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WHEN THIS DOCUMENT SHOULD BE USED
This document must be used as the Sub-Contract Agreement/Service Level Agreement to serve three possible functions;

· whereby certain duties are to be delegated by the Trust acting in capacity as Study Sponsor to an external Contractor for delivery of a research study 
· Or, where services are to be provided by the Trust to support a Host Site/Sponsor of a research study.
· Or, whereby the Trust acting in the capacity as a Host Site on behalf of an external sponsor and needs to enlist the services of an external organisation for delivery of a study (generally it will be expected the external Contractor will provide their own local draft but this may be used if none is available)
This document is not for use as the agreement between the Trust acting as Sponsor and a participating organisation who will be delivering the study. Please refer to the HRA Revised Model Agreement for Non-Commercial Research; https://www.myresearchproject.org.uk/help/hlptemplatesfor.aspx#Contracts-Agreements 
For agreements of Co-Sponsorship where Sponsorship is to be shared between organisations please refer to the template R&D/T11
DRAFTING NOTES

· Determine relation of the Trust whether acting Sponsor, Host Site or Contractor, adjust sections related to Host Site/Sponsor appropriately.

· Identify any organisations to be referred to in the alphabetical definitions list;

· Insert in Schedule 1 the party(ies) to be responsible for each element; add delegations to specific departments or members of staff or sub-contractors where relevant;
· Complete addresses for notices;
· Include in Schedule 2 details of payments to be made; also method and timing of payment and invoicing / bank account details.

Make other amendments as required to make this an accurate and clear statement of the nature of the work to be carried out.
This above guidance information is for use by the agreement Author - Please delete this section after drafting this document.
THIS AGREEMENT dated ……………………………………………………..       is made

Between:

(1) [                                  ]  of [                                       ] (the Sponsor/Host Site)
and

(2) [                                ]  of [                                      ] (the Contractor)

Each a “Party” and collectively “the Parties”
WHEREAS the Sponsor/Host Site is required to enlist the services of the Contractor for functions related to the clinical research Study entitled “[Insert Study Title].”  Hereafter referred to as the “Study”.
WHEREAS the Contractor shall provide the services as detailed on Schedule 1 of this agreement. Hereafter referred to as “the Service”
1. DEFINITIONS

1.  In this Agreement the following words and expressions shall have the following meanings unless the context requires otherwise:

	AGREEMENT
	This agreement, together with the schedules annexed hereto

	Background ip
	All and any Intellectual Property Rights created or developed or otherwise in existence prior to the commencement of the Study or created or developed outside of the Study

	Chief INVESTIGATOR/ PRINCIPAL INVESTIGATOR (Delete aS APPRORIATE)
	(enter name and contact details of CI/PI)

	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 UK 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.

	GCP
	Good Clinical Practice standards required by the Regulations (defined below) 

	INTELLECTUAL PROPERTY RIGHTS (IPR)
	Rights in any patent, registered or unregistered trademark, trade and business name, domain name, know-how, together with any registered or unregistered design right, copyright, database rights and any other industrial or commercial monopoly rights which now subsist or may in the future subsist in any part of the world together with rights to apply for the registration of such rights

	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.

	PARTICIPANT  
	Patient, service user, carer, relative of the deceased, professional carer, other employee or member of the public, who consents to take part in the Study.

	PARTICIPATING SITE
	A site which is supporting delivery of the Study on behalf of the Study Sponsor

	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

	THE REGULATIONS
	UK Policy Framework for Health and Social Care Research 2017 and any subsequent amendments thereto as may be made during the term of this Agreement

	THE RESULTS
	All discoveries, data, information, theories, methods, computer programs, format of presentations and applications of the same and all manifestations or expressions of the same in physical, chemical, biological, molecular, electronic or written form, arising directly from the Study.

	r&d dEPARTMENT
	The R&D Department of York & Scarborough Teaching Hospitals NHS Foundation Trust, Wigginton Road, York YO31 8HE

	The Service
	The activity provided by the Contractor to the Sponsor/Host Site as detailed in Schedule 1.

	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

	STUDY SPONSOR  [remove if party not host site]
	The individual, company, institution or organization 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 Protocol for the Study registered with IRAS Number [                ] and all amendments thereto as may be made during the term of this Agreement



1. Words denoting the singular shall include the plural and vice versa, words denoting a gender shall include all genders and words denoting persons shall include corporations and all other legal entities.

1. Unless the context requires otherwise, references in this Agreement to any Clause shall be deemed to be a reference to a Clause of this Agreement.

1. The headings are inserted for ease of reference and shall not affect the interpretation or construction of this Agreement.

THE PARTIES HEREBY AGREE AS FOLLOWS:

COMMENCEMENT

2. This Agreement shall come into force on the date first above written and shall continue in force until completion of the Study in accordance with the Protocol or unless terminated in accordance with the terms of this Agreement.

SPONSOR/HOST SITE OBLIGATIONS

3. Sponsor/Host Site will fulfil the legal obligations imposed on Sponsors/Host Sites of clinical trials by the Regulations.

SERVICES TO BE PROVIDED BY THE CONTRACTOR
4. Contractor will provide the services required for the Study as detailed in Schedule 1.

CONTRACTOR WARRANTY AND INDEMNITY
5. Contractor warrants that the Services will be carried out in accordance with GCP insofar as these relate to each activity and will indemnify Sponsor and its employees, students and agents for any damages, losses or claims arising from failure to meet this warranty.  Contractor will take out appropriate insurance cover for this liability.

FINANCIAL

6. Sponsor will pay Contractor for the Services as specified in Schedule 2 to this Agreement. 

 INTELLECTUAL PROPERTY RIGHTS

7.  All Background Intellectual Property used in connection with the Study shall remain the property of the Party introducing the same.  Each Party grants the other Party(ies) a royalty-free, non-exclusive licence, subject to any existing third party obligations, for the duration of the Study, to use its Background Intellectual Property for the sole purpose of carrying out the Study.  No Party may grant any sub-licence over or in respect of the other Party(ies) Background Intellectual Property.
8.  All Foreground Intellectual Property arising directly from the Study, including the Results shall belong to the Sponsor.  Contractor hereby assigns all such rights to Sponsor and shall at the request and expense of Sponsor execute all documents and do all acts necessary to fully vest such IPR in Sponsor.  Subject to the terms of the contract the Sponsor may grant the Party(ies) a licence to use the Foreground Intellectual Property for academic and non-commercial research purposes and for evaluation, teaching and training purposes relating to the provision of care and treatment of NHS funded patients. 
9.  To give effect to clause 12 Contractor shall ensure that persons involved in the Study over whom it has control shall assign any IPR they may own to the Contractor. 
MONITORING and INSPECTION

10. 
Contractor agrees to give access to its premises, staff, records and data at all reasonable times and on reasonable notice to Sponsor/Host Site, the R&D Department or other agent appointed by Sponsor to undertake Study Monitoring or for inspection or audit of the Study by any relevant regulatory organisation.

PUBLICITY 

11.  The Parties will not use the name, logo or registered image of another Party, or their employees in any publicity, advertising or press release without the prior written approval of an authorised representative of the relevant Party.

SUSPENSION OR EARLY TERMINATION

12. Sponsor/Host Site may require work on the Study to be suspended pending the outcome of investigation of a serious adverse event or otherwise on grounds of Participant safety. 

13.  The Parties may terminate this Agreement immediately by notice in writing:

13. if another Party is in material or continuing breach of any of its obligations under this Agreement and fails to remedy the breach (if capable of remedy) for a period of 30 days after written notice; 

13.  if another Party is declared insolvent or has an administrator or receiver appointed over all or any part of its assets or ceases or threatens to cease to carry on its business;

13.  if the regulatory permissions and approvals previously granted to perform the Study are withdrawn;

13.  if funding is withdrawn or terminated for any reason or if the Parties agree that there are insufficient funds available to continue the Study;

13. if interim analysis of the data from this Study or the results of another study supersede the necessity for completion of this Study.
13. In the event of cessation of supply of medicinal product, medical device or  information or materials critical to the Study

14.  In the event of termination of this Agreement under the preceding Clause:

14. Contractor shall ensure that all investigational materials are accounted for and appropriately disposed of as Sponsor shall direct, whether by return to the manufacturer or otherwise and that all data collected in the course of carrying out the Study are returned to Sponsor for archiving or appropriately archived by Contractor for a period of 15 years;

14. The Sponsor shall, upon receipt of a valid invoice, pay the Contractor any outstanding monies due to the Contractor as at the date of termination and in addition the costs or returning, dispatching or storing items as described in clause 18.1

14. The Contractor shall ensure that there is prompt refund to the Sponsor of the amount, if any, by which the cumulative cost paid by the Sponsor to the Contractor under this Agreement exceeds the actual commitments incurred by the Contractor up to the date of termination and any other costs incurred in disposal or storage of Study materials and data.
15. Any early termination of this Agreement will be without prejudice to any other rights or remedies of the Parties under this Agreement or at law, and will not affect any accrued rights or liabilities of the Parties at the date of termination that shall survive the expiry or termination of this Agreement.

 AGREEMENT, MODIFICATION, ASSIGNMENT etc. 

16.  Any amendments to this Agreement shall be valid only if made in writing, agreed and signed by the Parties.

17.  This Agreement contains the entire understanding between the Parties and supersedes all other agreements, negotiations, representations and undertakings, whether written or oral of prior date between the parties relating to the Study which is the subject of this agreement.  Nothing in this Agreement will, however, operate to limit or exclude any liability for fraud. 

18. Contractor will not subcontract any of its activities under this agreement without the prior consent of Sponsor/Host Site, such consent not to be unreasonably withheld.  In the event that such subcontracting takes place Contractor will remain liable for the actions and/or defaults of its subcontractors as if they were the actions and/or defaults of Contractor itself under this Agreement.

FORCE MAJEURE

19. No Party shall be liable for any delay in performance or failure to perform its obligations under this Agreement if such delay or failure is due to an occurrence beyond its reasonable control.  The Party affected by such occurrence shall promptly notify the other Parties.  If the circumstances causing the delay or failure to perform continue for longer than 30 working days the other Parties shall be entitled to terminate this Agreement by notice in writing with immediate effect.

CONFIDENTIALITY and DATA PROTECTION
20.  The Parties agree to adhere to the principles of medical confidentiality in relation to Participants and shall comply with the requirements of the common law of confidentiality, the UK Data Protection Act 2018 and the NHS Confidentiality Code of Practice and as per the provisions of Clause 24. 

21. No identifying information relating to any Participant will be transmitted between Sponsor and Contractor; all data and samples will be fully anonymised and identified by Study ID numbers only.

22. Contractor agrees not to disclose the Confidential Information nor permit it to be disclosed to any third party and further undertakes not to use the Confidential Information for any other purpose than the purposes of this Agreement. 

DATA SHARING TERMS

24. Where Personal Data is provided for delivery of the Study Protocol both Parties shall adhere to [delete as appropriate] [either, where site is Hosting for spereate Study Sponsor] the Data Provisions as set out in the Site Agreement between the Host Site and the Study Sponsor; in such cases the Contractor would be acting as a joint Agent of the Host Site. [or, where the site is also the Study Sponsor] the Data Provisions as set out in the Site Agreements signed between the Sponsor and their Participating Sites; in such cases the Contractor would be acting as a joint Agent of the Sponsor.  
25. Where Personal Data is provided by either Party for delivery of the Service as set out in Schedule 1 the following Data Sharing terms shall apply;
25.1 The Party releasing the Personal Data shall be the ‘Controller’ and the Party received said Personal Data shall be the ‘Processor’; in relation to all Processing of Personal Data that is Processed for the purpose of the Service.
25.2 The Processor agrees only to Process Personal Data for and on behalf of the Controller in accordance with the instructions of the Controller and for the purpose of the Service and to ensure the Processor’s compliance with the Data Protection Legislation;

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

25.3.1 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);

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

25.3.3 to Process the Personal Data only on documented instructions from the Controller unless required to do otherwise by legislation, in which case the Processor shall notify the Controller 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)).;

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

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

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

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

25.3.8 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));

25.3.9 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

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

25.4 The Controller shall ensure that:

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

25.4.2 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:

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

25.2.4.2.2 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

25.5 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
NOTICES 
25.  Any notice under this Agreement shall be in writing, signed on behalf of the relevant Party to the agreement and delivered via email or alternatively by courier, or by recorded delivery post.
25.1.  Notices to Sponsor/Host Site shall be addressed to; 

Head of Research & Development
Research and Development, LARC 
York Hospital
Wigginton Road 
York YO31 8HE 
research.governance@york.nhs.uk 

26. Notices to Contractor shall be addressed to; 
[                                     ]
GENERAL

27. No failure or delay by a Party to exercise any right under this Agreement will operate as a waiver of it, nor will any partial exercise preclude any future exercise of the same.

28. If any Clause or part of this Agreement is found by any court, tribunal, administrative body or authority of competent jurisdiction to be illegal, invalid or unenforceable then that provision shall, to the extent required, be severed from this Agreement and shall be effective without, as far as possible, modifying any other clause or part of this Agreement and shall not affect any other provisions of this Agreement which shall remain in full force and effect.

29.  Nothing in this Agreement shall confer or purport to confer on any third party any benefit or any right to enforce any term of this Agreement.

SURVIVAL OF CLAUSES

30.  The following Clauses shall survive the termination or expiry of this Agreement: Clauses 1, 6, 7, 8, 9, 10, 11, 12, 13, 15, 18, 19, 30, 31 .

GOVERNING LAW

31.  This Agreement is made and shall be interpreted in accordance with the Laws of England.

32.  The Parties hereby submit to the exclusive jurisdiction of the English Courts.
SIGNATURE

Signed on behalf of the Sponsor/ Host Site
Signature: ......................................................   Date: ………………………..
Name: ………………………………….. Title: …………………………………..
Signed on behalf of the Contractor 
Signature: ......................................................   Date: ………………………..
Name: ………………………………….. Title: …………………………………..
SCHEDULE 1: SERVICES TO BE PROVIDED BY THE CONTRACTOR

SCHEDULE 2: FINANCIAL ARRANGEMENTS
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