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1. Introduction
This procedure describes how researchers obtain the appropriate permissions to undertake their research project at SWYPFT.  It also describes how researchers can apply for SWYPFT to act as research ‘Sponsor’ for their project.  It replaces the previous procedure ‘Procedure for set up and sponsorship of research projects at SWYPT V1.0’. 

Health and social care research in the UK is regulated, to ensure that research is carried out to the highest ethical and scientific standards, and to prevent poor performance, adverse events where possible, research misconduct and fraud.  The regulatory environment also helps ensure that lessons are learned and shared when poor practice is identified.  Organisations involved in clinical research have a duty to foster a high quality research culture and individuals have a duty to ensure that they, and those they manage, are appropriately qualified by training, education and experience for the roles that they undertake.

The Health Research Authority (HRA) was established in December 2011 to promote and protect the interests of patients in health research and to streamline the regulation of research.  In accordance with the new Care Act provisions of 2014, it was established as a new, statutory Non-Departmental Public Body as of 1 January 2015.  HRA Approval is now the route for all project-based research to commence in the NHS in England and replaces the previous arrangements for NHS (management) permission (‘local R&D approval’) which each individual NHS organisation undertook.

HRA Approval combines an assessment of governance and legal compliance, with the independent NHS Research Ethics Committee (REC) opinion provided through the HRA’s Research Ethics Service. It replaces the need for local checks of legal compliance and related matters by each participating organisation in England. This allows participating organisations to focus their resources on assessing, arranging and confirming their capacity and capability to deliver the study.

This procedure describes how researchers make an application for SWYPFT to take part in or sponsor their research study, how this relates to HRA approval and the local arrangements to ‘assess, arrange, confirm capacity and capability’.

This procedure has been developed with reference to resources provided by the HRA Health Research Authority, the National Institute for Health Research (NIHR) Homepage | NIHR and the Research Delivery Network | NIHR.

1.1. UK Policy Framework for Health and Social Care Research 
The UK Policy Framework for Health and Social Care Research - Health Research Authority sets out principles of good practice in the management and conduct of health and social care research in the UK.  It replaces the Department of Health’s Research Governance Framework for Health and Social Care (2005) and applies to all research undertaken within the NHS and within a social care setting. It was first published by the Health Research Authority in 2017 following public consultation and agreement with the health departments in Northern Ireland, Scotland and Wales and is regularly updated by the HRA in conjunction with the Devolved Administrations.

The Framework sets out a number of principles which protect and promote the interests of participants in health and social care research through ethical conduct and proportionate management of high quality research.  Responsibilities of organisations and individuals with specific roles in health and social care research are also described.  NHS organisations are required to ‘have regard’ to the Framework in accordance with the Care Act 2014.

[bookmark: _Toc347498052]1.2 Health Research Authority Approval 
HRA approval is required for all projects to be undertaken within the NHS and defined by the UK Framework as ‘research’ (see Section 3 of the UK Policy Framework for Health and Social Care Research - Health Research Authority).  Such projects may involve staff, service users, carers or members of the public and/or their data or information.  HRA approval provides assurance to participating NHS organisations that the research project conforms to the requirements of the Framework and relevant legislation. Non-NHS sites within the projects can also be assured that the project has been assessed to a high standard.

Participating NHS organisations are required to ‘assess, arrange and confirm’ that they have the ‘capacity and capability’ to take part given the requirements of each study.  Formal written ‘confirmation’ of capacity and capability replaces what was ‘NHS management permission’ (often referred to as ‘local R&D approval’ and described for SWYPFT in previous versions of this document) and can only be issued once HRA approval, NHS REC favourable opinion (if applicable) and any regulatory approvals has been granted.  

1.3 Integrated Research Applications Service (IRAS)
Applications for all NHS research-related permissions are made via the Integrated Research Applications Service (IRAS); an online tool helping researchers to avoid unnecessary duplication of effort when preparing regulatory submissions. Information is entered once and used to automatically populate whichever application forms are required.  

[bookmark: _Toc121736195]The HRA provides guidance to help researchers determine which approvals are required for their project in addition to HRA approval and all applications are prepared using IRAS.  For example, NHS Research Ethics Committee (REC) ‘favourable opinion’, required for many projects, is sought via a combined application with HRA approval.  

1.4 National Institute for Health Research Delivery Network (RDN) Portfolio
The NIHR Research Delivery Network provides researchers with practical support necessary to deliver their studies within the NHS. It replaced the Clinical Research Network (CRN) on 1 October 2024. Studies which are included in the NIHR Research Delivery Network portfolio (often referred to as ‘portfolio studies’) (see RDN Portfolio | NIHR) are eligible to access support provided through the network; at SWYPFT this support includes the Clinical Research Officers within the Research and Development team.  Studies not included in the portfolio (often referred to as ‘non-portfolio’) are unable to automatically access this support and are required to undergo additional eligibility checks, via the non-commercial extended review process, to ensure they meet the eligibility criteria (see: Eligibility for NIHR Research Delivery Network support | NIHR).  

With the implementation of HRA Approval, the permissions process is now the same for both ‘portfolio’ and ‘non-portfolio’ studies - except for an additional application step (usually made via IRAS) for eligible studies to join the portfolio where appropriate. The exception is for CTIMPS (Clinical Trials of Investigational Medicinal Products) in England that apply for HRA Approval though the combined HRA and MHRA (Medicines & Healthcare products Regulatory Agency) combined review service portal rather than IRAS. They have a slightly different procedure for applying for RDN support via the new Non-Commercial Portfolio Application service in CPMS (Central Portfolio Management System). This was introduced in Nov 2022 to allow researchers to apply for RDN Support earlier i.e. as soon as funding for research costs is in place. Consequently, the eligibility decision is received sooner, and the study can benefit from the full range of support that the RDN’s Study Support Service offers. See The NIHR RDN Non-commercial Portfolio Application service | NIHR and NIHR RDN Non-commercial Portfolio Application service - Guidance for study teams (Version 5.1) for further information.


2. [bookmark: _Toc347498054]Purpose of document

[bookmark: _Toc347498055]2.1 Procedural statement
This procedure details how the UK Framework for Health and Social Care Research and Health Research Authority approval are implemented within the Trust.  It describes the local process by which researchers gain permission to undertake their projects at SWYPFT and can request that SWYPFT acts as Sponsor.  

[bookmark: _Toc347498056]2.2 Purpose of the document
This procedure aims to inform all those considering undertaking research activity within the Trust and to clearly state the procedures required before a research project can commence at SWYPFT. 

This procedure excludes service evaluation, practice development and clinical audit projects which are managed locally as part of the Clinical Audit and Practice Evaluation Policy 903.docx (Jan 2023; available on the Trust’s intranet).  

[bookmark: _Toc347498057]2.3 Development process
This procedure has been developed to ensure SWYPFT can participate and host research and development that is compliant with national guidance and legislation.

This procedure will be reviewed in two years unless national guidance or legislation requires an earlier review. This policy will be reviewed by consultation with stakeholders along with the results of any monitoring of the compliance and effectiveness of this procedure.

Identification of stakeholders
	Stakeholder
	Level of involvement

	Head of Research & Development 
Chief Medical Officer
Associate Medical Director for Research
Professor of Applied Mental Health Research
Associate Director of Research & Development AHP

Research Management & Governance Lead

Research & Governance Administrators
Senior Clinical Research Officers
Clinical Research Officers
Research Assistants
Clinical Trials Assistants
Research Administrator
Senior Clinical Research Engagement Officer 
Research Engagement Officer 

	Development

	Information Governance Manager
Finance Manager
Human Resources Manager
Relevant Trust Groups

	Consultation

	Chief Medical Officer
	Approval



[bookmark: _Toc347498058]2.4 Equality impact assessment
The completed equality impact assessment is in Appendix C.
[bookmark: _Toc347498059]

3. Definitions

3.1 [bookmark: _Toc347498060]Type of procedural document
This is a procedure document describing the “how”; and will give detailed guidance to researchers wanting to undertake their research projects at SWYPFT or who would like SWYPFT to act as research sponsor.  The procedure provides a step-by-step guide, which someone not familiar with the work can follow.  It is a mandatory procedure relevant to all staff wanting to undertake a research project at SWYPFT. 
It will ensure research and development activity is carried out in accordance with national standards and guidance.

[bookmark: _Toc347498061]Appendix A includes a glossary of acronyms and definitions.


[bookmark: _Toc347498062]4. Duties

[bookmark: _Toc347498063]4.1 Chief Medical Officer
Responsible for assuring themselves of the compliance with the related aspects of this procedure and representing such assurances at Trust Board. In addition, they should ensure appropriate approval and ratification of this procedure and be the signatory for agreements pertaining to research (including but not limited to the agreed ‘Organisation Information Document’ (OID) or Clinical Trial Agreement). This includes responsibility for confirming that:

· a research project that SWYPFT sponsors or participates in is compatible with organisational priorities,  
· SWYPFT has the necessary capacity and capability to undertake the research project.

The Chief Medical Officer may delegate these duties to the Head of Research & Development or Associate Medical Director for Research where appropriate.  

[bookmark: _Toc347498064]4.2 Director of Finance
Authorised signatory on contracts pertaining to research projects (e.g. Clinical Trial Agreement) where finances are exchanged may require finance approval, threshold to be reviewed by Head of Research & Development’ and Chief Medical Officer for any research project involving a commercial Sponsor.  

[bookmark: _Toc347498065]4.3 District Director or delegated Deputy District Director, Clinical Lead/General Manager
Responsible for approving that the research project is appropriate to be carried out and accommodated within the service. This ensures any likely impact on services has been considered throughout the conduct of the study. Head of Research and Research Management & Governance Lead to update at relevant Trust groups. 

[bookmark: _Toc347498066]4.4 Associate Medical Director for Research  
The Associate Medical Director for Research has delegated authority from the Chief Medical Officer/Head of Research & Development to, in their absence, be the signatory for research approvals and agreements (including but not limited to the agreed (OID) or Clinical Trial Agreement). This includes the responsibility for confirming that:  

· a research project that SWYPFT sponsors or participates in is compatible with organisational priorities,  
· SWYPFT has the necessary capacity and capability to undertake the research project.

[bookmark: _Toc347498067]4.5 Head of Research and Development 
Responsible for the effective implementation, compliance and operation of this procedure, managing studies through the relevant permissions process and ensuring all relevant staff are aware of the procedure. Also, has the responsibility alongside or delegated to the Research Management and Governance Lead for allocation of staffing resource from the Research and Development (R&D) team to support delivery of studies included within the NIHR Research Delivery Network  portfolio and is the authorised signatory for Letters of Access under the IRAS Help - Preparing & submitting applications - HR Good Practice Resource Pack scheme. 

[bookmark: _Toc347498068]4.6 Procedural document author 
[bookmark: _Toc347308983][bookmark: _Toc347310483][bookmark: _Toc347491256][bookmark: _Toc347498069]Responsible for actioning the Trusts ‘Policy on Policies document’ (728.docx) and ensuring all procedural documents for which they have responsibility are developed, reviewed, authorised, ratified and implemented in accordance with the requirements of the policy, and that they have been put onto R&D website: Research and development | South West Yorkshire NHS Foundation Trust
 
[bookmark: _Toc347498070]4.7 Chief Pharmacist (or delegated representative)
Responsible, in consultation with the Chief Medical Officer, for supporting the assessment and arrangement of capacity and capability for any research projects involving medicinal products, including clinical trials.  This would include consideration of all aspects of supply, storage and pharmacovigilance aspects of the study, as appropriate. 

[bookmark: _Toc347498071]4.8 Information Governance Manager (or delegated representative)
Responsible for provision of advice on research related information governance issues to the R&D team and all those involved with research.  This may include supporting the assessment and arrangement of capacity and capability for research projects where appropriate.  

[bookmark: _Toc347498072]4.9 Human Resources Manager
Responsible for provision of advice and support to employees and managers in the application of this procedure with regard to employment issues.  They will provide guidance on the interpretation and application of the Research passport - Health Research Authority scheme and may also provide support for the assessment and arrangement of capacity and capability for research projects where appropriate.

[bookmark: _Toc347498073]4.10 Line Managers 
Responsible for ensuring that staff participating in research within their areas of responsibility, are aware of, and follow, this procedure.  They have the responsibility to ensure that their research active staff are appropriately trained and have the adequate support (e.g. time, resource and supervision) to undertake the research. 

[bookmark: _Toc347498074]4.11 Finance Manager 
Responsible for advising and supporting researchers preparing applications for research funding with costing of projects.  They will support the assessment and arrangement of capacity and capability for research projects where appropriate by helping to assess any financial risks associated with a study with reference to costings outlined in the (OID), Schedule of Events and/or Clinical Trial Agreement.

[bookmark: _Toc347498075]4.12 Research & Development Staff 
Responsible for maintaining an up-to-date knowledge and awareness of HRA guidance, the requirements of the UK Framework for Health and Social Care Research and any legislation or policy relevant to research (including local standard operating procedures).  Acts as a source of support and guidance to research active staff helping to coordinate the timely assessment, arrangement and confirmation of capacity and capability for each study.  Responsible for providing practical support for set-up and delivery of studies included in the NIHR Research Delivery Network portfolio.  

[bookmark: _Toc347498076]4.13 Members of research involvement group and scientific reviewers
Responsible for providing objective reviews from a lived experience / lay persons perspective in a timely manner for proposed research projects.  Responsible for maintaining confidentiality with respect to research project information submitted for review, in accordance with Trust guidelines.

[bookmark: _Toc347498077]4.14 Research Active Staff
Responsible for seeking approval from their line manager to work on a particular research study.  Any member of staff who becomes aware of any practice that is not in accordance with this procedure, or where there are difficulties with implementing this procedure, has a responsibility to report this to their line manager who will assess the issue.  If there is a problem specifically with this procedure, this should be reported to the document author, who will consider if immediate changes to the procedure are required or note for consideration at the next review of the procedure.

There are specific responsibilities as outlined in the UK Framework for Health and Social Care Research for the research roles as follows (and for those involved with Clinical Trials of Investigational Medicinal Products these are subject to specific legislation):  
· Chief Investigators
· Principal Investigators and Research Teams
· Project Sponsors
· Project Funders
· Research Sites
· Those responsible for the care of participants involved in research projects.

Staff undertaking these roles should ensure they are aware of, and accept their responsibilities as outlined in the UK Framework for Health and Social Care Research Roles and responsibilities - Health Research Authority.

4.15 Honorary Staff
These staff members can include academic colleagues, clinical colleagues from other Trusts and/or organisations supporting research activity or research bids within the Trust. These honorary staff will have a fixed term contract which will be reviewed as required.


[bookmark: _Toc347498078]5. Procedure
The following sections provide basic guidance for researchers wanting to set up a research study within the NHS and specifically within SWYPFT.  The actual steps researchers need to take will vary from study to study as outlined below.  We advise all researchers to familiarise themselves with HRA guidance Approvals and amendments - Health Research Authority and to make early contact with the R&D team at research@swyt.nhs.uk and the relevant local clinical service expected to host the research in order that the local process for assessing, arranging and confirming SWYPFT’s capacity and capability to undertake the study can be carried out in parallel to HRA and other regulatory reviews.

5.1 How do I know that my project is ’research’? – How do I establish which permissions I need?
An important first step is confirming that your project is defined as ‘research’ (i.e. rather than another type of project such as service evaluation or audit).  Only projects defined as ‘research’ fall within the scope of the UK Framework for Health and Social Care Research and this procedure.  

The HRA website includes guidance: http://www.hra.nhs.uk/research-community/before-you-apply/determine-whether-your-study-is-research/, What approvals and decisions do I need? - Health Research Authority and a decision tool; Is my study research? to help researchers define whether their project is ‘research’. 

If you think your project is service evaluation, rather than research, please contact research@swyt.nhs.uk.  Please include the findings from the HRA decision tool and any relevant information to support your conclusion.  If your project is defined as ‘service evaluation’ the R&D department will confirm this in writing and you will be asked to submit a CASE (Clinical Audit & Service Evaluation) project registration form to the Quality Governance Team qualitygovernanceteam@swyt.nhs.uk – see ​​​​​Quality Governance Team - Home for more information.  

If you have read the HRA guidance and completed the decision tool but are still unsure whether your study is research, please contact research@swyt.nhs.uk together with your project proposal.  The R&D team will work with you to confirm whether or not your study is defined as research.  If still unsure, it may be necessary to seek advice from the HRA queries email for clarity. 

If your study is defined as ‘research’, the permissions required will depend on the type of study you are undertaking.  All research taking place within the NHS requires HRA approval.  Many research studies also require NHS Research Ethics Committee favourable opinion.  Other types of research study require additional permissions.  The HRA website includes guidance to help you categorise your research project and determine which permissions are required.  Depending on how your study is funded, it may be eligible to be included in the RDN Portfolio | NIHR   (also see; Eligibility for NIHR Research Delivery Network support | NIHR) which requires a separate application.  If you are still unsure which permissions are required for your study after reviewing the HRA information, please contact research@swyt.nhs.uk.  

[bookmark: _Toc347498080]5.2 Will SWYPFT sponsor my research study?
All research studies require a ‘Sponsor’; defined as the individual, organisation or partnership that takes on overall responsibility for proportionate, effective arrangements being in place to set up, run and report a research project.  Amongst other duties, this includes:

· verifying that regulatory and practical arrangements are in place, before permitting the research to begin in a safe and timely manner;
· putting and keeping in place arrangements for adequate finance and management of the research project, including its competent risk management and data management;
· and ensuring that effective procedures and arrangements are kept in place and adhered to for reporting (e.g. progress reports, safety reports) and for monitoring the research, including its conduct and the ongoing suitability of the approved proposal or protocol in light of adverse events or other developments.
 
(See HRA website for more detail: Roles and responsibilities - Health Research Authority).  

For a study undertaken as part of a postgraduate qualification (for example Masters or PhD), the Sponsor will usually be the relevant University.  For other studies, the Sponsor may be a University, NHS Trust or Pharmaceutical company. Please see HRA website for further information regarding student research: Student research - Health Research Authority.  

The ‘Chief Investigator’ acts on behalf of the sponsor and is responsible for the design and conduct of the whole research project (see above link to more detail on the HRA website).  The employing organisation of the Chief Investigator for a study often acts as the Sponsor.  

If you are employed by SWYPFT, do not have formal links with a University for your research project or any other potential Sponsor and would therefore like SWYPFT to act as Sponsor for your study, please contact research@swyt.nhs.uk with a summary of your project.  The R&D team will work with you to undertake an assessment (including risk) and confirm whether SWYPFT can accept the role of Sponsor for your project. 

Sponsor organisations are required to authorise and e-sign the relevant Sponsor Declaration section within IRAS applications for HRA approval and other permissions.  The Chief Medical Officer or delegate (Head of Research & Development or Associate Medical Director for Research) completes the signatory authorisation on behalf of SWYPFT and is ultimately responsible for deciding whether SWYPFT will act as Sponsor for a given study.  It is therefore important that you contact the R&D team at research@swyt.nhs.uk as early as possible in the process if you would like SWYPFT to act as Sponsor so as not to delay your application. 

Please note that if you intend for SWYPFT to act as Sponsor for your study, researchers are still expected to prepare all relevant study documentation and supporting information and to submit all relevant regulatory applications for their study.  The R&D team are happy to help advise and guide researchers but are unable to fill in the IRAS form for you. If there are funds associated with the project, there would be an expectation that R&D (governance/ set-up) time is cost attributed if appropriate. 

5.3 How do I prepare approval application(s) for my research project?

5.3.1 Prepare applications in IRAS
All applications for permissions for research, including HRA and NHS Research Ethics Committee (REC) application for inclusion in the NIHR Research Delivery Network portfolio and other approvals are generated using the Integrated Research Application System (IRAS): www.myresearchproject.org.uk. 

IRAS allows researchers to enter information about their study within a single application.  The IRAS system then automatically populates relevant application forms with the information, thus minimising unnecessary duplication. 

New users will need to create an account for the system and are strongly advised to complete the e-learning guide.  IRAS also has an extensive online ‘help’ and e-learning section to guide users through the various applications and to navigate the system.  

Having established that your project is defined as ‘research’, you will be required to categorise your study within IRAS, this in turn indicates which approvals are required.  This is an important step – IRAS displays only the questions needed for those approval applications relevant to your selected category of study.  Categories are listed in the ‘Project Filter’ questions within IRAS at Research methodology - Health Research Authority.  IRAS includes further guidance to help you decide which to select.  If you are unsure which category to choose, please contact research@swyt.nhs.uk. 

5.3.2 Application to include study in NIHR Research Delivery Network Portfolio (if relevant)
Depending on how it is funded, your study may be eligible to be included within the National Institute for Health Research (NIHR) Research Delivery Network portfolio and applications for portfolio status are also made within IRAS (or an IRAS ID number obtained to apply via CPMS for CTIMPS).  Portfolio studies are eligible for NHS service support (funding and infrastructure provided through the NIHR RDN).  The R&D department includes a team of Clinical Research Officers (CROs) funded by the NIHR RDN who are allocated to help set up and deliver portfolio studies at SWYPFT.  If you think your study might be eligible for the NIHR RDN portfolio and you would like our Clinical Research Officers to help with your study, please contact research@swyt.nhs.uk for advice.

5.3.3 Prepare study documentation and participant information
In addition to completing the relevant application forms in IRAS, you will also need to prepare appropriate documentation for your study; for example, a study protocol or participant documents (for example Participant Information Sheets and Consent Forms).  

Guidance on preparing study documentation is available on the HRA website – including links to protocol templates Protocol - Health Research Authority and detailed guidance on preparation of participant information and consent documents: Informing participants and seeking consent - Health Research Authority.  

There is an HRA requirement from April 2025 to include the following information in applications: 
GDPR transparency wording for all sponsors - Health Research Authority.

5.3.4 Seek input from representatives of your participant population (‘Patient & Public Involvement)
HRA advises researchers to seek input on study design and participant information from representatives of those they intend to recruit to the study.  SWYPFT has a Research Involvement Group comprising of service users and carers who offer comment and advice to researchers on participant documentation from the perspective of the participant.  The group meets regularly and if you would like them to review your research and associated participant information, please contact research@swyt.nhs.uk.  Documents for review need to be submitted to the group at least a week ahead of the meeting.  The Chief Investigator or representative is invited to attend and discuss their study to ask for any feedback and any potential issues the group feels may arise in terms of participant recruitment and procedures and a written summary of feedback is provided.

5.3.5 Ensure the study protocol has been appropriately peer reviewed
It is the Sponsor’s responsibility to ensure the study has been subject to appropriate scrutiny and for academically Sponsored studies we would usually expect this to be organised via the University or be part of the funding application for the research.  HRA and REC review includes seeking assurance that the project has been subject to appropriate scientific scrutiny.  The R&D department can help arrange scientific peer review for your study if you have not been able to arrange this elsewhere.  Please contact research@swyt.nhs.uk for advice.

5.3.6 Prepare supporting documentation (as advised by regulatory bodies)
In addition to study documentation, you will also need to prepare and provide supporting information for each application.  Guidance is available in IRAS and on the relevant regulatory body’s website, also from the RDN research study support service.  Good preparation and an awareness of the supporting documentation required is essential for a timely application, so it is never too early to start finding out what is required!  

5.3.7 Liaise with participating sites to assess, arrange and confirm local capacity & capability for the study
As soon as you have identified potential participating sites for your study, we advise you to contact the local clinical team identified to host the research and the organisation’s R&D team; for SWYPFT contact research@swyt.nhs.uk.  HRA outlines a process and specific expectations for how researchers (acting on behalf of the Sponsor organisation) should work with the NHS organisations participating in the research NHS site set up in England - Health Research Authority.  Expectations of participating NHS sites are outlined by the Sponsor in an organisation information document (OID) or relevant agreement and ‘Schedule of Events/ Cost Attribution Tool’ (SoeCAT).  Participating NHS sites are required to ‘assess, arrange and confirm’ that they have the ‘capacity and capability’ to undertake the study as per the requirements specified in the (OID) and Schedule of Events.  

If you would like SWYPFT to participate in your study you will need to submit a ‘Local Information Pack’ which includes the study protocol and study documents (versions submitted and approved by the HRA/NHS REC where relevant), (OID) or relevant agreement and Schedule of Events/SoeCAT and all relevant HRA correspondence (e.g. HRA approval or initial assessment letter) to research@swyt.nhs.uk.  Please see HRA guidance IRAS Help - Preparing & submitting applications - Site specific information and Online SoECAT Guidance | NIHR.

5.3.8 Have regard to relevant legislation, regulation and local policies
Applicants are advised to be aware of local SWYPFT policies and any legislation relevant to their study and have regard for this as they develop their study design, protocol and participant documentation.  The regulatory reviews will be assessing the study to ensure it conforms to the UK Framework for Health and Social Care Research and any relevant legislation and, therefore, it helps if applicants have a good awareness of legislation relevant to their study as they develop the study design, protocol and participant documentation.  The HRA website includes information and links to legislation relevant to research: Policies, Standards & Legislation - Health Research Authority.

Examples are given below:

Mental capacity 
The Mental Capacity Act 2005 is a framework for decision making on behalf of adults aged 16 and over who are unable to make decisions for themselves.  Relevant to studies involving participants who may lack mental capacity to consent (or where loss of capacity may occur during a study).  More information is available here: http://www.hra.nhs.uk/resources/research-legislation-and-governance/questions-and-answers-mental-capacity-act-2005/.

Note that the Medicines for Human Use (Clinical Trials) Regulations 2004 make specific provision for involving adults who lack capacity in Clinical Trials of Investigational Medicinal Products (CTIMPs).

HRAs tool to help researchers design participant documentation includes sections relevant to involving individuals who may lack capacity: http://www.hra-decisiontools.org.uk/consent/.

Data legislation and information governance 
The HRA website includes information and resources on legislation relevant to use of personal data in research:
Data protection and information governance - Health Research Authority and Controllers and personal data in health and care research - Health Research Authority.

The Medical Research Council (MRC) also has a helpful website dedicated to research which includes e-learning on ‘research data and confidentiality’: MRC Centre for Research Policy Learning Management System.

The Bribery Act 2010 came into effect on 1st July 2011. Any commercial research agreements need to assure compliance with all aspects of the Bribery Act 2010  Bribery Act 2010 guidance - GOV.UK.

SWYPFT Policies & Procedures
SWYPFT staff involved in research activity must be aware of the requirement to comply with relevant SWYPFT procedures, including:
· Research & Development strategy
· Data Security and Protection
· Mandatory training 
· Infection Control
· Oliver McGowan training
· Fraud and misconduct
· Health and safety
· Medical Devices Management
· Intellectual property

SWYPFT policies and procedures including those referred to above, elsewhere in this document, and others that may be of relevance to staff involved in research, can be found on the Document store on the Trust’s intranet: e.g. Research & Development strategy 984.docx , Data Security and Protection 1275.docx, Anti-Fraud, Bribery and Corruption Policy 571.docx, Intellectual Property Policy 1179, Health and Safety Policy 231.doc, Medical Devices Management & Safety Alerts Policy 731.docx. (Please ensure that specific Intranet policies are the most up to date ones).

[bookmark: _Toc347498081]5.4 When should I submit my application(s)? 
Applicants are advised to apply for relevant permissions for their project across all review bodies in parallel and to make early contact with research@swyt.nhs.uk if you would like SWYPFT to take part in your study.  

A research project can only commence at SWYPFT once Health Research Authority (HRA) Approval and all other relevant approvals are in place and SWYPFT has confirmed in writing that it has the capacity and capability to undertake the study (in practice via the (OID)/ relevant agreement or Clinical Trial Agreement where relevant).  

The HRA outlines how it expects Sponsors and Chief Investigators to work with their participating sites: NHS site set up in England - Health Research Authority.

As part of the assessment of local capacity and capability (coordinated by the R&D team on behalf of SWYPFT), researchers will be expected to work with the R&D team to demonstrate that Chief/Principal Investigators at SWYPFT have support from their line manager to undertake the research study and the impact on the proposed host service has been considered, including opportunities/ benefits for clinical staff. 

The R&D department have developed a checklist and guidance to help document the ‘assess, arrange, confirm capacity and capability’ process (Appendix B).  ‘Confirmation’ is issued by the Chief Medical Officer, Associate Medical Director for Research or Head of Research & Development (via a signed (OID) or Clinical Trial Agreement.  Where appropriate the Finance Director, Caldicott Guardian, HR Manager or Chief Pharmacist will be consulted as part of the assessment of capacity and capability for relevant studies (see part 4).   

5.5 Will I be able to get any help with my study?
If your research study is eligible for inclusion in the NIHR Research Delivery Network portfolio you may be able to access practical support to help with your study.  If your study is funded through open, national competition with peer review then it may be eligible – more information is available here: RDN Portfolio | NIHR.  You can apply for inclusion in the NIHR RDN portfolio via the IRAS system by completing a ‘Portfolio Application Form’.  Portfolio status will only be confirmed once your study has the relevant approvals in place – i.e. HRA and any other necessary regulatory approval (with the exception of CTIMPS applying via the CPMS which may receive this earlier).  Studies included in the portfolio will be assigned a ‘lead’ Regional Research Delivery Network (RRDN) which will help coordinate network support for your study.  The ‘lead’ network is usually allocated based on the Chief Investigator’s location; SWYPFT is part of the Yorkshire & Humber network.  More information is available here: https://rdn.nihr.ac.uk/about-us.

SWYPFT is measured on set-up and delivery performance for NIHR Research Delivery Network portfolio studies that we support.  In addition, SWYPFT has an annual target for recruitment of participants to portfolio studies and researchers can contribute by ensuring eligible studies are included in the portfolio where appropriate.  The R&D team includes Clinical Research Officers who work alongside researchers and clinical services to provide practical support to set-up and deliver portfolio studies.  If you think your study might be eligible for inclusion in the portfolio and you would like help with your study, please contact research@swyt.nhs.uk to discuss this further.  

[bookmark: _Toc347498082]5.6 When will I be able to start my study at SWYPFT? 
If you are a SWYPFT employee, you can commence your study once HRA approval has been granted (which will also require all other relevant regulatory approvals to be in place) and SWYPFT has confirmed capacity and capability to undertake the study (via a signed (OID) or Clinical Trial Agreement).  In exceptional circumstances the HRA approval letter will state that local sites are not expected to confirm capacity and capability and that the study can start after a specific period, unless the NHS site objects or requests further consideration time.  Under these circumstances we would still expect researchers to work with the R&D team (as advised by HRA) and we will provide a signed (OID), or email confirming capacity and capability (consistent with HRA’s preference for sites to support researchers to commence such studies as soon as possible).  

External researchers conducting research within SWYPFT may require a letter of access or honorary research contract before the project can commence at the trust.  We operate the Research Passport scheme – see Research passport - Health Research Authority and where possible Letters of Access or Honorary Contracts will be issued in parallel with confirmation of capacity and capability to undertake the study. The SWYPFT research passport procedure gives further details 

5.7 How long will it take to gain approval for my study?
[bookmark: _Toc347498083]This will depend on the nature of your study and how long it takes you to prepare for your submission.  Some regulatory approvals are subject to statutory timelines or performance targets; in most cases the ‘clock’ starts only when an applicant has submitted a complete application and resolved all outstanding queries.

If your study requires NHS Research Ethics Committee favourable opinion, you can expect to receive that within 60 days of a valid submission (or sooner if your study is eligible for ‘proportionate review’ – see http://www.hra.nhs.uk/research-community/applying-for-approvals/research-ethics-committee/); HRA approval will only be granted after REC favourable opinion is issued but HRA’s aim is to review in parallel so there are minimal further delays.  

SWYPFT aims to complete the ‘assess, arrange, confirm capacity and capability’ process in parallel to the HRA review so that we are ready to issue ‘confirmation’ as soon as HRA approval is granted, taking into account the proposed study recruitment start date.  In practice this requires researchers to make early contact with the R&D team and submit relevant documents and information in parallel to the HRA and other regulatory submissions; we can then work with you to agree a mutually acceptable timetable for the set-up of your study that allows appropriate time for the permissions process.  

Good preparation is therefore essential - if you are thinking about setting up a research study in the NHS, we strongly recommend you familiarise yourself with what will be required and make early contact with your proposed participating sites so that they can help and advise you.  Contact research@swyt.nhs.uk for further advice.

5.8 What if I want to make changes to my study once it has started?
If you need to make any changes to the study once it has started, or to any of the study documents submitted for the regulatory review (or indeed whilst the regulatory review is underway), this is known as a study ‘amendment’ or ‘modification’.  The HRA website provides guidance on what researchers need to do before any changes can be implemented: http://www.hra.nhs.uk/research-community/during-your-research-project/amendments/.

Amendments are classified as non-substantial or substantial and the research sponsor is responsible for completing an ‘Amendment Tool’ available in IRAS which will determine whether the proposed changes represent a ‘substantial’ or ‘non substantial’ amendment.  Amendments are submitted via IRAS.  Further guidance is available on the HRA website via the link above, including which regulatory bodies require notice or approval for substantial and/or other amendments. 

Amendments that require regulatory approval must have those approvals in place before the change can be implemented unless they relate to urgent safety measures for the study.  For HRA approved studies, researchers must notify the HRA of both non-substantial and substantial amendments.  A system of categorisation has been agreed by HRA to streamline the administration of amendments for R&D offices and researchers and ensure a proportionate approach.  This approach involves an ‘assumed implementation’ following regulatory approval unless the participating NHS site raises an objection within a reasonable timeframe.  HRA will confirm the amendment category to applicants within 5 working days of submission.  Applicants then share the information with participating NHS sites who can ensure arrangements are in place to continue capacity and capability to undertake the study given the changes.  A flowchart has been provided which summarises the process for applicants (contained in): IRAS Help - Maintaining your approvals - Amendments for projects conducted in NHS/HSC (Section 4). Also see the table ‘Amending the study in the amendment tool’ in Arrangements for handling changes, amendments, or closure of studies as a result of the DHSC initiative to revitalise the NHS research portfolio - Health Research Authority.

If you intend to submit an amendment for a study that is underway at SWYPFT please ensure you let the R&D team know – contact research@swyt.nhs.uk – as well as the local clinical team(s) hosting the study.  

5.9 What ongoing reports or information about my study will I need to provide?
The R&D team will write to Chief Investigators of studies where SWYPFT acts as Sponsor and studies that are not included in the NIHR RDN portfolio on a regular basis to confirm that information regarding the study and recruitment activity remains current.  Chief Investigators will be asked to report recruitment activity to the study and inform the R&D team when the study has completed recruitment, any follow up and when results are available for dissemination.  A ‘research outcomes form’ is available for Chief Investigators for completion and return to research@swyt.nhs.uk to help document the findings of the study for dissemination.

Funding bodies and regulatory authorities may have specific reporting requirements. Please refer to the relevant organisation for advice. For example, the NIHR Research Delivery Network Portfolio terms and conditions require that sponsors and their delegates provide updates on study progress, at least once every three months, via the ‘Sponsor Engagement Tool’, to which new sponsors are given access (together with a user guide) once their study is accepted onto the RDN Portfolio (see: Eligibility for NIHR Research Delivery Network support | NIHR). 

5.10 What happens when my study has ended?
All applications submitted for approval, and related project documents, are to be stored by SWYPFT for a minimum of 5 years following the guidance in line with the records management NHS code of practice issued by Department of health (Annex D1 – health records retention schedule available at:  Records Management Code of Practice - NHS Transformation Directorate.

The Chief and Principal Investigators (or a delegated person) are expected to supervise, and be accountable for, the storage and protection of all project documentation such as project master files; case report forms etc. in line with the principles of Good Clinical Practice (GCP). It is a requirement that any outputs such as articles or reports are to be sent to the research team.

5.11 Who do I contact for further information?
Contact research@swyt.nhs.uk. 


[bookmark: _Toc347498091][bookmark: _Toc121736196]6 Approval and ratification process
This procedure will be approved and ratified by the Chief Medical Officer in accordance with the Policy for the development, approval and dissemination of policy and procedural documents (policy on policies). 

The Chief Medical Officer may also bring this procedure to the Executive Management Team or other delegated authority group for further ratification and review as deemed appropriate. The checklist for the review and approval of procedural documents is available in Appendix D. 


[bookmark: _Toc347498092]7 References and additional documents
Department of Health, Best Research for Best Health (2009), updated 2021; Best Research for Best Health: The Next Chapter | NIHR

Department of Health/Medical Research Council, Clinical Trials Toolkit, www.ct-toolkit.ac.uk 

Directive (EU) 2022/642 of the European Parliament and of the Council of 12 April 2022 amending Directives 2001/20/EC and 2001/83/EC as regards derogations from certain obligations concerning certain medicinal products for human use made available in the United Kingdom in respect of Northern Ireland and in Cyprus, Ireland and Malta Directive - 2022/642 - EN - EUR-Lex

Governance arrangements for research ethics committees Governance arrangements for Research Ethics Committees - Health Research Authority (published 20 July 2021 and valid from 20 July 2021)

Good Clinical Practice (GCP) | NIHR - training courses for people supporting clinical research delivery at the NHS, UK universities and other publicly funded organisations in England. These include GCP certification and informed consent.

Health Research Authority http://www.hra.nhs.uk/  

International Committee on Harmonisation Good Clinical Practice Guidelines (1996), ICH Official web site: ICH (E6) 

Integrated Research Application System (IRAS) www.myresearchproject.org.uk 

Mental Capacity Act (2005) Mental Capacity Act 2005

Medicines for Human Use Regulations (2005) - in the process of being replaced from 10/04/2025 with a 12-month implementation period (before the amended regulations come fully into force on 10 April 2026). See New UK clinical trials regulations signed into law – implementation period begins - Health Research Authority. The updated regulations will soon be available on the legislation.gov.uk website.

Medicines and Healthcare Products Regulatory Agency (MHRA)  https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency 

National Institute for Health Research http://www.nihr.ac.uk/research-and-impact/nhs-research-performance/faster-easier-clinical-research.htm 

National Institute for Health Research Delivery Network Homepage | NIHR RDN 

NHS England Research Toolkit | Knowledge and Library Services – succinctly explains all the stages of going through a research project (from turning your idea into a research question, to putting your research findings into practice). Includes a section on obtaining ethical and Trust approval. 

UK Policy Framework for Health and Social Care Research. Last updated on 10 Jan 2025 UK Policy Framework for Health and Social Care Research - Health Research Authority
[bookmark: _Toc347498093]
8. Document Control and Archiving 
See Appendix E. 
	Version
	Date
	Author
	Status
	Comment changes

	0.1

	08/02/10
	Research Management & Governance Manager, LYPFT
	Draft
	Review by Development Group identified. Changes needed to make compliant with RMS format

	0.2
	08/03/10
	Research Management & Governance Manager, LYPFT
	Draft
	Comments from consultation feedback led to correction of typographical errors and minor amendments

	0.3
	29/03/10
	Research Management & Governance Manager, LYPFT
	Draft
	Comments following review and approval at Partnership Joint Research Governance Committee led to formatting changes

	1.0
	13/04/10
	Research Management & Governance Manager, LYPFT
	Final
	Comments following LYPFT Ratification led to formatting changes

	1.1
	24/12/12
	Research Management & Governance Manager, SWYPFT
	Draft
	Review of procedure due to changes in practice since R&D Department brought in house and the addition of Barnsley community and mental services

	2.0
	13/06/13
	Research Management & Governance Manager, SWYPFT
	Final
	Comments following draft consultation with R&D TAG and colleagues in support services. Approved by EMT on 13/06/13

	2.2
	05/01/17
	Research & Development Manager, SWYPFT
	Draft 
	Review of procedure due to change of R&D Departmental Structure and changes in practice as a result of implementation of Health Research Authority Approval

	1.0
	01/10/17
	Research & Development Manager, SWYPFT
	Final
	Replaces the previous procedure ‘Research Project and Sponsorship Approval Procedure V2.2’ (see above), with this one ‘Procedure for set up and sponsorship of research projects at SWYPT V1.0 Oct 2017’

	1.1
	01/09/25
	Research & Development Manager, SWYPFT
	Draft
	Review of procedures due to addition of Cheswold Park (research governance policies) and need for updated review in relation to changes in national approvals processes and guidance links

	2.0
	11/06/26
	Research & Development Manager, SWYPFT
	Final
	Replaces ‘Procedure for set up and sponsorship of research projects at SWYPT V1.0 Oct 2017’




[bookmark: _Toc347498094]9. Dissemination and Implementation

[bookmark: _Toc347498095]9.1 Dissemination
This procedure will be disseminated as follows
· Trust internet R&D section document store
· Trust intranet R&D section and document store
· Headlines weekly update e-mail to all staff

All previous versions of this document will be removed from the Trust intranet and internet. 

[bookmark: _Toc347498096]9.2 Training and support for the implementation of the procedure
This procedure provides guidance which someone not familiar with the process can follow. 

Specific training for approvals process enquiries will be provided to all new Research and Development Team members. 

In addition, the R&D department will provide support to individuals as and when required.  
This will be in a variety of means including:
· How to guides
· Access to research specific training
· Good Clinical Practice
· Informed Consent for Adults Lacking Capacity
· Advice and information

[bookmark: _Toc239214833][bookmark: _Toc347212759][bookmark: _Toc347212780][bookmark: _Toc347212794][bookmark: _Toc347212811][bookmark: _Toc347213104][bookmark: _Toc347252648][bookmark: _Toc347255023][bookmark: _Toc347255143][bookmark: _Toc347255379][bookmark: _Toc347255646][bookmark: _Toc347255665][bookmark: _Toc347255870][bookmark: _Toc347498097]10. Monitoring compliance with this procedure
The R&D department will aim to conduct an annual audit of 10% of the studies processed through the R&D department for set-up at SWYPFT.  This audit will check that the necessary documentation is available as follows:
· Planning tool (for studies that SWYPFT sponsors) and relevant documentation – e.g. evidence of appropriate scientific peer review and Patient & Public Involvement review (for example via the Research Involvement Group) and financial review where relevant for SWYPFT- sponsored studies.  
· Health Research Authority approval (and other relevant approvals).
· Written confirmation of Capacity & Capability (Chief Medical Officer or delegate) and confirmation from Deputy District Director that relevant service(s) can accommodate the study.
· External researchers have valid Letters of Access or Honorary Research Contracts as appropriate.

[bookmark: _Toc347256600]The audit results and performance against the NIHR and RDN performance metrics will be reviewed by the R&D Senior Management Team on a regular basis. 







	 
Appendix A- Glossary and definitions

	Advice Sessions
	These are one to one meetings with a member of the Research and Development staff. The aim is to provide advice and support to individuals or services wishing to undertake research projects. Advice can be sought on a range of topics including: research design, questionnaire or survey design, applying for project and ethical approval, dissemination and courses on research.

	Chief Investigators (CI)

	The designated lead for a research project, with overall responsibility for the conduct of that project.  For multi-site projects, a CI may be based within another institution, with the responsibility for the local (trust based) conduct of the project devolved to the Principal Investigator. They have responsibility for ensuring compliance with all monitoring and audit procedures.  

	Clinical Trial of an Investigational Medicinal Product (CTIMP)
	A Clinical Trial of Investigational Medicinal Product is any investigation in humans, other than non-investigational trial, intended to a) discover or verify the clinical, pharmacological or other pharmacodynamic effects of one or more medicinal products; b) to identify any adverse reactions to one or more such products or c) to study absorption, distribution, metabolism and excretion of one or more such products with the object of ascertaining the safety or efficacy of those products.

	Regional  Research Delivery Network (RRDN) 

	The 12 local networks which comprise the National Institute for Health Research Delivery Network (RDN) in England and help provide practical support and resource to set up and deliver research studies in the NHS.  The Trust is part of the RDN Yorkshire & Humber.

	EUDRaCT
	European Database of Randomised Controlled Trials.  Registration is compulsory for all UK Randomised Controlled Trials.


	Funder 
	The organisation providing finance for a project  (NOTE this is not necessarily the same as the project Sponsor).

	GAfREC
	A policy document titled: Governance Arrangements for Research Ethics Committees:  update published in 20th July 2021.  This explains in detail when Research Ethics Committee (REC) review is required and what is expected of RECs. 

	GCP
	Good Clinical Practice (GCP) refers to internationally recognised quality standards for the management and conduct of clinical trials which serve to protect the rights and wellbeing of participants and the integrity of the research.  The principles of Good Clinical Practice should be applied to all research conducted within the NHS in a manner proportionate to the risk inherent in the study.  Specific legal requirements regarding the application of the principles of Good Clinical Practice apply to Clinical Trials of Investigational Medicinal Products (CTIMPs).  
Free training in Good Clinical Practice is available via the NIHR Research Delivery Network and is recommended for all Principal Investigators and those involved in conducting research at SWYPFT.  Appropriate training in GCP is mandatory for researchers involved in conducting Clinical Trials of Investigational Medicinal Products (CTIMPs).  Typically, training is completed before the study commences and then refreshed every two years.  The SWYPFT R&D Department has put together additional information and links to training (‘Principles of GCP for SWYPFT PIs and researchers’) – contact research@swyt.nhs.uk if you would like a copy.

	HEI
	Higher Education Institutions including Universities.

	HRA
	Health Research Authority is a statutory Non-Departmental Public Body with a remit to promote and protect the interests of patients in health research and to streamline the regulation of research.  HRA Approval is now the route for all project-based research to commence in the NHS in England.

	Integrated Research Applications Service (IRAS)
	Is a single system for applying for the permissions and approvals for a research project.  The applicant enters the information once into the IRAS application system for all the necessary regulatory approvals. For example, Research Ethics Committees (REC), Health Research Authority, Confidentiality Advisory Group, Medicines and Healthcare Products Regulatory Authority (MHRA). Filters are applied to ensure information is populated according to the relevant category of study and regulatory approvals applicable to that study.  

	IRCTN
	International Randomised Controlled Trial Number.  Unique identifier required for all Randomised Controlled Trials.

	Mental Capacity Act (2005)
	The Mental Capacity Act 2005 (implemented in 2007) is a framework to protect people who may lack capacity to make some decisions themselves about such things as their property and affairs, health care treatment, where they live, and their personal care[footnoteRef:1]. The Act also sets out a framework for the approval and regulation of research and introduces safeguards and controls for the inclusion in research of those people who lack capacity to consent to participate. [1:  It should be noted that the Mental Capacity Act refers to people over the age of 16 years. ] 


	Medicines and Healthcare products Regulatory Agency (MHRA)
	The Medicines and Healthcare Products Regulatory Agency (MHRA) regulates new medicines and devices. Licences for new drugs are only granted when a product meets high standards of safety and quality and works for the purpose intended. MHRA is the competent authority for the UK in relation to the EU Clinical Trials Directive and the UK Medicines for Human Use (Clinical Trials) Regulations.  MHRA (Devices) is the competent authority for the UK in relation to the Medical Devices Regulations 2002.

	MRC
	The Medical Research Council (MRC) supports research with the aim of maintaining and improving health. 

	National Institute for Health Research (NIHR)
	A virtual institute created following the Best Research for Best Health strategy.  The goal of the NIHR is to create a health research system in which the NHS supports outstanding individuals, working in world class facilities, conducting leading edge research focused on the needs of patients and the public.

	Non-portfolio Projects or ‘Own Account’ Projects 
	Research projects that are not eligible for inclusion in the NIHR Research Delivery Network portfolio. In general, these tend to be single site projects initiated by a student or staff member with support coming exclusively or largely from within the Trust.

	NIHR Research Delivery Network Portfolio Studies
	Research studies (clinical trials and other well designed studies which involve the NHS) funded by NIHR, other areas of Government and NIHR non-commercial Partners are automatically eligible to be included in the National Institute for Health Research Delivery Network portfolio. These projects are often multi-site projects where funding has been awarded through open, national competition with peer review.  Other studies, such as those that are commercially sponsored or those with industry funding that are led by a local investigator, may be considered for inclusion in the NIHR RDN Portfolio via a ‘portfolio application’ process.  NIHR RDN Portfolio studies have access to infrastructure support and funding for service support costs via the NIHR RDN.  Visit Support with study delivery and performance | NIHR AND What is AcoRD? | NIHR for more information.

	PIC
	Participant Identification Centre – an organisation which participates in a study by helping to identify and refer on potential participants to research teams based in other organisations (acting as ‘research sites’).  

	Principal Investigator (PI)
	The individual who is responsible for the conduct of a research study at a specific research site, reporting to the Chief Investigator of the study. There is usually a single named PI for each site, and they may be supported by other local investigators and researchers.  In the case of a single-site study, the CI and the PI will usually be the same person. They also have responsibility for ensuring compliance with local monitoring and audit procedures. 

	Research
	For the purpose of this procedural document, research is as defined in the UK Policy Framework for Health and Social Care Research - Health Research Authority
 –  briefly, the attempt to derive generalisable or transferable new knowledge to answer or refine relevant questions with scientifically sound methods. This excludes audits of practice and service evaluations. Please refer to the UK Framework for the full definition and clarifications.
The Health Research Authority website includes guidance and a decision tool to help determine whether projects are defined as research: Is my study research?

	Research Site
	An organisation participating in a research study. 

	R&D
	Research and Development: work which is designed to provide new knowledge and provide findings that are of potential value to the development of services. Research can influence the development of Trust services and promote evidenced based practice.  

	Research Ethics Committee (REC)  
	Performs independent review of all NHS based research to ensure compliance with ethical standards.

	UK Policy Framework for Health and Social Care Research
	The UK Policy Framework for Health and Social Care Research - Health Research Authority sets out principles of good practice in the management and conduct of health and social care research in the UK in order to protect and promote the interests of participants in health and social care research through ethical conduct and proportionate management of high quality research.  

	Costs of research

	Guidance on the Attribution of costs for research is available here: https://www.gov.uk/government/publications/guidance-on-attributing-the-costs-of-health-and-social-care-research 
Costs fall into three categories: Research costs (met by the Sponsor typically), Service support costs (met by the NIHR Research Delivery Network for relevant studies) and Treatment costs (met by the NHS typically as part of usual commissioning arrangements).
· If you are thinking of undertaking a research project and would like advice about costing your project, sources of funding or attribution of costs please contact research@swyt.nhs.uk for advice. 

	Sponsor
	This is the individual, company, institution, organisation or group of organisations that takes on responsibility for initiation, management and financing (or arranging the financing) of the research Roles and responsibilities - Health Research Authority.





Appendix B	Assess, Arrange, Confirm Capacity & Capability Checklist V4

SWYPFT Checklist for ‘Assess and Arrange Capacity and Capability’ for Health Research Authority approved research studies V4 Sept 2025

Background
The Health Research Authority has defined the different stages that sponsors’ and participating organisations go through on the way to mutually agreeing that the study can open at that organisation (Terms of Reference Template ‘Assessing, arranging and confirming: clarifications on HRA terminology’ HRA, 2015). These stages are: 
	a. ASSESSING: Assessing whether or not the NHS organisation has the capacity and capability to participate in the study.  NB this stage will not be required, or will be minimal, for some types of studies where it is automatically expected that the NHS organisation will participate unless there is a significant reason why not. These study types include emergency public health research, studies involving minimal local activity such as distributing questionnaires or supplying previously collected clinical data where consent is already in place, and studies where the clinical pathway has meant that a patient has been transferred for ongoing clinical care but the responsibility for the research remains with the original Principal Investigator.
b. ARRANGING: Putting any practical arrangements in place to provide the capacity and capability to deliver the study. NB this stage may be very brief where the activities at the local organisation are minimal.
c. CONFIRMING: Confirming that the NHS organisation has the capacity and capability in place to deliver the study and will deliver the study.  Depending on the study type and nature of the activities to be undertaken locally confirmation of that discussion will be indicated within the template Statement of Activity or sign-off on an agreement. For commercial studies, this will always be by sign-off on an agreement.



This process is intended to support a pragmatic and tailored approach to site set-up and should be used together with relevant guidance issued by the HRA and NIHR Research Delivery Network (Study Support Service) e.g. principles of best practice guidance: Best Practice - Health Research Authority.  The ‘assess and arrange’ steps can proceed in parallel to HRA review – studies can only open at a site once HRA approval is in place (and where the site has ‘confirmed’ capacity and capability if required).  
Purpose
This template helps to: 
· document the discussions involving research sponsors and their representatives (researchers, trial coordinators etc.), host services and NIHR Research Delivery Network staff when considering whether a research study can be undertaken in SWYPFT
· ensure all necessary arrangements are in place to deliver a given research study according to agreed timescales and targets
· document the main considerations when assessing and arranging local capacity and capability for a Health Research Authority approved research project 
· serves as an aide memoire for the R&D team who coordinate the process on behalf of SWYPFT.

It is intended to be completed alongside the Study Summary Form, and ‘checklist for receipt of the Local Information Pack’ (LIP) which confirms receipt of essential documents (e.g. OID) and provides the initial prompts to support the ‘assess, arrange, confirm’ process. 

The ‘assess’ and ‘arrange’ processes are conceived as separate and sequential but in practice they may be combined (e.g. if we are sent a LIP directly rather than provided with a protocol or information and asked for an expression of interest).  
Use of the checklist will help ensure a consistent approach.  It is not intended to be exhaustive, and not all items will be relevant to all projects.  It can help ensure that essential points when assessing and arranging local capacity have been considered and can be extended and adapted to include additional points of relevance. 
  Study acronym/short title:
	IRAS #: 


	Version
	Completed by:
	Summary of changes
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	














To be completed each time major changes are made – e.g. 1st draft for ‘assess’, 2nd for ‘arrange’, 3rd for ‘confirm’, 4 for revisited after a study amendment etc. 
Do not delete/ override previous notes; simply add or reword and date any changes made.





1. 

Procedure for set up and sponsorship of research projects at SWYPFT
V1.1 SEPT DRAFT 2025
Page 30 of 31
2. ‘Assess’ (Site selection)
Starts: SWYPFT is invited to take part in a study by the Sponsor.
Ends: SWYPFT/Sponsor agrees that SWYPFT will participate. 
Minimum information required: Study protocol (version submitted to HRA) 

Note: Preliminary discussions with the Sponsor may predate the formal start of assess (see RDN Study Support Service guidance on ‘early contact/engagement’) and documented elsewhere, e.g. Expression of Interest for commercial studies.

	
	Points to consider:
	Y/N or N/A
	Initials
	Comment

	
	Senior CRO and Lead CRO assigned?

Division:

	
	
	List

	
	(if applicable)

Assistant Psychologist assigned? 
Volunteer Assigned? 
Student assigned?

	
	
	

	
A.
	Is SWYPFT participating in or sponsoring the study?  Research site or PIC?  Lead R&D office?  NIHR RDN portfolio study? Is SWYPFT listed as a participating site on the IRAS or added as an amendment?

	Y/N
	
	List

	
B.
	Note protocol version number and date and whether HRA initial assessment/approval letter received – this includes information relevant for the ‘assess, arrange, confirm’ process which cannot proceed formally without it.  
	Y/N
	
	

	
C.
	Do we have the relevant participant population (or relevant ‘clinical pathway’)? 

Do we have the relevant service – interest/capacity to undertake the study?  Care Group(s)?

If we don’t have the relevant service, is there potential to involve external organisations – e.g. acute, voluntary sector, commissioned services, ‘shared pathways’ etc 

	Y/N
	
	List – which service, who has been approached and their response.

	D.
	Is the proposed target achievable in the required timescale?
	Y/N
	
	List

	E.
	Are there any financial implications for SWYPFT – e.g. involvement of Excess Treatment Costs (ETC)? 

Is there a SOECAT to check the ETC, study support and research costs?
	Y/N
	
	List – e.g. intervention represents ETC.  

	F.

	Is a Principal Investigator (or Local Collaborator) required?  Is it open to the Associate PI scheme? Has anyone suitable been identified?  Particular requirements (‘suitability’ – specific expertise, training etc.)?
	Y/N
	
	Named PI.
CTIMP – GCP training required.

	G.
	Is CRO support required?  Capacity?  Allocation of recruitment activity agreed?  Lead CRO assigned?  ‘Suitability’ – e.g. any specific training needs? 
	Y/N
	
	Lead CRO named.
Training needs?
Allocation of recruitment activity.

	H.

	Any specific equipment requirements (e.g. IT, Dictaphones, BP machines)? Is the sponsor providing them? If not, whom?
	Y/N
	
	List

	I.
	Is there any access to systems needed? e.g. to study databases or external systems and is this possible to set up in timely way to meet study requirements 

Will any data / info need to be requested from Business Intelligence (BI)/ SystmOne/ PCMIS/ other? – check at very early stage exact requirements and if this is possible to extract. Who will do this and how much time will it take?
	
	Y/N
	
	


	J.
	Access to service or specialist support required e.g. pharmacy, radiology, pathology? ‘Suitability’ – e.g. QA requirements, required standards etc.

Consider if any implications for involving/ external organisation(s) and any impact on accruals
	Y/N
	
	List

	K.
	Is a risk assessment required?  Note relevant risks and mitigating actions (e.g. lone working/ requirement for lone working device, separate Risk Protocol).  Consider risks to participants, researcher, organisation.

If applicable, risk assessment completed and agreed (R&D Manager, Principal Investigator)
	Y/N



Y/N
	
	List

	L.
	Can the protocol be implemented at SWYPFT – i.e. are there changes compared with standard clinical practice (or to the ‘clinical pathway’) and can they be accommodated (e.g. via training etc.)?  Safety or emergency procedures required?
	Y/N
	
	List

	M.

	Any HR requirements – e.g. Letters of Access for external researchers?
	Y/N
	
	List

	N.
	Are the arrangements for ‘confirm’ clear?  OID? Clinical Trial Agreement?
Any additional specific requirements outlined in HRA assessment and/or approval letter?
	Y/N
	
	List



1. ‘Arrange’
Starts: SWYPFT selected as a site (end point of ‘assess’), named in Part C of IRAS form (or via amendment).
Ends: HRA Approval and Sponsor confirmation in writing (email) – with final Organisation Information Document (OID) or Clinical Trial Agreement (for sign off). 
Minimum information required: Local Information Pack received: Relevant study documents in versions reviewed by HRA, HRA approval and/or initial assessment letter, OID/Schedule of Events.

	

	Arrangements required to deliver the study (‘Action plan’)
	Person responsible 
	Progress 

	
	Has the LIP been received?

	Lead CRO / Governance/Administrator
	Y/N

Date received:

	A.

	Line and service management approval in place for host service confirming capacity to undertake the study.

Face to face networking arrangements in place between CRO and local service(s).
	Manager
	

	B.
	If applicable ensure the PI or LC is aware of and has agreed the declaration in the OID (via email).

Roles and responsibilities of local research team agreed and documented (e.g. delegation log).
	Governance


Senior CRO / Lead CRO
	

	C.

	Training requirements organised and documented (e.g. CV’s, GCP certificates, training dates arranged).

	Lead CRO
	

	D.

	Plan agreed with PI/LC, local clinical service and research sponsor for screening, approaching and recruiting participants. Can Join Dementia Research be utilised for recruitment (if so, manage set-up of the study).

	Senior/Lead CRO
	

	E.

	If this is a portfolio study are there any special arrangements re. allocation of recruitment activity?  Upload locally via EDGE (or central upload to CPMS?).

	
Senior/Lead CRO
	

	F.

	Is age and ethnicity and gender collected as part of the CRF?  Make arrangements for collection of age/ethnicity/gender alongside recruitment. 
	
Senior/Lead CRO
	

	G.

	Consider whether and how the Patient Research Experience Survey (PRES) can be administered to participants in this study?
	
Senior/Lead CRO
	

	
H.
	
Arrangements for Site Initiation Visit confirmed (if relevant)
	
Senior/Lead CRO
	

	I.

	Information technology requirements confirmed and in place (e.g. encrypted USB sticks, access to online databases, electronic Case Report Forms (CRFs) etc).

	Senior/Lead CRO
	

	J.

	Financial arrangements confirmed and in place (e.g. completion/negotiation of costing template for commercial studies and arrangements for invoicing). 
 
If vouchers or payments are available to participants, specify arrangements for how this will be done (electronic/paper/etc). Is this a receipt required? Where will this be kept e.g. study folder for reconciliation?

	Manager


Lead CRO
	

	K.

	Human Resource requirements confirmed and in place (e.g. honorary research contracts or letters of access for external researchers as required).

	Manager/ Governance
	

	L.
	Local training or other arrangements specific to the study confirmed and in place (see ‘assess’ outcomes above).

	Senior/Lead CRO
	

	M.

	Arrangements for activities undertaken by any support or specialist departments confirmed and in place (e.g. Pharmacy/ Phlebotomy – see ‘assess’ outcomes above). Where will these take place?

	Senior/Lead CRO
	

	N.

	Study documents localised (as required). 

	Lead CRO / Governance/Administrator
	

	O.

	Investigator site file prepared. 

Completion of Research Summary Form (RSF), highlighting recruitment strategy

	Lead CRO / Governance/Administrator
	

	P.

	EDGE record created & arrangements agreed for collection and uploading recruitment activity.

	Lead CRO / Governance/Administrator
	

	Q.
	Confirm practicalities of any data requests e.g. health information/demographics etc 

	Lead CRO
	

	R.
	How is the study being promoted? Has the Intranet page ‘open studies portfolio’ doc been updated? If appropriate, are Comms/ social media able to be utilised? 
	Lead CRO/ Governance/ Administrator
	




2. ‘Confirm’
Starts: HRA Approval and Sponsor confirmation in writing (email) – with final Organisation Information Document or Clinical Trial Agreement (for sign off).
Ends: Signed Organisation Information Document or Clinical Trial Agreement/ relevant agreement returned to Sponsor.

	
	Arrangements required for ‘confirm’ (‘Action plan’)
	Person responsible 
	Progress 

	A1.
	No formal confirmation of capacity & capability is required for the study.  Relevant Deputy Directors/Management Trios have had opportunity to object to opening or request more time to review. R&D Director is aware and agrees (via email) to open the study.  

	Manager/Administrator
	

	
A2.

	Organisation Information Document (OID) (or Clinical Trial Agreement) (or other agreement) submitted to R&D Director for signature.  
	Manager
	

	
B.
	Signed OID (or Clinical Trial Agreement) (or other agreement) returned to Sponsor (copied to relevant representatives and Principal Investigator/Local Collaborator). Ready to start email sent to Study Sponsor (if appropriate) for studies not requiring formal confirmation of capacity and capability.

	Administrator
	



3. Study Modifications (Amendments)
Starts: Notification of an amendment with appropriate categorisation
Ends: 35 days from receipt of notification (unless otherwise stated) the amendment will be automatically implemented (provided relevant approvals are in place) and the site has not issued any objections or asked for more time to review.

	
	Arrangements required to confirm continued capacity & capability following a study amendment
(Lead CRO to manage, supported by Governance)
	
Notes  

	A1.
	Completed Assessment Tool (with Amendment category) and relevant supporting documents received?  

	

	A2.
	Document assumed implementation date.

	

	A3.
	Consider the implications for SWYPFT.  Where relevant seek PI approval (in writing).  

	

	A4.

	Approvals granted? 
	

	A5.

	Send an acknowledgement of receipt of amendment; agree to implement, ask for more time or decline on the basis of non-continued capacity & capability (under these circumstances it may be necessary to close the study). 
	



Appendix C - Equality Impact Assessment Tool (stands as of June 2026)

Date of Assessment: 3 January 2017

	
	Equality Impact Assessment Questions:

	Evidence based Answers & Actions:

	1
	Name of the document that you are Equality Impact Assessing

	Procedure for set-up and sponsorship of Research Projects at SWYPFT

	2
	Describe the overall aim of your document and context?

Who will benefit from this policy/procedure/strategy?

	The overall aim of the policy is to describe the Trust’s approach to the set-up and sponsorship of research projects at the Trust.
All staff and external researchers

	3
	Who is the overall lead for this assessment?

	Head of Research & Development 

	4
	Who else was involved in conducting this assessment?
	

	5
	Have you involved and consulted service users, carers, and staff in developing this policy/procedure/strategy?

What did you find out and how have you used this information?

	The Research Involvement Group were initially involved in review of an earlier version of this procedure. 

Informed development of earlier versions.


	6
	What equality data have you used to inform this equality impact assessment?

	This policy impacts on everyone therefore no equality data required.

	7
	What does this data say?


	N/A

	8
	Taking into account the information gathered above, could this policy /procedure/strategy affect any of the following equality group unfavourably:
	Yes/No
	Evidence based answers & actions. Where negative impact has been identified please explain what action you will take to remove or mitigate this impact. 

	8.1
	Race
	No
	N/A

	8.2
	Disability
	No
	N/A

	8.3
	Gender
	No
	N/A

	8.4
	Age
	No
	N/A

	8.5
	Sexual orientation
	No
	N/A

	8.6
	Religion or belief
	No
	N/A

	8.7
	Transgender
	No
	N/A

	8.8
	Maternity & Pregnancy
	No
	N/A

	8.9
	Marriage & Civil partnerships
	No
	N/A

	8.10
	Carers*Our Trust requirement*
	No
	N/A

	9
	What monitoring arrangements are you implementing or already have in place to ensure that this policy/procedure/strategy:-

	Monitoring arrangements are described in section 10 of this procedure.

	9a
	Promotes equality of opportunity for people who share the above protected characteristics;

	As above.

	9b
	Eliminates discrimination, harassment and bullying for people who share the above protected characteristics;

	As above.

	9c
	Promotes good relations between different equality groups;

	As above.

	9d
	Public Sector Equality Duty – “Due Regard”

	As above.

	10
	Have you developed an Action Plan arising from this assessment?

	N/A

	11
	Assessment/Action Plan approved by
	

	
	
	
Signed: Rachel Moser 	Date: 12/10/17

Title: Research & Development Manager


	12
	Once approved, you must forward a copy of this Assessment/Action Plan to the partnerships team: involving Partnerships Team
partnerships@swyt.nhs.uk

Please note that the EIA is a public document and will be published on the web.
Failing to complete an EIA could expose the Trust to future legal challenge.
	




If you have identified a potential discriminatory impact of this policy, please refer it to the Director of Corporate Development or Equality and Engagement Development Managers together with any suggestions as to the action required to avoid/reduce this impact.

For advice in respect of answering the above questions, please contact the Director of Corporate or Equality and Engagement Development Managers.

Appendix D - Checklist for the Review and Approval of Procedural Document
To be completed and attached to any policy document when submitted to EMT for consideration and approval.
	
	Title of document being reviewed:
	Yes/No/
Unsure
	Comments

	1.
	Title
	
	

	
	Is the title clear and unambiguous?
	YES
	

	
	Is it clear whether the document is a guideline, policy, protocol or standard?
	YES
	Confirmed with EMT

	
	Is it clear in the introduction whether this document replaces or supersedes a previous document?
	YES
	

	2.
	Rationale
	
	

	
	Are reasons for development of the document stated?
	YES
	

	3.
	Development Process
	
	

	
	Is the method described in brief?
	YES
	

	
	Are people involved in the development identified?
	YES
	

	
	Do you feel a reasonable attempt has been made to ensure relevant expertise has been used?
	YES
	

	
	Is there evidence of consultation with stakeholders and users?
	EMT
	

	4.
	Content
	
	

	
	Is the objective of the document clear?
	YES
	

	
	Is the target population clear and unambiguous?
	YES
	

	
	Are the intended outcomes described? 
	YES
	

	
	Are the statements clear and unambiguous?
	YES
	

	5.
	Evidence Base
	
	

	
	Is the type of evidence to support the document identified explicitly?
	YES
	

	
	Are key references cited?
	YES
	

	
	Are the references cited in full?
	YES
	

	
	Are supporting documents referenced?
	YES
	

	6.
	Approval
	
	

	
	Does the document identify which committee/group will approve it? 
	YES
	

	
	If appropriate have the joint Human Resources/staff side committee (or equivalent) approved the document?

	YES
	

	7.
	Dissemination and Implementation
	
	

	
	Is there an outline/plan to identify how this will be done?
	YES
	

	
	Does the plan include the necessary training/support to ensure compliance?
	N/A
	

	8.
	Document Control
	
	

	
	Does the document identify where it will be held?
	YES
	

	
	Have archiving arrangements for superseded documents been addressed?
	YES
	

	9.
	Process to Monitor Compliance and Effectiveness
	
	

	
	Are there measurable standards or KPIs to support the monitoring of compliance with and effectiveness of the document?
	YES
	

	
	Is there a plan to review or audit compliance with the document?
	YES
	

	10.
	Review Date
	
	

	
	Is the review date identified?
	YES
	

	
	Is the frequency of review identified?  If so is it acceptable?
	YES
	

	11.
	Overall Responsibility for the Document
	
	

	
	Is it clear who will be responsible implementation and review of the document?
	YES
	




Appendix E - Version Control Sheet

This sheet should provide a history of previous versions of the policy and changes made
	Version
	Date
	Author
	Status
	Comment / changes

	0.1

	08/02/10
	Research Management & Governance Manager,  LYPFT
	Draft
	Review by Development Group identified. Changes needed to make compliant with RMS format

	0.2
	08/03/10
	Research Management & Governance Manager,  LYPFT
	Draft
	Comments from consultation feedback led to correction of typographical errors and minor amendments

	0.3
	29/03/10
	Research Management & Governance Manager,  LYPFT
	Draft
	Comments following review and approval at Partnership Joint Research Governance Committee led to formatting changes

	1.0
	13/04/10
	Research Management & Governance Manager,  LYPFT
	Final
	Comments following LYPFT Ratification led to formatting changes

	1.1
	24/12/12
	Research Management & Governance Manager, SWYPFT
	Draft
	Review of procedure due to changes in practice since R&D Department brought in house and the addition of Barnsley community and mental services

	2.0
	13/06/13
	Research Management & Governance Manager, SWYPFT
	Final
	Comments following draft consultation with R&D TAG and colleagues in support services. Approved by EMT on 13/06/13

	2.2
	05/01/17
	Research & Development Manager, SWYPFT
	Draft 
	Review of procedure due to change of R&D Departmental Structure and changes in practice as a result of implementation of Health Research Authority Approval.  Confirmation from EMT of procedural document status therefore not requiring EMT approval

	1.0
	01/10/17
	Research & Development Manager, SWYPFT
	Final
	Replaces the previous procedure ‘Research Project and Sponsorship Approval Procedure V2.2’ (see above), with this one ‘Procedure for set up and sponsorship of research projects at SWYPT V1.0 Oct 2017’

	1.1
	01/09/25
	Research & Development Manager, SWYPFT
	Draft
	Review of procedures due to addition of Cheswold Park (research governance policies) and need for updated review in relation to changes in national approvals processes and guidance links

	2.0
	11/06/26
	Research & Development Manager, SWYPFT
	Final
	Replaces ‘Procedure for set up and sponsorship of research projects at SWYPT V1.0 Oct 2017’
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