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Memorandum of understanding (MoU) for Clinical Trial Delegation of Sponsorship Responsibilities 
between

Royal Papworth Hospital NHS Foundation Trust, of Papworth Trials Unit Collaboration (PTUC), Royal Papworth Hospital NHS Foundation Trust, Papworth Road, Cambridge Biomedical Campus, Cambridge, CB2 0AY (hereinafter referred to as “the Sponsor”)
AND

[NAME OF CI], of [ADDRESS]

 (hereinafter referred to as the “Chief Investigator”)

for the conduct of the Clinical Trial entitled <INSERT TITLE> (“the Clinical Trial”)

	Royal Papworth Hospital project number:
	

	EudraCT number:
	


The Sponsor has agreed to take the responsibilities of Sponsor as defined by Research Governance Framework for Health and Social Care and the Medicines for Human Use (Clinical Trials) Regulations 2004 and subsequent amendments.

The Chief Investigator has sufficient knowledge and experience to conduct this Clinical Trial.

The purpose of the MoU is set out the respective roles and responsibilities of the Sponsor and the Chief Investigator.

The Sponsor and the Chief Investigator shall undertake the responsibilities set out below.

Where responsibilities are further delegated to another member of the Trial team, that individual must receive sufficient support and training to fulfil that role and all delegated duties must be detailed within the Chief Investigator Trial Master File. 

SPONSORSHIP AND RESPECTIVE RESPONSIBILITIES

	
	Sponsor Papworth Hospital
	Chief Investigator

	1.
	Sponsorship

	.1
	Undertake role of Sponsor as defined by the Research Governance Framework for Health and Social Care and the Medicines for Human Use (Clinical Trials) Regulations 2004, as amended
	

	.2
	Responsibility for the liability and indemnity for the trial as defined under UK regulations 
	

	.3
	Appoint an individual to represent the Sponsor’s interests on the Trial Steering Committee for the duration of the trial 


	

	
	
	

	2.
	Permissions and notifications

	.1
	Approval and signing of the application to the main research ethics committee (REC)
	Application for the main REC opinion

	.2
	
	Request for authorisation from the MHRA to conduct a clinical trial and respond to ‘remarks’ before trial commences (where required)



	.3
	
	Notify the  MHRA of amendments to the CTA which includes amendments to:

(a) the terms of the request for authorisation of the clinical trial; or

(b) the particulars or documents that accompanied that request



	.4
	
	Notify the REC of amendments to the favourable opinion which includes an amendment to:

(a)  the terms of the application for REC opinion; or

(b)  the particulars or documents that accompanied that    application 

	.5
	
	Notify MHRA, REC and Sponsor that the trial has ended within 90 days of the conclusion of the Clinical Trial

	.6
	
	Notify MHRA, REC and Sponsor within 15 days if the trial is terminated:

(a) before the date for the conclusion of the trial specified in the protocol, or

(b) before the event specified in the protocol as the event which indicates the end of the trial has occurred.

	.7
	Notify CI immediately of any serious breaches of GCP and  assess potential serious breaches with CI
	Review potential serious breaches with Sponsor and notify MHRA in writing of any serious breach of:

(a) the conditions and principles of GCP relating to the trial

(b) the protocol relating to the trial within 7 days of becoming

              aware of that breach

	.8
	
	Provide the REC with an annual progress report

	.9
	
	Assess protocol deviations and identify corrective and preventative action plan

	.10
	
	Ensure participating Site selection and registration process (as described in the Protocol) is complete before Clinical Trial commences at each Site 

	.11
	
	Notify MHRA of new Sites participating in the trial.



	3.
	Trial Management

	.1
	Ensure Sponsor representative on Trial Management Group
	Appoint and coordinate a Trial Management Group (TMG) to consider day-to-day management issues and the overall progress of the trials



	.2
	
	Convene a Trial Steering Committee to provide oversight of the trial

	.3
	
	Convene an Independent Data Monitoring Committee (IDMC) to receive and review the progress and accrual of data of the Clinical Trial, and to provide advice on the conduct of the trial to the TSC  

	.4
	
	To co-ordinate any other trial committee and management activities specified in the Clinical Trial protocol.

	4.
	Conduct of the Trial

	.1
	Ensure the conduct of the Clinical Trial is in accordance with GCP and applicable Regulations


	Ensure the conduct of the Clinical Trial is in accordance with GCP and applicable Regulations

	.2
	
	Review all protocol deviations/instances of non-compliance and take appropriate corrective and preventative action



	.3
	
	Verify that the Trial Master File holds all essential documents prior to the commencement, during and after the Clinical Trial

	.4
	
	Ensure the conduct of the  Clinical Trial is in accordance with:

(a) the Protocol 

(b) the terms of the:

(i)  CTA (where applicable)

(ii) REC approval

(iii)  Other approvals as required

	.5
	Review and approval of relevant Clinical Trial SOPs
	Prepare Standard Operating Procedures (SOPs) identified as necessary to manage the Clinical Trial

	.6
	Maintain central SOPs and make available to CI
	Receive, read and follow all relevant central SOPs

	.7
	Review Sponsor registration form, finalise Protocol and participant information sheet prior to the REC submission
	

	.8
	
	Ensure the CI, all researchers involved in the Clinical Trial and participating Sites and staff at those sites are aware of, trained in and compliant with Clinical Trial specific SOPs, via trial initiation meeting, or alternative means, as deemed appropriate

	.9
	
	Inform the participating Site and the Site PI of the name and telephone number of the Trial Manager and of the Sponsor’s representative, including any relevant 24hr contact numbers



	.10
	
	Ensure the dissemination of the research protocol, protocol amendments, associated trial documentation and Clinical Trial specific SOPs to the document controller at specific sites

	.11
	Implement adequate business continuity / disaster recovery plans to ensure recovery and restoration of critical Clinical Trial functions following unforeseen disasters or extended disruption


	Implement adequate business continuity / disaster recovery plans to ensure recovery and restoration of critical Clinical Trial functions following unforeseen disasters or extended disruption

	.12
	
	Ensure regulatory and Protocol compliant randomisation and/or registration into the Clinical Trial

	.13
	
	Ensure that any Clinical Trial samples are collected, processed, shipped and stored as described in the Protocol and in accordance with regulatory requirements



	.14
	Ensure completion of all other Clinical Trial conduct and monitoring as described in the Protocol


	Ensure completion of all other Clinical Trial conduct and monitoring as described in the Protocol

	
	
	

	5.
	IT/Data

	.1
	
	Ensure IT systems and processes are set up and maintained  to ensure data integrity and archiving meet regulatory requirements including, but not limited to, database set up and hosting and IT security



	.2
	
	Take on the role of Data Custodian and Systems Manager 

	
	
	

	6.
	Trial Documentation (inc Trial Master File (TMF), protocol, CRFs, PIS)

	.1
	Establish and maintain a Sponsor TMF containing the essential documents (with identifiable version control) relating to the Clinical Trial
	Establish and maintain a TMF for the Clinical Trial containing the essential documents (with identifiable version control) relating to the Clinical Trial, a Trial Site File (TSF) for each participating Site, and a Participant File for each Clinical Trial Subject



	.2
	Ensure that the TMF (and other appropriate trial files) is readily available at all reasonable times for inspection by the licensing authority or any person appointed by the Sponsor to audit the arrangements for the Clinical Trial


	Ensure that the TMF (and other appropriate trial files) is readily available at all reasonable times for inspection by the licensing authority or any person appointed by the Sponsor to audit the arrangements for the Clinical Trial

	.3
	
	Design the research Protocol describing the objectives, design, methodology , statistical considerations and organisation of the Clinical Trial

	.4
	
	Prepare documentation to assist with the organisation, management and conduct of the trial.  This documentation includes, but is not limited to, participant information sheets, consent forms, case report forms and participant diaries 

	
	
	

	7.
	Contracts

	.1
	Use a Clinical Trial Site Agreement to form the agreements between Sponsor and collaborating NHS Sites
	

	.2
	Ensure that appropriate agreements are in place between the Sponsor and any organisations carrying out duties on a ‘sub-contractual’ basis (including IMP supply agreements)


	Provide input into the negotiation of the contracts

	
	
	

	8.
	Pharmacovigilance

	.1
	Make appropriate Urgent Safety Measures in order to protect the participants of the Clinical Trial against any immediate hazards to their health or safety
	Make appropriate Urgent Safety Measures in order to protect the participants of the Clinical Trial against any immediate hazards to their health or safety

	.2
	Report Urgent Safety Measures to the CI
	Notify MHRA and REC of Urgent Safety Measures

	.3


	
	Keep detailed records of all adverse events as required by the Protocol 

	.4
	
	Immediately assess all  SAEs in accordance with the protocol and the Regulations

	.5
	
	Ensure that Suspected Unexpected Serious Adverse Reactions (SUSARs) are:

(a) recorded; and

(b) reported to:

(i) the MHRA

(ii) the relevant REC

(iii) relevant WCTU SOPs

and in any event not later than 7 days (fatal or life-threatening) or 15 days (non-fatal or life-threatening)  after the first awareness of the reaction

Ensure that within 8 days of a SUSAR report any additional information is sent to the licensing authority and the relevant REC



	.6
	
	Notify sponsor of SAEs (within insert timeframe)

	.7
	
	Ensure that the PIs responsible for the conduct of the Clinical Trial are informed of any SUSAR which occurs in relation to an IMP used in that Clinical Trial

	.8
	
	As soon as practicable after the end of the reporting year, provide the licensing authority and the relevant REC (and Sponsor) with:

(a) a list of all suspected SARs which have occurred during that year, including those reactions relating to any IMP used as a placebo or as a reference in the Clinical Trial

(b) a report on the safety of the participants in the Clinical Trial



	.9
	
	As soon as practical, after the end of the reporting year, provide PIs at each of the Sites with a line listing of all Suspected Serious Adverse Reactions (SSAR) which have occurred during that year

	.10
	
	Report adverse events to the company(ies) supporting the Clinical Trial as defined within the contract between Sponsor and company(ies)

	
	
	

	9.
	Monitoring

	.1
	(INSERT MONITORING DETAILS)
	Carry out central and Site monitoring on behalf of the Sponsor as required by the Protocol and Trial monitoring plan.



	
	
	

	10.
	Archiving

	.1
	Ensure that all documents contained, or which have been contained, in the Sponsor TMF are retained for at least 15 years after the conclusion of the Clinical Trial
	Ensure that all documents contained, or which have been contained, in the TMF, TSF and individual Clinical Trial Subject files are retained for at least 15 years after the conclusion of the Clinical Trial

	.2
	
	Appoint named individuals to be responsible for archiving the documents which are or have been contained in the TMF. (Note: with the exception of the licensing authority and any person appointed by the Sponsor to audit the arrangements for the Clinical Trial Subject, access to those documents shall be restricted to those appointed individuals)



	.3
	
	Ensure that secure restricted access (to delegated individuals) archiving space meets regulatory requirements

	
	
	

	11.
	Quality Assurance

	.1
	
	Implement and maintain quality assurance and quality control systems with written SOPs to ensure that the Clinical Trial is conducted and data generated, documented and reported in compliance with the Protocol, GCP and applicable regulatory requirements



	
	
	

	12.
	Reporting and Finance

	.1
	
	Ensure reporting to relevant groups including, but not limited, to the funders and regulatory bodies, as per their requirements.  

	.2
	Ensure grant funds are administered in accordance with the terms of the award, properly recorded and reported, and that requests to funders for renewal or re-allocation are made promptly


	Ensure grant funds are administered in accordance with the terms of the award, properly recorded and reported, and that requests to funders for renewal or re-allocation are made promptly



	
	
	

	13.
	Statistics analysis and publication

	.1
	
	Ensuring regulatory and GCP compliant statistical arrangement including, but not limited to, design, statistical analysis and appropriate documentation

	.2
	
	Be responsible for producing the first publication for the Clinical Trial Subject as per the Protocol.



	.3
	
	Ensuring publication is sent for review to appropriate parties including, but not limited to, the Sponsor and any party to whom the Sponsor has any legal obligations to give notice of publication

	.4
	Ensuring confidentiality to a level dictated by regulatory requirement or imposed by Sponsor and/or funder, and within the legal obligations and held by the Sponsor regarding any Clinical Trial-related agreements  


	Ensuring confidentiality to a level dictated by regulatory requirement or imposed by Sponsor and/or funder, and within the legal obligations held by the Sponsor regarding any Clinical Trial-related agreements

	.5
	Retain intellectual property, where appropriate, including the power to delegate the decision for Clinical Trial Data release, and within the legal obligations held by the Sponsor regarding any Clinical Trial -related agreements 


	

	.6
	
	Ensure that Clinical Trial Data management is compliant with regulations and GCP and that this includes, but is not limited to, CRF movement, databases and data handling and following up data queries

	
	
	

	14.
	Drug and it’s movement

	.1
	
	Ensure that the Investigator’s Brochure/SmPC (if available) is valid and updated at least once a year 

	.2
	
	Provide Site PIs with (or link to) updated Investigator’s Brochure/ SmPC (if available) as necessary, and ensure that confidentiality agreements, where appropriate, are in place to allow PIs access to these documents



	.3
	
	Ensure IMP handling/custody is compliant with regulatory and GCP requirements and that this includes, but is not limited to, adequate QP release, documentation to ensure quality and certificate of analysis

	.4
	
	Central IMP accountability, ordering and distribution


Signed in acknowledgement of the terms of this MoU

	For and on behalf of the Sponsor
	The Chief Investigator

	Name: …………………………..
	Name: …………………………..

	Title: ……………………………..
	Title: ……………………………..

	Signature…………………………
	Signature…………………………

	Date: …………………………….
	Date: …………………………….
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