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1. [bookmark: _Toc522794957]
Introduction
1.1 [bookmark: _Toc522794958]Background
Stroke remains a major illness with at least 900,000 people living in England who have had a stroke. The early stages of the stroke care pathway are becoming more prescribed (treatment in acute and rehabilitation stroke units), but despite policy recommendations, strategies for longer-term care are not developed and stroke survivors and their families face a number of problems and challenges. 
Any strategy for longer-term care needs to be centred on identified needs, and the outcomes of importance to stroke survivors and their caregivers. Our survey [1] (n=1251) investigated the prevalence of longer-term unmet needs after stroke in community-dwelling stroke survivors one to five years after stroke, reporting that nearly half of respondents had one or more unmet need.
This study is the fifth of five studies in a National Institute for Health Research (NIHR) funded five year PGfAR which seeks to develop and evaluate key aspects of a replicable system of longer-term service delivery 'care strategy'. The emphasis is on improving quality of life by addressing unmet needs and enhancing participation.

[bookmark: _Toc522794959]Design
LoTS2Care is a multi-centre, pilot cRCT aiming to recruit 200 participants from 10 stroke services who are approximately six months post-stroke. This design and proposed implementation of this feasibility cRCT mirrors a future definitive cRCT.

[bookmark: _Ref469066037][bookmark: _Toc522794960]Aims and objectives
The aim of the study is to undertake detailed feasibility work to inform a future definitive cRCT to investigate the clinical and cost-effectiveness of the New Start intervention for stroke survivors, [2]. 
This statistical analysis plan (SAP) covers quantitative summaries from the feasibility trial; qualitative work, process evaluation and health economic analysis are beyond the scope of the SAP.
Objectives relate to the feasibility and acceptability of implementing a definitive cRCT: 

[bookmark: _Toc522794961]Stroke service recruitment methods and uptake 
a) To explore the number of stroke services screened and identified as eligible, in order to provide evidence of number of eligible services potentially available to meet the sample size requirements of the definitive trial.

[bookmark: _Toc522794962]Stroke survivor recruitment methods and uptake 
a) To assess the method used to identify stroke survivors at approximately six months post-stroke to inform the optimal recruitment process.
b) To assess the number of stroke survivors screened, identified as eligible and for whom informed consent/assent consultee declaration can be obtained to provide evidence of sufficient numbers available to meet the sample size requirements for a definitive trial. 
c) To evaluate whether there is potential for selection bias.

[bookmark: _Toc522794963]Intervention implementation and delivery
a) To assess whether it is feasible to successfully recruit and train New Start Facilitators to deliver the New Start intervention as measured by the completion of training and achievement of competency by an appropriate number of New Start Facilitators at each service randomised to the intervention.   
b) To assess adherence to the intervention, by the New Start Facilitators and the stroke survivor(s).   
c) To explore barriers and enablers to the implementation of the New Start intervention to optimise implementation in the definitive trial.* 
d) To explore stroke survivors’, carers’ and New Start Facilitators’ views of the New Start Strategy to inform refinement for the definitive trial.*
*To be addressed in the process evaluation.
[bookmark: _Toc522794964]Definition of usual care (UC)
a) To characterise the range of UC across the participating stroke services.

[bookmark: _Toc522794965]Assessment of outcome measures and potential for effectiveness
b) To assess the appropriateness of outcome measures (acceptable levels of questionnaire completion, overall follow-up rates at each time point, each mode of administration (via post, postal reminder, text and telephone reminder, telephone interviews and home visits) and method of administration (one questionnaire booklet or two separate questionnaire booklets from 6 months follow-up time point)) to inform the choice of primary and secondary outcomes.
c) To assess the feasibility of use of routine data to collect secondary outcome data (e.g. hospital readmissions, death). 
d) To assess levels and variability of missing data for the self-reported questionnaires at the scale and item level at baseline, three, six and nine months post-registration.
e) To assess variability of outcomes at baseline, three, six and nine months post-registration.
f) To assess the intracluster correlation coefficient (ICC). 

[bookmark: _Toc522794966]Assessment of cost and cost-effectiveness
This assessment is part of health economics analysis and will not feature further in this analysis plan
a) To assess the feasibility and methods of collecting resource and outcome data, including use of routine data sources, for a future large scale cost-effectiveness analyses (CEA) in the definitive trial.  
b) To estimate costs of implementing the intervention.

[bookmark: _Toc522794967]Safety 
a) To record relevant adverse events (AE) (e.g. hospital admissions, institutionalisation, death) and to confirm how best to collect these.

[bookmark: _Ref516826728][bookmark: _Toc522794968]Recruitment, sample size and randomisation
As LoTS2Care is a feasibility study, a formal power calculation is not required as effectiveness is not being assessed.
Cluster randomisation has been chosen to reduce between-group contamination as the New Start intervention aims to impact on staff skills, knowledge and clinical practice. All stroke survivors within the stroke service will have the opportunity to receive the allocated intervention.
Ten eligible stroke services with all required local management approvals were recruited and were randomised on a 1:1 basis either to implement the New Start intervention or continue with usual care (UC) only using minimisation with random element. Stratification factors, collected as part of the Site Feasibility assessment, were:
· Number of stroke survivors seen by community teams per annum (size of service: above median, below or at the median of 300)
· Whether recruitment and intervention would be delivered at separate trusts (Yes, No)
Approximately 200 stroke survivors will be recruited from across these stroke services. We also recruit stroke survivors’ carers wherever possible. 

[bookmark: _Toc522794969]Planned analyses
Outcome data will be analysed once only, at final analysis. 

[bookmark: _Toc522794970]Sub-group analyses
There are no planned sub-group analyses.

[bookmark: _Toc522794971]Interim analyses
No interim analyses are planned.
No formal analyses are planned until after the trial is closed to recruitment and follow-up. Final analysis will be carried out when all available outcome data has been received and cleaned (August 2018).

[bookmark: _Toc522794972]Endpoints

The endpoints relate to establishing feasibility of recruitment, intervention implementation and delivery, outcome data collection and assessment of potential for effectiveness and cost-effectiveness.

[bookmark: _Toc522794973]Outcomes to be assessed 

[bookmark: _Ref517942749][bookmark: _Ref517944696][bookmark: _Toc522794974]Stroke service recruitment methods and uptake
· Number of stroke services screened for eligibility and reasons for non-selection, see Appendix Figure 4 [3]
· Number of stroke services that consent out of those eligible and reasons for non-consent
· Number of stroke services randomised
· Number of stroke services withdrawing from the study, timing and reason for withdrawal
· Number of stroke services’ eligibility violations and reason for the violation

[bookmark: _Ref517942820][bookmark: _Ref517944704][bookmark: _Toc522794975]Stroke survivor recruitment methods and uptake
· Number of stroke survivors screened for eligibility and reasons for ineligibility
· Number of stroke survivors screened for eligibility by stroke service compared with available national datasets (e.g. SSNAP) and by arm. 
· Number and characteristics of stroke survivors that consent out of those eligible and reasons for non-consent
· Number of stroke survivors registered out of those that consent and reasons for non-registration
· Time between stroke survivors’ stroke and identification for recruitment process
· Number of stroke survivors’ withdrawals, timing and reasons for withdrawal
· Number of stroke survivors’ eligibility violations and reason for the violation

[bookmark: _Ref517943050][bookmark: _Toc522794976]New Start intervention implementation and delivery (measured quantitatively)
· Timing between stroke survivor registration and the start of intervention delivery (date first face-to-face meeting with a trained facilitator)
· Number of New Start Facilitators recruited and trained
· Success rates of New Start Facilitators in undertaking the training (i.e. those assessed as competent)
· Characteristics of New Start Facilitators
· Number of New Start Facilitators’ withdrawals (withdrawing from intervention delivery after training), timing and reasons for withdrawal
· Level and nature of support provided by the research team and required by New Start Facilitators for enhancing intervention implementation
· Completeness of New Start implementation and adherence documentation

[bookmark: _Ref517943461][bookmark: _Toc522794977]Description of usual care
· Summary of the range of usual care across the participating stroke services

[bookmark: _Ref517944654][bookmark: _Ref517944681][bookmark: _Ref517944942][bookmark: _Toc522794978]Assessment of outcome measures and potential for effectiveness
· Number and percentage of recruited stroke survivors completing the outcome measures at each time point (scale level) and by each mode of administration and if not completing, reasons for non-completion (if known)
· Missing data on stroke survivors’ outcome measures at each time point (item level) and reasons for non-completion (if known) and stroke survivors’ baseline characteristics; age, gender and stroke severity
· Number and percentage of recruited carers completing the outcome measures at each time point (scale level) and if not completing, reasons for non-completion (if known)
· Missing data on carers measures at each time point (item level) and reasons for non-completion (if known)
· Point estimates for each questionnaire at stroke survivor and site level
· Estimation of the variability of outcomes at each time point within and between sites 
· Estimation of the between-cluster variability (intra-cluster correlation coefficient (ICC)) for WHODAS and WEMWBS outcomes 
· Cluster size and estimate of cluster-size variability 

[bookmark: _Ref517944995][bookmark: _Toc522794979]Assessment of cost and cost-effectiveness
· Part of health economics analysis 

[bookmark: _Ref517945066][bookmark: _Ref517945079][bookmark: _Toc522794980]Safety 

· Number of hospital admissions, reason and detail of admission, number of A&E visits and institutionalisations using patient reported and routine data sources. 
· Number of deaths. 

[bookmark: _Toc522794981]Timing of endpoints
Schedule of events (for stroke survivor and carer) is summarised in Table 1.

[bookmark: _Ref486492577]Table 1 Schedule of events – stroke survivor and carer
	Assessment
	Screening
	Baseline
	Time-point (post registration)

	
	
	
	3 Months
	6 months
	9 months

	Screening
	X
	
	
	
	

	Eligibility
	
	X
	
	
	

	Informed Consent / Consultee declaration
	
	X
	
	
	

	Baseline
	
	X
	
	
	

	Registration
	
	X
	
	
	

	Stroke Survivor Questionnaires

	Demographic Details
	
	X
	
	
	

	WHODAS 2.0 
	
	X
	
	X
	X

	WEMWBS 
	
	X
	
	X
	X

	PAM® Survey 
	
	X
	X
	X
	

	EQ-5D-5L*
	
	X
	X
	X
	X

	ICE-CAP-A*
	
	X
	X
	X
	X

	LUNS
	
	X
	
	
	X

	GP Patient Survey (2 questions)
	
	X
	X
	X
	

	Social Questions
	
	X
	X
	X
	

	Health and Social Care Resource Use (stroke survivor and provider reported)*
	
	X
	X
	X
	X

	Adverse Events
	
	
	X
	X
	X

	Hospital Admissions
	
	
	X
	X
	X

	Carer Questionnaires

	Demographic Details (on each carer if applicable)
	
	X
	(X)
	(X)
	(X)

	Caregiver Burden Scale
	
	X
	X
	X
	X

	ICE-CAP-A*
	
	X
	X
	X
	X

	EQ-5D-5L*
	
	X
	X
	X
	X

	Health and Social Care Resource Use*
	
	X
	X
	X
	X


* health economics analysis

[bookmark: _Ref520970057][bookmark: _Toc522794982]Derivation of endpoints

[bookmark: _Toc522794983]Stroke survivor endpoints

World Health Organization (WHO) Disability Assessment Schedule (WHODAS 2.0)
WHODAS 2.0 [4-6] is a generic assessment instrument for health and disability and it is a tool to produce standardized disability levels and profiles applicable across cultures, in all adult populations, [7]. It covers 6 domains of functioning: cognition, mobility, self-care, getting along, life activities and participation. Scores for each domain and overall can be calculated. WHODAS 2.0 can be administered in person or over the telephone and proxy administered form is available. All the modes are used in this trial.
WHODAS 2.0 is measured at baseline, six and nine months.
There are two basic options for computing the summary scores for the WHODAS 2.0 short and full versions – simple and complex, [7]. In “simple scoring”, the scores assigned to each of the items – “none” (1), “mild” (2) “moderate” (3), “severe” (4) and “extreme” (5) – are summed. The simple sum of the scores of the items across all domains constitutes a statistic that is sufficient to describe the degree of functional limitations. The more complex method of scoring is called “item-response-theory” (IRT) based scoring; it takes into account multiple levels of difficulty for each WHODAS 2.0 item. It takes the coding for each item response as “none”, “mild”, “moderate”, “severe” and “extreme” separately, and then uses a computer to determine the summary score by differentially weighting the items and the levels of severity. Basically, the scoring has three steps:
• Step 1 – Summing of recoded item scores within each domain.
• Step 2 – Summing of all six domain scores.
• Step 3 – Converting the summary score into a metric ranging from 0 to 100 (where 0 = no disability; 100 = full disability).
The summary scores will be presented using both simple and complex scoring. 
In this pilot trial, simple way of handling missing data will be used. If the respondent is not working and has given responses to the 32-item WHODAS 2.0, the score can be used as it is, and will be comparable to that of the full 36-item version. In this pilot trial the respondent’s work status is confirmed by the bespoke health economics questionnaire. In all other situations where one or two items are missing, the mean score across all items within the domain should be assigned to the missing items. This method should not be used if more than two items are missing. In addition, if domain-wise scores are being computed for domains, the two missing items should not come from the same domain.

The Warwick-Edinburgh Mental Well-being Scale (WEMWBS)
WEMWBS [8-11] comprises 14 items that relate to an individual’s state of mental wellbeing (thoughts and feelings) in the previous two weeks, [12]. It is designed for participants to self-complete. Each of the 14 item responses in WEMWBS are scored from 1 (none of the time) to 5 (all of the time) and a total scale score is calculated by summing the 14 individual item scores. The minimum score is 14 and the maximum is 70.

WEMWBS is measured at baseline, six and nine months.
Based on the manual it is anticipated that estimations for more than three missing items is unlikely to be robust. In such cases, the WEMWBS score should therefore not be calculated and should be set as missing, [12].

Patient Activation Measure® (PAM® Survey) 
The Patient Activation Measure® [13, 14] is a measure that assesses patient knowledge, skill and confidence for self-management. The measure was developed using Rasch analysis and is an interval level, unidimensional, Guttman-like measure.
PAM® Survey is measured at baseline, three and six months.
Individuals are asked to complete a short survey and based on their responses, they receive a PAM score (between 0 and 100). The resulting score places the individual at one of four levels of activation, each of which reveals insight into a range of health-related characteristics, including behaviours and outcomes. The four levels of activation are:
•Level 1: Individuals tend to be passive and feel overwhelmed by managing their own health. They may not understand their role in the care process.
•Level 2: Individuals may lack the knowledge and confidence to manage their health.
•Level 3: Individuals appear to be taking action but may still lack the confidence and skill to support their behaviours.
•Level 4: Individuals have adopted many of the behaviours needed to support their health but may not be able to maintain them in the face of life stressors.
The 13 items have four possible response options ranging from (1) strongly disagree to (4) strongly agree, and an additional “not applicable” option. To calculate the total PAM score, the raw score is divided by the number of items answered (excepting non-applicable items) and multiplied by 13. Then, this score is transformed to a scale with a theoretical range 0–100, based on calibration tables, with higher PAM scores indicating higher patient activation. The raw scores can be converted into four activation levels: 1 (≤47.0) not believing activation important, 2 (47.1–55.1) a lack of knowledge and confidence to take action, 3 (55.2–67.0) beginning to take action and 4 (≥67.1) taking action, [15]. 
Questionnaires with more than three missing items will be excluded from the analyses, [15].
PAM raw scores at each timepoint will be sent by the statistician via Secure File Transfer to InsigniaHealth® https://www.insigniahealth.com/ for scoring.

Longer-term Unmet Needs after Stroke (LUNS)
The LUNS tool is a purposely developed, acceptable and reliable tool to identify longer term unmet needs after stroke [16]. It consists of 22 items, with a ‘yes’ response indicating unmet need.
LUNS is measured at baseline and nine months.
LUNS will be used as a checklist to measure the types of unmet needs that are reported. The number and percentage of patients reporting each of the 22 individual items of unmet need will be reported. Number of unmet needs per stroke survivor will also be reported.

Stroke-specific questions adapted from the Millennium Survey of Poverty and Social Exclusion and GP Survey 
Adapted stroke specific questions are collected at baseline, three and six months. Responses to each question will be summarised individually.

Other stroke survivor measures
For other stroke survivor measures (NIHSS and mRS), the score is not calculated but collected using SSNAP or hospital reported data.
National Institutes of Health Stroke Scale (NIHSS)
The National Institutes of Health Stroke Scale (https://en.wikipedia.org/wiki/National_Institutes_of_Health_Stroke_Scale accessed on 13/04/2018) (NIHSS) is a tool used by healthcare providers to objectively quantify the impairment caused by a stroke. The NIHSS is composed of 11 items, each of which scores a specific ability between a 0 and 4. For each item, a score of 0 typically indicates normal function in that specific ability, while a higher score is indicative of some level of impairment. The individual scores from each item are summed in order to calculate a patient's total NIHSS score. The maximum possible score is 42, with the minimum score being a 0.
Stroke severity: 0 No stroke symptoms , 1-4 Minor stroke, 5-15 Moderate stroke, 16-20 Moderate to severe stroke, 21-42 Severe stroke. Total NIHSS score as well as number and proportion of stroke survivors in each category will be summarised.

Modified Rankin Scale (mRS)
The modified Rankin scale (mRS), a clinician-reported measure of global disability, is widely applied for evaluating stroke patient outcomes, [17].
The scale runs from 0-6, running from perfect health (0) without symptoms to death (6). Number and proportion of stroke survivors in each category will be summarised.

[bookmark: _Toc522794984]Carer endpoints

Caregiver Burden Scale (CBS) 
Caregiver burden will be measured using a proven and reliable CBS [18]. This 22-item scale, each item scored 1 (Not at all) to 4 (Often), assesses five aspects of caregiver burden: general strain, isolation, disappointment, emotional involvement and environment.
A mean value is calculated for each factor including the following items:
General strain: 1, 3, 4, 5, 7, 10, 14, and 19
Isolation: 8, 12, and 22
Disappointment: 2, 13, 18, 20, and 21
Emotional involvement: 6, 11, and 16
Environment: 9, 15, and 17
For the total burden score, the responses are added to obtain the total score, with higher scores indicating greater caregiver distress. If ≥25% (6 or more items) are missing, the total score will be assigned missing. 
Analysis at the factor level will also be performed. If one of the items within the factor is missing, the whole factor will be assigned missing. 

[bookmark: _Toc522794985]Endpoints derived from routine data 

NHS Digital 
NHS digital datasets will be downloaded once, anticipated to receive in September/ October 2018. Datasets related to A&E and outpatients datasets will be used in health economics; hospital episodes statistics and ONS datasets will be used to summarise stroke survivors hospitalisations and deaths.

ONS (Office for national statistics)
Data from ONS will be used to summarise number and cause of death.

[bookmark: _Toc522794986]Health economics endpoints (stroke survivors and their carers)
Health economics endpoints are summarised separately as part of health economics analysis plan. 2.3.4.1, 2.3.4.2 and 2.3.4.3 are for information only.
[bookmark: _Ref515460292]EQ-5D-5L 
The non-disease-specific EQ-5D-5L instrument, [19-21] will be used to evaluate the health-related QoL of patients. The EQ-5D-5L measures mobility, self-care, usual activities, pain/discomfort, and anxiety/depression on 5 levels (1=no problems, 2=slight problems, 3=moderate problems, 4=severe problems, 5=unable to do or extreme problems). It was developed to yield utility values, which can be used to calculate quality-adjusted life-year (QALY) gains or losses, and thus will facilitate the health economic evaluation.
EQ-5D- 5L is measured at baseline, three, six and nine months.

[bookmark: _Ref515460301]ICEpop CAPability measure for Adults (ICECAP-A)
The ICECAP-A is a measure of capability for the general adult (18+) population for use in economic evaluation. Unlike most profile measures used in economic evaluations, the ICECAP-A focuses on wellbeing defined in a broader sense, rather than health. The measure covers attributes of wellbeing that were found to be important to adults in the UK.
ICECAP-A is measured at baseline, three, six and nine months.

[bookmark: _Ref515460305]Health resource use 
Data will be collected at baseline, three, six and nine months via a bespoke questionnaire,

[bookmark: _Toc522794987]Missing data
Attempts will be made to retrieve all missing data via a thorough data chasing and cleaning process. No attempts will be made to retrieve missing data within participant-completed questionnaires, only missing/non-returned questionnaires will be chased.
Amounts and type of missing data will be summarised and patterns of missingness will be investigated by each endpoint. Number and proportion of missing items for each item within each endpoint will be summarised. 
Missing screening data will be summarised by site. No imputation of missing data will be performed, apart from dealing with missing questionnaire item data as described in 2.3.

[bookmark: _Toc522794988]Populations
Analysis populations are derived from the eligibility status of participants.

[bookmark: _Toc522794989]Eligibility

[bookmark: _Toc522794990]Stroke service eligibility
A screened stroke service meeting all of the inclusion criteria, and none of the exclusion criteria as specified in the protocol [2] will be considered eligible for this study.

[bookmark: _Toc441657076][bookmark: _Toc441664316][bookmark: _Ref446602551][bookmark: _Ref452026585][bookmark: _Toc456864826][bookmark: _Toc522794991]Stroke Survivor Eligibility
Stroke Survivor Inclusion Criteria 
All stroke survivors with the following characteristics are eligible: 
· At least four months and not more than seven months since confirmed primary diagnosis of new stroke. 
· Residing in the community (i.e. not in a nursing or residential care home). 
· Included within the defined population covered by the stroke service.
· Provide informed consent or consultee declaration. 
Stroke Survivor Exclusion Criteria 
It is unknown whether the New Start intervention can be delivered to stroke survivors with other (specific) co-morbidities. Therefore, no exclusion criteria will be applied and reasons for not receiving care at 6 months post-stroke will be documented and used to inform eligibility criteria for a definitive trial. 

[bookmark: _Toc522794992]Carer Eligibility
Carer Inclusion Criteria 
Carer involvement is not mandatory in this trial. All carers with the following characteristics are eligible: 
•	Identified by the stroke survivor, as the main informal caregiver who provides the stroke survivor with support a minimum of once per week, and 
•	Provided informed consent (i.e. implied via return of signed baseline questionnaire).
Carer Exclusion Criteria
•	A stroke survivor does not consent for their carer to be involved. 
Eligibility waivers to inclusion/exclusion criteria are not permitted for either stroke survivors or caregivers.

[bookmark: _Toc522794993]Intention to treat population
All analyses and data summaries will be conducted on the intention-to-treat (ITT) population unless stated otherwise. 
All randomised stroke services considered eligible will be included in the analysis unless they actively withdraw.
Participants (stroke survivors and carers) considered eligible for the study are all those registered and whom fulfil all the inclusion criteria noted in the protocol, and none of the exclusion criteria. All participants will remain in the trial after registration unless they actively withdraw. If a participant is found to be ineligible after registration they will still be included in the analysis unless written informed consent has not been obtained.  

[bookmark: _Toc522794994]Screening population
The screening population will consist of all stroke survivors who were screened for entry into the study.

[bookmark: _Toc522794995]Data Handling

[bookmark: _Toc522794996]Data monitoring
Data will be monitored for quality and completeness by the CTRU using established verification, validation and checking processes. Missing data, except data items from individually-completed questionnaires, will be chased until either it is received, deemed to be no longer collectable/ available or the trial is under full analysis. Every effort will be made to ensure that all data is either collected or a reason for the data being unavailable is received. Participants will be followed up by post or telephone if postal questionnaires are not returned on time, see Figure 1.
[bookmark: _Ref516825660]Figure 1 Follow-up

Questionnaire is returned
Stroke survivors/consultees and carers are given two weeks to complete and return the questionnaires

Questionnaire is not returned
After two weeks the stroke survivor/consultee/carer will be sent a further pack with a reminder letter. 
Follow-up packs
Follow-up packs are sent out by the CTRU at three, six and nine months post-registration* directly to the stroke survivor/consultee/carer (as applicable). Packs consist of:
Questionnaire for stroke survivor/consultee/carer (as applicable)
Covering letter
Postage paid envelopes
Questionnaire returned
Follow-up continues until the 9 month questionnaire is returned.
No response
CTRU will attempt to contact the stroke survivor/consultee/carer via telephone and offer to collect data by telephone.









Data quality, data security, follow-up and trial monitoring will be facilitated through the development of a secure, trial-specific database held at the CTRU, University of Leeds. Validation checks are incorporated into the study database to verify the data and generate discrepancy reports for resolution by site, and priority validations ensure discrepancies relating to eligibility and consent are raised in a timely fashion.  Any problems with data collection will be discussed at Internal PDM meetings and, if appropriate, at External TMG meetings
For a feasibility study of this nature and duration, a separate Data Monitoring and Ethics Committee (DMEC) is not required. The Programme Steering Committee (PSC) adopts a safety monitoring role, with the constitution of a sub-committee to review safety issues where this becomes necessary.
The trial monitoring plan will include reports regularly reviewed by the CI, the TMG and the PSC:
1) Screening (including reasons for exclusion and barriers)
2) Recruitment (registrations, refusals; rates per month)
3) Stroke survivor/Carer retention
4) Data quality/completeness (in particular the key data items)
5) Protocol adherence (including intervention adherence)
6) Safety (to include: death, institutionalisation and RUSAEs)
7) Losses to follow-up and reason (e.g. due to death, withdrawal and loss of contact)
Deaths are expected within the trial population and they will not be subject to expedited reporting to the REC, unless the PSC advises that the frequency of deaths observed within the trial population is significantly higher than that expected in the stroke population.

[bookmark: _Toc522794997]Data validation
CRFs will be returned from all sites to the CTRU for data entry. The database will validate dates in line with the pre-programmed validation rules, in real time, as data is entered. The key data will be 100% checked for validation by the Data Manager (DM) or their delegate, see Appendix, Table 2, Table 3.
Data will be downloaded and read into permanent SAS data sets. The names and contents of the variables can be found on the annotated final CRF specification in P:\CTRU\Database Documentation\LoTS2Care.  
SAS will be used to validate the data and identify any inconsistent or missing data. Checks to be performed include:
· Eligibility of all randomised stroke services and registered participants 
· Checks whether questionnaires were completed by the appropriate participants
· Sequential dates
· Checks for unusual and outlying data
· Checks for inconsistent data
· Checks for missing data
· Other checks as deemed appropriate
Any suspicious or inconsistent data identified via these checks will be noted and the DM will be notified by email. The DM or their delegate will check such inconsistencies against the participant forms. If there has been an error in data input causing such inconsistencies this will be corrected on the database. If there has been no error in data input, a query requesting clarification will be sent to the researcher by the Data Manager or their delegate. Details of corresponding changes will be documented.

[bookmark: _Toc522794998]Data Analysis
A combination of qualitative and quantitative measures will be used to address the research questions relating to the feasibility of conducting a definitive trial in the future. This analysis plan describes the analysis of the quantitative data only. Analysis of the qualitative data is the responsibility of the team at Academic Unit of Elderly Care and Rehabilitation (AUECR) and is described elsewhere. Analysis of cost-effectiveness is the responsibility of the team at Leeds Institute of Health Sciences (LIHS) and is also described elsewhere.
Statistical analysis is the responsibility of the CTRU Trial Statistician under the supervision of the Lead Methodologist. 
The analysis will focus on descriptive statistics and 95% confidence interval (CI) estimation rather than formal hypothesis testing i.e. no formal evaluation of safety or efficacy of the study interventions will be conducted as part of this feasibility study. 
All analysis will be carried out on an intention to treat (ITT) population unless stated otherwise. For reporting the CONSORT extension for Cluster Trials and extension to randomised pilot and feasibility trials will be followed [22], [23].

[bookmark: _Toc522794999]General calculations
Unless otherwise stated, all percentages will be calculated using the total number of participants or forms expected in the relevant population as the denominator (i.e. including all participants with missing data for that variable). All percentages, means, medians, interquartile ranges and ranges will be rounded to 1 decimal place (or 1 significant figure for numbers less than 1), whilst standard deviations and 95% confidence intervals will be rounded to 2 decimal places (or 2 significant figures for numbers less than 1). The number with missing or unobtainable data will also be presented for each of these variables.  
All data will be used in the analysis regardless of when it was returned (up to the final data lock).
All analyses will be carried out using SAS version 9.4 unless otherwise stated.

[bookmark: _Toc522795000]Analysis
Initially, CONSORT, stroke service, stroke survivor and carer characteristics will be summarised.
As this is a pilot study and no primary and secondary endpoints are defined, analysis will be split by the objectives defined in 1.2. 

[bookmark: _Toc522795001]Study and participant summaries
A study summary will contain details of the LoTS2Care milestones, screening, recruitment, randomisation, withdrawals and follow up; from which an overall CONSORT diagram will be produced.
The LoTS2Care recruitment period, follow up period, and data cut-off points for the final report will be summarised. 
Objectives relate to the feasibility and acceptability of implementing a definitive cRCT and can be divided into distinct areas, as detailed below: 

[bookmark: _Toc522795002]Stroke service recruitment methods and uptake (as per endpoint 2.1.1)
Screening pathway of stroke services will be summarised in a CONSORT flow diagram and it will present the following:
· Number of stroke services screened
· Number (percentage) of stroke services eligible out of those screened; reasons for ineligibility
· Number (percentage) of stroke services that consent out of those eligible; reasons for non-consent
· Number (percentage) of stroke services randomised out of those consented; reasons for non-randomisation 
· Number (percentage) of stroke services at each follow-up visit out of those randomised.
Length of screening will be calculated for each site, i.e. from screening open to screening closed dates to allow precise estimates of numbers screened at sites. 
Number of participants screened and recruited will be summarised by month.
Recruitment rates compared to referrals stated on the site survey will be compared.
Any changes to the stroke services provision that might have an impact on uptake for the main trial will be listed.

Stroke service description
Stroke service stratification factors used in stroke service randomisation (see 1.3) will be summarised by treatment arm and overall. Details about stroke services, such as details of participant identification, details on provision of service for patients after stroke and details of other studies the service is involved in will be summarised from the site survey.  

[bookmark: _Toc522795003]Stroke survivor screening and recruitment methods and uptake (as per endpoint 2.1.2)
A screening CONSORT flow diagram will summarise the course of stroke survivors through the screening process. Stroke survivor recruitment will be presented overall, by randomised arm and by site.
· Number of stroke survivors screened (number of stroke survivors screened for eligibility will be compared against the national SSNAP dataset)
· Number (percentage) of eligible stroke survivors of those screened; reasons for ineligibility
· Number (percentage) of stroke survivors that consent/ assent to the study out of those eligible; reasons for non-consent/assent
· Number (percentage) of stroke survivors registered out of those that consent; reasons for non-registration
· Number (percentage) of stroke survivors at each follow-up time-point out of those registered
Clinical screening pathway: screening by clinical staff will be summarised overall, by arm and site:
· Number (percentage) of patients able to contact out of those attempted to contact and if not able, reasons for no contact; 
· Number (percentage) of those that agreed to uptake out of those able to contact and reasons for not uptake if known. 
Further data will be summarised to understand the recruitment process: 
· Time from stroke survivor’s stroke to screening and registration – by site and arm.
· Time from initial approach to receiving baseline questionnaire back – by site and arm
· Number of screened stroke survivors will be presented alongside the number of stroke survivors stated as per site survey
· Number (percentage) of stroke survivors consented by themselves and by consultees, number (percentage) of stroke survivors lacking capacity and number (percentage) of those with implied consent

Stroke survivor screening characteristics (screened population)
Demographic and clinical data of stroke survivors screened for eligibility, eligible, consented and registered will be summarised. The following variables will be summarised overall, by treatment arm and site using frequencies and summary statistics for the screening population:
· Age 
· Sex 
· Ethnicity
· Length of hospital admission (as a marker of disability)
· Modified Rankin Scale (mRS) at discharge
· NIHSS score at admission
· Availability of carer
The characteristics of all screened participants will be compared to those registered.
Completion rates of NIHSS and mRS will be summarised by site and arm.
Following stroke survivor characteristics will be summarised from clinical screening by arm and site: age, gender and ethnicity.

Stroke survivor baseline characteristics (ITT population)
Baseline stroke survivor characteristics will be summarised overall, by site and by arm using frequencies and summary statistics and will include: 
· Age
· Sex
· Ethnicity 
· Living arrangements
· Education
· Marital status
· Availability of carer (proportion of stroke survivors with an informal caregiver)
· Time since stroke
· Stroke severity (NIHSS score at admission)
· mRS at discharge 
· Level of stroke survivor language ability after this stroke (normal, dysphasia, dysarthria, not known) 
· Derived: length of hospital admission, time between onset/ awareness of stroke and hospital admission. 
The following stroke survivor questionnaires scores will be summarised overall and by randomised arm using appropriate frequency and summary statistics:
· WHODAS 2.0
· WEMWBS
· PAM Survey
· LUNS
· GP patient survey

Carer baseline characteristics
Baseline carer characteristics will be summarised overall, by randomised arm and by site and will include:
· Age
· Sex
· Relationship to the stroke survivor
The following carer questionnaire scores will be summarised overall and by randomised arm using appropriate frequency and summary statistics:
· The caregiver Burden Scale (CBS)

[bookmark: _Toc522795004]Intervention implementation and delivery (as per endpoint 2.1.3)
In order to assess adherence to the intervention, by the New Start Facilitators and the stroke survivor(s), following will be summarised following TIDieR checklist for describing an intervention [24]: 
Who provided intervention
Facilitator training and training outcome will be assessed to explore how feasible it is to successfully train New Start Facilitators to deliver the New Start intervention. 
· Training of facilitators will be summarised as follows: number (proportion) of facilitators receiving their training manual, number (proportion) with access to the (online) support materials, attend the initial training session, attend the follow-up training sessions, practiced intervention delivery and completed monthly reflective reports.
· Number (proportion) of facilitators assessed as competent and number of facilitators requiring additional support will be summarised and if not deemed competent, summary of the action plans will be listed.
· Ongoing facilitators training support will be summarised: number of sessions, duration of sessions and type of contact with the facilitator. 
· Number of facilitators withdrawn from the trial and reasons for withdrawal (if known) will be listed.
· Number of facilitators that were unblinded, timing of unblinding and how they were unblinded will be summarised.
· Following characteristics of facilitators will be summarised by site: their role, WTE, length of stroke experience (years).
When and how much (by site, facilitator and overall)
· Number (proportion) of stroke survivors with New Start Activity record completed
· Average number of visits per stroke survivor
· Average duration of visit (in minutes)
· Other components of intervention will be summarised, such as type of activity, contact, who was involved in activity, goals and actions and number of referrals, and tools provided
How well
Number of stroke services adhering with intervention and number of facilitators adhering with intervention (action-planning, goal-setting and review – components). Number of stroke services demonstrating adherence to the intervention delivery will be evaluated by review of the activity records against criteria specified by the TMG. An embedded process evaluation will assess the intervention delivery in more detail (detailed summary is outside the scope of this SAP).
For stroke survivors that have not received New Start in the intervention arm: 
· for those that declined, baseline characteristics will be compared to those that received New Start intervention,
· for those that received standard 6 months review only– we will list the reasons (if available) why the New Start intervention is not suitable for them and compare those patients with those who received the intervention.

[bookmark: _Toc522795005]Definition of usual care (UC) (as per endpoint 2.1.4)
Summary of usual care will include the following information summarised by site using the site survey data at baseline and follow-up:
· Number of services with the provision of service for patients after stroke (between 4-8 months) and if so, whether 6 months review is included,
· If service is provided, mode of service delivery,
· Number (percentage) of stroke patients taken up a 6 months review (if offered),
· Number of patients discharged with stroke in last year and number of referrals in the last year (based on site survey).
Any changes from baseline to follow-up will be listed by site.
Stroke care activity will be summarised (for intervention, it will be summarised separately: pre- (2 weeks prior to start of recruitment to trial) and post-recruitment) by site and arm:
· Number (proportion) of stroke survivors appropriate to approach and number (proportion) of stroke survivors offered a post-stroke review/ follow-up care and number (proportion) of stroke survivors seen including the reasons if not seen.
· Number of stroke survivor visits/ contacts, average duration of visit, location/ setting of visits and referrals to another service for stroke care from 6 months to 12 months post-stroke will be summarised.

[bookmark: _Toc522795006]Assessment of outcome measures & potential for effectiveness (as per endpoint 2.1.5)
Number and percentage of stroke survivors and carer questionnaires (see Table 1) completed out of the number of registered participants at each time point will be summarised overall, by randomised arm and mode of questionnaire administration.
The timing of questionnaire completion in relation to registration will be summarised to investigate site compliance with the trial protocol. The timing of questionnaire completion will be summarised graphically, overall and by arm at 3, 6 and 9 months. 
No imputation of outcome measures (whole questionnaire scores) will be done as extent of missing outcomes is an outcome itself in this feasibility trial.
For each questionnaire the following will also be summarised by randomised arm and overall at each time point:
· Number (percentage) of questionnaires received 
· Number (percentage) of partially completed questionnaires
· Reasons for non-completion
· Number (percentage) of missing items on each questionnaire
· Number (percentage) of missing scores due to missing individual question items
· The number of patients completing the questionnaires on their own / with help will be summarised, e.g. whether to reduce the burden, future planning of the trial, etc. 
· Responses to questionnaires between stroke survivors and proxies will be compared at the same time points in order to assess the usefulness of using proxy responses in the main trial.
· Follow-up rates by mode of administration.
· Reminder process will be summarised as follows: A questionnaire is posted to participants for the three months follow-up and it is expected to be returned within 2 weeks. After 2 weeks non-responders are sent a further pack with a reminder letter. CTRU will attempt to contact the stroke survivor/ carer via telephone and offer to collect data by telephone. The proportion received within two week increments from the expected date will be reported. 
Withdrawals (as per endpoints in 2.1.1 and 2.1.2)
The following will be summarised overall, by randomised arm and site at the stroke service and stroke survivor level where relevant:
· Number (percentage) of withdrawals of registered stroke survivor
· Time between registration and withdrawal 
· Person requesting withdrawal
· Level of withdrawal (stroke service, stroke survivor, proxy, facilitator)
· Reasons for withdrawal (if known)

Estimation of effectiveness and assessment of questionnaire outcomes (as per endpoints in 2.1.5)
For each of the stroke survivor and carer questionnaires the following will be summarised using patient level summaries and cluster level methods (see below):
· Questionnaire scores for all but health economics questionnaires will be presented by treatment arm. Questionnaires completed by stroke survivors and proxies will be presented separately.
· Point estimates (mean, standard deviation and range in all but LUNS questionnaire) by treatment arm and overall.
· Difference in scores between randomised arms together with a range of confidence intervals (CIs) for the difference (95%, 67% and 51%).
Two-stage cluster-level analysis will be used to account for the small number of clusters and small sample size per cluster [25]. Initially, point estimates based on cluster-level summaries in each arm will be calculated. If the distribution of the observed summary measures is skewed, we will consider appropriate transformation for each cluster prior to calculating the intervention effect (prior to the second stage). 
In the second stage, an unpaired t-test of the cluster-level summaries (or transformed summaries) will be performed at the 5%, 33% and 49% significance level. This will provide a measure of intervention effect. A corresponding 95%, 67% and 51% CIs for the intervention effect (mean difference) will also be estimated. Cluster-level analysis is considered more appropriate than individual-level analysis for small number of clusters. And unpaired t-test is robust to deviations from normality for small number of clusters particularly when the numbers of clusters in the two treatment arms are equal.
ICC estimates and 95% CI for ICC overall and by arm. Even though it is not possible to obtain a precise estimate of the level of clustering within stroke services, we will attempt to investigate this effect through other relevant data sources to aid sample size estimation for the full-scale trial.
To further inform sample size calculations for the definitive trial, the following will be presented using appropriate frequency and summary statistics:
· Mean (SD) and range of cluster size
· Estimate of coefficient of variation for cluster size
· Difference in cluster size between arms.

The feasibility of use of routine data (NHS digital, ONS and SSNAP data)
Mortality data collected from ONS will be summarised and compared with the data collected using trial processes – number and causes of deaths.
The following will be summarised for registered stroke survivors by arm reported by NHS digital: 
· Number of A&E visits
· Number of hospital admissions
· Reason for A&E or hospital admission
· Length of stay in A&E or as an inpatient
and compared with the patient reported data.
The feasibility of accessing individual level data from SSNAP will be assessed by the Bradford team  (see also 8.4). 

[bookmark: _Toc522795007]Assessment of cost and cost-effectiveness (as per endpoint in 2.1.6)
This is part of health economics assessment and will be undertaken separately.

[bookmark: _Toc522795008]Safety (as per endpoint in 2.1.7)
At each time point, the following will be summarised overall, by arm and by site:
· Number (and proportion) of stroke survivors and carers’ deaths will be summarised overall, by arm and by site.
· Number (and proportion) of stroke survivors being institutionalised, hospitalised and attended A&E.
· The number and proportion of participants experiencing RUSAE will be summarised.

RUSAE
The following data for any Related and Unexpected SAEs occurring from the date of consent up to 9 months post registration will be reported by treatment arm:
· Days between consent and Related/Unexpected SAE
· Full details in medical terms with diagnosis, if possible
· Place where Related/Unexpected SAE occurred 
· Seriousness criteria
· Outcome
· Relevant medical condition (yes/no/unknown)
· Whether the Related/Unexpected SAE is suspected to be related to the New Start intervention

[bookmark: _Toc522795009]Unblinding 
The level of recruiter and facilitator unblinding at each time point and the method of unblinding will be reported by arm and site. 
The poll at the end of the trial will be used to summarise which treatment allocation each recruiter thought was being delivered and the reasons for their choice by arm and by site. 

[bookmark: _Toc522795010]Progression to the definitive trial
We anticipate variability in recruitment between sites, the suggested recruitment rates are for overall number of recruited participants at each site over the anticipated recruitment period. 
Follow-up rates were based on results of our other stroke rehabilitation trials as we do not expect this stroke survivor group to be any different. 
Progression criteria will be assessed separately based on three areas: recruitment, follow-up, and intervention delivery and implementation. The independent PSC and funder will make a decision whether to recommend designing definite trial based on the results of those criteria.
Guidelines for progression to a definitive Randomised Controlled Trial (RCT) are based on a traffic light system of green (proceed to RCT design), amber (review RCT design and/or implementation, then proceed), red (stop and do not proceed), and are defined as follows:

[bookmark: _Toc522795011]Green
[bookmark: _Toc522795012]Recruitment (at cluster level)
· On average at least 20 stroke survivors are recruited by each site over 6 months (acceptable range 12 to 30 stroke survivors)
[bookmark: _Toc522795013]Follow-up
Return of follow-up questionnaires
· at least 75% of stroke survivors return postal outcomes assessment at 9 months 
[bookmark: _Toc522795014]Intervention delivery and implementation
Delivery 
· At least 75% of recruited stroke survivors are offered at least one session of the intervention
Implementation
To proceed to a definitive trial, a minimum of 4 stroke intervention services (≥80%) are:
· deemed competent and 
· go on to deliver the New Start intervention and 
· recruit participants.

[bookmark: _Toc522795015]Amber
[bookmark: _Toc522795016]Recruitment (at cluster level)
· On average, less than 20 but at least 10 stroke survivors are recruited by each site over 6 months.
[bookmark: _Toc522795017]Follow-up
· Less than 75% but at least 60% of stroke survivors return postal outcomes at 9 months.
[bookmark: _Toc522795018]Intervention delivery and implementation
Delivery 
· Less than 75% but at least 50% of recruited stroke survivors are offered at least one session of the intervention.
Implementation
· 3 stroke services (60%) fulfilled the criteria as stated for Green implementation criteria.

[bookmark: _Toc522795019]Red
[bookmark: _Toc522795020]Recruitment (at cluster level)
· On average, less than 10 stroke survivors are recruited by each site over 6 months.
[bookmark: _Toc522795021]Follow-up
· Less than 60% of stroke survivors return postal outcomes at 9 months.
[bookmark: _Toc522795022]Intervention delivery and implementation 
Delivery 
· Less than 50% of recruited stroke survivors are offered at least one session of the intervention.
Implementation
· 2 or less (<60%) stroke services fulfilled the criteria as stated for Green implementation criteria.

[bookmark: _Toc522795023]Protocol violations
Protocol violations and reasons will be summarised for stroke services, facilitators, stroke survivors and carers with full details of each violation. This includes those found ineligible after randomisation/ registration. 
The number and proportion of randomised stroke services and registered participants subsequently found to be ineligible will be summarised overall and by arm.

[bookmark: _Toc522795024]Secondary analysis
Moderators and mediators
Assessment of potential mediators and moderators will be part of health economics analysis.

[bookmark: _Toc522795025]Reporting and Dissemination of the Results
A full report of the analysis following the template (see Appendix 8.3) laid out in this final statistical analysis plan will take place. It is estimated that this will take approximately six months following the final data lock. After analysis is complete, the results will be presented to the project teams and a final report will be produced for the funder. The results will also be written up into a manuscript for submission to a peer-reviewed journal. The results may also be submitted as abstracts to appropriate conferences for either poster or oral presentation. All abstracts and manuscripts will be prepared and reviewed in accordance with the publication policy in the trial protocol.
To maintain the scientific integrity of the trial, data will not be released prior to the first publication of the analysis, either for trial publication or oral presentation purposes, without the permission of the Programme Steering Committee.


[bookmark: _Toc522795026]Appendices 
[bookmark: _Toc522795027]Trial flow diagram – Participant identification 
Figure 2 Participant identificationStroke survivor/consultee sent the following by the Site Staff 
· Invitation Letters for stroke survivor and consultee
· Survivor Information Sheet 
· Reply form 
· Pre-paid postage envelope.
Stroke survivor is eligible. 
Questionnaire pack is provided to the stroke survivor/consultee as per preference 
Exclude  
Exclude  
Reply, 
request more information
No reply 
within 7 days 
Reply, 
not interested
Reply, interested, eligible 
Stroke survivors are screened for the following:
· ≥4 months and ≤6 months since confirmed primary diagnosis of new stroke. 
· Residing in the community.
· Care covered by the stroke service.
Site staff call stroke survivor/consultee
1. Provide more information 
2. Confirm Interest 
3. Determine preference for data collection 
If site staff are unable to make contact via telephone they will send out a reminder letter.



Not interested, unable to contact, not eligible 
Interested, eligible 
No
Yes

[bookmark: _Ref516835485]Figure 3 Baseline consent and questionnaire completion 

Stroke survivor/consultee returns questionnaire pack 
If, after the stroke survivor/consultee has the questionnaires and is not returned within a further 14 days, it will be assumed that the stroke survivor/consultee is no longer interested and will be excluded and documented on the Screening Form. 
Registration 
Via automated online / telephone system.
Web address for 24-hour registration: https://lictr.leeds.ac.uk/webrand/
Direct line for 24-hour registration: 0113 343 2290
Stroke survivor/consultee is left the questionnaire pack to return via post. 
Post
Questionnaire Pack sent to stroke survivor/consultee by post. 
Stroke survivor/consultee does not return questionnaire pack within 10 days:
The site staff will contact the stroke survivor/consultee to determine if received the questionnaire, 
if still interested, or if require a face to face visit (as applicable). 
If site staff are unable to make contact via telephone they will send out a reminder letter.

Stroke survivor/consultee returns questionnaire pack  
Stroke survivor/consultee consents and completes questionnaire pack at visit 
Face to face visit 
Face to face
Site staff telephone the stroke survivor/consultee to arrange a visit. The visit is confirmed in writing including the questionnaire pack. 
Stroke survivor/consultee is provided with questionnaire pack in accordance with preference provided on the reply form
Registration 
Via automated online / telephone system.
Web address for 24-hour registration: https://lictr.leeds.ac.uk/webrand/
Direct line for 24-hour registration: 0113 343 2290



[bookmark: _Toc522795028]Key data
This document describes the key data for the LoTS2Care pilot study. 
There are no primary outcomes associated with the study and therefore the key data items are aligned with the progression criteria for a definitive trial, and the key information required to design a definitive trial.
This pilot study has been designed to mirror a definitive trial. 
[bookmark: _Ref516826527]Table 2 Key data 1
	Database
	Form 
	Field name 
	Question text

	Feasibility
	F03 Baseline assessments
	NHSN
	NHS ID

	
	
	Gender
	Gender

	
	F04 Registration
	InitF04
	Participant initials

	
	
	DOBF04
	Participant DOB

	
	F06 SS Withdrawal
	WithD
	Withdrawal date

	
	F08 SS Death
	DeathD
	Date of death

	
	F60  Stroke Survivor Questionnaire (About you)
	SSQSorP
	Stroke Survivor or Proxy

	
	
	
	

	
	
	SSQDCompl
	Date completed (for all timepoints)

	
	
	
	

	
	
	SSQMode
	Mode of administration

	
	F70 HECO
	HECODate
	Date Completed (for all timepoints)

	
	F20 Stroke Care Record
	SCAROffRev
	Offered review / follow-up care

	
	
	SCARVisD
	Date of visit/ contact

	
	F21 New Start Record
	NSARActD
	Date of activity

	Site
	F31 Stroke service randomisation
	SSF31
	Stroke service

	
	
	SSRandDate
	Date of randomisation

	
	F40 Training attendance
	TNameAttend
	Full name (code)

	
	
	TSiteAttend
	Site name

	
	F42 Training session
	NSFacNameF42
	Facilitator full name

	
	F43 Facilitator training
	NSFacNameF43
	Name

	
	F44 Competency assessment
	NSFacCompetent
	Facilitator competent?


For the following fields (below), a MACRO search will be performed to identify any field entered as ‘No’; the paper questionnaire will be checked for accuracy i.e. that the page / measure in the booklet has not been completed.  This is supported by the initial data entry checking performed for all Data Entry Clerks.

	Database
	Form 
	Field name 
	Question text
	Value

	Feasibility
	F61 WHODAS
	WHODASP1Compl
	Page completed
	No (2)

	
	F62 WEMWBS
	WEMWBSCompl
	Page completed
	No (2)

	
	F63 ICECAP-A
	ICECAPCompl
	Page completed
	No (2)

	
	F65 EQ-5D
	EQ5DCompl
	Page completed
	No (2)

	
	F68 LUNS
	LUNS1Compl
	Page completed
	No (2)

	
	F69 SPAM
	SPAMCompl
	Page completed
	No (2)

	
	F70 HECO
	HECO1Compl
	Page Completed
	No (2)


[bookmark: _Ref516826532]Table 3 Key data 2










[bookmark: _Ref486501208][bookmark: _Toc522795029]	Template tables
Template tables are saved elsewhere in a separate document. 

[bookmark: _Ref517448181]Figure 4 CONSORT (sites, stroke survivors and carers)
BASELINE
Stroke survivors withdrawn, n=
Carers withdrawn, n=
Stroke survivors died, n=
Site Screened 

Site approached 

No response – (% of approached)
Not interested – (  % of approached)
Site interested 
Not eligible – ( % of interested)
Site eligible 
Not consented - (  % of eligible)
Site consented 
Site randomised 
10 sites 

Withdrawn prior to randomisation – 
Not eligible – (  % of Screened)
STROKE SURVIVORS
Screened  
Eligible 
Interested
Pack posted
Pack returned   
Registered 
CONTROL
Sites, n=5
Assessed, n= stroke survivors
Median (min, max) = stroke survivors/ site
Carers registered, n=
INTERVENTION
Sites, n=5
Assessed, n=stroke survivors
Median (min, max) = stroke survivors/ site
Carers registered, n=
Stroke survivors withdrawn, n=
Carers withdrawn, n=
Stroke survivors died, n=
Sites, n=5
Assessed, n= stroke survivors
Median (min, max) = stroke survivors/ site
Carers registered, n=
Sites, n=5
Assessed, n= stroke survivors
Median (min, max) = stroke survivors/ site
Carers, n= 
3 MONTHS FOLLOW-UP
6 MONTHS FOLLOW-UP

Stroke survivors withdrawn, n=
Carers withdrawn, n=
Stroke survivors died, n=
Stroke survivors withdrawn, n=
Carers withdrawn, n=
Stroke survivors died, n=

Sites, n=5
Assessed, n= stroke survivors
Median (min, max) = stroke survivors/ site
Carers registered, n=
 
 
 

Sites, n=5
Assessed, n= stroke survivors
Median (min, max) = stroke survivors/ site
Carers registered, n= 
9 MONTHS FOLLOW-UP
 
Stroke survivors withdrawn, n=
Carers withdrawn, n=
Stroke survivors died, n=
Stroke survivors withdrawn, n=
Carers withdrawn, n=
Stroke survivors died, n=
 
Sites, n=5
Assessed, n= stroke survivors
Median (min, max) = stroke survivors/ site
Carers registered, n= 
Sites, n=5
Assessed, n= stroke survivors
Median (min, max) = stroke survivors/ site
Carers registered, n=

[bookmark: _Toc522795030][bookmark: _Ref522885173]Potential further analysis for consideration
· Assessment of the recruitment nurse characteristics compared to admin staff recruiting stroke survivors. 
· If there are differences between sites in patients characteristics, we will compare NIHR Research Activity League table for each site (nihr.ac.uk/research-and-impact/nhs-research-performance/league-tables/league-table-2016-17.htm – this excludes Welsh sites).
· If individual level SSNAP data is obtained, we will compare these data with the data collected throughout the trial for the registered stroke survivors.
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Clinical Trials Research Unit (CTRU)
The following Final analysis plan, August 2018, for the LoTS2Care study has been approved by the following personnel. Any signed amendments to the plan will be filed with this document.
Trial Statistician: _________________________________________________________________
Print Name: 						Ivana Holloway
Date: __________________________________________________________________________

CTRU Scientific Lead/ Supervising Statistician: ___________________________
Print Name: 						Professor Amanda Farrin
Date: _________________________________________________________________________

Senior Trial Co-ordinator/Manager: __________________________________________________
Print Name: 						Dr Lauren Moreau
Date: _________________________________________________________________________

Data Manager / Senior Data Manager: _______________________________________________
Print Name: 						Marie Fletcher
Date: _________________________________________________________________________
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