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Material Transfer Agreement (MTA) Template
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	SOP Reference:
	R&D/T31

	Version Number:
	3.0

	Author:
	Richard Furnival

	Implementation date of current version:
	6th March 2023


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D 


	
	Date:
	6th February 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	6th February 2023


	This SOP will normally be reviewed at least every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	28th February 2018
	
	

	2.0
	6th June 2019
	
	Update of Data Protection Legislature in line with UK DPA 2018 and GPDR 2018 implementation. Added Definitions. Change of link to R&D website

	3.0
	6th March 2023
	Richard Furnival
	Three year review, no changes required.
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Material Transfer Agreement (MTA)

This Agreement is dated [Insert Date] between

[Insert details of the organisation and the address] 

(referred to as the “Recipient”)
And
York and Scarborough Teaching Hospitals NHS Foundation Trust, Wigginton Road, York, YO31 8HE

(referred to as the “Provider”)

WHERAS the Provider is recruiting Study Participants to a Study entitled “[Insert Study Title].”  Hereafter referred to as the “Study”.

WHEREAS the Recipient shall be [insert activity the samples will be used for] in accordance with the Study Protocol which is attached at Schedule One.

Material(s) shall mean [Insert Details], in accordance with this Agreement.

1. DEFInitIoNS
1.1 The following words and phrases have the following meanings:  

	AGREEMENT
	This agreement, together with the schedules annexed hereto

	Confidential Information
	All information disclosed, (whether in writing, orally or by another means and whether directly or indirectly) by a Party ("Disclosing Party") to another Party ("Receiving Party") directly relating to the Study including, but not limited to information, the release of which is likely to prejudice the commercial business interests of the Disclosing Party, or which is a trade secret, including Know How and shall also include any data disclosed which is Personal Data and/or special category Personal Data, all as defined in the Data Protection Legislation, and/or information that is otherwise confidential patient information. 

	CONTROLLER
	Determines the purposes and means of processing Personal Data. Shall have the meaning set out in the Data Protection Legislation. 

	CO-SPONSOR
	One of the organisations who divide amongst themselves the responsibilities and the liabilities associated with sponsoring this Study.

	DATA PROTECTION LEGISLATION
	All applicable data protection and privacy legislation, regulations and guidance including but not limited to Regulation (EU) 2016/679 (the "General Data Protection Regulation" or "GDPR"), the Data Protection Act 2018, the Privacy and Electronic Communications (EC Directive) Regulations 2003 and any guidance or codes of practice issued by the European Data Protection Board or Information Commissioner from time to time (all as amended, updated or re-enacted from time to time).

	Data sharing terms
	This Agreements provisions for Personal Data protection in accordance with Data Protection Legislation.

	Data Subject
	The individual who’s Personal Data is recorded. As defined in the Data Protection Legislation.

	MATERIAL
	Any clinical biological sample or portion thereof, derived from Participants, including any information related to such material. 
For the purposes of this Study the specified Materials this Agreement relates to will be named on the Agreement title page.

	PARTICIPATING SITE
	The site which is supporting delivery of the Study

	PERSONAL DATA
	Any and all information, data and material of any nature received or obtained by any Party in connection with this Agreement which is personal data as defined in Data Protection Legislation and which relates to any Participant or his or her treatment or medical history.  

	PROCESSOR
	Responsible for processing personal data on behalf of a Controller. Shall have the meaning as set out in the Data Protection Legislation

	SITE AGREEMENT
	A separate agreement between the Sponsor and Participating Site which outlines the legal provisions and responsibilities for the Participating Sites delivery of the Study

	SPONSOR
	The individual, company, institution or organisation which takes responsibility for the initiation, management and financing (or arranging the financing) of the Study as indicated within the Study Protocol

	STUDY
	The clinical research study that is the subject of this Agreement.

	STUDY PARTICIPANT
	Any person who consents (where consent is necessary) and is enrolled to take part in the Study. All references to Participants in this Agreement refer to those recruited by or through the Participating Site.

	STUDY PROTOCOL
	The full description of the Study as referenced in Schedule 1 of this agreement, together with any amendments thereof, and incorporated into this Agreement by reference.




2. AGREEMENT

2.1 The Provider agrees to transfer Material(s) from the [Insert Hospital details] (the “Provider”) to [Insert Recipients Details including address] (the “Recipient”) by [insert transport details]. The Material(s) shall be transferred for the purposes of the Study as specified within the Protocol attached at Schedule 1.
2.2 The Recipient shall keep the Material(s) secure at the Recipient’s laboratory and ensure that access to the Material(s) is restricted to the Recipient, authorised co-workers and agents who have entered into legally binding obligations with the Recipient on terms equivalent to those set out in this Agreement. 
2.3 The Provider confirms that Material(s) have been collected and handled in accordance with the Human Tissue Act 2004 and any amendments thereto and in accordance with the Study Participants consent;
2.4 The Recipient also agrees that Material(s) will be handled, stored, used and disposed of in accordance with the Human Tissue Act 2004 and any amendments thereto.
2.5 The Recipient agrees that the Material(s) must be used and disposed of in accordance with the Study Participants consent and as set out in the Patient Information Sheet.
2.6 The Recipient agrees that the Material(s) shall only be used for research purposes in relation to this Study as specified in the Protocol, attached at Schedule 1. The Recipient agrees not to transfer or dispose of any part of the Material(s) to any third party without the prior approval in writing of the Provider and the relevant ethics committee.
2.7  All documents and information provided with the Material(s) including patient data shall be considered Confidential Information and must not be disclosed to any other person other than to fulfil the obligations under this Agreement. Such information shall be dealt with in accordance with the UK Data Protection Act 2018 and General Data Protection Regulation 2018 with Data Processing Arrangements and Ownership as detailed in Section 3.
2.8 The Material(s) shall at all times remain the ‘property’ of the Provider and the Recipient shall return the Material(s) on the written request of the Provider. 
2.9 The Recipient or the Recipient’s agents shall use the Material(s) in accordance with good laboratory practice and the highest standards of skill and care. They shall ensure compliance with any applicable laws and regulations governing the transportation, keeping or use of the Material(s).
2.10 The Provider makes no representation and gives no warranty or undertaking, in relation to the samples.  As examples, but without limiting the foregoing, the Provider gives no warranty:
2.10.1 that it owns all necessary property and other rights in the Material(s); or

2.10.2 that the Material(s) are of merchantable or satisfactory quality or fit for any particular purpose.

2.11 In supplying the Material(s) the Provider warrants that the original supply from the donor complied with all legal and ethical requirements and guidelines and that it has obtained the donor’s express informed consent to the use of such Materials for such research and that such express informed consent:

2.11.1 Permits the Recipient to use the Material(s), in accordance with the provisions of this Agreement.

2.12 The Recipient shall ensure it complies with all applicable laws and any relevant guidance issued by the Department of Health, the Human Tissue Authority and all ethical guidelines relating to the use, storage, transportation and disposal of Material(s) for research purposes as laid down by the competent body or authority.
2.13 The Recipient shall hold harmless the Provider from any and all claims, proceedings, losses, damages, demands and liabilities arising from the use by the Recipient of the Material(s).
2.14 It is agreed by the parties that the custodianship of the Material(s) detailed within this Agreement will pass to the Recipient from the point of physical delivery of the Material(s) to the Recipient’s site as referenced in Clause 1.1 of this Agreement. The Recipient will then be responsible for the use, storage, transfer and disposal of the Material(s).   

2.15 The Recipient shall ensure it complies with all applicable laws and any relevant guidance issued by the Provider, Department of Health, the Human Tissue Authority and all ethical guidelines relating to the use, storage, transportation and disposal of Material(s) for research purposes as laid down by the competent body or authority.
2.16 It is agreed by the Parties that the custodianship of the Material(s) detailed within this Agreement will pass to the Recipient from the point of physical delivery of the Material(s) to the Recipient’s premises as referenced in Clause 1.1 of this Agreement. The Recipient will then be responsible for the use, storage, transfer and disposal of the Material(s).  

2.17 The Material(s) are supplied without cost but the Recipient shall reimburse the Provider for any costs that are incurred when preparing and sending the Materials to the Recipient
2.18 The Recipient will neither assign, transfer, mortgage, charge nor part with any of its interests, rights, duties or obligations under this Agreement. 
2.19 This Agreement will be governed by the laws of England and shall be subject to the jurisdiction of the English Courts. This clause shall not prevent a party from seeking interim relief in any court of competent jurisdiction. 
3. DATA SHARING TERMS
3.1 Where the Recipient is also the Study Sponsor, Co-Sponsor or supporting third party organisation as stated within the Site Agreement for the Study or associated Study Protocol, the Data Sharing Terms shall be the same as that which has been documented within such Site Agreement.
3.2 Where the Recipient is not the Study Sponsor, Co-Sponsor or supporting third party organisation as stated within the Site Agreement for the Study or associated Study Protocol, or where the Provider is also the Study Sponsor the following Data Sharing Terms shall be in place;
3.2.1 The Provider is the Controller and the Recipient is the Provider's Processor in relation to all Processing of Personal Data that is Processed for the purpose of processing and storing the Material in accordance with the Study Protocol.
3.2.2 The Recipient agrees only to Process Personal Data for and on behalf of the Provider in accordance with the instructions of the Provider and for the purpose of the Study and to ensure the Provider’s compliance with the Data Protection Legislation;

3.2.3 The Recipient agrees to comply with the obligations applicable to Processors described by Article 28 GDPR including, but not limited to, the following:

3.2.3.1 to implement and maintain appropriate technical and organisational security measures sufficient to comply at least with the obligations imposed on the Controller by Article 28(1);

3.2.3.2 to not engage another Processor without the prior written authorisation of the Provider (Article 28(2));

3.2.3.3 to Process the Personal Data only on documented instructions from the Provider unless required to do otherwise by legislation, in which case the Recipient shall notify the Provider before Processing, or as soon as possible after Processing if legislation requires that the Processing occurs immediately, unless legislation prohibits such notification on important grounds of public interest (Article 28(3a)).;

3.2.3.4 to ensure that personnel authorised to Process Personal Data are under confidentiality obligations (Article 28(3b));

3.2.3.5 to take all measures required by Article 32 GDPR in relation to the security of processing (Article 28(3c));

3.2.3.6 to respect the conditions described in Article 28(2) and (4) for engaging another Processor (Article 28(3d));

3.2.3.7 to, taking into account the nature of the Processing, assist the Provider, by appropriate technical and organisational measures, insofar as this is possible, to respond to requests for exercising Data Subjects’ rights (Article 28(3e));

3.2.3.8 to assist the Controller, to ensure compliance with the obligations pursuant to Articles 32 to 36 GDPR taking into account the nature of the Processing and the information available to the Participating Site (Article 28(3f));

3.2.3.9 to, at the choice of the Sponsor, destroy or return all Personal Data to the Sponsor at the expiry or early termination of the Agreement, unless storage is legally required (Article 28(3g)) or where that Personal Data is held by the Participating Site as Controller for the purpose of clinical care or other legal purposes; and

3.2.3.10 to maintain a record of Processing activities as required by Article 30(2) GDPR.

3.2.4 The Provider shall ensure that:

3.2.4.1 its Agents do not Process Personal Data except in accordance with this Agreement (and in particular the Protocol);

3.2.4.2 it takes all reasonable steps to ensure the reliability and integrity of any of its Agents who have access to the Personal Data and ensure they:

3.2.4.2.1 are aware and comply with the Participating Site's duties under this clause;

3.2.4.2.2 are subject to mandatory training in their information governance responsibilities and have appropriate contracts including sanctions, including for breach of confidence or misuse of data; and

3.2.4.2.3 are informed of the confidential nature of the Personal Data and understand the responsibilities for information governance, including their obligation to Process Personal Data securely and to only disseminate or disclose for lawful and appropriate purposes.
The Authorised Representatives of both the Recipient and the Provider acknowledge that they have read and understood this agreement and agree to be bound by its terms

Signed on behalf of the Recipient
Signature: 





Date: 
Name:






Position: 

Signed on behalf of the Provider

Signature: 





Date: 

Name:






Position: 

Schedule 1

Protocol
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