be notified to the competent authorities in accordance with section 4.3 of the Communication of the Commission nr. 2010/C 82/01, entitled “Detailed guidance on the request to the competent authorities for authorisation of a clinical trial on a medicinal product for human use, the notification of substantial amendments and the declaration of the end of the trial (CT-1)”. 

“Subcontractor” means any party who has been contracted by a Party to perform part of the Study or provide goods and services in support thereof.
2. RESPONSIBILITIES OF THE PARTIES
2.1. The Parties agree and commit to conduct the Study in accordance with the terms and provisions of: 

· the Protocol and subsequent amendments;

· the terms and conditions of this Agreement;

· the current version of the World Medical Association’s Declaration of Helsinki; 

· the ICH Harmonised Tripartite Guideline for Good Clinical Practice as amended from time to time as well as generally accepted standards of Good Clinical Pratice;
· the laws and regulations applicable at the site where the Study is conducted, including but not limited to the Law of 7 May 2004 on experiments on humans and all of its implementing Decrees, the law of 22 August 2002 on patient rights, Regulation (EU) 2016/679 of April 27, 2016 of the European Parliament and the Council Concerning the protection of individuals with regard to the processing of personal data and the free movement of such data and repealing Directive 95/46 / EC ( general data Protection Regulation), the law of 8 december 1992 regarding the protection of privacy in relation to the processing of personal data and any and all orders and mandates of the relevant authorities and/or ethic committees.
2.2 General Data Protection Regulation (GDPR)

The Parties agree and commit to conduct the Study in accordance with the terms and provisions of all applicable data protection rules and legislation including as of the 25th of May 2018 GDPR as outlined in Appendix 1t of this Agreement.
3. RESPONSIBILITIES OF THE SPONSOR AND CHIEF INVESTIGATOR
3.1. The Sponsor and Chief Investigator shall ensure that all necessary Positive opinions of the competent ethic committee are obtained, and all necessary authorizations of the relevant health or regulatory authorities are obtained, prior to the commencement of the Study.

3.2. If Study Equipment shall be lent by the Sponsor to the Principal Investigator, the Sponsor is responsible for the normal and general maintenance including but not limited to calibration.

3.3. The Sponsor and Chief Investigator shall use trained and qualified employees or contractors to manage and coordinate the Study.

3.4. The Sponsor and Chief Investigator shall ensure that multi-center Study reporting is reliable and valid,  statistically accurate, ethical, and unbiased. 
3.5. The Sponsor and Chief Investigator shall not grant incentives to Study Participants or staff of Participating Site that would compromise the integrity of the research. 
3.6. The Sponsor and Chief Investigator are responsible for monitoring and evaluating the quality, safety, and ethics of the Study.

3.7.  The Sponsor and Chief Investigator will protect the privacy and confidentiality of the Study Participants in accordance with all applicable laws and regulations, as mentioned in this Agreement. 

3.8. In accordance with article 5 of this contract the Sponsor will assume insurance contract in accordance with article 29 of the Belgian Law relating to experiments on the human person dated 07 May 2004.
4. RESPONSIBILITIES OF PARTICPATING SITE AND Principal Investigator
4.1. The Study will be conducted by the Principal Investigator and Participating Site and will be performed at Participating Site.

4.2. Participating Site and  Principal Investigator have the experience and capability to efficiently and expeditiously perform the Study in a professional and competent manner, and in strict adherence to the Protocol and terms and provisions of regulations as mentioned in article 2 of this agreement.

4.3. In the event that the Participating Site or Principal Investigator must or wishes to delegate any task in connection with the Study, the Principal Investigator shall propose and communicate to the Sponsor the name of a person he deems sufficiently qualified to undertake the task and provide a description of the delegated task for approval. Participating Site and Principal Investigator shall in any event remain responsible for the proper performance of the task in question. 

4.4. Participating Site and Principal Investigator are responsible for the verification and completion of all the data on CRFs and the clarification of any data queries that may have arisen in this process.

4.5. The Principal Investigator shall be responsible to obtain prior written informed consent from any patient to be enrolled in the Study, in compliance with the applicable laws and regulations. Therefore the Informed Consent document and procedure, delivered by Sponsor and Chief Investigator must be used.
4.6. The Principal Investigator is responsible for the explanation to each patient of the nature of the Study, its purpose, the procedures, the expected duration as well as the potential benefits and risks. Each patient must be informed that participation in the Study is voluntary and that the patient can withdraw from the Study at any time without stating any reason.

4.7. The Principal Investigator must notify to and seek approval of the responsible ethics committees for Participating Site for the conduct of the study and any substantial amendment (in the sense of article 19 of the Belgian law on experiments on the human person dated 07 May 2004 and article 4 of the Implementing Royal Decree dated 30 June 2004) of the Study or Protocol.

4.8. The Principal Investigator and Participating Site are responsible for patient recruitment and shall use its best efforts to enrol eligible patients for the Study conform the Protocol and other Study documents and approved by Sponsor and Chief Investigator. If it becomes apparent that the recruitment rate is lower than required or expected, the Principal Investigator shall inform the Sponsor and Chief Investigator accordingly.
4.9. Participating Site and Principal Investigator are responsible to archive the Study Data and Study Files. Participating Site and Principal Investigator have the responsibility to store the Study Data and Study Files under storage conditions conductive to their stability and protection for a period of 20 years after termination of the Study.  As much as possible information is digitally available. Source documents are not printed, unless for documenting serious adverse events (SAE’s) or endpoints. 
4.10. Participating Site and Principal Investigator should ensure that the investigational product is used only in accordance with the protocol and  that the IP is stored as specified by the sponsor and in accordance to with applicable regulatory requirements.
Participating Site and Principal Investigator undertake to archive the nursing records for a period of at least twenty (20) years and medical records during at least thirty 30 years. 
5. INSURANCE AND INDEMNIFICATION

5.1. In accordance with the Belgian Law relating to experiments on the human person dated 07 May 2004, the Sponsor shall assume, even without fault, the responsibility of any damage incurred by a study patient or, in the case of death, his rightful claimants sustained that arises either in direct or indirect connection with the experiments and shall provide compensation therefore. The Sponsor shall enter into an insurance contract in accordance with article 29 of the Belgian Law relating to experiments on the human person dated 07 May 2004.
6. INSPECTION AND AUDIT

6.1. Upon request by any authorised officer or employee of any relevant regulatory agency, or other government authority, Participating Site and Principal Investigator are entitled and obliged to permit such officers or employees, at reasonable times, to have access to and copy and verify any data records and reports in Principal Investigator or Participating Sites possession, custody or control relating to the Study and shall submit such data records or reports or copies thereof to the said regulatory agency upon its request.

6.2. In the case of an audit/inspection, the presence of the Sponsor is required unless otherwise stated by the Sponsor.

6.3. The Sponsor, Chief Investigator or employees of the Sponsor shall be entitled at any time to audit or have audited the performance of the Study at Participating Site.

7. CONFIDENTIALITY

7.1 For the purposes of this Agreement, is and shall be considered also after the term or termination of this Agreement as confidential information (hereinafter referred to as “CONFIDENTIAL INFORMATION”), whether marked as “confidential” or not,

· all information received, including but not limited to proprietary information, trade secret, unpublished data, know-how (hereafter “Confidential Information”);

· all data, databases, documents, reports and other information developed with respect to the Sponsor or in the performance of or as a result of the Study by the Sponsor, or their respective employees, agents, subcontractors or participants. 
7.2 CONFIDENTIAL INFORMATION does not include information that 

a.  at the time of disclosure thereof is or thereafter becomes part of the public domain through no breach, fault or omission of the receiving Party or of their respective employees, agents, Subcontractors or participants;
b. at the time of disclosure thereof by the disclosing Party, is already in the receiving Party's lawful possession as evidenced by the receiving Party's competent written records and not subject to prior confidentiality obligations;

c. the receiving Party receives from a third party who has the right to disclose the same and who did not obtain such information in violation of the disclosing Party’s rights;

d. is independently developed by the receiving Party without the use of CONFIDENTIAL INFORMATION as evidenced by the receiving Party's written records and is not subject to confidentiality obligations; 

e. the receiving Party is required to disclose by applicable law, by a court or by a governmental authority, provided that the receiving Party (i) promptly notifies the disclosing Party of such requirement prior to disclosure in order to allow them the opportunity to oppose the requirement or seek an appropriate protective order; (ii) discloses only that CONFIDENTIAL INFORMATION required to comply with the legal requirement and (iii) continues to maintain the confidentiality of this CONFIDENTIAL INFORMATION with respect to all other third parties.
7.3 The burden of proving the applicability of any of these exceptions resides with the receiving Party.
7.4 The receiving Party shall hold such CONFIDENTIAL INFORMATION in strict confidence and shall only disclose CONFIDENTIAL INFORMATION on a need-to-know basis to their agents, employees, subcontractors or participants who are directly involved in the conduct or monitoring of the Study. 

The receiving Party shall further use the CONFIDENTIAL INFORMATION only for the purpose of fulfilling their respective obligations under this Agreement.

7.5 The receiving Party shall not disclose to any third party any of the CONFIDENTIAL INFORMATION without specific prior, express written authorisation from the disclosing Party with respect to such disclosure, except for publication in accordance with article 11 of this Agreement.

7.6 The receiving Party shall notify the disclosing Party immediately upon discovery of any unauthorized disclosure or use of the CONFIDENTIAL INFORMATION and will collaborate with the disclosing Party in every reasonable way to assist the disclosing Party regaining the possession of the CONFIDENTIAL INFORMATION and prevent its further unauthorized use or disclosure.

8. LEGAL PROTECTION AND PUBLICATION OF INVESTIGATION RESULTS, INTELLECTUAL PROPERTY
8.1 The Study Data shall be the sole property of the Sponsor and Chief Investigator and shall be subject to the Sponsor and Chief Investigators exclusive use, including their use in publications, communications or in submissions to any Regulatory Authority or other governmental agency.

8.2 The Sponsor and Chief Investigator hereby grants to Participating Site and the Principal Investigator a limited right to use the Study Data for scientific publication purposes. The Sponsor and Chief Investigator recognises the Principal Investigator’s interest in making publications and presentations relating to the Study in scientific journals, at symposia, professional meetings or otherwise. It shall therefore permit such publications and presentations. 
9. INTELLECTUAL PROPERTY

9.1 All Intellectual Property Rights arising from or relating to the Study shall be and at all times remain the sole property of the Sponsor and Chief Investigator. 

9.2 Participating Site and Principal Investigator hereby assign its/his/her rights in relation to any Intellectual Property Rights arising from or relating to the Study to the Sponsor and Chief Investigator free from any obligation or consideration beyond that provided in this Agreement. Participating Site and Principal Investigator shall, at the request and expense of the Sponsor and Chief Investigator, execute any documents or acts as the Sponsor and Chief Investigator may reasonably require in order to fully and effectively transfer all such Intellectual Property Rights to the Sponsor and Chief Investigator.

9.3 All Intellectual Property Rights owned by or licensed to the Sponsor and Chief Investigator prior to and after the date of this Agreement other than any Intellectual Property Rights arising from or relating to the Study shall be and remain the property of the Sponsor and Chief Investigator.

9.4 All Intellectual Property Rights owned by or licensed to Participating Site and Principal Investigator prior to and after the date of this Agreement other than any Intellectual Property Rights arising from or relating to the to the Study shall be and remain the property of Participating Site and/or the Principal Investigator.
10. TERM, TERMINATION AND SUSPENSION

10.1 This Agreement is a limited term agreement which shall take effect on the date on which the Sponsor  and Chief Investigator and Principal Investigator shall have obtained all and any necessary approvals for the performance of the Study from the competent authorities as well as the required advices from the ethics committees (the “Effective Date”). The Sponsor or Chief Investigator shall notify in writing the Participating Site and the Principal Investigator of the Effective Date fifteen (15) workable days after it has obtained all and any necessary approvals for the performance of the Study from the competent authorities as well as the required positive opinions from the ethics committees.

10.2 Unless earlier terminated in accordance with the provisions of this Agreement, this Agreement shall continue until complete performance of the Study, i.e. when the last enrolled patient has finished the treatment described in the Protocol and all CRFs, the Study Report and any other pertinent Study-related documents have been received by and completed. The Sponsor or Chief Investigator shall confirm in writing when the Study has been completed.

10.3 The Study is anticipated to be completed on [INSERT DATE]. The Principal Investigator shall use its best efforts to complete the Study, including the delivery to the Sponsor of all documents referenced in the Protocol, by this date.

10.4 Either Party may terminate this Agreement upon written notice if the other Party materially breaches any provision of this Agreement, which breach continues and is not remedied within ten (10) calendar days after the date of receipt of such notice.

10.5 Either Party may immediately terminate this Agreement at any time in case of fraud, gross misconduct or negligence of the other Party, or in case of breach by the other Party of any applicable anti-corruption laws.

10.6 Immediately upon receipt of a notice of termination or suspension, the Principal Investigator shall stop enrolling patients into the Study, shall cease conducting procedures on patients already enrolled in the Study as directed by the Sponsor, to the extent medically and ethically permissible, and shall refrain from incurring additional costs and expenses to the extent possible. 

10.7 In the event the Study is terminated or suspended for other reasons than patient safety or public health motivations, the Sponsor and Principal Investigator shall discuss the on-going treatment needs of patients and will, if appropriate given the circumstances of the Study termination, agree on a plan for discontinuing treatment to ensure enrolled patients have adequate continuum of care during the reasonable period necessary to organise and provide an alternative treatment for the patient. 
11. MISCELLANEOUS

11.1 Notification

Any notice required or permitted to be sent hereunder shall be in writing and shall be deemed given and received (a) upon personal delivery to the appropriate address, (b) three days after the date of mailing to the address(es) below when sent registered or certified mail, (c) one business day after facsimile transmission to the number(s) below, with transmission confirmed and followed by mailing pursuant to (b), or (d) two business days after sending to the address(es) below by nationally recognized bonded courier. 

The address specified below for a party may be changed at any time by such party in writing. 

Notice information is as follows:

	
	Name and contact information

	SPONSOR:
	Ziekenhuis Oost-Limburg                           Schiepse Bos 6                                         3600 Genk, Belgium                               Attention: Dr. G. Vander Velpen Telephone: 32 89 32 15 05


	Chief Investigator:
	[to be inserted]


	Participating Site :
	[to be inserted]

	Principal Investigator:
	[to be inserted]



11.2 Independent Research.  

Nothing in this Agreement shall be construed as to limit the freedom of individuals participating in this work.

11.3 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.

11.4 Modification and Waiver

No modification of this Agreement shall be deemed effective unless in writing and signed by each of the Parties hereto, and no waiver of any right set forth herein shall be deemed effective unless in writing and signed by the Party against whom enforcement of the waiver is sought.
11.5 Entire Agreement and obligations towards third parties

This Agreement, together with its appendices (Schedules A, B, C, D, E, F and G) represents the entire agreement between the Parties in relation to the subject matter of this Agreement, and supersedes, replaces and extinguishes all prior negotiations, representations, undertakings, arrangements, draft agreements, agreements, including confidentiality agreements,  written or oral, in relation to such subject matter.
11.6 Descriptive headings

The descriptive headings of the Articles of this Agreement are inserted for convenience only and shall not control or affect the meaning or construction of
any provision hereof.

11.7 Survival

Notwithstanding termination for any reasons under this Agreement, the rights and obligations as mentioned in article 2 and the articles 7, 8 and 9 of this agreement shall remain in full force and effect to the extent admitted by the applicable law.
11.8 Severability

If any of the provisions of or a portion of any provision of this Agreement is held to be unenforceable or invalid by a court of competent jurisdiction, the validity and enforceability of the enforceable portion of any such provision and/or the remaining provisions shall not be affected thereby.

11.9 Counterparts

The Agreement is executed in four (4) original copies and each Party acknowledges having received an original.

11.10 Prevailing terms

In case of any discrepancy between the terms of this Agreement and the terms of the schedules attached hereto, the terms of this Agreement shall prevail.
11.11 Applicable Law

This Agreement shall be construed and interpreted in accordance with the laws of Belgium.

11.12 Settlement of Disputes

Any disputes arising out of or in connection with this agreement, shall be subject to the exclusive jurisdiction of the judicial district of Antwerpen, division Tongeren. 
IN WITNESS WHEREOF, the undersigned by their duly authorised representatives have executed this Agreement on the date last signature below 
	On behalf of the ZOL
Mr. Tom Arts                 
Chairman

…………………………………………

Mr. Erwin Bormans      Dr. Griet Vander Velpen
Managing Director      Medical director
………………………………………………………………………………..

	On behalf of the Chief Investigator
Name:

Title :




	On behalf of the Participating Site
Name:

Title:


	On behalf of the Principal Investigator
Name:

Title :




	On behalf of Pharmacy ZOL / local laboratory / radiology / other service involved at Participating Site
Name:

Title :


	


SCHEDULE A BUDGET AND PAYMENT SCHEDULE

Subject to the terms and conditions hereof, in consideration of the services to be provided by the Principal Investigator and Participating Site under the terms of this Agreement, the Sponsor shall pay to Participating Site / the Principal Investigator a fee in accordance with this budget and payment schedule (exhibit A).

6.1. Invoices shall be made ……………..Payment of the fees shall be made within forty five (45) days following receipt of the corresponding invoice.

6.2. Payments due hereunder shall be made payable and sent to the following:  

	Payments payable to:
	

	Address
	

	VAT Number:
	

	Bank Account Name:
	

	Bank Account Number:
	

	IBAN:
	

	Bic Code:
	

	Bank Name:
	

	Bank Address:
	

	Payment Reference:
	


SCHEDULE B BUDGET AND PAYMENT SCHEDULE PHARMACY

SCHEDULE C BUDGET AND PAYMENT SCHEDULE LOCAL LABORATORY

SCHEDULE D - HUMAN BODY MATERIAL

SCHEDULE E BUDGET AND PAYMENT SCHEDULE  other involved service 
SCHEDULE F – STUDY Protocol 
SCHEDULE G - CONTRACT MONITORING AGREEMENT
APPENDIX 1

DATA PROTECTION AND SECURITY REQUIREMENTS

The Parties agree that the terms of this Appendix 1 shall apply to the Processing of Personal Data under the Agreement for personal data located in the EU/EEA zone and Switzerland and in due respect of Regulation 2016/679/EU.  In the event that any provisions of this Data Protection and Security Requirements appendix conflict with the terms of the Agreement (including any other exhibits or appendices), the terms of this Data Protection and Security Requirements appendix shall prevail.
Role of Parties
The Parties agree that with respect to Processing of Personal Data for purposes of fulfilling an obligation under the Agreement the following definitions apply:

1.1. Personal Data. “Personal Data” means any information or data (regardless of format) that (i) identifies or can be used to identify, contact or locate an individual, or (ii) relates to an individual, whose identity can be either directly or indirectly inferred, including any information that is linked or linkable to that individual regardless of the citizenship, age, or other status of the individual.

1.2. Processing or Process. “Processing” or “Process” means any operation or set of operations which is performed upon Personal Data, whether or not by automatic means, such as access, collection, compilation, use, disclosure, duplication, organization, storage, alteration, transmission, combination, redaction, erasure, or destruction. 

1.3. Sensitive Personal Data. “Sensitive Personal Data” is a subset of Personal Data, which due to its nature has been classified by Law or by SPONSOR policy as deserving additional privacy and security protections.  Sensitive Personal Data consists of:  (i) all government-issued identification numbers (including social security, passport, national ID and driver’s license numbers); (ii) all financial account numbers (including payment or credit card numbers and bank account numbers); (iii) individually identifiable health information hereafter referred to as “Personal Health Data” (PHD); (iv) biometric information; (v) all data obtained from a consumer reporting agency (such as employee background investigation reports, credit reports, and credit scores); and (vi) data elements revealing race, ethnicity, national origin, religion, trade union membership, sex life or sexual orientation, and criminal records or allegations of crimes

1.4. Processor. “Processor” is a natural or legal person, which processes personal data on behalf of the controller.

1.5. Data Security Breach. “Data Security Breach” means a breach of security leading to the accidental or unlawful destruction, loss, alteration, unauthorised disclosure of, or access to, Personal Data transmitted, stored, or otherwise processed. 

1.6. Encryption. “Encryption” means the transformation of data through the use of an algorithmic process, or an alternative method at least as secure, into a form in which meaning cannot be assigned without the use of a confidential process or key. For the purposes of this agreement, any encryption mechanism used must accord with industry best practices for data encryption. “Unencrypted” means data that is not encrypted or is encrypted using an encryption method of insufficient strength.

1.7. Controller. “Controller” is a natural or legal person, which alone or jointly with others determines the purposes and means of the processing of personal data.

With regard to the EU 2016/679 General Data Protection Regulation, Sponsor is to be considered as data controller for all the data generated in accordance with the Protocol and in the eCRF and Institution and Principal Investigator are to be considered as data processor for such data. Institution and Principal Investigator are to be considered as data controller for all the data relating to the raw medical records of the trial subjects in the electronic health record (EHR – EPD) of Institution. Sponsor is to be considered as data controller for Personal Data of Study Staff.

When Processing Personal Data for purposes of fulfilling an obligation under the Clinical Study Agreement, Sponsor determines the purposes and means for the Processing of Personal Data, and therefore is to be considered “Controller”; whereas the Institution and the Principal Investigator are to be considered a “Processor” of the Personal Data processed in the context of this Study, as it strictly acts upon the instruction of Sponsor that is the Sponsor of the study.

For the data that Institution and Principal Investigator process as Processor of the Personal Data processed in the context of this Study the following agreements are made by parties:

1. Use and Disclosure of Personal Data. 

Institution and Principal Investigator shall Process Personal Data in accordance with the Study Protocol. Institution agrees to obtain from each Subject, prior to that individual’s participation in the Study, a signed informed consent detailing all the purposes listed below, as approved by Sponsor and the applicable Ethics Committee. Such consent shall authorize Institution and Principal Investigator to Process Personal Data for the following purposes on behalf of Sponsor:

i. pseudonymize and anonymize the Personal Data, as applicable;

ii. conduct the research and to confirm research results;

iii. report the research results to Regulatory Authorities;

iv. evaluate and improve the treatment, diagnostic, or preventative therapy being investigated;

v. assure the safety, effectiveness and quality of the research and the treatment, diagnostic, or preventative therapy being investigated; and

vi. comply with Applicable Law; 

Institution and Investigator shall only collect and use PHD necessary for execution of the goals of the Study and only to the extent permitted by the ICF. Institution and Investigator shall take reasonable steps to maintain the accuracy and completeness of Study PHD.  When Study PHD is subject to disposal, it shall be destroyed in accordance with industry best practices and in compliance with Laws. 

SPONSOR and its representatives shall only receive pseudonymized data (i.e., information that no longer allows a direct or indirect re-identification of Study participants without the use of additional information that is kept separately and subject to technical and organizational measures to protect it) from Institution. SPONSOR shall not attempt to re-identify data subjects except as necessary:

i. To comply with Applicable Laws;

ii. For purposes of monitoring, investigating, and responding to adverse events; and

iii. In order to respond to a claim or proceeding brought by a data subject in connection with the Study.

If authorized by the consent form, and allowed by local laws, SPONSOR and its representatives may also anonymize the data for future related research.  Such anonymized data may be reanalyzed after the conclusion of the Study and may be combined with the results of other studies. SPONSOR, its representatives, as well as third parties who request access to the results in accordance with SPONSOR procedures, may use the anonymized results of this Study for other research purposes, in particular: 

i. reviewing the safety or effectiveness of the Device; 
ii. conducting performance reviews of the Device; 
iii. evaluating other products or therapies for patients;  

iv. developing a better understanding of disease;  

v. conducting new research related to the disease or condition being investigated, or related to the treatment, diagnostic, or preventative therapy being investigated;

vi. developing proposals for new research protocols; and

vii. improving the design and efficiency of future research studies.

2.  Compliance with Applicable Laws.  Parties agree to comply with all Applicable Law throughout the term of the Agreement, in particular the General Data Protection Regulation 2016/679/EU and related national laws.

a. Parties understand that they have a duty to stay informed of possible changes to such laws throughout the course of this Agreement. 

b. Parties mutually covenant not to place the other in violation of Applicable Law.

3. Registration of Data Processing. It is the responsibility of the Institution and Principal Investigator to effect and maintain all registrations for the Processing of Personal Data as required under Applicable Law. 
4. Data Protection Assistance.

The Parties shall promptly make available to each other all information necessary to demonstrate compliance with this Appendix 1 and Applicable Law, and shall cooperate with relevant Regulatory Authorities.

5. Privacy and Security Programs. During the term of this Agreement, the Parties will each maintain a comprehensive privacy and security program designed to ensure that Personal Data will only be Processed in accordance with this Appendix 1 (a “Privacy Program”), including the appointment of a data protection officer as required by Applicable Law. 

6. Security Measures. 

a. The Parties will implement all necessary administrative, physical and technical safeguards designed to protect PHD from loss and unauthorized use, access, alteration, destruction or disclosure. This will ensure a level of security appropriate to the risk as required by ICH-GCP and Applicable Law. The Parties agree to regularly test, assess and evaluate the effectiveness of the measures for ensuring the security of Processing. 

b. Encryption. The Parties agree that all Personal Data transferred to or stored on any mobile device, including but not limited to smart phones, laptop computers, compact discs, PDAs, thumb drives, backup tapes, and/or zip drives, shall utilize Encryption. 

7. Institution Responsibilities.
a. Oversight of Personnel. 

i. Confidentiality. The Parties shall ensure that their personnel engaged in the Processing of Personal Data are informed of the confidential nature of the Personal Data, have received appropriate training on their responsibilities, and have executed written confidentiality agreements. Institution shall ensure that such confidentiality obligations survive the termination of the personnel engagement.

ii. Limitation of Access. The Parties shall ensure that access to Personal Data is limited to those personnel performing services in accordance with the Agreement.

iii. Satellite Sites/sub-processors. Institution may involve Satellite Site in the conduct of the Study, which are to be considered sub-processors. Institution shall enter into a clinical study agreement with each Satellite Site that contains terms consistent with the terms of this Agreement., in particular the assurance that any subcontractors or agents to whom either party has provided such PHD, in accordance with the ICF, agree to abide by the restrictions and conditions imposed on the parties hereto under the Laws regarding data protection and privacy in particular the obligation to provide sufficient guarantees to implement appropriate technical and organizational measures in such a manner that the processing will meet the requirements of Regulation 2016/679/EU. Where that other processor fails to fulfil its data protection obligations, the initial processor shall remain fully liable to the controller for the performance of that other processor's obligations.  Institution shall inform Sponsor at least 2 weeks before signing such an agreement with a Satellite Site so that sponsor can use its right to object to the choice of sub-processor.

b. Consent of Institution Personnel.  Institution acknowledges that for the purposes of the Study, SPONSOR must store and process the Personal Data of Institution employees, contractors and agents performing Study-related services under the Agreement (“Institution Personnel”).  Institution is responsible for ensuring the lawful sharing of Personal Data from all Institution Personnel with SPONSOR in compliance with all the appropriate prior information and applicable data protection laws.   

c. Cooperation.  Institution shall cooperate with SPONSOR and with SPONSOR authorized representatives in responding to inquiries, claims and complaints regarding the Processing of the Personal Data.

d. Consent.  Institution and Investigator shall retain PHD collected and used for the Study in accordance with the Laws and as described in the ICF. Such ICF shall include any and all requirements in conformity with Laws regarding data protection and privacy. The ICF shall also include the explicit informed consent of each Subject to the potential transfer of personal health data out of the EU to other countries, such as the U.S, which do not provide the same level of protection of personal data.  

8. Security Incidents.
a. Notification of Security Incidents. The Institution and the Principal Investigator agrees to notify SPONSOR European Data Protection Officer at …… within thirty-six (36) hours of the discovery of a Security Incident. 

b. In the course of notification the Institution and Principal Investigator will provide, as feasible, sufficient information for the Parties to jointly assess the Security Incident and make any required notification to any Regulatory Authority within the timeline required by Applicable Law. Such information may include, but is not necessarily limited to: 

i. The nature of the Security Incident, the categories and approximate number of data subjects and Personal Data records; 

ii. The likely consequences of the Security Incident, in so far as consequences are able to be determined; and

iii. Any measures taken to address or mitigate the incident. 

c. The Sponsor will decide on the basis of all available information and applicable Law if the Security Incident will be considered a Data Security Breach and arrange for notification to data subjects and/or Regulatory Authorities if required by law. Where Sponsor decides that notification is required by law, Sponsor shall be responsible for providing such notification.

d. Assistance in Event of Security Incident. In the event of a Security Incident relating to the Personal Data collected or received by Institution under this Agreement, Institution and Principal Investigator agree to assist and fully cooperate as instructed by SPONSOR with any internal investigation or external investigation by third parties, such as law enforcement, through the provision of information, employees, interviews, materials, databases, or any and all other items required to fully investigate and resolve any such incidents and provide information necessary to provide required notifications. Institution agrees to take such remedial actions as the Parties mutually agree is warranted, such agreement not to be unreasonably withheld by Institution and Principal Investigator.

e. Institution and Investigator shall not disclose, without SPONSOR prior written approval, any information related to the suspected Security Incident to any third party other than a vendor hired to investigate/mitigate such Security Incident and bound by confidentiality obligations, except as required by Applicable Law. 

f. Institution and Investigator agree to indemnify SPONSOR for all losses resulting from any Security Incident due to negligence or willful misconduct by Institution or Investigator, its agents, its affiliates, or any Processor retained by Institution, including but not limited to legal damages, government penalties, and/or mitigation expenses.

9. Rights of Data Subjects. 

a.
The Parties agree that, as between them, Institution and Investigator are best able to manage requests from data subjects for access, amendment, transfer, blocking, or deletion of Personal Data. In the event SPONSOR receives a request from a data subject for such access, amendment, transfer, blocking, or deletion, SPONSOR shall forward the request to Institution and Investigator. 

b. 
Institution and Investigator shall honor a Subject’s request to access his/her available PHD relating to the Study. Institution shall provide the means for Subjects to have their privacy questions and complaints addressed in a timely manner within a month from request, or up to  2 months if additional time is required to address a complicated request) and in line with content of ICF .

c.
Institution shall respond to data subjects’ requests for access, amendment, transfer, blocking, or deletion of Personal Data in accordance with Applicable Law and the Agreement. Institution acknowledges that in order to maintain the integrity of Study results, the ability to amend, block, or delete Personal Data may be limited, in accordance with Applicable Law. 

d.
SPONSOR acknowledges that data subjects may withdraw their informed consent to Study participation and consent to Processing of Personal Data at any time. Institution shall promptly notify SPONSOR of any such withdrawal that may affect the use of the Personal Data under the Agreement.

10. Cross-Border Data Transfers. 

Institution and Investigator shall not transfer any Personal Data outside the European Economic Area or Switzerland without express written approval from SPONSOR.  In the event SPONSOR requests Institution or Investigator to transfer Personal Data across national borders and without prejudice to the data subject’s rights, Institution and Investigator agree to consult with SPONSOR to ensure the lawful export of Personal Data, the terms of which may be outlined in a separate agreement. Where Personal Data located within the European Union will be transferred to or accessed by Institution from a country within the European Union to a country outside the European Union that has a “finding of adequacy” by the European Commission
, the transfer and Processing shall be done in accordance with Article 25(6) of EU Directive 95/46/EC and as of 25th May 2018, in accordance with Article 45(1) of EU Regulation 2016/679.  In order to achieve this, the Parties will rely on the EU-US Privacy Shield Certification for transfers to the United States (“Privacy Shield”), or the Standard Contractual Clauses
, in case such Country does not have an adequacy decision, for the transfer of such Personal Data from Institution (Processor) to SPONSOR (Controller), unless the parties otherwise agree in writing.  

� Pursuant to Article 25(6) of EU Directive 95/46/EC.


� The Standard Contractual Clauses for the Transfer of Personal Data to Processors established in Third Countries, dated 5 February 2010 (2010/87/EU) as amended from time to time.
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