	
	
	



Material and Data Transfer Agreement
The undersigned:
1. (XXX), with registered address at (XXX), the Netherlands, legally represented by (XXX), ("Provider").

2. (XXX), with registered address at (XXX), the Netherlands, legally represented by (XXX), ("Biobank"); and

The undersigned collectively referred to as: Parties, and individually as: Party.

Whereas:
1. Provider is in the possession of Original Material;
2. Biobank collects and manages pieces of body material in the field of (XXX);
3. Biobank wishes to receive Original Material for storage in the biobank for further medical research, and
4. Provider is willing to supply, and Biobank is willing to receive the Original Material and Material Personal Data subject to the terms below.

Hereby agree:
1. Definitions
Terms beginning with a capital letter that are defined in the General Data Protection Regulation EU/2016/679 (hereinafter: "GDPR") shall have the meaning outlined therein. Other terms used in this Agreement shall have the meaning outlined in this Agreement
1. Subject means the natural person whose body created Original Material.
2. Receiver means a recipient of Original Material provided by Biobank.
3. Original Material means the human material, as provided to Biobank by Provider under this Agreement and as further described in Annex I.
4. Material Personal Data means personal data of Subject associated with the Original Material and as further described in Annex I.
5. Material Additional Information means the additional information required to resolve the pseudonimization of the Material Personal Data.
6. Agreement means this Material and Data Sharing Agreement. All Appendices of this Agreement attached hereto form an integral part of this Agreement.
7. Applicable Law means any applicable international, European Union and Dutch law and regulations, as well as generally accepted international conventions. Such Applicable Law including, but not limited to: Applicable Data Protection Law, ICH Harmonised Tripartite Guideline for Good Clinical Practice (CPMP/ICH/135/95); the Dutch Medical Research Involving Human Subjects Act (Wet Medisch-wetenschappelijk Onderzoek met Mensen or WMO), the Dutch Medical Treatment Agreements Act (Wet op de geneeskundige behandelingsovereenkomst or Wgbo); the principles of the Dutch Code of Conduct for Health Research (COREON, 2022); the Declaration of Helsinki, the most recent version.
8. Applicable Data Protection Law means the General Data Protection Regulation EU/2016/679 and any additional locally applicable data protection legislation.
9. Unsolicited Findings means the new finding that particular Original Material carries in it information that is considered of immediate importance for the future health of the Subject or its family members.
10. Effective Date means the date of last signature of this Agreement.

2. Compliance
Each parties certifies that it complies with the Applicable Law.


3. Ownership, delivery
1. Provider transfers all its rights to the Original Material and Material Personal Data to Biobank. For the avoidance of any doubt, the control (in Dutch: zeggenschap) of the Original Material and Material Personal Data remains at all times with the Subject, with the Parties solely acting as a custodian of the Original Material;
2. Provider will deliver the Original Material to Biobank.
3. Prior to delivery, Provider will take the necessary and appropriate actions with respect to the Original Material, as further described in Annex I.
4. Provider transfers the Material Personal Data to Biobank only after pseudonimization of the Material Personal Data;
5. Biobank may deliver possession or otherwise make the Original Material available or accessible to any Receiver, or any third party where such is in line with the purposes of the Biobank, and following patient's informed consent; and
6. Provider will provide Biobank with the Original Material and Material Personal Data for the consideration as described in Annex I (Financial Arrangements).
4. Source of the Original Material
General
The Provider certifies that Subject provided informed consent for the collection of Original Material and/or Material Personal Data and Provider will provide Biobank with evidence of Subject's explicit consent.
Original Material specifically taken or collected for the purpose of medical research (de novo)
If the Original Material is specifically taken or collected for the purpose of medical research. The Provider will provide Biobank with evidence of the written consent of Subject.
The Provider certifies:
1. that prior to requesting Subject consent, Subject was informed about the most important aspects of the biobank by means of the information letter as provided by Biobank and orally;
2. that Subject had such a period of reflection that he could make a carefully considered decision on the basis of the information provided;
3. that Subject must have given written consent prior to the collection of the Original Material, which consent was archived by Provider;
4. that the pseudonymization procedures were explained to Subject. If it is foreseeable that additional information will be requested from other sources, this was also be explained; and
5. that it is clear to Subject how he or she can revert to consent once given and what the consequences are.
5. Withdrawal of consent
In case any Subject makes it known to withdraw consent or object to (store the Original Material for) the performance of scientific research with the Original Material or Material Personal Data:
1. Each Party will inform the other of that fact without delay;
2. Provider shall inform Biobank by means of the pseudonymization code which subject withdraws its consent, so that Biobank may identify the relevant Original Material or Material Personal Data;
3. The Original Material and any Material Personal Data shall be destroyed by Biobank without delay with written confirmation of such destruction to be sent to Provider. Withdrawal of consent will not lead to destruction of results of studies already carried out;
4. If destruction of the Original Material would corrupt the reproducibility of research data, the Original Material may be retained by Biobank or a Recipient, in which case Biobank will indicate when the Original Material will subsequently be destroyed;
5. Biobank shall not retain any copy of the Material Personal Data after destroying the Original Material;
6. Biobank shall not provide any Receiver with Original Material and/or Material Personal Data;
7. Biobank will instruct any Receiver to destroy the Original Material; and
8. Original Material at the time that Subject's consent is withdrawn, which is in the possession of a Receiver, will be destroyed when the Receiver returns the Original Material to Biobank.

6. Original Material made available for medical treatment of the Subject
In the event that Original Material of a Subject is required for its medical treatment and additional Original Material cannot be obtained from such Subject or obtaining such additional Original Material would cause disproportional physical or psychological burden to the Subject, such Original Material shall be made available to the Provider for the Subject’s medical treatment. Making available such Original Material shall be without costs for Biobank and, to the extent available to Biobank, in sufficient quantity to support the respective treatment.
7. Unsolicited Findings
Biobank will report Unsolicited Findings to Provider, who shall be responsible for follow up and if applicable, inform the Subject involved, if so prescribed under the Applicable Law.
Biobank will report Unsolicited Findings to Provider where:
1. The finding has been clinically validated;
2. There is a real risk of a serious condition;
3. A realistic course of action recognized according to professional standards can be offered to Subject;
4. It is not certain whether the finding will not be automatically incorporated into Subject's current treatment; and
5. The attending physician or general practitioner also comes to the conclusion that feedback to Subject is desirable.
8. GDPR
1. Roles
1. Biobank determines the purposes and means of processing of the Material Personal Data, that have undergone pseudonimization by Provider, after they are provided by Provider to Biobank.
2. Biobank and the Provider are deemed separate controllers by the Parties with regard to the Material Personal Data to the extent such Original Material is under the control of a Party.
3. Provider determines the purposes and means of the processing of the Material Additional Information.

2. Mutual obligations
1. If either Party becomes aware of a personal data breach, that Party shall promptly notify the other Party. In such a case Parties will fully cooperate with each other to remedy the personal data breach, fulfill the statutory notification obligations timely and cure any damages.
2. Parties shall implement appropriate technical and organizational measures to meet the requirements for data controllers of the Applicable Data Protection Law.
3. Contractual obligations of Biobank
1. Biobank will safeguard that any processor with access to the Material Personal Data is instructed by a binding agreement to process the personal data in accordance with the requirements stated in the GDPR.
2. Biobank will enter into an such processor agreement with every Receiver.
3. Biobank shall not carry out any procedures with the Material Personal Data, such as linking, comparison, processing, with which the identity of any Subject could be derived.
4. Statutory obligations of Biobank
1. As provided in article 5 GDPR, Biobank is responsible for and has to be able to show compliance with the Principles relating to processing of personal data.
5. Contractual obligations of Provider
1. Provider will process each Material Personal Data in such a manner that it can no longer be attributed to a Subject without the use of Material Additional Information. This pseudonimization will be done prior to making the Original Material available to Biobank;
2. Provider will keep Material Additional Information separate from Biobank and will subject the Material Additional Information to technical and organizational measures to ensure that the Original Material cannot be attributed to a data subject. Biobank will not have access to Material Additional Information;
3. Provider certifies that the Material Personal Data can be legitimately disclosed to Biobank;
4. Provider warrants and certifies:
1. the Original Material have been collected, processed and transferred in accordance with the Applicable Data Protection Law;
2. it has obtained any regulatory or ethics approvals necessary to collect the Original Material and to process them for the purpose of further research;
3. it has full authority to disclose and transfer the Original Material and the pseudonymized Material Personal Data to the Biobank;
4. informed consent of the Subject has been obtained in accordance with applicable law;
5. Regarding the Material Personal Data, Provider warrants a) that it has verified that there is an appropriate legal ground for the provision of the Material Personal Data to Biobank in accordance with the Applicable Data Protection Law, such as Article 6 and/or 5.1 sub b GDPR b) that there is a valid exception to the prohibition for processing personal health data (Article 9 GDPR) and c) that it shall be provided under approval from the relevant ethics committee –to the extent required; and
6. In case of a request of a Subject to exercise its rights under the GDPR, the Parties agree that Provider is most suited to handle such requests. However, Biobank shall fully cooperate with Provider in handling such requests;
6. Statutory obligations of Provider
1.  As provided in article 13 GDPR, Provider shall provide the information referred to in paragraphs 1 and 2 of article 13 GDPR to the Subject at the latest when the Material Personal Data are first disclosed to Biobank;
2.  As provided in article 19 GDPR, Provider shall communicate any rectification or erasure of Material Personal Data or restriction of processing carried out in accordance with Article 16, Article 17(1) and Article 18 GDPR to Biobank, unless this proves impossible or involves disproportionate effort;
3.  As provided in article 19 GDPR, Provider shall inform the Subject that Biobank is a recipient if the Subject requests it; and
4.  As provided in article 5 GPPR, Provider shall demonstrate to Biobank that the Original Material and Material Personal Data are collected for, inter alia, the specified and explicit purpose of transferring the Original Material to Biobank for collection and storage, and possibly further transfer to any Receiver for conducting research.
9. Grounds for the transfer of patient data by Provider
1. Where the Material Personal Data contains patient data, and its transfer to Biobank is based on article 7:457 Dutch Civil Code (patient consent), Provider will provide Biobank with evidence of consent of the Subject and will certify that the privacy of another person is not harmed by the transfer;
2. Where the Material Personal Data contains patient data, its transfer to Biobank cannot be based on article 7:458(a) Dutch Civil Code (not reasonably possible to request consent);
3. Where the Material Personal Data contains patient data, its transfer to Biobank cannot be based on article 7:458(b) Dutch Civil Code (consent cannot reasonably be required); and
4. No anonymous substance and/or parts separated will be considered for entry into the Biobank.
10. Representations and Liability 
Provider accepts no liability in connection with Biobank’s use of the Original Material. Provider does not represent that (i) the Original Material is of satisfactory quality or fit for any particular purpose; or (ii) use of the Original Material is free from infringement of third-party rights, including intellectual property rights. To the extent permissible by law, Biobank will indemnify and hold Provider harmless for any damages howsoever arising from or relating to Biobank’s use of the Original Material. Biobank assumes all liability for damages which may arise from use, storage, transport or disposal of the Material, except for damages that are caused by gross negligence or willful misconduct of Provider. Other than those contained in this Agreement, Provider makes no representations nor extends any warranties of any kind, with respect to the Original Material and Material Personal Data. There are no express or implied warranties of merchantability or fitness for a particular purpose.
11. Term and termination
1. This Agreement shall become effective on the Effective Date and will terminate upon termination by either Party.
2. Either Party may terminate this Agreement after giving thirty day notice. It is understood that this Agreement shall not be unreasonably terminated by one of the Parties, other than:
1. for reasons of non-performance of any part of this Agreement by the other Party;
2. for reasons of non-use of the Original Material by the other Party; and/or
3. for reasons involving commercial considerations, including but not limited to the granting by one of the Parties to any third party of any royalty-bearing exclusive license relating to the Original Material and/or being under any patents, patent applications and/or other property rights covering the Original Material
3. This Agreement may be terminated by Biobank at any time in the exercise of its sole discretion upon written notice to Provider in the following circumstances:
1. If authorizations necessary to maintain the biobank, including but not limited to research ethics committee approvals, cannot be obtained or any of them is withdrawn;
2. If Biobank becomes or is declared insolvent or a petition in bankruptcy has been filed against it; or
3. if Provider fails to comply with its material obligations arising from the Agreement and applicable privacy law (including maintaining technical and organizational data protection measures) and, if capable of remedy, such failure is not remedied within the deadline contained in the written notice from Biobank.
12. Miscellaneous
1. This Agreement will be construed, governed, interpreted and enforced according to the laws of the Netherlands. Parties will first strive to settle any disputes amicably before taking legal action. All disputes arising out of or in relation to this Agreement that cannot be settled amicably will be brought before the competent court in the Netherlands, in the district in which the Biobank resides;
2. Parties may not assign this Agreement in whole or in part without the prior written consent of the other Party. However, Biobank shall have the right to assign this Agreement to an affiliate upon prior written notification to Provider. Any approval by a Party of an assignment, transfer or encumbrance by the other Party shall not release the assigning Party of any of its obligations under this Agreement due up until such assignment. Subject to the foregoing, this Agreement shall bind and inure to the benefit of the respective Parties and their successors and assignees;
3. Provider may not sub-contract the performance of all or any of their obligations under this Agreement without the prior written consent of Biobank, such consent not to be unreasonably withheld or delayed. Any Party who so sub-contracts shall be responsible for the acts and omissions of its sub-contractors as though they were its own;
4. Nothing shall be construed as creating a joint venture, partnership or contract of employment between the Parties
5. Any agreement to amend, vary or modify the terms of the Agreement in any manner shall be valid only if effected in writing and signed by duly authorized representatives of each of the Parties hereto;
6. If any portion of this Agreement is in violation of any applicable law, or is unenforceable or void for any reason whatsoever, such portion will be inoperative and the remainder of this Agreement will be binding upon the Parties;
7. If the lawful performance of any part of this Agreement by a Party is rendered impossible by or as a result of any cause beyond such Party's reasonable control, such Party will not be considered in breach hereof as a result of failing so to perform;
8. Each person signing this Agreement represents and warrants that he or she is duly authorized and has legal capacity to execute and deliver this Agreement. Each party represents and warrants to the other that the execution and delivery of the Agreement and the performance of such party's obligations hereunder have been duly authorized and that the Agreement is a valid and legal agreement binding on such party and enforceable in accordance with its terms;
9. This clause and following clauses shall survive termination or expiry of this Agreement:
1. article 1 Definitions;
2. article 5 Withdrawal of consent;
3. article 8 GDPR;
4. article 10 Representation and liability;
5. article 11 Term and termination; and
6. article 12 Miscellaneous;
10. Any notice or communication required or permitted to be given by any Party hereunder will be deemed sufficiently given if mailed by certified mail, return receipt requested, and addressed to the party to whom notice is given as follows:
1. If to Biobank, to: 
1. Name: XXX
2. Address: XXX
3. Tel: XXX
4. e-mail: XXX
2. If to Provider, to: 
1. Name: XXX
2. Address: XXX
3. Tel: XXX
4. e-mail: XXX
11. The Parties’ contact details for inquiries regarding handling and protection of Material Personal Data are as follows:
1. If to Biobank, to: 
1. Name: XXX
2. Address: XXX
3. Tel: XXX
4. e-mail: XXX
2. If to Provider, to: 
1. Name: XXX
2. Address: XXX
3. Tel: XXX
4. e-mail: XXX




Signatures
	
	
	

	 On behalf of the Biobank





	
	On behalf of the Provider

	Name: 

Title;
	
	Name: 

Title:

	
Date:
	
	
Date:








Attachment: 
· ANNEX I


Annex I –
Description of the Original Data, Material Personal Data, 
Delivery and Financial Arrangements


Original  Material (type/amount): <describe original material, which type, amount>

<e.g. Fresh peripheral blood and bone marrow aspirations samples>



Material Personal Data: describe personal data material
<e.g. patient demographics (year of birth, sex)
Disease characteristics and comorbidities
Treatments, including history
Standard laboratory test values
Bone marrow reports including genetic testing for somatic mutations>



Method of Delivery / Actions to be taken: (describe the actions to be taken before sending the Original Material)




Financial Arrangements
Describe the financial arrangement
For example: 
<insert lab quote>
<lab processing costs will be at expense of........>
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