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Proposal for a Service EvaluationBefore completing this template, please ensure you have read the following guidance which will help you determine the kind of project you propose to undertake. 
There are a number of different kinds of projects involving data collection, research, audit, service evaluations, Quality Improvement (QI) initiatives, case notes studies, student thesis, etcetera.  All of them require formal authorisation from the Trust before participants, including NHS staff, can be approached or data collected. 
The first step is to determine what kind of project you propose to undertake, as different types of projects are subject to different regulations and routes to obtain the appropriate authorisation.  There is plenty of information, including some helpful videos, about Choosing a study type and getting permission to conduct it at ELFT on our website; you should also check out the Frequently Asked Questions page. Alternatively, the NHS Health Research Authority (HRA) in conjunction with the Medical Research Council (MRC) also have developed resources to help you determine what kind of project you propose to undertake. This includes a link to the HRA decision tool. 
The primary element which distinguishes Research (with capitol ‘R’) from service evaluation or audit is not study size, or obtaining consent, or what type of data you collect or from whom, or funding and so on, but the intent of the study.  Some common areas which cause confusion are:
 •	A key feature of Research is that it is intentionally planned and designed using documented methodology which will allow results to be extrapolated or applied from the study sample to a larger population. This extrapolation / application is what the terms 'generalisable' and 'transferable' refer to.  Please pay close attention to this aspect of your study design – if any part of your proposal aims to extrapolate or apply results from the study sample to a larger population, it is a Research study.
•	Clinical Audits are directly related to improving services against a standard that has already been set. If you are not measuring performance against a predetermined target / standard, it’s not an audit.
•	An  Evaluation involves making judgements about the value of what is being evaluated, the quality or worth of a service or intervention, providing evidence that can be used to improve it. An evaluation provides practical information to help decide whether a development or service should be continued locally or not. To help you plan your project, please see this five step guide to the evaluation cycle.1
•	A Case Study can be described as an in-depth, detailed examination of a specific instance (individual, situation, or event) to understand it thoroughly within its real-life context.  For the purposes of ELFT’s governance review, our remit is limited to case studies related to the clinical care of patients. More detailed guidance can be found within our case study governance template (found on the GECSE webpage). If intending to publish your case study, submit it to the GECSE.

If you have determined that your project is a service evaluation, please proceed in completing the proposal template overleaf. We strongly encourage you to peruse the examples of good practice available on our dedicated GECSE webpage before starting your application.  
Guidance in blue font template will help you identify what kind of information should be included in your responses. This is intended as an aid and should not be read as prescriptive. There are hyperlinks throughout the guidance to further helpful resources; we encourage you to explore them.


1 With thanks to the NIHR Applied Research Collaboration West
[bookmark: _Toc354567215]SERVICE EVALUATION TITLE
An appropriate title should make it immediately evident to a lay audience in plain English what the service evaluation is investigating and on whom; please include a version number and date. 
A Process Evaluation of ELFT’s Review Pathway for Digital Research Study Set-Up
KEY INFORMATION
	Project Lead (name):
	(Name) 

	Role / job title:
	(Role)

	Email:
	(Email)

	Contact telephone:
	(Number) 

	Is the project lead:
	☐ An internal staff member   ☐ External to ELFT

	Locality:
	☐ City & Hackney   ☐ Tower Hamlets   ☐ Newham 
☐ Luton (city)  ☐ Bedfordshire ☐ Trust wide

	Service:
	Add

	Team:
	Add 

	Other Key Contributors to proposal:
	(Name and Role) 

	Evaluation Start and End Date:
	Month Year to Month Year 

	Student / Trainee project (please tick) ☐
	

	If the above box is ticked, please provide the name and email of the university supervisor:
	

	Please enclose an email from your line manager endorsing the proposal. 


1	BACKGROUND / INFORMATION
[bookmark: _Hlk239073628]What is the area of the service that you wish to evaluate and why do you wish to evaluate this area? 
Please include: 
-	The problem you wish to address
-	Why this is a priority area (e.g. improved patient care, improved ways of working for staff, inform local decision making, addresses health inequalities, supports underserved groups, or tackles accessibility issues) 
-	Evidence that this is an area of need (e.g. journal articles, anecdotal feedback from clinicians, service user or carer feedback)
Try to avoid abbreviations or acronyms where possible. If you do use them, please explain what they mean. Writing in plain English will help make your evaluation clearer and more accessible.
How to write health-related information in plain English
Moving from analogue to digital ways of working is one of the main priorities in the NHS 10 Year Health Plan for England (Department of Health and Social Care [DHSC], 2025). This change is also reflected in research. An increasing number of studies now involve digital technology, such as websites, smartphone applications, wearable devices or opportunities for people to take part remotely. These will be referred to as “digital studies” throughout this evaluation.
Digital studies make up an important part of both mental health research and ELFT’s research portfolio. They can make research more accessible to service users, reduce some of the additional work required from clinical services and support the Trust’s ambition to increase commercial research. However, research opportunities are competitive. Multi-site studies often open in only a limited number of NHS organisations, and study teams consider how quickly and effectively organisations can open and deliver research when selecting participating sites.
There is also a national drive to reduce the time taken to set up research. NHS organisations are expected to open studies within 60 days of national approval. This measure applies to both commercial and non-commercial research. ELFT’s performance is monitored by the North London Research Delivery Network and is linked to research funding and the Trust’s wider performance reporting through the NHS Oversight Framework. Delays can therefore affect ELFT’s ability to attract future studies, the funding available to the research team and, most importantly, how quickly service users can access research opportunities.
Before any study can open at ELFT, several local activities must be completed. These include assessing whether the study is feasible for the Trust, involving the relevant clinical services, identifying a Principal Investigator and completing the necessary governance and contractual checks. Since April 2026, ELFT’s Cyber Security team has advised that all studies involving a digital element should undergo additional local checks relating to data protection, cybersecurity, digital technology and clinical safety. These include a Data Protection Impact Assessment (DPIA), the Digital Technology Assessment Criteria (DTAC), vendor security checks and DCB0129/DCB0160 clinical safety assessments.
For digital studies taking place across several NHS organisations, many of these checks are completed nationally by the study sponsor and reviewed through the Health Research Authority (HRA). The HRA advises NHS organisations to use this existing assurance where appropriate rather than repeat the same assessments at every site. This helps avoid duplication and supports timely study set-up.
However, national assurance does not remove ELFT’s local responsibilities. Additional local review may be needed when technology will be installed on an ELFT device, connect to the Trust’s network, interact with local clinical or administrative systems, or create a risk that could only be assessed by ELFT. The purpose of local review should therefore be to understand and manage risks that are specific to how the technology will be used within the Trust (HRA, 2025, 2026c).
Historically, ELFT Research and Innovation relied on the assurance provided by the sponsor and the national review process, involving Digital colleagues only where technology needed to interact with ELFT systems or networks. As the number and range of digital studies increased, there was greater discussion between Research and Innovation, Digital and Cyber Security colleagues about how the Trust could be confident that its local responsibilities were being met.
Digital colleagues therefore proposed an additional local review process for all studies containing a digital element, whether or not the technology interacts with ELFT systems. Under this process, all digital studies are referred to a Digital Project Initiation Officer and require a local DTAC review, DPIA and vendor questionnaire through UpGuard. The purpose is to provide ELFT with assurance about digital, cybersecurity and information governance risks.
The new process may provide useful additional assurance, but it may also repeat information already reviewed nationally and add time and staff work to study set-up. It is therefore important to understand how the process operates in practice, what additional assurance it provides, whether the level of review is proportionate to the risk and how it affects study set-up times.
The new process was discussed by the Research Committee in July 2026. The Committee agreed that it should be implemented and evaluated, with the findings reported back in October 2026.
Feedback from Committee - Please define all abbreviations and technical terminology so that the proposal can be understood by a lay audience.

2	HOW HAVE PEOPLE WITH LIVED EXPERIENCE CONTRIBUTED TO THE PROPOSAL’S DESIGN?
Please describe how patients, service users, carers, and/or members of the public have been, or will be, actively involved in the design, delivery, or oversight of the project — beyond simply being participants in the evaluation.
It is expected that the NHS engages with the public in all aspects of our work.
You may refer to the HRA Guidance on Public Involvement and relevant evaluation guidelines for best practice.
In particular, please address the following:
- Have service users had the opportunity to provide feedback on the evaluation materials, methods, or overall design?
- How has their input influenced the development of the evaluation?
- Will they be involved at any other stage of the evaluation (e.g. data analysis, interpretation of findings, or dissemination of results)?
This service evaluation focuses on an internal process for setting up digital research studies rather than a service or intervention delivered directly to patients or service users. For this reason, direct involvement from people with lived experience was not considered necessary for the design of this evaluation. Instead, we have sought to involve the colleagues who use and oversee the process being evaluated. (Name), has been asked to review the aims, objectives and data collection methods and will work with Research and Innovation to review and interpret the findings. This will help ensure that the evaluation reflects both Research and Innovation and Digital perspectives and that any recommendations are developed collaboratively. In addition, (name), is a member of the Service Evaluation Committee and will provide information governance oversight as part of the Committee's review of this proposal.
3	EVALUATION AIMS & OBJECTIVES
Please bullet point what question(s) (there may be more than one) is the evaluation asking? 
Both aim and objective should be interrelated; the aim is what you want to achieve, and the objective describes how you are going to achieve that aim.

The aim of this service evaluation is to evaluate the process for setting up research studies with a digital element and to report the findings to the Research Committee in October 2026. Its objectives are:
1. To describe the digital review process as it currently operates, from referral to approval.
2. To measure the time and staff resources required for the Digital review and assess its effect on ELFT’s ability to open studies within the 60-day target.
3. To understand the value and additional assurance provided by the local Digital review process, and assess whether the arrangements are appropriate and proportionate to the risk presented by different types of digital study. 
4. To recommend, jointly with digital colleagues, a streamlined pathway that both teams own and can apply consistently.

4	EVALUATION DESIGN 
Which design(s) are you using in your evaluation (please tick all that apply e.g. mixed methods approach)? A suitable design should be chosen to reflect the aim(s) of the evaluation and the chosen theoretical framework.
 
Qualitative 
☐ Interviews
☐ Focus groups

Quantitative 
☐ One group, pre- and post- test 
☐ One group, post-test only 
☐ Two group, pre- and post- test 
☐ Two group, post-test only 
☐ Cross-sectional / observational 
☒ Other (please specify): Prospective and Retrospective data collection 
4.1	Methods of Data Collection
Please describe the data collection methods in detail and outline the roles involved, e.g.,
· Observation - What will be observed? What resources or equipment will be used if recording observation? Who will be observing? 
· Interviews - How will the prompt guide or interview schedule be developed? Who is conducting the interviews? By telephone or in person? How are the interviews being recorded?
· Focus Groups - Who is leading the focus group? How are the focus groups being recorded?
· Routine Clinical Data - what data will be collected (e.g., age, diagnosis) and from what sources? By whom?
This service evaluation will use a prospective and retrospective review of all digital studies entering the new Digital review pathway during the evaluation period, including studies that do not ultimately complete the process or open at ELFT. This will be supported by process mapping of the current pathway. For each study, we will collect information on the time taken, the assurance already available, additional assurance requested or gained, who completed each stage of the process, the staff resource required and the eventual outcome of the study set-up. Findings will be analysed descriptively and reviewed jointly by Research and Innovation and Digital colleagues to support interpretation and development of recommendations.

Currently 100% of non-digital studies open at ELFT have been opened within the 60 day target. Therefore. the national 60-day target for opening a study to recruitment will be used as the main comparator. Importantly, the evaluation will distinguish between time spent within the ELFT review process and time waiting for external sponsors or technology vendors to provide information, complete or revise documentation, or respond to queries. This will allow delays to be attributed appropriately rather than treating the entire elapsed period as internal processing time.

The evaluation will also record what assurance was already available when each study entered the pathway, including sponsor-level DPIAs, DTACs and vendor or security documentation, whether these had already been provided to ELFT, and what further information was requested locally. Where vendor questionnaires or other documents require completion, we will record who completed them in practice, for example the sponsor/vendor, Research and Innovation staff, the Research Delivery Manager or Digital colleagues. This will help us understand not only how the pathway is intended to operate, but how it operates in practice and where staff time and responsibilities currently sit.

Staff time associated with the pathway will also be estimated, including time spent by Research and Innovation and Digital colleagues reviewing documentation, completing forms, obtaining information and responding to queries. Where possible, this will be converted into an estimated staff cost.

The outcome of every study entering the pathway will also be recorded. This will include whether the study successfully completed the Digital review and opened at ELFT, remains in progress, was paused, or was withdrawn by the study team. Where a study does not proceed, the documented reason will be recorded, including whether study set-up timescales or requirements associated with the local Digital review contributed to the decision. This will allow the evaluation to capture the impact of the pathway on studies that do not reach set-up, as well as those that successfully complete the process.

No patient-level or identifiable clinical information will be collected.

The proposed data collection against each objective is summarised below:

	Objective
	Data collection method
	Information to be collected

	1. Describe the Digital review process as it currently operates
	Process mapping and review of existing study set-up and Digital governance pathway
	Steps from referral to approval; roles involved; documents and questionnaires required; who completes each stage in practice; hand-offs between teams; number of queries/iterations; and points where information is requested more than once.

	2. Measure how much time the review adds to study set-up and its effect on the 60-day target
	Retrospective review of all digital studies entering the pathway during the evaluation period
	Date referred to Digital; date first reviewed; dates information was requested and supplied; date review was completed; overall study set-up time; internal ELFT processing time separated from time awaiting sponsor/vendor responses or revised documentation; and whether the study opened within the 60-day target.

	3. Assess whether the level of review is proportionate to the risk presented
	Structured case-by-case review of assurance activity and outcomes
	Type of technology and interaction with ELFT systems; sponsor-level DPIA, DTAC and other assurance already available; whether documents had already been supplied; additional information requested locally; whether requests repeated information already available; new ELFT-specific risks identified; mitigation required; and whether the local review changed how the study was implemented.

	4. Create a jointly owned streamlined pathway
	Joint R&I/Digital review and interpretation of findings
	Additional local assurance gained; areas of duplication; circumstances requiring local Digital review; where responsibility for completing activities currently sits; staff time and estimated resource cost; impact on the 60-day target; study set-up outcomes; reasons studies did not proceed; and opportunities to clarify responsibilities and develop a proportionate and streamlined pathway.



Research and Innovation will undertake the initial data collection and process mapping using existing study set-up and Digital review records. Findings will then be reviewed with (name), so that interpretation reflects both Research and Innovation and Digital perspectives.

Taken together, the evaluation will allow us to understand how long the process takes, where that time is spent, who is undertaking the work, what additional assurance the process provides, what happens to studies entering the pathway, and whether the level of resource and review required is appropriate and proportionate to the local risk identified.
Feedback from Committee
Please build in regular points to meet with key personnel and check data collection, as the methodology may need to be adapted as the findings emerge.
Please review whether the data collection framework will capture all the evidence required to support the project's aims and objectives.
Please consider collecting and reporting on the wider resource and cost implications of the process as part of the evaluation.
4.2	Methods of Data Analysis
Please describe the data analysis methods such as quantitative and/or qualitative (e.g. thematic content analysis, framework / interpretative phenomenological analysis, and so on.
You should clearly describe how and by whom data will be (for example):
· Transcribed / Coded
· De-identified (Anonymised)
· Stored / Transferred / Accessed / Archived
· Statistical analysis 
Any software to be used in assisting the analysis should be specified.
This mixed-methods evaluation will use descriptive analysis. Quantitative data will be recorded in Microsoft Excel, with one record per study using the attached data collection form. Timelines and staff hours will be summarised using medians and ranges, while review outcomes, proportionality judgements and performance against the 60-day target will be reported as counts and proportions. Staff hours will be converted into an indicative cost using Agenda for Change salary midpoints.
Studies will be grouped by their level of interaction with ELFT systems [no interaction, some interaction, network interaction] so that timelines, resources and outcomes can be considered alongside the risk presented. As only around eight studies are expected, no statistical significance testing will be undertaken. Where combined figures would not be meaningful, findings will be presented in a clear study-by-study table. This will be particularly important for review outcomes, risks identified and reasons studies did not proceed.
Free-text information, including risks, mitigations, duplication and learning from each study set-up, will be reviewed using a simple framework based on the four evaluation objectives. Any feedback provided by study sponsors during routine correspondence will be recorded as written notes. No interviews, recordings or specialist analysis software will be required.
No patient-identifiable information will be collected. Study names will not be anonymised because the evaluation requires the two teams to discuss specific set-up experiences. Data will be collected by (Names). (Name) will complete the analysis and review the findings, including proportionality judgements, with (Name) before preparing the report for the Research Committee. All data will be stored securely on the ELFT I drive.
5	POPULATION BEING STUDIED 
5.1	Who are the participants?
Please detail who you plan to include in the evaluation by describing both inclusion and exclusion criteria. Consider how you will ensure that inclusion is fair and accessible. For example, how will you accommodate:
- Language needs
- Disabilities
- Digital exclusion 
There are no participants in this evaluation. The unit of analysis is the research study, not the individual.
Inclusion criteria: All research studies with a digital component referred to the Digital team under the new process between July 2026 and 21 October 2026. This includes studies that were paused, withdrawn or did not open at ELFT.
Exclusion criteria: Studies referred before July 2026, as they were not subject to the process being evaluated, and studies without a digital component, as they do not enter the Digital review pathway.
5.2 	Participant Identification and Recruitment Methods
Please describe how participants will be identified and recruited, including the methods used to determine eligibility and select the sample. 
There are no participants in this evaluation. The unit of analysis is the research study, not the individual. All digital studies that have entered this pathway will be eligible for analysis (please view above). 
5.3 	Sampling Size
Please explain the rationale behind your chosen sample size and how it is adequate to answer your evaluation question(s). 
No sample size calculation is required because the evaluation will include all eligible studies referred through the new Digital review process between July and 21 October 2026, expected to be around eight studies. Reviewing every study during this period will allow each study’s set-up time to be assessed against the 60-day target and the outcome and assurance provided by each Digital review to be examined.
5.4 	Consent to participate (if needed)
If you plan to collect any data beyond routine clinical information, you must obtain participant consent. Please describe how you will obtain consent, or provide a clear justification for not doing so, based on the Trust’s principles (as outlined here).
You will also need to submit draft versions of your Participant Information Sheet (PIS) and consent forms. You may find these resources helpful. 
Consent is not applicable to this evaluation. The evaluation uses routine operational records held by Research and Innovation and the Digital team relating to the set-up of research studies. 
6	ETHICAL and REGULATORY CONSIDERATIONS
6.1 	Conflict of Interest
The aim of this section is to recognise / disclose activities that might give rise to conflicts of interest (actual/perceived) and to ensure that such conflicts are properly managed or avoided.  Conflicts can be non-financial, such as potential bias of a member of a team evaluating their own activity.
Both Research and Innovation and Digital have an interest in the evaluation’s findings. The process affects R&I’s performance against the 60-day target and associated funding, while the Digital team proposed and operates the process being evaluated.
This will be managed through joint data collection and interpretation. (Name) will contribute Digital records, while (Name), who is not involved in the pathway’s day-to-day operation, will complete the analysis. Findings and proportionality judgements will be reviewed jointly, with any differences in interpretation recorded. The evaluation will consider the assurance and risks identified through the process alongside its impact on time and staff resources, ensuring that both its benefits and costs are assessed fairly.
6.2	Data Protection
We expect all projects to conform to the Data Protection Act 2018; please describe specifically how you will ensure the data collected is secure and confidential, e.g. password protected, stored in locked filing cabinets, saved on Trust’s servers.
Please provide the details (name, role, email, employer) of the individual who will be responsible for the data collected being securely stored and confidential.

No patient-identifiable data will be collected or accessed at any point; the evaluation uses operational records relating to the set-up of research studies. Data will be stored on the Trust's I drive under password protection, within ELFT's existing network security arrangements, and access will be restricted to the named members of the evaluation team. Data will not be saved to local drives, personal devices or removable media, and will not be transferred outside the Trust. Handling will conform to the Data Protection Act 2018 and Trust information governance policy. The dataset will be retained for one year following the report to the Research Committee, so that the findings can be reviewed or the measures repeated if required, and will then be securely deleted.
Responsible individual: (Name, role, email)
6.3	Any potential risks identified
Please identify and describe any risks associated with the evaluation, particularly relating to participants and evaluation team members (e.g. discussing uncomfortable / distressing issues, coercion to participate).
The main risk is that findings could be perceived as assessing individual colleagues rather than the process, particularly where an activity is undertaken by one person. This will be managed by involving Digital colleagues in the analysis, focusing findings on the pathway rather than individual performance, and reporting staff time at team level. Findings and proportionality judgements will also be reviewed jointly before the report is finalised.
7	DISSEMINATION of FINDINGS 
7.1	Who will the report be disseminated to?
All evaluation findings must be shared with the relevant clinical governance committees, including submission of a copy to GECSE. Please also consider sharing findings at team, service, or external meetings where appropriate.
It is considered good practice to share findings with the service users, carers, staff, and community members who took part in the evaluation.
Please indicate whether you plan to publish your findings (e.g. in a peer-reviewed journal or as a conference poster). Note: If you intend to publish, this must be clearly communicated to participants in the participant information sheet.

The primary output is a short report to the ELFT Research Committee in October 2026, which commissioned the evaluation. Findings will first be shared with the Directors of Digital and of Research, and then presented to the committee. A copy will be provided to GECSE in line with committee requirements. Partner Trusts, research funders and delivery partners may find the findings of interest, and they will be shared through the regular meetings we hold with them. The Health Research Authority may also have an interest, given the evaluation examines local application of its guidance on sponsor-level assurance. There are no immediate plans to publish in a peer-reviewed journal or present at conference. Should publication be considered later, this would be discussed with the Research Committee and with Digital colleagues first, and as no patient-identifiable data is involved, no participant information sheet is required.
7.2	How will any recommendations / service improvements be taken forward and by whom?
Recommendations will be set out in the report and taken to the Research Committee in October 2026, having first been agreed with the Directors of Digital and of Research. The committee is the decision-making body, and whatever it advises will be followed by both Research and Innovation and the Digital team. Implementation of any agreed pathway will be shared between the two teams as part of routine study set-up. The measures used in this evaluation could be repeated at a later point should the committee wish to review how the agreed pathway is working in practice.
8	REFERENCES
List the literature and data that are relevant to, and that provide background for, the evaluation. Please ensure the text contains appropriate cross references to this list
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Health Research Authority. (2026c). A guide to providing effective information governance assurances in IRAS submissions: Additional advice for NHS/HSC participating organisations. https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/pilot-a-draft-guide-to-providing-effective-ig-assurances-in-iras-submissions/additional-advice-for-nhshsc-participating-organisations/


Enclosure Checklist:
☐  Line manager email endorsing the proposal
☐  Draft Participant Information Sheet (where applicable)
☐  Draft Consent Form (where applicable)
☐  Draft interview / focus group guides, questionnaires, outcome measures etc. (as applicable)
The review process will begin on receipt of a completed service evaluation proposal template alongside the applicable documents above.
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