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Abbreviations 
ADCS	Association of Directors of Children’s Services
CTU	Clinical Trials Unit
CRF	Case Report Form
CI	Chief Investigator
CTIMP	Clinical Trials of Investigational Medicinal Product
DMC	Data Monitoring Committee
DfE	Department of Education
DSUR	Development Safety Update Report
EDC	Electronic Data Capture
HRA	Health Research Authority
IMP	Investigational Medicinal Product
IRAS	Integrated Research Approval System
IT	Information Technology
LA	Local Authority
LEA	Local Education Authority
LFJB	Local Family Justice Board
MHRA	Medicines and Healthcare products Regulatory Agency
NIHR	National Institute for Health and Care Research
NHS	National Health Service
PIS	Participant Information Sheet
PRC	Protocol Review Committee
PROMS	Patient reported outcome measures
QA	Quality Assurance
QMS	Quality Management System
RDN	(NIHR) Research Delivery Network
REC	Research Ethics Committee
RSI	Reference Safety Information
RSS	(NIHR) Research Support Service
SAE	Serious Adverse Events
SAP	Statistical Analysis Plan
SIV	Site Initiation Visit
SoECAT	Schedule of Events Cost Attribution Template
SOP	Standard Operating Procedure
SUSAR	Suspected Unexpected Serious Adverse Reaction
SWAT	Study within a trial
TMF	Trial Master File
TMG	Trial Management Group
TOC	Trial Oversight Committee
TSC	Trial Steering Committee
UKCRC	UK Clinical Research Collaboration



1. [bookmark: _Toc225862725]Background
The mission of the UKCRC Registered CTU Network (“Network”) is to, “…promote academic trials units and, through its activities, provide its members with information, guidance, and representation in support of the conduct of high-quality, effective, efficient, and sustainable clinical trials research.”
The UK Clinical Research Collaboration (UKCRC) Registered Trials Units Network Chief Investigator Network Group (CING) has developed this template to support discussions between Chief Investigators (CIs) and Clinical Trials Units (CTUs) and to support CTUs in developing a collaboration document. It covers key areas for consideration when embarking on a new Clinical Trial Collaboration across all phases of a clinical trial (randomised or non-randomised), in various settings, from proposal to publication. 
This document is for information purposes and not meant to be prescriptive. It should be used as a guide only. Guidance notes and examples (not exhaustive) are provided to support development of the guide for individual CTUs. CTUs using the template should review and adapt the examples to reflect their CTU and the clinical trial.
This document is designed to support the collaboration between the CI and the CTU and does not replace or substitute the requirement for any formal legal agreements required by the Sponsor in accordance with the regulations.
This document is not representative of all the CTU and CI responsibilities that will be undertaken during the trial but covers the key areas for delivery. In addition, some responsibilities outlined below may not be applicable depending on the type of trial (e.g. a trial that is not a clinical trial of an investigational medicinal product [CTIMP]). The template can be used by CTUs for research studies that utilise other methods e.g. observational studies and qualitative research, but users should be aware that there will be some processes or roles and responsibilities that will not be applicable to these types of studies. For trials in social care and other non-NHS settings, additional considerations apply, particularly in relation to local authority research governance, safeguarding and recruitment through practitioner gatekeepers. Where applicable, guidance notes highlight these considerations.

The final version of this template incorporates feedback from CING and the Network’s Executive Committee. It was reviewed by CING, approved by the Network’s Operations Management Group (subject to final minor edits) on 4th May 2026 and given final approval by CING 25th May 2026.

Katie Morris, Birmingham Clinical Trials Unit, CING member
Rustam Al-Shahi Salman, UKCRC Registered Clinical Trial Unit Network Clinical Director





2. [bookmark: _Toc66971285][bookmark: _Toc225862726]General information about the CTU
[bookmark: _Toc225862727]Document title
[Insert CTU Name] – Chief Investigator Collaboration Guide

[bookmark: _Toc225862728]About the CTU
[bookmark: _Toc73425332]Guidance notes: 
· Insert description of CTU including location, hosting institution, and mission.
· Include UKCRC registration details if applicable. 
· Include contact details for relevant teams.
· [bookmark: _Int_c7KiHAwk]Add an organogram to demonstrate the unit structure. An alternative is to display as an Appendix.
· [bookmark: _Int_MAmqvo5E]Describe the roles and responsibilities of key staff members/teams within the CTU. An alternative is to display as an Appendix.
Example: 
Clinical Trials Units (CTUs) are highly specialised centres established to provide the expert infrastructure required for the design, conduct, analysis and dissemination of high‑quality clinical trials and other robustly developed studies. Their remit spans the full lifecycle of a trial, ensuring that research is conceived, managed and delivered to the highest scientific, methodological and regulatory standards.
CTUs offer specialist expertise across governance, regulatory compliance, trial design, statistics, epidemiology, project management, data management, information systems and wider methodological domains. Through this multidisciplinary capability, CTUs collaborate with Chief Investigators by ensuring that clinical trials are designed appropriately, operationalised efficiently and delivered robustly, in full adherence to the UK regulatory framework and best practice guidelines.
<<Trials unit name>> has expertise in the coordination of trials involving investigational medicinal products (IMPs), which require rigorous compliance with UK clinical trial regulations. The <<Trials unit name>> holds UKCRC registration <<add details full/provisional and dates>>. It is hosted by <<Host/ institution name>>.  CTUs awarded UK Clinical Research Collaboration (UKCRC) Registration have demonstrated to an international panel of experts that they are capable of centrally coordinating multicentre trials, including their design, development, recruitment, data management, publication and analysis. Registration confirms that units have the robust governance systems, quality assurance processes and organisational infrastructure needed to ensure trials are conducted and delivered to the highest quality standards.
The mission of <<Trials Unit name>> is to <<enter vision statement or add details of host/parent organisation mission statements and any relevant strategy documents/links>>. The <<Trials unit name>> can be contacted at <<Main email address>>.
The structure of <<Trials unit name>> is displayed in our organogram found in <<add link to figure or appendix as appropriate>>.
Key teams within the CTU are <<list key teams and contacts as appropriate>> with key roles and responsibilities as described below <<list roles or refer to appendix>>. See Appendix A: Table of Roles and Key Responsibilities of CTU staff for an example of a table of typical CTU roles and responsibilities.

[bookmark: _Toc225862729]Remit of the CTU
Guidance notes:
· Summarise CTU’s scope of supported trials, e.g. phase, setting, therapeutic area, type of intervention. 
· [bookmark: _Int_UQkk13G6]Describe the activities the CTU will or will not perform, e.g. whether the CTU can support studies/certain activities where the host/parent organisation of the CTU is not the sponsor. [A list of examples is given below. This list is not exhaustive and should be amended to reflect the CTU and the trial.]
· Grant application:
· Systematic reviews to inform trial design
· Trial design and methodology 
· Developing grant application
· Patient and Public involvement and Engagement (PPIE)
· Research inclusion
· Statistical expertise and analysis
· IT and Programming:
· Design, validation and maintenance of electronic data capture (EDC) system 
· Bespoke information technology (IT) systems e.g. to incorporate apps
· Trial set-up, management and delivery:
· Site communication
· Data Management
· Trial/Study website
· Development of sub-studies
· Quality assurance:
· Regulatory and quality assurance
· Discussions with different disciplines for different trial/study components e.g. Health economics, quality of life, patient reported outcome measures (PROMS), associated translational research, process evaluation and qualitative research.
· PPIE during delivery
· Finance management- costing trial, planning resources for delivery e.g. staffing, consumables and financial planning and management during delivery
· Engagement with external stakeholders e.g. industry, international collaborators, National Institute for Health and Social Care Research (NIHR) Research Delivery Network (RDN), National Health Service (NHS) partners, study/trial locations
· Describe whether the CTU can support fellowships and/or other types of funding

Example:
The CTU can collaborate on the following types of trials/studies in varying settings:
· Add list of types of trials/studies supported specifying whether can support fellowships
· Add settings e.g. secondary care, primary care, social care, public health etc.
· Add other specific areas e.g. methodology or area of evaluation (e.g. tests, treatments, devices, complex social interventions, programmes and service models)
We can support <<specify whether full or partial>> collaboration projects where <<host/parent organisation >> act as the Study Sponsor. If our host/parent organisation is not the study sponsor <<specify whether there are types of studies or areas of trial design and delivery that can be supported in this situation or not, add details of documents required from study sponsor e.g. Standard Operating Procedures (SOPs)>>.  
We do not support <<specify activities not supported by CTU>>. We cannot take responsibility for << add relevant details e.g. completing the Schedule of Events Cost Attribution Template (SoECAT) form>> but we do expect to review before submission.
We cannot provide you with access to regulatory documents or certain systems controlled by the host/parent organisation <<add details e.g. trial master file (TMF), trial email account>>.

[bookmark: _Toc225862730]Our collaborations
Guidance notes:
· List any institutional, NHS, public health, social care and academic partners. [A list of examples is given below. This list is not exhaustive and should be amended to reflect the CTU and the trial.]
· University Schools and Faculties
· Local NHS Trusts and Boards, Local Authorities
· NIHR Research Delivery Networks
· Infrastructure hosted by the CTU e.g. Cancer Research UK, Royal College of Surgeons etc.
Example:
We have close working relationships and collaborations with the organizations listed below. The <<Trials unit name>> can function as the link between multiple partners and establish new collaborations relevant to the project. There will be other infrastructure resources to support your trial/study through the sponsor such as <<add relevant examples e.g. Research Services, Research Governance, Compliance teams>>.
<<Organization list>>

[bookmark: _Toc225862731]Our research principles
Guidance notes:
· List any frameworks the CTU uses e.g. research inclusion, PPIE, Impact and engagement, Sustainability.

Example:
The <<Trials unit name>> adheres to the following frameworks and principles for design, delivery and implementation of research.
<<Add relevant frameworks and principles and links to relevant documents>>.
For any research, the above should be considered and carefully planned, and <<Trials Unit Name>> can provide advice. Support for any activities related to the above will need to be planned and appropriately costed.

3. [bookmark: _Toc225862732]Working Together
[bookmark: _Toc225862733]Approaching the CTU for collaboration
Guidance notes:
· Describe how investigators can approach the CTU for collaboration. 
· Describe how an idea is adopted and the process if an idea cannot be supported by the CTU.
· Describe any situations where the process is different
Example:
If you wish to collaborate with us on a trial/study, we ask you to <<enter details of how to approach CTU and any documents that need to be completed>>. Once you have contacted us, we will review the planned proposal and <<add details of next steps e.g. initial review/triage, how proposals are assessed prioritized, review by committee and timelines>>. After the review we will <<add details of whether contact for additional information or whether there is a meeting that collaborator may be invited to present at>>. The <<enter Trials unit name or name of relevant committee>> will then decide whether to adopt the proposal for collaboration. Proposals that are unable to be adopted will be << add in possible outcomes e.g. advised re further development work required, signposted to alternative support>>.

[bookmark: _Toc225862734]Grant Development and Submission
Guidance notes:
· Describe the process in more detail once a proposal is adopted. 
· List CTU’s activities for collaboration and recommended lead times. 
· A figure can be inserted to describe the timeline and process of grant development and submission. An alternative is to display as an appendix.
· Detail whether the CTU will support a Study within a Trial (SWAT)
· Describe details of any extra support for new clinical trial Chief Investigators. For coaching schemes use the UKCRC Registered CTU Network template.
· This section can be used to describe in more detail the roles, responsibilities and oversight processes during grant development and submission either as a table within this section or as an appendix. 
Example:
When the <<Trials unit name>> has formally adopted your project then a development team will be assigned <<describe development team>>. They will collaborate in developing and coordinating the application, including development of the budget. They will provide methodological advice, justification of resources, developing a Gannt chart, and providing a letter of support and editorial advice for the proposal. They can support you with the sponsorship application process.
Grant applications can take considerable time to develop thus we ask that you contact us at least <<enter number of weeks>> prior to the funder deadline.  There will also be internal approval processes that need to be taken into consideration, e.g. from NHS and other partners for costs, from RDN for SoECAT and from host/parent organisation for final approval of costings and submission. This can take <<enter indicative timeline>>. The CTU will need to approve the final submission, and relevant members of the CTU team will be co-applicants.
<<Enter figure or refer to appendix for an indicative process document and timelines for grant development and submission>>.
An example of a figure for trial development and delivery timelines is shown in Appendix B. 
For new CIs we will offer additional support via the <<Trial Unit name>> coaching scheme. <<Add additional details of coaching scheme or link to relevant documents>>.
<<Describe whether CTU can support SWATs and if supported add details of funding options and where to find possible ideas for studies e.g. https://www.qub.ac.uk/sites/TheNorthernIrelandNetworkforTrialsMethodologyResearch/SWATSWARInformation/Repositories/SWATStore/>>

If your application is successful, we ask you to forward the notification to us <<add relevant timeline>> so that we can begin to collaborate in the next stage of the application process or the set-up and planning of your project as appropriate.
If your application is unsuccessful, then we will arrange a meeting to review the feedback and consider next steps <<add further details of process for unsuccessful applications>>.

[bookmark: _Toc225862735]Project planning
When you have been notified of a successful application
Guidance notes: 
· Describe in more detail the team members and responsibilities for project planning. An alternative is to use a table. 
· A figure to demonstrate the trial planning process can be inserted.
Example:
Once <<Trial unit name>> is made aware that the grant application for a clinical trial has been successful (this may not yet be the award letter), we will begin to work towards arranging a meeting <<enter name of meeting>>. This will be attended by <<enter key attendees and roles>>. The purpose of the meeting is for each stakeholder to discuss the key considerations and priorities from their perspective and agree upon a set of action items with timelines for completion. <<Add in any other CTU specific details>>. 
The CTU team members that will work with you during this phase are <<enter role names and descriptions>>. The team works with the CI and other stakeholders during this period to prepare the project for successful execution and to identify and mitigate risks. It is essential that the CI engages fully with this process to ensure the best possible study progression. It is unacceptable for a CI to not engage nor maximise the use of this time and still expect the trial to run to timelines.
Examples for roles and responsibilities and trial timelines are shown in appendices C and B respectively.

Project set-up (after grant activation)
Guidance notes:
· Describe in more detail the key activities, team members and responsibilities (CTU or CI) for project planning and anticipated timeline:
· Protocol development
· Risk assessment
· Vendor assessments
· Identification and feasibility assessment of study/trial locations
· Drafting and finalising study documents e.g. Patient information sheets (PIS), case report forms (CRFs), informed consent forms (ICFs)
· EDC development and associated documents, testing
· Regulatory submissions
· Engagement with Research and Development departments to facilitate location set-up, submission of relevant documents
· Site initiation visits (SIVs).
· Describe any key processes, documents or committees within CTU e.g. protocol review committee and protocol template SOP.
· An alternative is to use a table for roles and responsibilities, and a figure to demonstrate the project planning process and timelines can be inserted.
Example:
This is a critical and time-sensitive part of the set-up process leading to the first participant being recruited. The <<Trial unit name>> will manage trial set-up activities, including contracts, site initiation, and training.
The CTU team members that will work with you during this phase are <<enter role names and descriptions>>. See appendix A for examples.
Key activities include <<add list of key activities and indicative timelines or use table and figure>>. See appendix C for example.
The CI has a key role in providing scientific and clinical input into this process and reviewing documentation.

Project Delivery
Guidance:
· Describe in more detail the roles, responsibilities and oversight processes during trial delivery for the CTU and CI. An alternative is to use a table.
Example:
During the delivery of the trial, the CI should be available to input and review ongoing documentation, reports, etc. They will provide scientific and clinical interpretation and support committee engagement. As well as monitoring and supporting delivery of the trial, the CTU ensures safety reporting, amendment management, oversight committee coordination, reports to relevant bodies and stakeholders e.g. funders.

At the end of trial, the CTU leads on database lock, statistical analysis, and reporting. The CI will lead on completion of the final report to funder, dissemination and publication efforts with involvement of the CTU.
<<Add table to demonstrate all roles and responsibilities if not included elsewhere>>. See appendix C for example.

[bookmark: _Toc225862736]Expectations and roles of the CI and CTU
Guidance:
· Define the role of the CI
· Define your CTU’s expectations for the CI, e.g. communication and responsiveness. 
· Describe what the CI can expect from the CTU
· Include appropriate references to relevant documents, communication platforms, or documentation systems that support effective collaboration.
· Describe escalation procedures and contacts
Example:
Role of the CI
The CI is an individual who takes overall responsibility for the development, and if funded, the conduct of the research and would normally be a researcher who is substantially employed within the UK, thus ensuring effective oversight for UK-based trials. CIs must be available to communicate with the sponsor, relevant research ethics committee (REC) and other regulatory bodies during set up and conduct of the research in collaboration with <<Trial Unit name>>. 
The CI is contractually responsible to the funder for delivering the trial in accordance with the terms and conditions of the award, including financial agreements. They are responsible for delivering the primary publication of the work and the final report to the funder, as well as delivering wider dissemination and knowledge mobilisation plans for the research. 
The employing organisation of the CI is usually the Sponsor of the study. The Sponsor carries the legal risk and insurance for the study, and as such has legal responsibility for the conduct of the study, or oversight of conduct where it delegates responsibilities.
<<Enter any local processes for when the CI is not employed by the sponsor organization>>.
Expectations of the CI
Successful collaborations are built on effective communication and engagement. It is essential therefore that as CI you are responsive to communication requests from <<Trial Unit name>> and are respectful of the expertise that each discipline within the Unit contributes to the management and delivery of your trial. Many of the staff within <<Trial unit name>> have been working on trials for over 10 years and have a wealth of experience in submitting numerous grant applications, and the delivery of many clinical trials. 
<<Enter details of any relevant documents from CTU or host/parent organisation e.g. code of conduct>>.
<<Add details of any support for new or inexperienced CIs e.g. mentoring schemes or clinical advisory boards>>.
The CI is expected to comply with our SOPs (where relevant) which can be found <<enter location>> and publication policy <<enter location of document>>. The CI must be available to support inspections and audits (from sponsor and regulatory bodies) and be available to support all stages of the trial including availability and attendance for meetings. The CI should advise the CTU at the earliest opportunity of any issues which will have a significant impact on trial progress/resources or funding

Expectations of the CTU
The team from <<Trial unit name>> is collaborating with you on this trial and are committed to designing and then delivering (if funded) a high-quality clinical trial complaint with the required regulatory framework. As CI, you can expect adherence to the same code of conduct from <<Trial unit name>> staff. This means being responsive to communication and respectful of your expertise, as well as complying with University HR policies <<enter details of relevant policies if not already signposted>>.
We shall work in accordance with both sponsor and CTU SOPs. We shall work to successfully execute the project and deliver the trial timelines. We shall advise you at the earliest opportunity of any issues which we consider will have a significant impact on trial progress. We shall continue to review budgets to ensure quality and value for money.

Escalation process
If either side has concerns, there is an established escalation process within <<Trial Unit name>>. Should anyone have any concerns, they should, in the first instance be raised with the named <<enter relevant role>>. Where this does not provide satisfactory resolution, the next point of contact is <<enter relevant role>>.
<<Enter escalation process document if required
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[bookmark: _Ref225858820][bookmark: _Toc225862737]Appendix A: Table of Roles and Key Responsibilities of CTU staff
A guide is provided for key roles and responsibilities and should not be considered exhaustive. Not every trial will require every role; responsibilities may be combined or distributed across different posts. This should be adapted to the unit’s own structure, roles and responsibilities and to the type of trial. Reference should also be made to the UKCRC CTU Network document “Roles that should be considered within a CTU to deliver a clinical trial”.
	Roles and Responsibilities of CTU staff 

	Trial Management 

	The Trial Management Group (TMG) are responsible for the project management of the trial, including monitoring of recruitment and retention rates, project budget and timelines.  

	Trial managers ensure studies are conducted according to appropriate research governance and regulatory requirements, including development of the study protocol and coordination of ethics and research governance submissions. 

	(Deputy) Clinical Trial management team leader 

	TMG member 

	Trial design and development 

	Project oversight and financial management

	Review and approve the trial protocol 

	Review and approve the trial case report forms (CRFs) 

	Troubleshoot problems 

	Oversee trial delivery budget assigned to CTU 

	Review and contribute to the writing of the trial publication(s) 

	Line management of trial management team

	Provide advice and support to the Chief Investigator

	(Senior) Clinical Trial Manager (This may be split into start-up/planning and delivery teams)

	TMG member 

	Coordinate protocol writing and revision, ensuring that the protocol complies with relevant CTU templates and SOPs and reporting guidelines. 

	Coordinate involvement of PPIE members

	Coordinate development of the CRFs 

	Coordinate the relevant regulatory applications according to clinical trial type, phase and setting e.g. Integrated Research Approval System (IRAS) application (Health Research Authority (HRA), Research Ethics Committee (REC) and Medicines and Healthcare products Regulatory Agency (MHRA) submissions), ethical approval from Association of Directors of Children’s Services and individual local authorities (or courts etc.). 

	Produce all study related documentation (e.g. site logs, participant information sheets (PIS), informed consent forms etc.) 

	Facilitate the contracts process 

	Oversee the consumables budgets 

	Act as point of contact with the sponsor representative 

	Undertake site feasibility assessments 

	Undertake site initiation and training on the trial procedures and the Electronic Data Capture (EDC) system 

	Main contact within CTU for trial sites

	Investigational Medical Product (IMP) management (where applicable) 

	Manage/ oversee sample management (where applicable) 

	Manage payments to sites  

	Coordinate the writing and processing of amendments of any trial documentation 

	Support the data management process  

	Support the reporting of protocol deviations 

	Support strategies for patient recruitment 

	Perform monitoring as required by the risk assessment and monitoring plan

	Promotion of the study including newsletters, webpages and social media 

	Writing and submission of progress reports to funder  

	Writing and submission of the Development Safety Update Reports (DSURs) (where applicable) 

	Review and contribute to the writing of the trial publications 

	Presentation of study and results as required 

	Clinical Trial Coordinator (depending on the trial and CTU there may only be a Clinical Trial Manager role)

	Attend TMG meetings 

	Supports daily management, document control, site communications and tracking of progress.

	Support the Trial Manager with any administrative tasks (e.g. organising TMG, TSC and DMC meetings)  

	Provides general support to the wider CTU team (e.g. logistics, material preparation, controlled document handling).

	Data Management

	(Senior) Clinical Data Manager/Data Management Specialist

	Data Managers are responsible for ensuring that the data in CTU managed trials is of the highest quality. Through the processes and procedures that are in place, collaborators can have the confidence that the data collected will be able to answer their research questions.

	Manage site access to the trial EDC system 

	Oversee/Undertake data entry 

	Chase outstanding data 

	Undertake data validation  

	Complete the filing of paperwork 

	Help with site closure and archiving support  

	Assistant Clinical Data Manager/ Data Manager Support

	Primary liaison between the data team and clinical sites to ensure data issues are addressed.

	Maintain a high standard of data being entered into database.

	Statistics

	The statistics team provide expert trial design advice for grant submissions, and then if funded, provide statistical input for all aspects of the trial. Each trial will generally have two statisticians – a Senior and Trial Statistician. The Senior Statistician will be part of the team that collaborates on the development of the application and trial, and then if funded, the Senior Statistician will oversee all the statistical aspects of the trial, supervising a Trial Statistician. 

	Senior and Trial Statistician

	Contribute to the trial design and development (usually just a Senior Statistician who is part of the team who will develop the application and the trial).

	TMG members  

	Review and approve the trial protocol 

	Review and approve the trial CRFs 

	Test and the validate the randomisation process within the trial EDC system 

	Write the SAP. The senior statistician reviews and approves the SAP, along with the oversight committee independent statistician. 

	Undertake ongoing review and validation of trial data 

	[bookmark: _Int_Sea7EzxN]Produce reports for Oversight Committees, in particular for the DMC meetings. Attend oversight committee meetings. 

	Attend DMC meetings, and present the closed report to the DMC (unless the trial and/or senior statisticians are blinded)

	Perform analysis and produce the final trial statistical analysis report 

	Provide interpretation and explanation of the statistical analysis to the trial team 

	Review and contribute to the writing of the trial publication(s) 

	Presentation of study and results as required

	Quality Assurance and Monitoring

	Quality Assurance (QA) is essential for the robust delivery of clinical trials. Within CTU, QA functions are undertaken by a variety of roles with reference to dedicated QA staff as required. 

	Quality Assurance Manager and delegates (e.g. Associate)

	Ensure that trials are conducted, recorded and reported in accordance with the protocol, the current legal and regulatory requirements, policies and quality standards 

	Maintain the internal Quality Management System (QMS) comprising processes, guidelines and templates that describe the standardised procedures necessary to run clinical trials to the required quality standard 

	SOP development and maintenance with specialist functional inputs.

	Implements audit programmes and corrective and preventative action plans

	Ensures inspection readiness.

	Clinical Trial Monitor

	Conducts source verification, consent checks, and site compliance reviews as detailed in the trial risk assessment and monitoring plan

	Produces reports and supports corrective and preventative action plan implementation

	Performs triggered visits or planned on site or remote monitoring as per the monitoring plan.

	Pharmacovigilance Manager

	Designs pharmacovigilance sections, SAE and AE identification systems.

	Oversees pharmacovigilance databases

	Manage submissions to regulatory bodies, sponsors and sites.

	Determines expectedness of serious adverse reactions and manages reference safety information

	Ensures reporting timelines and compliance related to pharmacovigilance

	Pharmacovigilance Clinical Trial Coordinator

	Designs pharmacovigilance protocol sections, SAE forms, and AE identification systems

	Manages submissions to regulators/REC/sponsors/sites; 

	Oversees pharmacovigilance databases

	Determines expectedness of serious adverse reactions and manages reference safety information

	Ensures reporting timelines and compliance related to pharmacovigilance

	Information Systems

	The IT and Programming team are responsible for building and maintaining the systems which support CTU’s research.  

	This covers a wide range of server support and online software systems which work across PCs, tablets and smart phones.

	Head of Data Management and Information Systems

	Strategic oversight and governance of all data management processes and computerised systems used in CTU.

	Mitigates risk related to data security, integrity, and non-compliance. Ensures reliability of clinical outcomes and supports the safety of trial participants.

	Oversees resource allocation for data management and information systems and the adoption of advanced technologies to maximise data quality, security, and efficiency across the trial.

	(Senior) Trial Programmer/Lead Clinical Data/Database Manager

	Implementation and testing of the randomisation algorithm 

	Develop and ensure validation of the trial EDC system 

	Provide data reporting solutions 

	Oversee and deliver system amendments during lifetime of the trial 

	Sample tracking system development and maintenance 

	Allow the central laboratories to track sample return 

	Integration of third-party data sources 

	IT Operations

	Provision and maintenance data servers 

	Security and disaster recovery provision 

	Archiving of trial data

	CTU Lead

	The CTU Lead will be a senior member of the CTU team e.g. Director, senior statistician and will provide overall oversight of the trial within CTU. 

	Ensure delivery of the project within CTU and provide support to the Chief Investigator

	Contribute to trial design and development 

	Attend Co-investigator meetings 

	Attend TMG and internal TMG meetings when needed, especially during critical times of the project (e.g. trial set-up) 

	Trouble shoot and address any high-level issues that are affecting the delivery of the trial 

	Head of Clinical Trial Management/Operations Manager

	The head of clinical trial management or operations manager is a senior level role responsible for operational oversight and leadership.

	Responsible for portfolio oversight, operational feasibility, and input to grant applications; senior risk management and milestone delivery.

	Coordinates trial concept meetings, vendor selection, sponsor confirmation, and full trial costing (CTU, vendors, Co-Is, NHS costs).

	Acts as a point of escalation for complex issues and provides portfolio-level risk/opportunity oversight across trials.








[bookmark: _Toc73005930][bookmark: _Toc73006204][bookmark: _Toc225862738]Appendix B: Typical Development and Delivery Timelines
An example is given below reproduced with kind permission from Edinburgh Clinical Trials Unit.




[bookmark: _Toc225862739]Appendix C: CI and CTU responsibilities
A template is provided, for various stages of the trial, which has been populated with examples to function as an aide memoire and should not be considered exhaustive. This should be adapted to the unit’s own structure, roles and responsibilities, and to the type of trial.
	Grant Development and Submission

	Responsibilities
	 
	Timelines

	CTU
	CI
	 

	Organise meetings of the Development Team. 
	Ensure that all those proposed as co-applicants will be actively involved in the development and delivery of the trial. 
	The CTU should be approached no later than <<number of weeks>> prior to grant deadline

	Ensure the collaboration process is efficiently managed and allow sufficient time to support the CI in the development of the grant funding application. 
	Work with the CTU Development Team to develop the grant application (outline/full/single stage) and ensure that collaborators are given sufficient time to make a meaningful academic contribution. 
	 

	Provide appropriate support via a dedicated CTU Development Team, to enable the CI to submit a complete and competitive grant application with appropriate costs, including but not limited to, trial design, statistical methods, project planning, research costs, contacting co-investigators and collaborators and review of the final application.  
	Provide advice and guidance on relevant aspects of the costing model for the study.
	 

	Work with the NIHR Research Delivery Network (RDN), NHS partner(s), Social Care and Public Health to determine the research, service support and excess treatment costs associated with the project. 
	Answer costing queries relating to the patient pathway to ensure that costs can be attributed correctly. 
	 

	For social care trials and other settings, where recruitment is typically slower than clinical settings and there are no dedicated research staff at the site, the CTU will support development of recruitment strategies that minimise burden on frontline practitioners, identification of research champions within LA partner organisations, contingency planning for staff turnover, and adaptation of site support models for non-NHS settings.
	Ensure that the relevant Senior CTU staff are included in the grant application as co-applicants. 
	

	
	Discuss any planned substantial changes in the trial design/conduct with the CTU Development Team prior to grant submission. 
	Within <<time frame>>of submission

	
	Provide a final copy of the grant application to CTU upon submission. 
	 

	
	Notify CTU of the funding decision as soon as possible. 
	



	Study/Trial Set-up

	Responsibilities
	
	Timelines

	CTU
	CI
	

	Protocol and associated documents

	Provide the CI with an initial draft of the trial protocol based on CTU’s protocol template.  
	Work on the initial draft of the study protocol using CTU’s protocol template providing clinical input and expertise.  
	Within <<time frame>> (Guidance notes: Insert timelines in relation to your own CTU policy indicating when you will start working on a protocol in relation to the funding being available).

	Co-ordinate the multidisciplinary input from a team of experts in the required fields for the protocol from both within and external to CTU.  
	Support the review process to finalise the study protocol.  
	

	Support the CI in the completion of the required regulatory documentation e.g. Patient Information Sheet (PIS) and Informed Consent Form (ICF).  
	The CI must review and approve all associated documents required for regulatory approvals prior to submission.
	

	Manage the protocol pre-ethics review process, including submission of the protocol to the CTU Protocol Review Committee (PRC) or equivalent and for Sponsor review. 
	
	

	Co-ordinate the submission of the protocol and any other required documents to the research ethics committee (REC) and any other regulatory bodies (see Approvals).  
	
	

	Data collection forms (e.g. case report form (CRF), questionnaire design and other data collection tools)

	Manage the development of the CRFs, questionnaires and other data collection tools e.g. participant completed measures, practitioner completed tools in parallel with the protocol development. 
	Provide scientific and clinical input during the CRF/questionnaire development process, and for any amendments required during the trial, ensuring that only the required data are captured as detailed in the protocol to answer the study endpoints.  
	

	Facilitate review of data collection forms by the relevant people (e.g. investigators, clinicians, PPIE representatives, statisticians, methodologists and programmers). 
	Review and approve the CRFs/questionnaires. 
	

	Create final versions of the CRFs/questionnaires and manage any CRF amendments during the trial.  
	
	[bookmark: _Int_3N5dq22x]Within <<time frame>>. (Guidance notes: Describe any relevant timeframes or processes for the CTU e.g. Development of the Electronic Data Capture (EDC) system will only begin once the CRFs have been approved, and the Functional Requirement System and Data Requirement System documents have been signed off. At this point, there are to be no further changes to the CRFs. Following the trial opening, any CRF amendments should be kept to a minimum, and only those considered absolutely necessary will be considered.)

	Ensure the completion of a data management plan in line with CTU standard operating procedures (SOPs). 
	
	

	Support relevant data linkage applications, e.g. NHS Digital, Local Authority Systems, National Pupil Databases)
	
	

	Development of Electronic Data Capture (EDC) system

	Develop and agree a timeline for EDC development and delivery 
	Assist in the review and validation of the EDC system. 
	Within <<Time frame>>

	Develop and validate an EDC system for the trial. 
	
	

	Test and validate the randomisation process within the EDC system. 
	
	

	Provide all required IT support systems ensuring they are appropriately secure and validated. 
	
	

	Risk Assessment

	Generate a risk assessment using the CTU template appropriate to trial risk profile and settings.  
	Provide clinical and scientific input into the risk assessment. 
	Within <<Time frame>>

	Co-ordinate the input from a team of experts from both within and external to CTU.  
	Conduct the final review and sign off the risk assessment. 
	

	Safety Reporting and Safeguarding

	Liaise with the sponsor, CI and any other relevant parties with respect to the identification and approval of the appropriate Reference Safety Information (RSI).  (CTIMP only)
	Help with the identification of the appropriate RSI. (CTIMP only)
	Within <<Time frame>>

	Liaise with the sponsor and CI regarding safety reporting requirements for example, timeframes, excluded events and coding systems.  
	Ensure the risks and side effects listed in the participant information sheet (PIS) are consistent with the RSI for all interventions. (CTIMP only)
	

	The CTU will develop the definition of expected adverse events for the study population (e.g. abuse, neglect), development of clear criteria for distinguishing intervention-related from population-related events, regular safety reports to oversight committees, and appropriate action protocols that do not duplicate statutory safeguarding reporting. (Social care and other relevant trials).
	Identify sufficient medically qualified individuals to review and assess trial safety events. 
	

	Statistical Components

	Write the Statistical Analysis Plan (SAP). 
	Provide input, review and approve the SAP. 
	Within <<Time frame>>

	Draft the DMC template report. 
	Review and input into the DMC template report. 
	

	Sponsorship Application

	Ensure the correct sponsorship application process is followed based on local policies
	Provide input into the sponsorship application process as required. 
	Within <<Time frame>> of a successful grant.

	
	Review and confirm any sponsorship applications are complete and accurate prior to submission. 
	

	
	Ensure all relevant correspondence with the sponsor is provided to CTU. 
	

	Approvals

	Populate the Integrated Research Approval System (IRAS) application for the trial for submission to the relevant review bodies. This could include the Health Research Authority (HRA), the REC and if applicable the Medicines and Healthcare products Regulatory Agency (MHRA). 
	Support CTU staff in the completion of all necessary regulatory submissions and ensure these are made within the expected timelines of the grant award.  
	Within <<Time frame>> of finalising the protocol.

	For research in local authority settings, the CTU will support navigation of individual local authority (LA) research governance approval processes, ADCS research governance approval (where applicable – only if >4 LAs involved), and other necessary approvals (e.g. OFSTED, DfE or LEA/ academy trusts if working in schools, LFJB’s if courts). 
	Review and approve all documentation that is to be submitted for ethical/regulatory approval prior to submission.  
	

	Support the CI in the completion of the required regulatory documentation including protocol (see above), PIS and Informed Consent Form.  
	
	



	During the trial

	Responsibilities
	
	Timelines

	CTU
	TMG including CI
	

	Protocol and associated documents
	
	

	Prepare all protocol amendment documentation in consultation with the trial team and the sponsor. 
	Determine any changes that may be required to trial documents after REC approval has been granted. 
	

	Submit amendments to all the required bodies in a timely manner.  
	
	

	Monitoring and Recruitment

	Actively oversee recruitment to the study and where necessary agree/implement strategy where recruitment is not in accordance with initial plan.  
	Actively oversee recruitment to the study and where necessary agree/implement strategy where recruitment is not in accordance with initial plan.  
	

	Reporting

	Initiate and prepare report(s) for submission to applicable bodies as laid out in the terms and conditions of approval/funding in collaboration with the trial team.  
	Contribute to reports to applicable bodies/funder. 
	Within <<Time frame>> of submission deadline.

	
	Author sections of reports as requested by CTU. 
	

	
	Provide timely review, approval and signature on all reports.
	

	Safety Reporting (described here for CTIMPs, note adaptations may be needed for other clinical trials e.g. device trials)

	Send reports/emails of all new Serious Adverse Events (SAEs) to the CI for medical oversight. 
	Review all new SAEs for the trial to ensure CI oversight of safety reporting and if any unexpected, untoward safety issues or unanticipated patterns of SAE reporting are identified, the CI will alert CTU immediately. 
	Within <<Time frame>> of receiving information. (Guidance note: Insert time frames here for each activity in line with your CTU SOPS for safety reporting and oversight).

	Communicate information regarding potential Suspected Unexpected Serious Adverse Reactions (SUSARs)/safety events to the CI. 
	Review SAEs for causality and expectedness. 
	

	Provide current approved Reference Safety Information (RSI) for Investigational Medicinal Products (IMPs) to the CI for advice on the clinical management of trial participants and consideration of expectedness. 
	Answer any safety related queries and identify SUSARs. 
	

	Ensure updates to source RSI are provided to the CI for review and assessment. 
	Review safety alerts. 
	

	Prepare and submit the Development Safety Update Reports (DSURs). 
	Review literature to ensure the team are aware of the relevant clinical developments and safety information. 
	

	
	Give a clinical opinion on any changes that may be needed to the trial risk assessment and the clinical management of patients following the update of the RSI and/or completion of the DSUR for IMPs, and advise of any changes required to the PIS, management of the study and/or protocol. 
	

	
	Complete RSI review on receipt of update. 
	

	Contracting

	Ensure that contract requests are processed in line with the sponsor organisation’s requirements. 
	Provide information to CTU upon request. 
	

	Provide information to the sponsor’s contract representative and other organisations as required. 
	
	

	Inspections and Audits

	Prepare the Trial Master File (TMF) ready for inspection. 
	Provide information requested by CTU in relation to inspections and audits. 
	

	Attend any inspection and/or audit interview(s)/briefings/meetings as required. 
	Attend any inspection and/or audit interview(s)/briefings/meetings as required. 
	

	Respond to inspection and/or audit findings specific to CTU, and where responses from collaborators are required, coordinate this accordingly. 
	Respond to inspection and/or audit findings as required. 
	

	Ensure the implementation of corrective and preventative actions as required. 
	Maintain oversight of the implementation of any corrective and preventative actions across the trial.
	

	Oversight

	There is collaborative responsibility across the Trial Management Group (TMG), Trial Oversight Committee (TOC), Data Monitoring Committee (DMC) and Trial Steering Committee (TSC) Meetings

	CTU
	CI
	

	Organise and administer Project Initiation, TMG, TOC, DMC and TSC meetings. 
	Chair the TMG meetings and lead the discussions. 
	

	Advise on suitable statisticians to sit on oversight committees. 
	Advise on suitable clinical members and/or topic experts for oversight committees. 
	

	
	Contribute to TSC and DMC (open part) meetings.  
	



	End of trial

	Responsibilities
	
	Timelines

	CTU
	TMG including CI
	

	Analysis 

	Ensure data are complete and accurate. 
	Respond to data queries. 
	

	Perform any planned interim analyses. 
	Provide scientific and clinical input into the statistical analysis report.
	

	Perform any analyses required for the DMC meetings. 
	
	

	Upon lock of the trial database, perform the final analysis as per the SAP. 
	
	Within <<time frame>> of database lock

	Provide a final statistical analysis report that has been reviewed and approved by the senior statistician on the project.  
	
	Within <<time frame>> of database lock. (Guidance notes: Can ad details here is process for releasing results to CI and the TMG e.g. results will not be released until analyses have undergone the statistical quality assurance checks as per the CTU SOPs, and the senior statistician has approved the final statistical analysis report, and thereby the release of the results.)

	Additional analyses will be undertaken to support interpretation of the results for the primary publication(s).
	
	

	Secondary analyses, not planned within the original application and funding, may be undertaken with discussion with the CTU considering time frames, capacity and need for further funding.
	
	

	Publication of final study manuscripts and other required reports (e.g. funder).

	Help to identify the target journal(s) for publication. 
	Draft publication policy for the trial. 
	Within <<time frame>> of the end of trial declaration being submitted.    Guidance notes: Can add details here of any CTU processes where the manuscript and any associated reports are not completed in a timely manner e.g. If the final study manuscript is not produced within this timeframe, then the CTU will identify a suitably qualified person to do this which may affect the authorship order of the final publication.)

	Provide statistical input into the manuscript in line with the SAP. 
	Identify the target journal(s) for publication. 
	

	Help with the preparation of any trial publications, e.g. collating list of Collaborators, writing author contributor lists, acknowledgements, referencing. 
	Initiate and lead on the preparation of any trial publications (including any funder reports) and the manuscript process. 
	

	Ensure that trial publications comply with relevant reporting guidelines for the type of trial and setting e.g. relevant CONSORT statement 
	Identify who will be involved in the writing up of the final trial manuscript (including any funder reports).  
	

	
	Produce the final trial manuscript (ready for submission). 
	





	Closedown

	Responsibilities
	
	Timelines

	CTU
	CI
	

	Reporting

	Co-ordinate the writing of any end of study report(s) for submission to regulatory bodies, liaising with all collaborators and investigators as appropriate. 
	Author any end of study reports. 
	Within <<time frame>> of end of trial

	Prepare and submit the end of study notification to applicable bodies. 
	Edit, review, approve, and sign off any end of study reports for regulatory bodies.  
	

	Upload results to any databases as required. (e.g. EudraCT)
	
	

	Site closedown

	Co-ordinate trial closedown activities with participating sites. 
	Support CTU with obtaining outstanding site documentation if required. 
	

	Ensure that all Investigator Site Files are fully reconciled within the TMF. 
	
	

	Archiving

	Ensure data are stored and backed up in line with the applicable regulations and SOPs/guidelines. 
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TRIAL PLANNING


1. A Trial Planning Team work with the CI in the pre-funded stage to initiate a draft protocol and documents / data management plan from award notification date to funding start date.


3. RA is a useful tool to help with trial planning and allows for risk adaption. Consider common RA findings to avoid these arising from the protocol.


4. Pharmacy manual, accountability logs, prescriptions etc.


If timelines slip, it is not acceptable to condense the last steps (SIV, Green Light processes) into a shorter time and meet the original FPFV.


2. A Kick Off Meeting brings the CI, ECTU, ACCORD Research Governance, Contracts and other key roles together to plan the trial milestones.
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ECTU Trial Team in PostHandover


PROTOCOL DEVELOPMENT  SUBMISSIONS


CONTRACTS PROGRESSING


DATABASE BUILD/CRF DEVELOPMENT
VENDOR ASSESSMENTS/AUDITS
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Initiate set up, including:
Prepare trial documents
Statistical input/plan
Sponsor protocol review
Trial registration
Arrange PPI 
Establish TSC, DMC
Initiate contracts
Set up TMF/ISF
Site feasibility/planning
Initiate data management
plan


TARGET CLINICAL TRIAL TIMELINE FOR ECTU FULL SERVICE RISK ASSESSED TRIALS
Based on a funded 9 month lead to FPFV
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