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Chief Investigator Agreement

(UCL, Sponsored CTIMPs)

Dated: __________________________________________________________20XX.
	Full Title of Clinical Trial:
	

	Short Title and Acronym:
	

	EudraCT Number:
	

	Sponsor:
	University College London

	Sponsor’s Project ID Number:
	UCL/ (include UCL ref number)

	Chief Investigator:
	

	Funder(s):
	


This Chief Investigator (“Agreement”) is made between:
(1) [name of the chief investigator], (the “CI”) an employee of University College London, of Gower Street, London, WC1E 6BT, and

(2) University College London (“UCL”) hereby represented by the Joint Research Office (“JRO”), of UCL, Gower Street, London, WC1E 6BT (together the “Sponsor”)
each a “Party”, and together the “Parties”.
	ACRONYMS:



	AE
	Adverse Event

	CI
	Chief Investigator

	CRF
	Case Report Form

	CRO
	Contract Research Organisation

	CTIMP
	Clinical Trial of an Investigational Medicinal Product

	CTU
	Clinical Trials Unit

	DSUR
	Development Update Safety Report

	EMA
	The European Medicines Agency

	GCP
	Good Clinical Practice

	HTA
	Human Tissue Authority

	IB
	Investigator’s Brochure

	IDMC
	Independent Data Monitoring Committee

	IMP
	Investigational Medicinal Product

	IRAS
	Integrated Research Approval System

	ISF
	Investigator Site File

	JRO
	Joint Research Office      http://www.ucl.ac.uk/jro

	MHRA
	Medicines and Healthcare products Regulatory Agency

	NIHR CSP
	National Institute for Health Research Coordinated System for gaining NHS Permission (CSP)

	PI
	Principal Investigator

	REC
	Research Ethics Committee

	PVG
	Pharmacovigilance

	SAE
	Serious Adverse Event

	SI
	Statutory Instrument

	SmPC
	Summary of Product Characteristics

	SOP
	Standard Operating Procedure

	SSI
	Site Specific Information

	TMF
	Trial Master File

	TMG
	Trial Management Group

	TSC
	Trial Steering Committee


Whereas:

a) The Sponsor is willing to undertake the sponsorship of the [insert short title] (the “Trial”) as required by the Medicines for Human Use (Clinical Trials) Regulations 2004 as amended from time to time;  

b) The Trial shall be conducted according to the approved protocol (“Protocol”), as agreed and amended from time to time;

c) The CI has agreed to act as the CI for the Trial, as defined in the Medicines for Human Use (Clinical Trials) Regulations 2004, as amended from time to time (“Regulations”), and agrees to take overall responsibility for the conduct of the Trial, as delegated by the Sponsor;

d) Providing the CI completes an insurance registration form satisfactorily, the Trial will be provided with insurance for negligent and non negligent harm. 
It is agreed that:

1. CONDUCT OF THE TRIAL
1.1 The Sponsor and the CI shall undertake the Trial according to the approved Protocol, the Regulations, GCP (which, for clarity, refers to the principles of ICH Harmonised Tripartite Guideline for Good Clinical Practice (CPMP/ICH/135/95) as set out in Schedule 1 (Conditions and Principles of Good Clinical Practice and for the Protection of Clinical Trial Subjects) of the Medicines for Human Use (Clinical Trials) Regulations 2004 and the GCP Directive 2005/28/EC, as set out in SI 2006/1928, and any amendments thereto), and any local laws and regulations applicable to clinical trials and the care of clinical trial subjects.

1.2 The Trial shall be conducted by the CI:

1.2.1 In all participating site(s) selected by the CI, with Sponsor oversight of site feasibility requirements;

1.2.2 In accordance with the approved Protocol and any amendment/ modifications to the Protocol (unless urgent safety measures are deemed necessary);

1.2.3 In accordance with the terms of the clinical trial authorisation (CTA) granted by the regulatory authority (MHRA);
1.2.4 In accordance with the terms and conditions of the [REC]/[GTAC](delete what is not applicable) approval given to the Trial;

1.2.5 In accordance with the relevant safety reporting provisions, as further described in this Agreement and the approved Protocol. 

1.2.6 In accordance with the applicable Sponsor SOPs for CTIMPs as amended from time to time and available on the JRO web site.  
1.3 The Parties acknowledge that the CI is expected to comply with their obligations under this Agreement as of its effective date in accordance with clause 4.1. Notwithstanding the foregoing, the CI is expected to comply with as many obligations as possible if the Trial has been set up prior to the effective date of this Agreement.

1.4 The Parties shall comply with all UK laws and statutes applicable to the performance of clinical trials including, but not limited to, the Human Rights Act 1998, the Data Protection Act 1998, The Freedom of Information Act 2000, EU Regulations on Advanced Therapy Medicinal Products (delete if not an ATMP Trial), The EU Tissues and Cell Directive (delete if not an ATMP Trial involving procurement of tissues or cells), The Human Tissue Act 2004, the Regulations (as previously defined), GMP (which, for clarity, refers to refers to European Commission Directive 2003/94/EC laying down the principles and guidelines of good manufacturing practice in respect of medicinal products for human use and investigational medicinal products for human use, and any amendments thereto), and with all relevant guidance relating to medicines and clinical trials from time to time in force including, but not limited to, GCP, the World Medical Association Declaration of Helsinki entitled 'Ethical Principles for Medical Research Involving Human Subjects' (1996 version), the ‘Research Governance Framework for Health and Social Care’ issued by the UK Department of Health (Second Edition 2005), and any amendments to any of the foregoing.

2. RESPONSIBILITIES OF THE CHIEF INVESTIGATOR
2.1 The CI will:

2.1.1 Be required to use the current UCL templates as provided by the JRO unless justification is given otherwise (e.g. protocol, monitoring, SAE report form, DSUR, CRF), and such justification is accepted in writing by the Sponsor, and to follow the relevant JRO SOPs, guidance(s), and policies available at http://www.ucl.ac.uk/jro/standingoperatingprocedures/document-library, as amended from time to time (or via another website/database as advised by the Sponsor). It is the responsibility of the CI to follow the most up-to-date documents released by the Sponsor and approach the Sponsor for further guidance if necessary. 
2.1.2 Personally conduct and/or supervise the Trial and will not assign (neither in whole nor in part) this Agreement to any third party, without prior written consent of the Sponsor.   
2.1.3 Where the CI, on behalf of and agreed by the Sponsor, has delegated certain trial specific duties to {insert name of the CTU or CRO}, the relevant templates, guidance and SOPs of the {insert name of the CTU or CRO},  will be used in place of those of the Sponsor as stated in clause 2.1.  It is the responsibility of the CI to follow the most up-to-date documents released by the {insert name of the CTU or CRO},   and approach the {insert name of the CTU or CRO}, for further guidance if necessary.  (NB clause can be deleted if the CI is not using an external CTU or CRO). 
2.1.4 Assist the Sponsor in securing agreements from all involved parties to ensure direct access to all Trial related documents and reports for the purposes of monitoring and auditing by the Sponsor and inspection by the regulatory authorities.  
2.1.5 Work closely with the Sponsor to ensure that all such agreements and contracts accurately reflect the intellectual property (IP) arrangements for the Trial (NOTE: CI shall follow the IP Guidance as provided by the Sponsor) and other Sponsor  requirements pertaining to areas such as data, publication, and indemnity and that milestones and progress reporting timelines therein are realistic and achievable.
2.1.6 Where the Trial is multicentre, the CI will ensure that the PI at each Trial site acts such that the CI may fulfil his/her obligations under this Agreement (delete if not multicentre)
2.1.7 Ensure that any condition that might be suspected to influence his/her impartiality in the Trial (such as economic interest) is disclosed to the Sponsor when applying for CTA, REC/GTAC approval and on submission of Trial results for presentation or publication. 
2.1.7
Disclose solely to the Sponsor and as soon as this becomes known, any potential IP arising from the Trial.

2.1.8 Ensure, for research governance purposes, that any request for further information on the Trial from the Sponsor (and/or site research & development (R&D) departments) is responded to at the earliest opportunity.
2.2 In addition to the responsibilities stated in clause 2.1 above, the CI shall comply with the Regulations and all other applicable statutes, laws, and regulations and  will be responsible for those activities delegated to him/her by the Sponsor as listed in the table found in Appendix 1, attached hereto.
3 RESPONSIBILITIES OF THE SPONSOR
3.1 Notwithstanding the fact that some of the Sponsor’s responsibilities for the Trial have been delegated to the CI as outlined in the table found in appendix 1 and herein, the Sponsor shall retain overall responsibility for the initiation, management and/or financing of the Trial, according to the laws and statutes applicable to the performance of clinical trials.

3.2 In order to allow the CI to comply with clause 2.1 above, the Sponsor will make available to the CI all relevant Sponsor’s SOPs, guidance(s), and policies, as amended from time to time, on the following website: http://www.ucl.ac.uk/jro/standingoperatingprocedures/document-library (or some other database/website as updated from time to time and as notified by the Sponsor to the CI).
3.3 The Sponsor will provide the CI with further guidance on its specific procedures and overall guidance (in line with current regulatory requirements) on the conduct of the Trial, if so requested by the CI.
3.4 For oversight of trial conduct the Sponsor will review completed UK regulations compliance  reports in-house following their return from site in accordance with the Trial monitoring plan and provide guidance with regards to any corrective and preventative actions (CAPA) necessary for site and give guidance on specific actions which must be executed to resolve any issues or risks with monitoring (delete this clause if UK regulation compliance forms are not being completed in the trial). 
3.5 On site monitoring may be performed by the Sponsor in accordance with the trial oversight/ monitoring plan and as required for any other reason. The JRO, may also perform PVG and IMP audits on site and at pharmacy, as applicable.  
3.6 For Sponsor oversight of trial conduct activities, the JRO may liaise with CI and PIs (if multicentre) in order to audit any of the tasks delegated to the CI hereunder.
4 TERM AND TERMINATION

4.1 This Agreement comes into effect in accordance with the date on the first page of the Agreement and will expire once the Trial has ended (in accordance with the Protocol definition).

4.2 The Agreement may be prematurely terminated by the Sponsor upon 30 (thirty) days’ written notice to the CI, which may be by e-mail.
4.3 The CI will notify the Sponsor of his/her intention to terminate this Agreement, upon 90 (ninety) days’ written notice. This written notice will be addressed and sent to either the Sponsor Regulatory Advisor or Clinical Trials Operations Manager at the JRO, UCL, Gower Street, London, WC1E 6BT
4.4 Termination of this Agreement will not relieve either Party of any obligation that may have accrued prior to termination.

Compulsory Sign Off Page
1st  Chief Investigator:

Name:


Title: 

_____________________________________________


Date:

2nd  For and on behalf of University College London:

Name:


Title: 

_____________________________________________


Date:

Appendix 1
Appendix 1 – Division of Responsibilities 

	
	Activity


	CI
	JRO

	I
	Agreements and Financial Arrangements
	
	

	1
	Review and approve full economic costings for funding application.
	
	(

	2
	Obtain sufficient funding to cover the “full economic cost of the Trial” as agreed in advance with the Sponsor.
	(
	

	3
	Ensure that there is adequate funding to meet the cost of an experienced trial project manager, trial monitor and data management support employed specifically to validate his/her Trial (Delete clause if trial is not a multi-site trial, a Phase I trial, or a Phase II trial).
	(
	

	4
	Ensure financial arrangements and agreements are in place for the financial management of research funds, as agreed by the Sponsor and Funder(s).
	(
	

	5
	Review Site invoices and submit to Sponsor (or other applicable UCL departments i.e. Research Services as agreed with the Sponsor).
	(
	

	6
	Pay invoices submitted by third parties within the timelines set out in the agreements (or arrange for the same to be paid by other applicable UCL departments i.e Research services).
	(()
	(

	7
	Work closely with the Sponsor before the initiation and subsequent commencement of the Trial to ensure that contracts are in place as necessary.
	(
	

	8
	Ensure that agreements are in place with relevant parties in the trial to ensure that relevant roles and responsibilities are clearly laid out and that Protocol and regulatory compliance is maintained.  
	
	(

	9
	Ensure that milestones and progress reports to relevant contractors are accurately completed and submitted within the timelines of the agreed contract (s).
	(
	


	ii
	Insurance/indemnity and Data protection
	
	

	1
	Liaise with the Sponsor to ensure insurance and indemnity arrangements are in place for the Trial (involving completion and submission of the UCL insurance registration form to obtain of a letter of confirmation for Sponsor’s insurance cover). 
	(
	

	2
	Provide clinical trial insurance/indemnity.
	
	(

	3
	Ensure the UCL Registration for Data Protection is completed prior to the Trial commencing and evidence is provided to the Sponsor.
	(
	

	III
	Trial Oversight Committees
	
	

	1
	Set up an IDMC to oversee the Trial, making sure that each member signs the UCL IDMC charter. (delete if not applicable – e.g. If the trial is a phase I CTIMP)
	(
	

	2
	Sets up other appropriate Trial oversight committees (e.g TMG or TSC) with committee charters and/or terms of reference. (delete if not applicable)
	(
	

	3
	Ensure, as applicable, that charters and/or terms of references for each committee are fully signed and filed in the TMF.
	(
	

	4
	Agree the reports produced by the IDMC and TSC; (ii) be available for those meetings; and (iii) update the Sponsor, as required.
	(
	

	5
	Notify, where applicable, the Sponsor, MHRA, and [REC]/[GTAC](delete what is not applicable) of significant findings or recommendations by an IDMC or equivalent body established for the Trial. 
	(
	

	6
	Chair meetings of the TMG.
	(
	

	7
	Approve final versions of TMG minutes and make the same available to the Sponsor.
	(
	

	IV
	General Trial Set Up
	
	

	1
	Ensure the involvement of a qualified Trial statistician, (approved by JRO Biostatistics Group) to be responsible for the statistical aspects of the Trial design, sample size, statistical analysis plan, CRF and database design, attending the Trial committee meetings, statistical analysis, and report/publication writing
	(
	

	2
	Ensure that the qualified statistician provides the Sponsor with written confirmation of their involvement in the form of the statistician’s letter of engagement.
	(
	

	3
	Use the UCL CTIMP Protocol template to draft the Protocol.
	(
	

	4
	Work closely with the Sponsor representative to ensure the Protocol content meets the Sponsor’s requirements, agree the content thereof, and sign off the Protocol.
	(
	

	5
	Finalise and sign off the Protocol. 
	(
	(*

	6
	Be responsible for the set-up and maintenance of the TMF(s) in accordance with the [JRO’s]/ [CTU’s]/[CRO’s] (delete what is not applicable)   TMF Index and agrees to file all documents therein. 
	(
	

	7
	Draft, via IRAS, the MHRA and REC application form and work closely with the Sponsor representative, where necessary, to ensure that MHRA and [REC][GTAC](delete what is not applicable) submissions and all relevant supporting documents are complete and accurate and made in accordance with required timelines. 
	(
	

	8
	Ensure any comments/queries raised by the REC and/or MHRA in relation to the ethics application and/or CTA application are addressed/ responded to within the specified timeframes and, in any case, before the Trial starts.
	(
	

	9
	Select investigators/sites.
	(
	

	10
	Review and assess site feasibility
	
	(

	11
	Draft and submit SSI and NIHR CSP forms via IRAS locally, following guidance from the Sponsor and thereafter for any subsequent amendment/modifications (both substantial and non-substantial) to any part of the Trial protocol or associated documents.
	(
	

	12
	Ensure approvals (including any amendments) are in place and appropriate site approvals are obtained, including NHS permission at all participating sites.
	(
	

	13
	Draft the monitoring plan using the Sponsor’s SOP template.
	
	(

	14
	Agree to the risk based Trial monitoring plan drafted by the [Sponsor]/[CTU]/[CRO] (delete what is not applicable)
	(
	

	15
	Work with the Sponsor representatives to set  up pharmacy and IMP sourcing arrangements for the, as applicable, manufacture, handling, storage, dispensing & destruction (i.e. accountability), labelling, and un-blinding of the IMP(s) to be used in the Trial.
	(
	

	16
	Review and approve the IMP label.
	
	(

	17
	Ensure that IMP(s) is/are labelled appropriately and approved by the Sponsor representative.
	(
	

	18
	Forward to each PI/Pharmacy site the relevant pharmacy/IMP file documents including any substantial/non-substantial amendment documentation that is approved.
	(
	

	19
	Ensure that import is undertaken by a company that the Sponsor’s representative has approved.  (Delete clause if IMP(s) will not be imported from outside the EEA)
	(
	

	20
	Draft a Trial-specific SOP on randomisation and unblinding (if applicable), using the Sponsor’s SOP template for approval by the Sponsor representative. (Delete clause if trial is not randomised)
	(
	

	21
	Draft a data management SOP using the Sponsor’s template for approval by the Sponsor representative.
	(
	

	22
	Ensure CRFs are created using the Sponsor CRF template and approve final versions in agreement with the Sponsor. Signs the relevant pages to validate the CRF at applicable sites and to demonstrate Trial oversight – such pages including but not limited to the inclusion and exclusion criteria page, AE page(s), and final sign-off pages.
	(
	

	23
	Be responsible for the Trial database, including validation and testing thereof. 
	(
	

	24
	Be responsible for the set up and maintenance of the TMF containing all relevant essential documents as per [Sponsor]/[CTU]/[CRO] (delete what is not applicable) SOP(s). 
	(
	

	25
	Be responsible for the setup of the ISF for all sites and ensuring that the ISF contains all relevant essential documents as per  [Sponsor]/[CTU  ]/[CRO] (delete what is not applicable)   SOPs. (Delete clause if trial is not a multi-site trial).
	(
	

	26
	Give the REC and MHRA a written explanation for Trial start delay if the Trial does not commence within 12 (twelve) months of approval.
	(
	

	27
	Set up Trial on E-SUSAR Database.
	
	(

	28
	Register the trial on ClinicalTrials.gov or ISRCTN, as applicable, and ensure reference numbers are promptly made available to the JRO.
	(
	

	V
	LABORATORY 
	
	

	1
	Assist the Sponsor in setting up appropriate arrangements and, as needed, agreements with laboratories for the Trial 
	(
	

	2
	Ensures that any additional Trial-specific tests are agreed as per local NHS permission SSI form.  
	(
	

	3
	Ensure that the central laboratories used to process project specific samples hold appropriate licences and that copies of relevant certificates/accreditation are held within the TMF and/or that appropriate assessment can be completed by the Sponsor.
	(
	

	4
	For Trial-specific samples, draft a laboratory manual/SOP (which describes sufficient details for the collection, handling, processing, storage and analysis of the samples) or detail the foregoing in the Protocol and ensure that the applicable of the Protocol/manual/SOP has been reviewed and approved by the Sponsor.
	(
	

	5
	Provide all relevant documentation and updates to the central laboratory(ies) sufficient to carry out their responsibilities adequately and in line with the Protocol and the Regulations. 
	(
	

	6
	Notify all laboratories when each site is open to recruitment and when these laboratories are authorised to receive and start processing samples.
	(
	

	VI
	Research Personnel and Training
	
	

	1
	Ensure all research personnel are appropriately trained in GCP/Regulations, SOPs, and the Protocol and that this is sufficiently evidenced.
	(
	

	2
	Ensure all site PIs and research personnel at participating sites are appropriately trained in GCP/Regulations, SOPs, and the Protocol and that this is sufficiently evidenced. (this clause is only relevant to multicentre trials or where the CI is not a PI at site)
	(
	

	3
	Ensure Trial staffs have appropriate honorary contracts in place.
	(
	

	4
	Ensure all persons assisting in the conduct of the Trial are informed about their obligations and meet the commitments as provided herein.
	(
	

	VII
	Initiation
	
	

	1
	Complete, where applicable, the relevant forms for site initiation as per [Sponsor]/[CTU]/[CRO] (delete what is not applicable) SOP(s), prior to site initiation.
	(
	

	2
	Ensure that each site PI completes, where applicable, the relevant forms for site initiation as per [Sponsor]/[CTU]/[CRO] (delete what is not applicable) SOP(s), prior to site initiation. (this clause is only relevant to multicentre trials or where the CI is not a PI at site)
	(
	

	3
	Attend and, where applicable, ensure that site PIs attend the site initiation(s) conducted by the [Sponsor]/[CTU]/[CRO] (delete what is not applicable).
	(
	

	4
	Conduct site initiation(s).
	
	(

	5
	Generate site initiation visit report(s).
	
	(

	6
	Review site initiation visit report(s) by CTU/CRO (delete if initiations are delegated to a CTU/CRO)
	
	(

	7
	Issue open to recruitment letter(s) to site(s).
	
	(

	8
	Ensure all sites do not commence the Trial until the [Sponsor]/[CTU]/[CRO] (delete what is not applicable) has performed an initiation visit and confirmation of  Open to Recruitment is issued by the [Sponsor]/[CTU]/[CRO] (delete what is not applicable).
	(
	

	VIII
	Trial MANAGEMENT
	
	

	1
	Take overall responsibility for the supervision and day to day management of the Trial, including accountability for Trial subjects’ safety, Trial progress, and performance of the Trial in accordance with the Protocol, the Regulations, and Sponsor SOPs, as applicable. 
	(
	

	2
	Process general administration queries and correspondence with sites.
	(
	

	3
	Respond to all site clinical queries.
	(
	

	4
	Ensure proper notification regarding new investigators and/or sites to Sponsor and [REC]/[GTAC] (delete what is not applicable).
	(
	

	5
	Advise on eligibility queries and ensure all relevant trial staff and PIs do not enrol any Trial subject that does not meet the eligibility criteria.
	(
	

	6
	Notify the Sponsor when the first Trial subject has been consented and enrolled onto the Trial at each Trial site.
	(
	

	7
	Be responsible for the design, management, and reporting of the Trial at all sites, through the co-ordination of the PI at each participating site (if applicable).  .
	(
	

	8
	Ensure that all Trial subjects enrolled are informed that the IMP(s) used is(are) for investigational purposes
	(
	

	9
	Ensure all Trial subjects at all Trial sites are fully informed about the Trial and sign a consent form prior to participating in any Trial-related activity.
	(
	

	10
	Be responsible for ensuring that adequate medical (including emergency) care and supervision are provided during and following the Trial subject's participation in the Trial, as specified in the Protocol.
	(
	

	11
	Notify the Sponsor of any proposed amendments/modifications to the Protocol and supporting documents, in line with the Sponsor SOPs. Ensure that all sites’ R&D departments are notified of and approve the amendments/modifications. Provide all approved, amended documents to site(s) PI(s), pharmacy, and laboratories (as applicable).
	(
	

	12
	Update the Sponsor on current literature and any medical issues arising from, or of relevance to, the Protocol including any new information of which CI is/becomes aware (e.g. published data on other trials) that will impact on the Trial or its conduct.
	(
	

	13
	Provide assistance with interpretation of the Protocol and medical advice to the Sponsor if required.
	(
	

	14
	Promptly inform the Sponsor of any existing or alleged fraud, misconduct, violations or deviations from the Protocol, all in accordance with the Sponsor SOPs and regulatory requirements, ensuring serious breaches of GCP or the Protocol are reported to the Sponsor immediately.
	(
	

	15
	Report all serious breaches of GCP or the Protocol to the regulatory authorities in accordance with the statutory timelines (delete next phrase if not a multicentre trial) and ensure that appropriate mechanisms are in place for PIs and delegates to report such matters.
	
	(

	15
	If the Trial is to be halted, submit a substantial  amendment/modifications to the Sponsor, MHRA/REC/GTAC and this will be done no later than 15 (fifteen) days from the date of the halt.
	(
	

	IX
	Monitoring/ Auditing/ Inspection Visits
	
	

	1
	Comply with the monitoring plan and ensure the JRO’s UK regulations compliance forms (if applicable) for all sites are completed and returned to the Sponsor within the timelines set out in the monitoring plan.  
	(
	

	2
	Review and sign off each PI UK regulations compliance form and supply any missing documentation as required to ensure oversight of Trial conduct at sites. (this clause is only relevant to multisite trials and can be deleted if not applicable)
	(
	

	3
	Allow monitoring and auditing by authorised personnel from the Sponsor and inspection by the appropriate regulatory authorities, making the TMF(s), source data, CRFs, reports and other documents available and accessible.
	(
	

	4
	Review monitoring visit report(s) by [CTU]/[CRO][contracted] (delete what is not applicable) monitor. (delete if monitoring is not delegated to a CTU/CRO/Contracted monitor)
	
	(

	5
	Liaise with trust pharmacy(ies) (or other department delegated IMP management responsibilities)  regarding attainment and receipt of IMP accountability logs at the frequency requested by the Sponsor. (this clause does not apply if the trial is double-blinded and can be deleted)
	(
	

	6
	Implement any corrective and preventative actions necessary as detailed by the Sponsor, monitor, auditor, or inspector and ensure the necessary actions are taken in order to address the findings identified within the timelines given.
	(
	

	X
	Safety Recording and Reporting Arrangements
	
	

	1
	Be responsible for ensuring that the PVG reporting follows the requirements of the Protocol and the Regulations.
	(
	

	2
	Be responsible for ensuring sufficient safety and efficacy data from non-clinical studies or clinical trials are available to support human exposure in the Trial population to be studied. 
	(
	

	3
	Provide ongoing safety evaluation of the IMP(s) to the JRO, as and when required, including but not limited to informing the Sponsor of safety alerts regarding IMP and notifying the JRO of any trends in safety data and their potential impact on patient safety.
	(
	

	4
	Update the IB as new information becomes available (as a minimum, annually) OR review updates to the IB/ SmPC as provided by the marketing authorisation holder for impact on the Trial Protocol and act accordingly as a result. (delete what is not applicable)
	
	

	5
	Understand the potential risks and side effects of the IMP(s), be familiar with the appropriate use of the IMP(s), and ensure that the IMP(s) is(are) used only in accordance with the approved Protocol, reference documents (IB and/or SmPC and/or dossier), and regulatory requirements.
	(
	

	6
	Ensure that each PI or delegate carries out the AE assessments as required and that AEs, SAEs, and SUSARs are recorded and reported in accordance with the Protocol and Sponsor SOPs.
	(
	

	7
	Maintain and review AE Logs and carry out a signal detection/trend analysis of all AEs as per Protocol. 
	(
	

	8
	Work closely with the Sponsor representative to complete and submit the DSUR in a timely manner in accordance with the Sponsor SOPs.
	(
	

	9
	Receive and review all reported SAEs and SUSARs from participating sites, if required by the Protocol.
	(
	(*

	10
	Issue queries for SAEs/SUSARs.
	
	(

	11
	Promptly respond to Sponsor SAE/SUSAR queries.
	(
	

	12
	Prepare SUSAR reports.
	
	(

	13
	Submit SUSAR reports to Sponsor, [REC ]/[GTAC] (delete what is not applicable) and MHRA within UK regulatory specified time frames.
	
	(

	14
	Ensure that the Protocol details the process for monitoring and managing pregnancies in female Trial subjects, and be responsible for any monitoring and follow-up in line with the Protocol.   
	(
	(*

	15
	Notify all site PIs of SUSARs occurring in multi-site trials (delete if not applicable).
	(
	

	16
	Report any urgent safety measures to the regulatory authority(ies), [REC][GTAC] (delete what is not applicable), and Sponsor in less than 3 (three) calendar days) after becoming aware.
	(
	

	17
	Will notify the Sponsor, all PIs  at sites, and the regulatory authorities  of any findings which could adversely affect the safety of Trial subjects, impact on the conduct of the Trial, or alter [REC]/[GTAC] (delete what is not applicable) favourable opinion.
	(
	

	XI
	CRF(s) / Data Collection Tool(s) and Data Management
	
	

	1
	Implement and comply with the data management SOP in accordance with the [Sponsor]/[CTU]/[CRO] (delete what is not applicable) SOP.
	(
	

	2
	Take full responsibility for the transfer of data or documents connected with the Trial.
	(
	

	3
	Be responsible for ensuring compliance with GCP is maintained when using electronic study data or handling and/or remote electronic data systems.
	(
	

	4
	Be responsible for CRFs being completed in a timely manner and ensure they are readily available.
	(
	

	5
	Be responsible for query distribution to the relevant site PIs. (delete if not multisite trial)
	(
	

	6
	Be responsible overall for the generation and resolution of data queries.
	(
	

	7
	Follow up site(s) with any outstanding, incomplete responses to data queries generated. (delete if not applicable)
	(
	

	XII
	Annual Reports
	
	

	1
	Be responsible for submitting an annual progress report to [REC][GTAC] (delete what is not applicable), within 30 days of the date of favourable approval letter by [REC][GTAC] (delete what is not applicable) and submit a copy to the Sponsor.
	(
	

	2
	Ensure that an annual report to the funder(s) is submitted within the agreed timelines and that a copy is supplied to the Sponsor.
	(
	

	XIII
	QUALITY ASSURANCE & AUDITS
	
	

	1
	Maintain quality management systems and Trial-specific SOPs and provide Trial-specific SOPs to the Sponsor.
	(
	

	2
	Make available all relevant Sponsors’ SOPs, guidance(s), and policies, as amended from time to time. 
	
	(

	3
	Audit subcontractor’s quality systems.
	
	(

	XIV
	TRIAL END 
	
	

	1
	Follow the Sponsor’s SOP for end of trial, close-out, and trial reporting procedures. Notify the Sponsor of the end of the Trial as defined in the Protocol or if the Trial ends early, within 7 days of the termination.  
	(
	

	2
	Be responsible for the undertaking of data analysis and dissemination of the results to the Sponsor, in the first instance.  Inform the Sponsor of any oral presentations, planned interim analyses, reviews, book abstracts, etc. which include data from the Trial.
	(
	

	3
	Provide the Sponsor with an end of Trial report in line with the full dataset format as outlined by the EMA, prior to the anniversary of the date of the declaration of the end of Trial.  Upload the report onto the EudraCT data base to be submitted via EudraCT following review from the Sponsor.  Send a copy of this report to REC/GTAC and file a copy in the TMF.  
	(*
	(

	4
	Follow Sponsor publication policy as per the Protocol and upload Trial results to appropriate public registries.
	(
	

	5
	Archive the TMF (and, if relevant, pharmacy and/or laboratory site files) in the UCL archiving facilities and inform the Sponsor as to where the file(s) has(ve) been archived.  Ensure all site documents are appropriately archived.
	(
	

	6
	Ensure that any necessary HTA licences are in place and valid for the premises where research samples (consented to by subjects during the Trial for the purposes for future research) will be stored after the end of the Trial.
	(
	

	7
	Ensure that the medical files of Trial subjects at all sites are archived for a minimum of 5 (five) years after the Trial conclusion.
	(
	

	8
	Ensure that the records containing information relevant for advanced therapy IMP traceability will be archived for a minimum of 30 years after the expiry date of the product as per article 15, Regulation (EC) No 1394/2007.  In addition, ensure that the last versions of the IB/IMPD and Protocol, respectively, are retained for the same period to provide information about the product and its application. [delete paragraph, if not an ATMP trial (e.g. gene /cell/tissue engineered product)]
	(
	


* If both Parties are marked as being responsible for an activity, * denotes the Party taking the lead responsibility for the specified task.
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