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Associated Document 1: Guidance for GCP and Governance section staff
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This guidance document is written:

a. To ensure that Barts Health/Queen Mary Joint Research Management Office (JRMO) staff are aware of the processes for issuing sponsorship, authorising the Integrated Research Application System (IRAS) form as sponsor for regulated studies, and the documentation necessary for sponsorship review. 
To ensure all Barts Health or Queen Mary sponsored CTIMPs have a formal sponsorship agreement in place to comply with the legal requirements of The Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025 ,the UK policy for health and social care research, 2017 and Good Clinical Practice (GCP).
b. To ensure that all Barts Health or Queen Mary sponsored ATIMPs have a formal sponsorship agreement in place to comply with the legal requirements of the EC regulation 1394/2007 on advanced therapy medicinal products and amending Regulation (EC) No 726/2004 in addition to the legal requirements of MHRA-regulated studies.
c. To outline the process undertaken for Barts Health or Queen Mary to agree to act as legal representative of a MHRA-regulated study on behalf of a sponsor who is based outside of the UK.
Definitions:

The Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025 define who can act as a Coordinating Investigator (CI):
· CI:
· in relation to a clinical trial conducted at a single trial location, the investigator for that location, or
· in relation to a clinical trial conducted at more than one trial location, the health care professional, whether or not that health care professional is an investigator at any particular location, who takes primary responsibility for the conduct of the trial.
· Investigator:
· In relation to a clinical trial, the health care professional who is responsible for the conduct of that trial at that trial location or, if more than one, the trial locations; and who is, if the trial is conducted by a team of health care professionals at that location or locations, the leader responsible for that team.
It also defines the “Investigator in a clinical trial”:
· The investigator, in relation to a clinical trial, shall be a health car professional who is appropriately trained to undertake that role in a clinical trial as defined on the MHRA website.

For Barts Health and Queen Mary single location sponsored regulated studies CI and local Investigator will be the same person unless there are agreed exceptional circumstances i.e. educational projects where supervisor can be CI and student can be local investigator or where the CI is purely QM academic (does not interact with patients and does not have access to patient records) so the local investigator can be different to CI because they would normally be part of clinical care and so already has access to patients and patient records..

[bookmark: _Toc228540281]1. Receipt of project

  The RGS’s review is the primary sponsorship review and includes the protocol or clinical investigation plan (CIP), IRAS form,  and relevant documents (e.g. PIS, ICF. Patient diary, GP letters) that are submitted to the REC, HRA and the MHRA for approval. Any concerns about the application should be brought to the attention of the Research Governance & Performance Manager and raised with the relevant Barts Health / Queen Mary expert i.e., Information Governance, HTA designated individual, IT. Provide the research team with guidance and signpost additional support if needed.


[bookmark: _Toc228540282]2. Confirm Categorisation as MHRA Regulated 
Categorisation should have been defined at Funding application however should be verified at initial submission. All Governance staff can be involved in this, however the final responsibility lies with the GCP manager. Staff should be cautious of any studies that involve any of the following in the protocol, as they may be MHRA regulated:
· Drugs
· Vitamins
· Nutritional supplements
· Food supplements
· Devices that deliver drugs, e.g.
· Stents
· Probiotics
· Imaging tracers
· Other devices
· Tools
· Apps
· Software or programs
· Artificial Intelligence 

Please refer to the MHRA website for guidance on determining whether a study is MHRA-regulated. For Clinical Investigations, if it is still unclear the GCP and Governance Manager will send a scoping query to the MHRA by sending an annotated CIP decision flowchart and a copy of the clinical investigation plan (CIP) to the MHRA and retaining documented evidence to support the MHRA’s decision (i.e. the email from the MHRA and version of the CIP sent). The GCP and Governance Manager involve the CI in this decision-making process.

It may have been necessary to confirm the status of the study with the MHRA at the grant stage to ensure that sufficient funds are costed and secured to support a successful MHRA regulated study or investigation therefore please refer to correspondence on file. The level or type of support and guidance will depend on the type of study or investigation and experience of the researcher. For CTIMPs, ensure that the researcher is aware of the use of appropriate protocol template (SOP 11a Associated Document 2) and submission checklist (SOP 11a Associated Document 3), and local processes. For Clinical Investigations, ensure that the researcher is aware of the appropriate CIP template (JRMO SOP 9 Associated Document 3) and submission checklist (JRMO SOP 9 Associated Document 4).




[bookmark: _Toc228540283]3. Discuss the assignment of the Coordinating Investigator.

For Barts Health and Queen Mary single location sponsored regulated studies the CI should usually be the location’s local investigator.

The following may be considered during the assignment of the CI: previous experience as a CI/local Investigator on non-commercial or commercial MHRA regulated studies, multi-location/international studies (where relevant), experience on Research or Interventional studies, previous GCP and regulatory compliance, previous experience of working on MHRA inspected trials, previous experience of safety assessments/pharmacovigilance. The CI does not necessarily have to be the grant holder, but it is expected that the CI is centrally involved in the protocol writing and development.

For new CIs, the GCP and Governance Manager and SOG will work with the research team or the Division/Institute to assess their experience and determine whether additional peer support, training or study management support is required. 

The CI can be a non-medic but must be a healthcare professional registered with an appropriate UK professional regulator and possess the knowledge, training, and experience necessary to lead a clinical trial. Advice on CI assignment should be sought from SOG and there should be a designated individual with medical oversight.

Concerns relating to experienced CI’s previous non-compliant management of a MHRA regulated studies,  will be escalated to the SOG who will decide on the suitability of the CI.
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This  meeting’s,  purpose is to discuss the planned study, all the management support functions, governance issues, funding milestones/timelines, potential study costs and supply of the Investigational Medicinal Product (IMP) or devices for the trial. Also discuss if there are any deadlines for regulatory submission (often set by funders). This meeting should  be recorded for record keeping.  

All funding milestones must be reviewed by the JRMO/GCP and Governance Managers before they are agreed with the funders (to ensure that they are realistic and feasible). The draft copy of the Health Research Authority (HRA) Schedule of Events Cost Attribution Table (SoECAT)  should be discussed.
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The GCP Manager needs to ensure that the organisation Insurance or indemnity covers the proposed study. In many studies there will be an additional charge, liaise with the Costing team surrounding this. It is the costing and contact team that leads on contracting additional policies.
Please see the full policy, but at a minimum the below studies should be notified by email to the QMUL insurance manager (if QMUL sponsored) :
· studies that aim to enrol pregnant women
· participant is under the age of 5 years at point of entry into the study
· international locations (N.B. this may incur additional costs)
· Interventional studies with a target of >5K
· COVID trials
· Therapies targeting the brain, blood-brain barrier or cerebrospinal fluid
· Cell/Gene therapy studies

[bookmark: _Toc228540286]6. Sponsoring international studies.

Only Queen Mary can sponsor international research with a Queen Mary substantially employed CI. Barts Health, which has NHS’s Clinical Negligence Scheme for Trusts (CNST) indemnity, cannot cover non-NHS locations including international locations and therefore cannot sponsor international studies. 

The selection of countries must be given prior to sponsorship approval. This will also include information about any clinical research organisation (CRO) that will be used to coordinate and secure international regulatory approvals and assigning a ‘National Coordinating Centre’ (NCC) for each country who is responsible for regulatory approvals and reporting (including pharmacovigilance reporting to Competent Authority). 

For costing considerations for international studies see SOP 07a Costing and Contracts associated document 1. For information that needs to be supplied to the JRMO for international location selection or additional locations, or additional countries, see SOP 46 Site Activation.
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This meeting is mandatory for all MHRA regulated studies and clinical investigations and takes place after Initial Submission of documentation but prior to issue of Sponsorship with Conditions.

The aims of the meeting are to:
· Ensure all parties have a good and full understanding of the study and any vendors for the study or investigation.
· Ensure that the processes and actions needed prior to the sponsorship with conditions is flagged. 
· Give the CI opportunity to fully describe the study and declare anything they have forgotten.
· Determine what contracts and agreements need to be put in place. Encourage critical contract completion prior to expected start date e.g. IMP provider 
· Discuss and agree milestones 
· Establish the actions that must be completed once the study has been submitted for regulatory approval. For example, Barts Health capacity and capability requirements if Barts Health is to be a participating site.

Discuss the study database and current status, reminder that database should be developed alongside protocol and final CRF draft or equivalent documentation demonstrating all data points to be collected should be in place prior to Sponsorship with conditions,
The following attendees are mandated. The meeting must not be held without all being present:
· CI 
· Trial coordinator (or representative)
· Clinical Physics representative (for clinical investigations)
· GCP and Governance manager
· Clinical Trials Monitor
·  RGS/delegate
· Contract and Costings Officer 
· Sponsor pharmacist – for notifiable low risk (CTIMP) trials Pharmacy attendance at Kick of Meeting is not mandatory if written confirmation can be provided that the Pharmacy have enough information to give Sponsor approval and enough information to set up the study

Additional attendees can be invited if they are directly related to the study or investigation.

As general guidance:

· GCP and governance pre-meeting is recommended
· A 1hr 30 mins meeting slot should be allocated. 
· The meeting must not be held until a valid submission has been received (this is ideally 2 weeks post submission, so any initial feedback has been sent)
· Minutes/notes and actions should be a documented and shared with all present and saved as part of study set up documentation.
· Use the Kick-off meeting agenda template (Appendix B)
· Review revised documents and the individual role set-up checklist. Work with the CI and team to ensure that a GCP compliant protocol (for CTIMPs) or ISO 14155 compliant CIP (for device investigations) has been written and a consensus is reached.
· Ensure that the CI is aware of study set-up SOPs including:
· SOP 38a Use of Computerised Equipment in Clinical Research
· SOP38b Electronic Data Management Systems for MHRA Regulated Trials. SOP 45 Essential documentation and Trial Master File (TMF),
· SOP 46 Site selection, site initiation & site activation,
· SOP 47 Trial Committees,
…and associated documents, so that relevant study documents are under development to avoid any delays with the ‘Sponsorship with conditions’ process.


If medicinal products are being used, ensure pharmacy have reviewed the study and confirmation of their approval is in place from the authorised Clinical Trials Pharmacist. Approval should be given according to SOP 42a IMP Management-Barts Health/Queen Mary sponsored studies.

If a device is being connected to trust infrastructure, ensure Clinical Physics (where applicable) have reviewed the investigation and confirmation of their approval is in place.



[bookmark: _Toc228540288]8. Undertake sponsorship review 

Valid submission:
Valid submission: This submission should include all documents that will be reviewed by the MHRA, HRA and REC or other regulatory body, and the forms should be received in parallel so that the JRMO can review the consistency across all documents. 
The requirements for valid submission are on the SOP11 submission checklist and appendix C or D should be used to validate the submission.

Review and risk assess the application and protocol or CIP, and provide feedback to the CI. RGS review is main and lead reviewer, and the review should be conducted in line with the RGS review document (workflow completed in EDGE). The GCP and Governance managers review is completed in parallel in accordance to AD 6 GCP checklist.

· The GCP Manager and RGS should jointly assess if additional expert advice or opinions to the standard support departments are needed, prior to proceeding. For example, if blood products are involved, protocol approval should be sought from the Barts Health NHS pathology department.
· Scientific standards and measures are the responsibility of the peer reviewers (scientific and Departmental)
· The GCP Manager should send comments to the RGS who will collate the feedback and send to the CI. Both the GCP manager and RGS should read each other’s feedback to ensure that the feedback to the research team is consistent and to avoid multiple sets of comments.
· 

GCP review 
· The GCP Manager must ensure that the clinical trial application and protocol and other essential documents complies with GCP standards, referring to the protocol template wording for guidance. Review in detail; study design, trial objectives, endpoints, eligibility and inclusion and exclusion criteria, IMP/device management, data management.
· Particular attention must be paid to the pharmacovigilance procedures (see SOP 26a Pharmacovigilance and Safety Reporting for MHRA Regulated studies or SOP 26d Safety Reporting for Clinical Investigations of Medical Devices as applicable) and the end of trial definition/procedures (see SOP 18a Project closure: guidance for research staff of sponsored studies).
· Review the study database documents as per SOP 38b
· Review all IMP/Device documents e.g. SmPCs. IBs, labels, device user guide etc.
· Complete vendor assessments as per SOP40
· Review and comment on risk assessment as per SOP23
· Review draft monitoring plan 
· Liaise with pharmacy team and support departments if necessary 
· Review Sponsor-CI agreement. Review CTU delegation if involved. 
· Review CI/Sponsor Agreement for completeness, ensure table has been reviewed. Must be signed by CI (and CTU, if applicable) electronically. GCP manager to sign on behalf of sponsor

Governance Review:

	Combined Review IRAS form
	RGS should check consistency with Protocol and use below as guidance for ensuring the IRAS form is completed correctly on combined review IRAS.
Review and asses chosen IRAS category
http://www.jrmo.org.uk/performing-research/conducting-research-in-the-nhs/setting-up-a-study/iras-form-guidance/
https://www.myresearchproject.org.uk/help/hlpcollatedqsg-iras.aspx#743 

	Research Protocol
	Protocol should be on relevant JRMO template (guidance wording should be removed) . 
Check consistency between protocol and IRAS form, particularly:
· Study titles, sponsor, location, and CI details
· Research objectives and endpoints
· Design and methodology
· Inclusion and exclusion criteria
· Randomisation and/or blinding procedures
· Interventions
· Archiving (25 years, or 30 for ATMPs)
· Sample size
· Funding 
· Study duration 
· Intellectual property rights – liaise with preaward team
Provide feedback. 


	Participant Facing Documents
	Ensure the IRAS number, version, date and page number to the footer is on all patient facing documents. Version and date must be consistent on document title and document footer.

	Participant information sheet(s) (PIS)

	PIS should be written in lay form so the patients are aware exactly what they will be involved in e.g. how many mls of blood will be taken, how many visits are required, what an MRI scan involves etc. Ensure HRA GDPR wording has been added with correct sponsor DPO contact, research team details and location PALS details (can be left blank for localisation).
Ensure the PIS is age and audience appropriate e.g. paediatric studies will have different PIS for different age groups, separate PIS for parents/carers/nominated individuals. 

Confirmation from study team that PPI has reviewed the PIS

See Patient Information Sheet and Consent Form Guidance for further details


	Consent form(s)

	Check all relevant points have been added from HRA consent form template. The consent form should have the correct points of consent and should be age appropriate e.g. paediatric studies will have different consent for different age groups. If consent is being received from parents or nominated individuals, then ensure assent and consent forms are submitted. Ensure any optional points are clearly labelled as OPTIONAL and have a Yes No tickbox rather than the initial box for these optional points. The footer should state where copies and the original consent form will be kept.


	Other study documents e.g. GP letter, non-validated questionnaires, topic guides, dairies etc
	
Ensure information in these documents are consistent with the protocol, IRAS and other study documents. For MHA regulated studies a GP notification letter is highly recommended 

	Sponsor Data DPIA pre-screening form (including evidence of submission to the DPIA/IG team)
	See SOP 16a Data protection for full details, procedure, and pre-screening form. Forms should be submitted to: bartshealth.infogov@nhs.net or data-protection@qmul.ac.uk by the researcher (depending on sponsor)

	Scientific peer review
	Please follow SOP 14. Mandatory for review to be external and independent.  If external funding awarded this is accepted. If funder is AMRC member, review evidence doesn’t need to be supplied https://www.amrc.org.uk/pages/category/member-directory?Take=20 

If peer review evidence has been submitted, please ensure change suggestions have been actioned or evidence of correspondence with reviewer is supplied 

	Departmental authorisation
	Please follow SOP 14. For Barts Health sponsored studies and studies that have no funding/no worktribe, a letter/email authorisation of appropriate person within the CI’s department  should be submitted. Approval can be issued on worktribe for Queen Mary sponsored studies so no need for letter/email.

	Costings and Contracts
	Identify any vendors e.g. IMP supplier, external laboratories, funding bodies

QMUL: liaise with QMUL preaward team jrmo-helpdesk-preaward@qmul.ac.uk to confirm costing and contract review. Add worktribe number to EDGE sponsorship workflow.  

Barts Health: liaise with Barts preaward team jrmo-bartshealth@qmul.ac.uk to confirm costing and contract review.

Both organisations: Costing and contract checklist to be signed at sponsorship with conditions and again at confirmation of sponsorship as form of approval.

Declaration of “no cost form” should not be used for MHRA regulated studies.
OID for multicentre studies or Queen Mary sponsored studies with Barts Health/other locations – RGS to review and sign the sponsor section. As study is MHRA regulated the mNCA will replace the OID and ‘separate location agreement’ should be selected for appendix 1 on OID

	Curriculum Vitae 
	Coordinating Investigator and statistician CV signed and dated within 2 years. 

	Evidence of training
	JRMO GCP required for CI and statistician dated within 3 years. 

	Validated questionnaire
	All validated questionnaires must be provided and also uploaded to IRAS.  Evidence of permission to use validated questionnaire/s or confirmation they are free to use should be provided by CI/research team

	Supporting departments: Pathology, pharmacy, imaging
	Check IRAS and protocol for any involvement of blood tests, imaging scans, IMP, including standard of care. Obtain approval from Barts support department teams: check list of supporting departments on SOP11a AD3
If bloods are being processed in Queen Mary lab, then approval from lab manager is sufficient or if the lab is CI owned then confirmation this is the case will suffice. Ensure contract is in place to cover the movement of samples if necessary.
Pharmacy to provide approval at sponsorship with conditions stage using the mandatory wording on SOP42a. A second review/approval can be requested if there are changes after sponsorship with conditions.

	Risk assessment 
	To be completed by research team and GCP manager to review. If QMUL sponsored study, ensure Queen Mary insurance team have confirmed insurance if there are additional premiums needed or any concerns (mentioned above in insurance section).

	Capacity and capability
	For sponsored studies with Barts as a participating location, conduct sponsorship and C&C review together. C&C requirements to be included within the sponsorship feedback:
· Clinical director approval
· CV and GCP for local study team (GCP dated within 3 years)
· Research passports/letters of access if needed
· Location specific recruitment targets
· Location level approval for support departments including pharmacy / clinical physics etc approvals
Location agreement signed (OID or site agreement according to what IRAS category the study falls under)



[bookmark: _Toc228540289]9. Governance QC – conducted by Research Governance and Performance Manager or delegate.
- The Quality Control (QC) process is in place to ensure that applications for sponsorship and governance approval are complete, accurate, compliant, and internally consistent before formal approvals are issued. 
Checks should include:
· Completeness and consistency across application and documentation.
· Appropriate risk assessment and peer review completed.
· Appropriate data protection and confidentiality measures.
· Evidence of funding, costings and contracting.
· Evidence of internal and external approvals (as required).


[bookmark: _Toc228540290]10. Final MHRA Regulated study meeting.

This meeting is mandatory for all MHRA regulated studies and investigations.

This meeting should occur before GCP agreement or Confirmation of sponsorship. The purpose of the final Governance meeting is for the sponsor to identify all outstanding items before the GCP and Governance Manager and RGS can issue Confirmation of Sponsorship.

The following people must be invited to the meeting:
· CI
· Costing and Contracts Officer(s)
· GCP Manager(s)
· JRMO Clinical Trials Monitor (as part of their study specific training – this includes studies for which they receive quarterly monitoring reports from external monitors),
· RGS
· Trial Coordinator/Trial Manager
· Trial Monitor (if monitored by person outside of the JRMO)
· Sponsor Pharmacist (if the study involves pharmacy and if necessary – see guidance under Section 8. Kick off meeting)
· Clinical Physics expert (if a non-CE marked device, if necessary)

Other members of the JRMO / study team are welcome to join the meeting.
The ‘Final Governance meeting report’ (see JRMO SOP 11b Associated Document 9) should be used as an agenda and circulated before the meeting so that the CI and team can prepare. At the meeting, an attendance sheet must be completed and saved in the sponsor file. Following the meeting, the ‘Final Governance meeting report’ must be completed by the JRMO Clinical Trials Monitor or delegate and distributed to the study team. Any actions or items outstanding identified in the meeting should be emailed to the CI and followed up to resolution. Where necessary further meetings may be scheduled and must also be minuted.

 Ensure “Sponsor to CI agreement” is reconfirmed and this is documented. If there are changes, then it should be re-signed. It is vital the CI is fully aware of the responsibilities that are being delegated to them. 


[bookmark: _Toc228540291]Appendix A: Early engagement meeting tool

This tool can be used by either the governance officer or GCP manager and Costing & Contract officer at the initial planning stages of a MHRA Regulated study.
Text in Italics are items to be considered and not an exhaustive list; these can be removed. 
This is a tool to guide the conversation.

	Sponsor
Who is the Coordinating Investigator’s (CI) substantive employer?
UK or International
Insurance?

Project Summary/Synopsis
Study type (include who had made assessment)
IMP/device trial details
Intervention details.
CTU involvement
Deadline for regulatory submission (if any)

	CI Experience
As CI on (CTIMPs/ATMPs/device trials): 
Non-Commercial MHRA Regulated study 
Commercial MHRA Regulated study
Or as local Investigator on:
Non-Commercial MHRA Regulated study
Commercial MHRA Regulated study
Or as Sub-investigator
CI healthcare professional? Who will retain medical oversight? Inform need to discuss assignment with SOG

Any challenges with previously lead/co-lead clinical trials to note?
If lacking in experience, will there be a sufficiently qualified/experienced investigator to support the CI (including an equally experienced CTU/coordinating team)?

(N.B Locum & Emeritus Professor cannot be Investigators)

	Locations
In the UK
How many Countries (within EU and outside of the EU)?
Total

If international, are NCCs to be involved and how many?



	Service Providers 
· Location agreements (are we providing any consumables? E.g. tissue kits, equipment, device / funding for collaborators / Investigational Medicinal Product
(IMP) to the locations)?
· Are you planning to recruit from any other locations? (or Participant Identification Centres (PIC))
· Which areas in Barts Health/Queen Mary will you be using for clinical and non-clinical interventions?
· Contract Research Organisation (CRO)? 
· Will they be using Clinical Research Coordinator (CRC) or another unit if a lone investigator?
· IMP technical agreement
· IMP supply agreement
· IMP - Bart’s Pharmacy if providing IMP
· Lab Service Level Agreement(s)
· Material Transfer Agreement(s) – Any data or tissue being sent any location other research locations?
· Database Provider?
· Statistician
· Unblinding service
· Randomisation service
· International Agreements
· Translators 
· Importers/ Exporters 
· Device/Equipment 
· Is there any equipment or device on loan or being gifted by from manufacturer? Is it on the Master Indemnity Agreement (MIA) (indemnifying the kit)?
· External staff access (LoA).

	Risk Assessment (See SOP 23 Risk Assessments)
Safety details
Informed consent process (DAC application? CAG?).
Samples
IMP management
Pharmacovigilance, reporting, and RSI


	Funding

· Funding award agreement(s)
· Funding letters for Portfolio Adoption process (stating amount and duration to cover project)
· Expected date of award


	Protocol Peer review (See SOP 14 Peer Review)
Is the funder review an AMRC member?
External and independent peer reviewers.

	Data Management (See SOP 38d Data Management)
Where database to be hosted (NHS/Safehaven).
PID/pseudonymised and anonymised
Database vendors (external/internal) - if internal named person to develop/run the system?

	IMP Management (if applicable)
Oncology / Non-oncology - Give Pharmacy contact
If ATIMP, ATIMP Pharmacy Committee will need to be involved as part of approval.


	Pharmacovigilance (see SOP 26c Pharmacovigilance) and/or Safety Reporting (see SOP 26d Safety Reporting for Clinical Investigations of Medical Devices)



	Monitoring (see SOP 28 Monitoring) 



	Quality Assurance/Compliance/Study Specific SOPs? 
See JRMO SOPs 



	Integrated Research Application System (IRAS) application - progress and JRMO submission
Explain combined review sponsorship request.






[bookmark: _Toc228540292]Appendix B: Kick-off meeting agenda template


	Agenda Points

	Suggested notes
	Lead

	Introductions

	Including confirmation of JRMO team
	RGS/GCP Manager

	CI briefly describe project 
	It’s useful to hear summary of study and it is appropriate to ask for a ’lay‘ explanation so that it is understandable to all

	CI

	Summary of status of study 
	· Valid submission received/Initial feedback sent 
· Sponsor- Who is the CI’s substantive employer?
· CI confirmed to have capacity to run trial.
· CI’s Experience (if non-medic, discuss medical oversight)
· Locations, nations, and PICs?
· NIHR portfolio status
· Protocol Peer review (See SOP 14 Peer Review)
· Training requirements.

	RGS

	Recruitment & participant population discussed, including feasibility of meeting targets
	· Patient pathways
· Conflicting studies 
· Reporting first patient consented
· To JRMO
· To MHRA (with first substantial modification)
· Reporting portfolio study figures monthly to the JRMO

	GCP Manager

	Insurance
	· Does this study need to be referred to the Insurance?
·  Are additional premiums needed ?
	GCP Manager

	Delegation from Sponsor to CI 

	· Delegation of responsibilities
· TMF set up
· Is there a CTU involved

	GCP Manager

	IMP and IMP management discussion (if applicable)
	To including but is not limited to:

· Phase of study,
· Name IMPs, 
· CI confirm MHRA Risk category ( A,B,C) 
· CI assessment of risk the IMP, sourced? Importers/ Exporters/ Special handling procedures, blinding, randomisation.
· Sponsor pharmacists confirm they have reviewed and agree to protocol and MHRA application
· Sponsor Pharmacist agree they will provide Provisional approval as per SOP 42a
	Sponsor Pharmacist

	Vendors & Contracts 

	Including but not limited to:

· Funding
· Funding award agreement(s)
· Identify all Vendors, Service Providers, and Internal Queen Mary/Barts Health departments 
· Location agreements (are we providing any consumables? E.g., tissue kits, equipment, device / funding for collaborators / IMP to the locations)?
· IMP supply agreement & technical agreement (see IMP section)    
· Lab Service Level Agreement(s)
· Material Transfer Agreement(s) – Any data or tissue being sent any location other research locations?
· Statistician
· International Agreements
· Translators
· Funder milestones 
Ensure critical contracts are complete before trial expected start date
	Contract Officer

	Device/Equipment
	· Is there any equipment or device on loan or being gifted by from manufacturer? 

	RGS

	Data Management 

	· Database
· Provider
· Data management plan
· JRMO templates or another? 

	GCP Manager

	Pharmacovigilance
	· Process, 
· RSI, 
· CI medical assessor role (and delegates)
· Reporting to Manufacturer needed?  

	GCP Manager

	Monitoring arrangements 
	· Monitoring plan agreed in principle 
i.e. how many visits?, who will monitor locations?, who will monitor TMF?
	GCP Manager

	Quality Assurance/ Compliance/ Study Specific SOPs

	· Trial unit/group specific SOPs discussed and relation to JRMO QMS?

	GCP Manager

	AOB 
	· Feedback to discuss

	RGS

	Close
	· Summary and plan of action
	RGS





























[bookmark: _Toc228540293]Appendix C: Valid submission suggested email template

(Research Management and Governance Officer to send to the CI and team)

Dear <Insert CI name>,

RE: [Add study tile and study identifiers]
Thank you for your submission which was received on DD/MMM/YYYY.


This email is to inform you that in line with the JRMO Checklist for Medicines and Healthcare products Regulatory Agency (MHRA) regulated studies, your submission is deemed valid. 
Please note that this submission will be reviewed by a Research Governance Specialist and the GCP and Governance Manager, who may invalidate it if essential documents are missing or if the documents provided are not of satisfactory quality.


Your study will now be reviewed, and feedback will be provided in due course.


Many thanks,

Research Management and Governance Administrator 



[bookmark: _Toc228540294]Appendix D: Invalid submission suggested email template

(Research Management and Governance Officer to send to the CI)

Dear Insert CI name,

RE: [Add study tile and study identifiers]

Thank you for your submission which was received on DD/MMM/YYYY.

This email is to inform you that in line with the JRMO Checklist for Medicines and Healthcare products Regulatory Agency (MHRA) regulated studies your submission is considered invalid, which means not all essential documents have been received. The review will only be initiated once all essential documents are received.

Please note for your application for Sponsorship to be deemed valid the Joint Research Management Office (JRMO) document checklist must be included (for CTIMPs, or for Clinical Investigations).  If you require help with completing this form, then do contact the JRMO.

Upon receipt of all the essential documents (as outlined above in the checklist) the review will begin and feedback will be given. We look forward to receiving all essential documents from you in due course.

Many thanks,

Research Management and Governance Administrator
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