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WHEN THIS DOCUMENT SHOULD BE USED
This document must be used as the Co-Sponsorship Agreement wherein the duties of Sponsorship are to be delegated between York and Scarborough Teaching Hospitals NHSFT and the named Organisation.

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; http://www.ukcrc.org/regulation-governance/model-agreements/mnca/ 
For agreements with Sub Contractors please refer to the template R&D/T12
DRAFTING NOTES

Apply header:  R&D Reference Number / Study Short Title / EUDRACT Number

                                                           Draft dated:  [                        ]

Apply footer: Page x of y
If the Co-Sponsor is not a University, redefine and change abbreviation throughout text; Identify any organisations to be sub-contracted in the alphabetical definitions list;

Check employment status of Chief Investigator and amend text if required.

Check insurance requirements in relation to the nature of the study and the risk assessment; amend text and Schedule 1 accordingly if insurance for non-negligent harm is not required;

Check intellectual property and financial arrangements required by Trust and Co-Sponsor and amend draft accordingly;

Clause 12 – amend / delete in relation to sub-contracts planned;

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

[                                      ] of [                                  ] (The Trust) and
[                                      ] of [                                  ] (The University)
WHEREAS:

A.  the Trust and the University (together referred to as the ‘Co-Sponsors’) wish to co-sponsor the clinical research study defined below;
B.  the Trust [or] University is the substantive employer of the Chief Investigator defined below and holds the grant funding for the said study;
C.  the Chief Investigator holds an honorary contract with the Trust enabling him to carry out clinical work and research within the organisation
D.  the Co-Sponsors wish to detail the roles and responsibilities they will have in the conduct of the said study and to specify those that will be delegated to the Chief Investigator or sub-contracted to other organisations.
THE CO-SPONSORS AGREE to the following obligations, terms and conditions when carrying out the said study. 
1. DEFINITIONS

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

	Background IP
	
	All and any Intellectual Property (IP) created or developed or otherwise in existence prior to the commencement of the Study or created or developed outside of the Study.

	Chief Investigator
	
	(enter name and contact details of CI)

	Confidential Information 
“Foreground Intellectual Property”
	
	All data, Protocol, documentation and materials disclosed or supplied to the Co-Sponsors by the Chief Investigator including but not limited to samples and specimens of products, and Results as defined below

means Intellectual Property that is, or has been created, exemplified or developed (whether in whole or in part) during the course and for the purpose of the Project including for the avoidance of doubt Foreground Intellectual Property generated by a Party other than the Lead Organisation.



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

	GCLP
	
	Current European Union guidelines and directives on Good Clinical Laboratory Practice

	GDP
	
	Current European Union guidelines and directives on Good Distribution Practice for medicinal products

	GLP
	
	Current European Union guidelines and directives on Good Laboratory Practice

	GMP
	
	Current European Union guidelines and directives on Good Manufacturing Practice for medicinal products

	
	
	

	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

	Investigational Medicinal Product (IMP)
	
	All necessary quantities of the test product(s) procured for purposes of the Study

	Investigator
	
	Member of the research team working under the supervision of the Chief Investigator

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

	Party(ies)
	
	One or both of the parties to this Agreement

	Protocol
	
	The Protocol for the Study registered with EUDRACT Registration Number [                  ] and all amendments thereto that receive all necessary regulatory approvals. 

	The R&D Unit
	
	York and Scarborough Teaching Hospitals NHS Foundation Trust R&D Unit, Learning and Research Centre, York Hospital, Wigginton Road, York, YO31 8HE.

	the Regulations
	
	The Medicines for Human Use (Clinical Trials) Regulations 2004, The Medicines for Human Use (Clinical Trials) Amendment Regulations 2006, The Medicines for Human Use (Clinical Trials) Amendment (No. 2) Regulations 2006, The Medicines for Human Use (Clinical Trials) and Blood Safety and Quality (Amendment) Regulations 2008 and any subsequent amendments thereto as may be made during the term of this Agreement

	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.

	Study
	
	(enter full study title here)


	
	
	


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.

2. 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.

3. THE CO-SPONSORS

3. The Trust and the University as Co-Sponsors shall each act as Sponsor for the Study under the Research Governance Framework for Health and Social Care and the Regulations.  The term “Sponsor” has the meaning ascribed to it in the Regulations.

3.  The Co-Sponsors shall each take on specific responsibility for different activities in the Study, arrange for the Study to be carried out [in, York Hospital], delegate responsibilities to the Chief Investigator as appropriate and contract with [  insert names of sub-contractors ] to take responsibility for certain activities, as set out in Clause 12 and the table in Schedule 1.  

3. The Co-Sponsors will share all relevant information with each other and provide each other with copies of any documents required to enable them to fulfil their responsibilities under this Agreement and meet external inspection requirements.

4. STUDY GOVERNANCE
4.  The Parties agree to comply with all relevant laws, regulations and codes of practice applicable to this Agreement including the performance of the Study.  The Parties agree to comply with the following relevant guidance:
4. The World Medical Association Declaration of Helsinki, 1996 titled “Ethical Principles for Medical Research Involving Human Subjects”.
4. The Research Governance Framework for Health and Social Care, Second Edition, April 2005 or the latest version should it be revised and reissued.
4.  Should there be any inconsistency between the Protocol and the other terms of this Agreement, or any document incorporated therein, the terms of the Protocol shall prevail to the extent of such inconsistency except insofar as the inconsistency relates to Clauses 6,7,9 and 10 of this Agreement where these terms of the Agreement shall prevail. 
5. OBLIGATIONS OF THE PARTIES
5.  The Parties shall conduct the Study in accordance with:
5. The Protocol.  
5. The Regulations.

5. York and Scarborough Teaching Hospitals NHS Foundation Trust R&D Unit Standard Operating Procedures except for sub-contracted activities where the sub-contractor’s relevant SOPs will apply.

5. The terms of all relevant regulatory permissions and approvals.  These may include, but are not limited to:
5. The Clinical Trials Authorisation (CTA) granted by the Medicines and Healthcare products Regulatory Agency (MHRA).   
5. The terms and conditions of the favourable opinion given by the NHS Research Ethics Committee. 
5. The letter of no objection from the MHRA for the clinical investigation of a non-CE marked medical device or a CE marked medical device being used for a new purpose.
5.  The permission given by or on behalf of any NHS Site (NHS permission).
5.  The Parties shall carry out their respective responsibilities in accordance with this Agreement including those set out in the Schedules.
6. LIABILITY AND INDEMNITY
6.  Nothing in this Clause 6 shall operate so as to restrict or exclude the liability of either Party in relation to death or personal injury caused by the negligence of that Party or its agents or employees or to restrict or exclude any other liability of either Party which cannot be so restricted in law.
6.  The University shall put and keep in place clinical trial insurance suitable for the Study to compensate Participants for all harms caused to them by participation in the Study, the amount of cover to be [        ] for any one event.  In relation to this insurance policy the University shall:

6. be responsible for ensuring that it meets the requirements of the Ethics Committee and arrange any additions or modifications to the cover that the Ethics Committee may require;

6. provide the Trust with copies of all policy documentation and copies of correspondence with the insurer, the Ethics Committee or any other party relating to the policy arrangements.

6. Subject to Clause 6.4 below the University shall indemnify and hold harmless the Trust and its employees and agents against all claims and proceedings (to include any settlements or ex gratia payments made with the consent of the Parties and reasonable legal and expert costs and expenses) made or brought (whether successfully or otherwise):
6. by or on behalf of Participants (or their dependents) against the Trust or any of its employees or agents for personal injury (including death) to Participants arising out of or relating to the administration of the product(s) under investigation or any clinical intervention or procedure provided for or required by the Protocol to which the Participants would not have been exposed but for their participation in the Study;
6. by the Trust, its employees or agents or by or on behalf of a Participant for a declaration concerning the treatment of a Participant who has suffered such personal injury.
6. The indemnity contained in Clause 6.3 shall not apply to any such claim or proceeding:

6. to the extent that such personal injury (including death) is caused by the negligent or wrongful acts or omissions of the Trust, its employees or agents;
6. unless as soon as reasonably practicable following receipt of notice of such claim or proceeding the Trust shall have notified the University in writing of it and shall, upon the University’s request, and at the University’s cost, have permitted the University to have full care and control of the claim or proceeding using legal representation of its own choosing;

6. if the Trust, its employees or agents shall have made any admission in respect of such claim or proceeding or taken any action relating to such claim or proceeding prejudicial to the defence of it without the written consent of the University such consent not to be unreasonably withheld provided that this condition shall not be treated as breached by any statement properly made by the Trust, its employees or agents in connection with the operation of the Trust internal complaint procedures, adverse incident reporting procedures or disciplinary procedures or where such statement is required by law.

6. The University shall keep the Trust and its legal advisers fully informed of the progress of any claim or proceeding as described in Clauses 6.3 and 6.4, will consult fully with the Trust on the nature of any defence to be advanced and will not settle any such claim or proceeding without the written approval of the Trust (such approval not to be unreasonably withheld).

6. Without prejudice to the provision of Clause 6.4.3 above, the Trust will use its reasonable endeavours to inform the University promptly of any circumstances reasonably thought likely to give rise to any such claim or proceeding of which it is directly aware and shall keep the University reasonably informed of developments in relation to any such claim or proceeding even where the Trust decides not to make a claim under this indemnity.  Likewise, the University shall use its reasonable endeavours to inform the Trust of any such circumstances and shall keep the Trust reasonably informed of developments in relation to any such claim or proceeding made or brought against the University alone.
6.  The Parties will each give to the other such help as may reasonably be required for the efficient conduct and prompt handling or claim or proceeding as described in Clauses 6.3 and 6.4 above.

6.  For the purpose of the indemnity described in Clauses 6.3 and 6.4 above, the expression ‘agents’ shall be deemed to include without limitation any nurse or other health professional providing services to the Trust under a contract for services or otherwise and any person carrying out work for the Trust under such a contract connected with such of the Trust’s facilities and equipment as are made available for the Study.

6. The Trust warrants that the usual NHS indemnity arrangements will apply to all claims arising as a result of clinical negligence by the Trust or its employees, honorary employees, servants or agents brought by or on behalf of Participants.
6.  Neither Party shall be liable to the other for any loss of profits, revenue, reputation, business opportunity or any other indirect loss arising out of or in connection with this Agreement.
7. CONFIDENTIALITY, DATA PROTECTION AND FREEDOM OF INFORMATION

7.  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 Data Protection Act 1998 and the NHS Confidentiality Code of Practice. 
7.  Personal data shall not be disclosed to the University by the Trust, save where this is required directly or indirectly to satisfy the requirements of the Protocol, or for the purpose of monitoring or reporting adverse events.
7.  Neither Party shall disclose the identity of Participants to third parties without the prior written consent of the Participant except in accordance with the Data Protection Act 1998 or the NHS Confidentiality Code of Practice.

7.  If either Party receives a request under the Freedom of Information Act 2000 (FOIA) to disclose any information that belongs to the other Party it shall notify and consult that Party within five working days of receiving the request.

7.  The Parties acknowledge and agree that the decision on whether any exemption applies to a request for disclosure of recorded information under FOIA is a decision solely for the Party responding to the request.

7.  Where the Party responding to an FOIA request determines that it will disclose information it will notify the other Party in writing, giving at least two working days notice of its intended disclosure.

7.  Each Party agrees:

7. To ensure that any of its employees, students, consultants, sub-contractors or agents who participate in the operation of the Study are made aware of, and abide by, the requirements of Clause 7;

7. To use the Confidential Information solely in connection with the operation of the Agreement and not otherwise;

7. Not to disclose the Confidential Information in whole or in part to any person without the other Party’s written consent;

7.  The provision of clause 7.7.3 shall not apply to the whole or any part of the Confidential Information that is: 

7.  Lawfully obtained free of any duty of confidentiality;

7.  Already in the possession of the Party receiving such information and which they can show from written records (other than as a result of a breach of Clause 7.7);

7.  In the public domain (other than as a result of a breach of Clause 7.7);

7.  Necessarily disclosed pursuant to a statutory obligation;

7.  Disclosed with prior written consent of the other Party.

7.  The restrictions contained in clause 7 shall continue to apply after the termination of this Agreement for 10 years. 
8. PUBLICITY 

8.  Neither Party shall use the name, logo or registered image of the other Party or its employees in any publicity, advertising or press release without the prior written approval of an authorised representative of the relevant Party.
9. PUBLICATION 

9. Following completion of the Study, the Co-Sponsors shall use all reasonable endeavours to ensure the appropriate publication or other dissemination of the conclusions of the Study.
10.  INTELLECTUAL PROPERTY  RIGHTS

10.  All Background IP used in connection with the Study shall remain the property of the Party introducing the same.
10.  [Delete as appropriate: Where Chief Investigator is employed by University…] All IPR arising directly from the Study, including the Results shall belong to the University as the Chief Investigator’s substantive employer.  The Trust hereby assigns all such rights to the University and shall at the request and expense of the University execute all documents and do all acts necessary to fully vest such IPR in the University.

[Or, where Chief Investigator is employed by the Trust…] All IPR arising directly from the Study, including the Results shall belong to the Trust as the Chief Investigator’s substantive employer.  The University hereby assigns all such rights to the Trust and shall at the request and expense of the Trust execute all documents and do all acts necessary to fully vest such IPR in the Trust.
10.  To give effect to clause 10.2 the Trust [or] University shall ensure that persons involved in the Study over whom it has control shall assign any IPR they may own to the Trust [or] University
11. FINANCIAL ARRANGEMENTS 
11.  The Parties agree to financing of the work as set out in Schedule 2.  In the event that amendments to the Protocol require changes to the financial arrangements, an amended financial schedule will be signed by the parties and attached at Schedule 2 of this Agreement.
11.  The Parties agree that prior to payment the Trust shall submit to the University an invoice setting out the costs incurred and payment claimed.

11.  Payment by the University shall be without prejudice to any claims or rights which the University may have against the Trust and shall not constitute any admission by the University as to the performance by the Trust of its obligations under this Agreement.
12.   SUB CONTRACTS
12.  The Parties will enter into sub-contracts of even date herewith, to procure services required for conduct of the Study according to the Protocol:

12. with [             ] for provision of monitoring and data management services;

12. with [            ] for provision of services in relation to supply of IMP;

12. with [             ] for provision of sample analysis services;

12.  All the above sub-contracts will require the parties to carry out all Study-related activities in accordance with:

12. the Protocol;

12. such of the following practice standards as shall apply to the particular activity: GCP, GDP, GCLP, GLP, GMP.  

12. Sufficient copies of the above sub-contracts will be signed to allow both the Parties to this Agreement to hold original signed copies.

13.   YORK CLINICAL RESEARCH FACILITY MEMORANDUM 
13.  The Parties will ensure that the Chief Investigator and the Co-ordinator of the YCRF sign a Memorandum of Understanding concerning the Study timetable and details for collaborative working arrangements in EMU.
14.  SUSPENSION OR EARLY TERMINATION 

14.  Either of the Co-Sponsors 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. 
14.  This Agreement may be terminated immediately by notice in writing:
14. by either Party if the other 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 by the non-breaching party; 
14.  by either Party if the other 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 or, in the case of the Trust, if any step or proceedings is taken against the Trust by the Independent Regulator under Sections 23-26 of the Health and Social Care (Health and Community Standards) Act 2003;
14.  if the regulatory permissions and approvals previously granted to perform the Study are withdrawn;
14.  if funding is withdrawn or terminated for any reason or if the Parties agree that there are insufficient funds available to continue the Study;
14.  if the Chief Investigator becomes unavailable to continue his supervision of the Study for any reason and a replacement acceptable to both the Parties is not found;
14.  interim analysis of the data from this Study or the results of another study supersede the necessity for completion of this Study;
14.  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 clause 14 the following provisions shall apply: 
14.  The Trust shall ensure that all investigational materials are accounted for and appropriately disposed of by return to the manufacturer or otherwise and that all data collected in the course of carrying out the Study are appropriately stored for a period of 15 years;

14. The University shall, upon receipt of a valid invoice, pay the Trust any outstanding monies due to the Trust as at the date of termination and in addition the costs of returning, dispatching or storing items as described in Clause 14.3.1;

14.  The Trust shall ensure that there is prompt refund to the University of the amount, if any, by which the cumulative cost paid by the University to the Trust under this Agreement exceeds the actual commitments incurred by the Trust up to the date of termination and any other costs incurred in disposal or storage of Study materials and data.

14.  Any termination of this Agreement under this clause 14 will be without prejudice to any other rights or remedies of either Party under this Agreement or at law, and will not affect any accrued rights or liabilities of either Party at the date of termination that shall survive the expiry or termination of this Agreement.
15.  AGREEMENT AND MODIFICATION 

15.  Any amendments to this Agreement shall be valid only if made in writing, agreed and signed by the Parties.
15.  This Agreement including its Schedules 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. 
16.  FORCE MAJEURE
16.  Neither 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 Party.  If the circumstances causing the delay or failure to perform continue for longer than 30 working days the other Party shall be entitled to terminate this Agreement by notice in writing with immediate effect.
17.  NOTICES 

17.  Any notice under this Agreement shall be in writing, signed on behalf of the relevant Party to the Agreement and delivered personally, by courier, by recorded delivery post, or by facsimile, providing evidence of receipt, but not by e-mail.
17.  Notices to the Trust shall be addressed to the R&D Manager, R&D Unit, York and Scarborough Teaching Hospitals NHS Foundation Trust, Learning and Research Centre, York Hospital, Wigginton Road, York YO31 8HE.
17.  Notices to the University shall be addressed to [                                         ]
18. ASSIGNMENT AND SUBCONTRACTING

18.  Neither Party shall novate, assign, or (save as described in Clause 12) subcontract all or any part of its rights or obligations under this Agreement without the prior written consent of the other Party.
19.  DISPUTE RESOLUTION

19.  In the event of a dispute the Parties agree to attempt to resolve the dispute by mediation in accordance with the Centre for Effective Dispute Resolution Model Mediation Procedure.
19.  Any decision reached in this way shall be final and binding upon the Parties.  Any cost arising from the mediation shall be borne equally by the Parties or as directed by the mediator.
20.  GENERAL

20.  No failure or delay by either 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.
20.  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.
20.  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.
21.  SURVIVAL OF CLAUSES

21.  The following clauses shall survive the termination or expiry of this Agreement: clauses 1, 6, 7, 9, 10, 14.3 and 22.

22. GOVERNING LAW
22.  This Agreement is made and shall be interpreted in accordance with the Laws of England.
22. The Parties hereby submit to the exclusive jurisdiction of the English Courts.

SCHEDULE 1

DIVISION OF RESPONSIBILITIES

	
	Responsibility 
	Responsible Co-Sponsor
	If responsibility is delegated or sub-contracted name of delegate or sub-contractor

	Study preparation


	Ensure that suitable clinical trial insurance is in place to cover liabilities for harm caused to Participants including non-negligent harm (as per Agreement Clause 6)
	
	

	
	Ensure that arrangements are in place to support indemnities given under Agreement Clause 6.
	
	

	
	Ensure that insurance or indemnity arrangements are in place to cover liabilities under Agreement Clause 6 including clinical negligence
	
	

	
	Secure and administer funding for the Study.
	
	

	
	Provide for the Study to be carried out within YCRF at York Hospital, and for YCRF staff to work in collaboration with the Chief Investigator and his team.
	
	

	
	Secure and contract for supplies and services required for the Study 
	
	

	
	Notify the substantive employers of investigators in writing, in advance of the Study commencing, of their participation in the Study.
	
	

	
	Provide suitable physical environment for Study activities involving dosing Participants with IMP, including suitably equipped consulting room, storage and preparation areas.
	
	

	
	Make suitable arrangements for access to emergency medical facilities if required for Participants. 
	
	

	
	Provide those responsible for  emergency medical facilities with Study-specific information and Participant dosing details.
	
	

	Applications and Registration


	Ensure that the Protocol has undergone independent scientific and statistical review and is compliant with the relevant regulations/ guidelines.
	
	

	
	Prepare Participant information sheet and consent form, including where appropriate consent to providing Participant tissue, sample, medical data or other material to the Sponsor and other relevant documents prior to ethics submission.
	
	

	
	Prepare and submit ethics application.
	
	

	
	Register the Study with an appropriate protocol registration scheme. 
	
	

	
	Obtain NHS permission.
	
	

	
	Obtain Clinical Trial Authorisation from Medicines and Healthcare Products Regulatory Agency
	
	

	Protocol Amendments


	Prepare and submit proposed substantial amendments of the Protocol to the regulatory authority(ies), relevant ethics committee and NHS Site.
	
	

	
	b) Ensure all investigators and YCRF staff are aware of dates of approval and implementation of all such amendments.
	
	

	Investigator’s Brochure
	Prepare and submit an Investigator’s Brochure and ensure that it is updated annually in accordance with the Regulations
	
	

	Study Conduct


	Ensure that no Participant is recruited to the Study until satisfied that all relevant regulatory permissions and approvals have been obtained.
	
	

	
	Put and keep in place arrangements to allow  investigators to conduct the Study on Trust premises in accordance with the Protocol, GCP and Clause 4 of this Agreement
	
	

	
	Ensure that the Study is regularly monitored to ensure GCP compliance. 
	
	

	
	Receive monitoring reports on behalf of the Co-Sponsors and ensure any necessary preventive or corrective actions are taken.
	
	

	
	Ensure that the rights of individual Participants are protected and that they receive appropriate medical care whilst participating in the Study.
	
	

	
	Maintain and archive Study documentation 
	
	

	
	Ensure that all data and documentation are available for the purposes of monitoring, inspection or audit and that the appropriate consent has been provided by the Participant.
	
	

	
	Inform appropriate health or social care professionals if their patient is a Participant in the Study in accordance with the Research Governance Framework.
	
	

	
	Ensure adequate facilities, resources and support are available to conduct the Study on Trust premises.
	
	

	
	Report suspected research misconduct or serious breaches of GCP.
	
	

	
	Investigate and deal with research misconduct
	
	

	
	Notify the regulatory authority(ies) of the end of the Study.
	
	

	
	Notify the regulatory authority(ies) and relevant ethics committee if the Study is terminated early. 
	
	

	Adverse events


	Maintain detailed records of all adverse events as specified in the Protocol. 
	
	

	
	Report serious adverse events in accordance with the Protocol, the Regulations and York and Scarborough Teaching Hospitals NHS Foundation Trust  R&D Unit Standard Operating Procedure 
	
	

	
	Report all adverse incidents in accordance with legal requirements and Trust adverse incident policy.
	
	

	
	Ensure that procedures are in place for emergency unblinding of the randomisation code.
	
	

	
	Ensure that serious adverse events are reviewed by an appropriate trial safety monitoring committee.
	
	

	
	Promptly inform regulatory authorities, ethics committees and investigators of any urgent safety measures taken to protect Participants in the Study.
	
	

	
	Ensure that annual safety reports and end of Study reports are submitted to the regulatory authority and relevant ethics committee on time.
	
	

	
	Ensure that all investigators are, at all times, in possession of the current relevant safety information for the Study.
	
	

	Laboratory Work
	Ensure that laboratory work for the Study carried out within the Trust is done in accordance with GCLP
	
	

	
	Ensure that laboratory work for the Study carried out within the University is done in accordance with GCLP
	
	

	Data Management


	Design of case report forms 
	
	

	
	Design of database
	
	

	
	Data entry and verification of the database
	
	

	
	 Ensure appropriate data analysis.
	
	

	Publication


	Initiate and coordinate review and submission of abstracts, posters and publications.
	
	

	Archiving


	Ensure that all Study records are archived appropriately on conclusion of the Study and retained for 15 years
	
	

	Investigational Medicinal Product
	Ensure that IMP is manufactured, packaged, labelled and shipped in accordance with GMP and GDP
	
	

	
	Provide GCP compliant means of handling and storing IMP at the Study site.
	
	

	
	Ensure that IMP is not used for any purposes other than conduct of the Study and in strict accordance with the Protocol.
	
	

	
	Ensure IMP is provided in accordance with the Regulations.
	
	

	
	Ensure that IMP is stored in appropriate and secure conditions and that detailed records are maintained regarding its movement from delivery to return/destruction.
	
	


SCHEDULE 2 – FINANCIAL ARRANGEMENTS

 SIGNATURES
Signed by the duly authorised representatives of the Parties on the date stated at the beginning of this Agreement;
Signed on behalf of The Trust
Signature ………………………………………………………

Name ……………………………………………………………

Position …………………………………………………………
Organisation:  
Signed on behalf of The University
Signature ………………………………………………………

Name ……………………………………………………………

Position ………………………………………………………….

Organisation:  

Read and agreed by the Chief Investigator
Signature ………………………………………………………

Name ……………………………………………………………

Position ………………………………………………………….

Organisation:  
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