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Pilot trial protocol template (includes a control group) 
Evaluating institution: [Organisation]
Principal investigator(s): [Name(s)]

This template should be used for all YEF pilot trials that involve a control group (with adaptations, as necessary). Most YEF pilot studies will involve delivering a small-scale version of the main study, particularly where an RCT design is proposed, because this is the best way to test the acceptability and feasibility of these designs. Please refer to YEF’s guidance on pilot studies.  The protocol does not need to follow the template precisely, but evaluators should consider including the following items. The protocol has been developed with reference to the CONSORT 2010 statement: extension to randomised pilot and feasibility trials.[footnoteRef:2] The relevant CONSORT item is provided in brackets. The version history below will help to keep track of any changes to the evaluation plan.  [2:   https://www.bmj.com/content/355/bmj.i5239] 

The version history below will help to keep track of any changes to the protocol.
Any guidance notes (in italics) can be deleted on completion and replaced with the actual text which should not be in italics and instead in justified black Calibri font size 12 with 10pt spacing before and after and multiple 1.15 line spacing. 

	Project title[footnoteRef:3] [3:  Please make sure the title matches that in the header and that it is identified as a randomised trial as per the CONSORT requirements (CONSORT 1a).] 

	e.g. The STAR programme to reduce drug use

	Developer (Institution) 
	e.g. University of Greenwich

	Evaluator (Institution) 
	e.g. Justice Research Foundation

	Principal investigator(s) 
	e.g. Amitha Vikram

	Evaluation plan author(s) 
	e.g. Amitha Vikram, Dr Simon Economou

	Evaluation setting
	e.g. family; school

	Target group
	e.g. 10 to 12 year olds at risk of exclusion

	Number of participants
	e.g. 10 schools, 100 pupils



Protocol version history
	Version
	Date
	Reason for revision

	1.2 [latest]
	
	

	1.1
	
	

	1.0 [original]
	
	[leave blank for the original version]


Any changes to the design need to be discussed with the YEF Evaluation Manager (EM) and the developer team prior to any change(s) being finalised. Describe in the table above any agreed changes made to the evaluation design, research questions and approach, and the rational for these.

Table of contents
· Please insert (with section links, if possible).

Study rationale and background
· Provide an explanation of the theoretical and scientific background, policy and practice context and rationale for the intervention (including the targeted problem or issue) and evaluation (including any contradictory evidence). Please include references to the academic and policy literature as relevant (and a full reference list for any in-text citations) (CONSORT 2a).
· Provide a clear description of the racial inequities that exist within the criminal justice system. Statistics should be drawn from the YEF's Children, Violence and Vulnerability (CVV) report.  
· Provide detail on race equity relevant to the context of the targeted problem or issue. For example, draw on the role of race and the racial disparities that exist within the sector that the programme operates in, and how this links to the outcomes of interest (e.g., how are minority ethnic children and young people (CYP) disproportionately affected by school exclusions?).
· Include any other key contextual background relating to intersectionality and broader equity, diversity, and inclusion (EDI) issues in the sector. 
· Provide a brief overview of the evaluation design (including implementation and process evaluation), explaining the rational for design (CONSORT 1b).  
· If a previous YEF evaluation was conducted of the same intervention (i.e., a feasibility study), describe it briefly here and how it informed this project, including any changes to the intervention (e.g. content, delivery) and evaluation design (e.g. randomisation, outcomes, control condition). 

Intervention 
· Please include a detailed description of the intervention being evaluated, including any training and the model of delivery (this could also be filled by the delivery team). Whilst much of this information will come from the delivery team, the evaluator needs to include sufficient information in the evaluation protocol to justify their evaluation design.
· Wherever possible, please include as much information from Step 1 of EIF’s 10 steps to evaluation success as possible, i.e. Outcomes, Why (theory/rationale/ business as usual), Who (recipients, universal/targeted), What (materials, procedures, providers, location, frequency, format, training and quality assurance), and How much (dosage) sufficient to enable replication (CONSORT 5).[footnoteRef:4]  [4:  https://www.eif.org.uk/resource/10-steps-for-evaluation-success ] 

· All studies should be carried out with due regard to racial and cultural sensitivity and for each project it will be important to explicitly assess the experience of different groups of children and young people who receive the project where possible. Where possible explain where further information about delivering the intervention can be accessed (CONSORT-SPI 5b).
· Explain how the intervention is hypothesised to work, including the logic model agreed with the developer during the set-up phase and a description of the causal pathway for each participant group, underlying mechanisms and assumptions at each step (see Step 2 of EIF’s ten steps to evaluation success) (CONSORT-SPI 2b).
· Outline if/how the programme has been designed to be sensitive to, and appropriate for, different racial, ethnic, and other minoritised groups. 
· Describe any control or comparison conditions.
· Describe any incentives or restrictions for those in each group (CONSORT-SPI 26c).
· Define the date(s)/ period when the intervention is being delivered. 
· Where applicable explain how the intervention providers were assigned to groups (CONSORT-SPI 5c).

Research questions and/or objectives
· This section should clearly and precisely outline the research questions, or aims and objectives of each stage of the pilot (if there is more than one), and the rationale (CONSORT 2b). These should be agreed through discussion with the YEF EM, developer and the evaluator.
· The main aim of a YEF pilot trial is to ensure that the intervention is ready for an efficacy study. Therefore, all YEF pilot trials involve piloting, at a small-scale the proposed design of the main study, including, for example, recruitment, randomisation and data collection procedures. Please note, if your pilot does not involve a control group you should be using the YEF pilot study plan template, not this YEF pilot trial protocol template. 
· Some YEF pilot trials will also involve further refinement to the intervention’s theory of change and logic model (see Step 2 of EIF’s 10 steps to evaluation success) and may involve an assessment of ‘evidence of promise’.
· Pilot studies should be carried out with due regard to racial and cultural sensitivity and where possible should explicitly assess the evaluation components and evidence of promise for different groups of children and young people who receive the project.
· Consider race and other EDI factors when formulating research questions to try and delve into the root causes of the issue/problem being examined.
· Please refer to YEF’s pilot study guidance when developing the research questions and/or objectives.
· Please number the research questions for ease of reference.

Success criteria and/or targets
· Where possible evaluators are encouraged to set out any success criteria or targets that may be applicable to the next stage of evaluation (e.g. the efficacy study will be feasible if at least X participants are recruited and the attrition rate from the primary outcomes is less than X%).  
· If there are multiple stages to the pilot then the success criteria, or targets at each stage should be set out separately.
· Where appropriate success criteria or targets should be linked to the research questions or study objectives and feasibility study outputs. 
· Also include any planned stopping rules and how these relate to the pilot trial objectives (CONSORT 7b).


Methods
Pilot trial design
· Provide a description of the pilot trial design including the number of arms, allocation ratio and unit of randomisation (CONSORT 3a).
· Describe any important changes to the design after the pilot trial commencement (such as the eligibility criteria) with reasons (CONSORT 3b). 
· Outline the ways in which the methods and trial design have been informed by a race equity, diversity, and inclusion perspective. Include how the evaluation is designed to ensure the recruitment and retention of CYP from diverse backgrounds. 
Randomisation
· Present the methods used to generate random allocation(s), including details and motivation for any restriction such as pairing, stratification, blocking and block size, or minimisation. If the randomisation will be done in batches, describe this process. Explain any different versions of randomisation that were piloted (CONSORT 8a, CONSORT 8b). 
· For each randomisation explain who generated the random allocation, who enrolled participants and who assigned participants to the interventions (CONSORT 10).
· Outline plans for recording the randomisation process and describe any steps taken to conceal the allocation sequence until the intervention is assigned, or to blind participants, providers, data collectors and analysts to group allocation (CONSORT 9 and 11a). 
Participants
· Describe the evaluation participants and set out any inclusion and/or exclusion criteria including any methods used to screen or assess participants to both the evaluation and intervention (CONSORT 4a).[footnoteRef:5] Where applicable eligibility criteria for settings and those delivering the intervention (CONSORT-SPI 4a) should also be included.  [5:  Please specify whether a pre-test availability and/or score will be used as an eligibility criterion. ] 

· When considering the target population of the intervention, include contextual information such as anticipated race, ethnicity, gender, disabilities, socio-economic status, academic performance, etc. of the CYP targeted. Keep these relevant to the programme and outcomes of the evaluation. 
· The settings and locations of intervention delivery and data collection should also be presented (CONSORT 4b). Also how participants were identified and consented (CONSORT 4c)
· An example participant flow diagram could be provided, showing the different stages of participant recruitment, with anticipated numbers approached, assessed for eligibility, randomly assigned, that will receive the treatment and be assessed for each objective. The CONSORT-SPI 2018 explanation provides a template in Figure 1 (CONSORT 13a, 13b). 
Sample size 
· Please provide the rationale for the number of participants in the pilot trial (CONSORT 7a). 
Outcome measures 
· Baseline measures, primary outcome, secondary outcomes.
· Clearly define each outcome and explain how it is aligned with the logic model.
· Specify how and when it will be measured, including source instruments or datasets. Explain whether an instrument will be used in its entirety, partially, or whether it will be adapted (YEF discourage evaluators from adapting measures). Clarify the number of items / sub-scales, type of variable, range and psychometric properties. Clear rationales should be provided for all choices.
· Outline the approaches that will be taken to ensure the data collection methods are racially equitable and inclusive. For example, are translations of surveys to other languages necessary? Will support be provided to CYP when completing surveys? 
· When using data from administrative data sets that are available for research purposes (e.g., from the Police National Computer), clearly specify the variables to be used and how they will be linked to participant data collected during the study.
· Provide details of who will collect and score the outcomes data, including any methods or processes used to ensure data collection and scoring are blinded (e.g. by blind test administration, or tests delivered by practitioners, but with reliability checks by evaluators). 
· For studies with more than one follow-up point (e.g. delayed post-test), specify which time point constitutes the primary outcome.
Methods and data collection
· Clearly define and pre-specify any assessments or measurements to address each pilot trial objective, including how, when and where they will be assessed (CONSORT 6a). Any changes to the pilot trial assessments or measurements after the pilot commenced should also be provided, with reasons (CONSORT 6b). 
· Provide details of any other methods and tools that will be used to answer the research questions and a rationale for why these methods are appropriate (CONSORT 12a). A table should be included that shows what data will be used to answer the questions (example provided below). 
· If a logic model is being developed or refined, provide a description of how the logic model will be developed, when this will happen, who will have input into the model and how it will be reviewed. 
· Where appropriate provide a brief description of the process for developing the data collection instruments, including any piloting or validation exercises.
· Provide details of who will collect the data and outline any provision to minimise bias (e.g., telling the participants that survey data will be anonymous and analysed by the evaluators, shadowing a sample of interviews).


Methods overview (adapt as necessary)
	Research methods
	Data collection methods
	Participants/ data sources
(type, number)
	Data analysis methods
	Research questions addressed

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




Data analysis
· Describe your approach to analysing any qualitative and quantitative data collected as part of the pilot trial, including the rationale for the approach and how analysis relates to the study objectives and success criteria.
· Describe any plans to triangulate data across sources methods, data sources and investigators to support interpretation. Where a mixed-methods approach is used it will be important to describe and explain any inconsistencies in results between data sources. 
· Please refer to the YEF guidance on pilot studies when developing your approach to analysis. 
· Outline plans for reporting demographic information on participants including race, ethnicity, and other intersections. Where possible, include plans to cross-tabulate the results to show outcomes against demographic variables, highlighting that these are exploratory analyses. 

Implementation and process evaluation
Research questions
· Specify research questions to be addressed by the implementation and process evaluation (CONSORT 2b).
· Please number the research questions for ease of reference. 

Research methods
· Describe the research and data collection methods to address the implementation and process evaluation (IPE) research questions. Explain the contribution of each method to answering the IPE questions, using table 3 below. 
· Include information about compliance, fidelity, usual practice and any implementation dimensions relevant to the study. 
· Ensuring racial and cultural sensitivity when assessing dimensions of implementation. 
· Explain how data will be collected, how many participants or data sources each method will draw on and how participants or data sources will be sampled.
· Explain how you will ensure CYP from diverse backgrounds are recruited to take part in the IPE data collection. 
· Provide a brief description of the process for developing the data collection instruments if relevant, including piloting or validation exercises.
· Provide details of who will collect the data. Describe the approach to minimising bias and ensuring rigour in both the design and analysis of IPE data.

Analysis
· Describe the approach to IPE data analysis, providing rationales for all choices and explaining their relevance to the project (CONSORT 12b).
· Explain how the analyses will be used to test the logic model, including causal mechanisms (drawing on both quantitative and qualitative data).
· If responses or transcripts will be coded, clarify the approach to coding (i.e. inductive / deductive / mixed).  

IPE methods overview (adapt as necessary)
	Research methods
	Data collection methods
	Participants/ data sources
(type, number)
	Data analysis methods
	Research questions addressed
	Implementation/ logic model relevance

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	




Outputs
· The output of the pilot trial should be clearly stated. This will usually include presentation and final report. It may also include an updated logic model and recommendations regarding the efficacy evaluation design and possibly an efficacy study protocol (depending upon the research questions and objectives of the pilot). 
· Evaluators should aim to draw judgements of feasibility of the main stage study where applicable and report on any success criteria or targets. Pilot trials should conclude whether the main study is feasible or not, and if feasible then whether any changes should be made to the proposed evaluation design. These conclusions and recommendations should be clearly set out in the evaluator’s reporting outputs to the YEF.

Cost data reporting and collecting
For guidance on the approach we expect evaluators to following in collecting and reporting cost information, see our published guidance: https://youthendowmentfund.org.uk/wp-content/uploads/2022/01/21.-YEF-Cost-reporting-guidance.pdf 
· Based on your current understanding of the intervention, identify the organisations and practitioners involved in its delivery, how it’s resourced and staffed amongst delivery organisations, and from whose perspective cost information will be reported. 
· Describe you approach to sampling, for example, the number of practitioners you will ask to complete diaries in order to inform labour cost calculations or the number of individual settings your results will be based on data collected from. How will you ensure the data collected is representative across delivery organisations as funded in the YEF evaluation?
· Give details on you current understanding of the resources needed to deliver the intervention, what types of costs this covers and how you plan to verify these are the main components on which cost data will be needed. 
· Provide the main sources of data you expect to inform the cost calculations, along with details of any primary data to be collected, including details on the tools used to collect this information, and any secondary data sources you plan to incorporate. 
· Provide details of the main sources of uncertainty and any assumptions in generating the cost estimates. How will you deal with these in the reporting of the results?
Diversity, equity and inclusion
[bookmark: _Hlk132356575]Describe how the evaluation approach will be inclusive, fair and equitable, including:
· The steps that will be taken to ensure the evaluation is accessible to all, welcoming and inclusive
· How the evaluation will promote sensitivity and inclusion including, but not limited to, how the evaluation will support groups who are disproportionately affected and/or underserved by existing services or delivery
· Whether the activities, material and surveys are accessible, inclusive and culturally sensitive
· Whether and how the evaluation will be informed by young people/communities with lived experience. If it won’t be please include an explanation as to why not
· Key racial, diversity and inclusion considerations specific to the project and evaluation
· How you will ensure you recruit a diverse sample of young people
· Whether specific requirements or support needs to be factored into the evaluation design
· Whether the evaluation team have received diversity, inclusion and/or cultural competence training
· The team’s level of experience working with marginalised communities 

Ethics and registration
· Describe the process for obtaining ethical approval.

Data protection
· Include a data protection statement relevant to the project (i.e., not a link to the organisation’s generic data protection policy). This may use information from the Memorandum of Understanding, information sheets and privacy notice.
· Specify your legal basis for processing personal data, with reference to the General Data Protection Regulation (GDPR) Article 6 and/ or Data Protection Act 2018.
· Specify your legal basis for processing any special data with reference to GDPR Article 9 and/ or Data Protection Act 2018. 
· Provide a clear rationale for the legal bases selected for personal and special data, with reference to your organisational policies and the design of the specific evaluation project. If relying on legitimate interests, clearly specify what specific interests your organisation has in conducting the evaluation. These may include commercial interests, individual interests or broader societal benefits – please specify. (See ICO guidance for more information.)
· Describe your approach to demonstrating GDPR compliance, including, but not limited to, how you will protect individual data subjects’ rights, purposes for data processing, all parties with access to data (and reasons), retention periods.
· Specify data processing roles (controller, any processors) during the evaluation up to the point of data being deleted from all locations by the evaluator and/ or delivery team.
· Describe your plans for transferring data to the YEF data archive at the end of the evaluation.
Stakeholders and interests
· Developer and delivery team: Roles and responsibilities within the project; institutional affiliation for each member
· Evaluation team: Roles and responsibilities within the project; institutional affiliation for each member

Risks
· List the risks to the evaluation, with their likelihood of occurring and likely magnitude of impact, as well as how they might be addressed. 
· Please rate risks according to a high, medium, low framework. 
Timeline
Timetable including specification of who completes each task.
	Dates
	Activity
	Staff responsible/ leading
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