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[bookmark: _Toc209077127]iii. TRIAL SUMMARY
	Trial Title
	A feasibility study of the Shared Safety Net Action Plan (SSNAP): A safety-netting intervention that engages patients to support earlier diagnosis of cancer in general practice.

	Internal ref. no. (or short title)
	SSNAP feasibility trial

	Clinical Phase 
	Feasibility

	Trial Design
	Cluster randomised controlled trial

	Trial Participants
	Patients aged 18 and over presenting to primary care with non-specific or vague symptoms which could indicate cancer, who either have capacity to decide on their own medical treatment, or who do not have capacity to decide on their own medical treatment, but who are accompanied in the consultation by a family member or informal carer (consultee). The patients will be from general practice surgeries located in Bradford, Airedale, Wharfedale and Craven, that have data sharing agreements in place with Connected Bradford, a whole system data linkage service, and use the SystmOne electronic patient record,
Family members or informal carers aged 18 and over who accompany eligible patients coded for SSNAP in consultations.
Staff in the participating surgeries with a safety-netting role (clinical, management/administrative).

	Planned Sample Size
	Six general practice surgeries, three of which will be randomised to the intervention arm, and three to the control arm. 
Baseline: 36 adult patients (18 in the intervention arm and 18 in the control arm).
Intervention: 120 adult patients (60 in the intervention arm and 60 in the control arm), plus adult family members or informal carers who accompany eligible patients who lack capacity in consultations. Of these, 60 will complete consultation satisfaction questionnaires (intervention n=30; control n=30), and 15 intervention patients (or their carers where they do not have capacity) will be interviewed. 
18 staff to take part in interviews - an average of 3 per participating GP practice - and 30 staff to take part in focus groups (5 staff per group in each practice). 

	Intervention duration
	Months 7-15 of the study, i.e. 9 months. 

	Follow up duration
	We will ask all participating patients to complete a consultation satisfaction questionnaire, and we will also invite patients in the intervention arm to take part in an interview. These activities are planned to take place from months 8-17 of the study (depending on when patients were recruited), giving an overall follow-up period of 10 months. 
We will follow-up staff in both intervention and control surgeries with interviews and focus groups in months 16-21 of the study, giving a six month follow-up period. 

	Planned Trial Period
	The study will be of 30 months’ duration with a proposed time frame of November 2025 to April 2028.
Work package 1 (baseline): 6 months, November 2025 to April 2026
Work package 2 (intervention): 9 months, May 2026 to January 2027
Work package 3 (data collection, evaluation, reporting): 15 months, February 2027 to April 2028

	Objectives & Outcome Measures
	Objectives
	Outcome Measures

	Primary

	To investigate what outcomes would demonstrate SSNAP improves patients’ clinical outcomes.
	[bookmark: _Hlk194672537]Diagnosis of cancer at all stages in primary care would be the preferred primary outcome, but it may be difficult to power a trial to detect differences in this. Therefore we will explore a range of clinical outcomes, such as primary care interval for cancer diagnoses (time between first recorded symptom of cancer and referral to secondary cancer care) and number of primary care consultations between first recorded symptoms and subsequent referral to secondary care. Having narrowed down a long set of clinical outcomes to a maximum of three, we will collect these data as part of this feasibility study.

	Secondary


	To investigate what outcomes would demonstrate whether SSNAP successfully supports communication & shared decision-making around uncertainty. 

	Time to re-attend. 
Referral(s) for follow-up diagnostic tests.
Number of re-attendances & DNAs over intervention period (We will explore whether coding can be developed that captures this information).
Number of patients re-booking appointments.

	
	To investigate whether the delivery of SSNAP is feasible in general practice. 

	Number of occasions intervention used (in intervention surgeries) or would be used (in control surgeries).

Willingness of surgeries to be randomised.
 
Willingness of staff to initiate SSNAP with patients.

Number of interviews/focus groups/questionnaires completed.

	
	To investigate whether SSNAP is acceptable to patients, their families & staff. 

	Intervention patients’/families’ perspectives on SSNAP feasibility & acceptability.

Consultation satisfaction for intervention & control patients/families.

	
	To investigate whether patient recruitment & follow-up is feasible in general practice. 
	Number of eligible patients.

Number of patients followed-up.

	
	To investigate whether and how surgeries adapt SSNAP for local use. 
	Intervention staff perspectives on SSNAP feasibility & acceptability, including feasibility of data extraction & linkage.
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[bookmark: _Toc209077129]v. ROLE OF TRIAL SPONSOR AND FUNDER
The Sponsor, Bradford Teaching Hospitals NHS Foundation Trust (BTHFT), takes overall responsibility for appropriate arrangements being in place to set up, run and report the research project. The Sponsor is not providing funds for this study but has taken responsibility for ensuring finances are in place to support the research.
The study is funded by the National Institute for Health and Care Research’s (NIHR) Research for Patient Benefit programme, reference NIHR208819. 
[bookmark: _Toc209077130]vi. ROLES AND RESPONSIBILITIES OF TRIAL MANAGEMENT COMMITTEES/GROUPS & INDIVIDUALS
This project will be managed by the chief investigator (CI) with support from the joint chief investigator, an experienced trial lead. Reporting to the CI will be two research fellows who will be responsible for day-to-day delivery of the research. The CI will meet with them regularly to delegate, discuss and follow-up tasks. She will also act as qualitative lead for the study. 

The CIs and the research fellows will be supported by a trial management group (TMG), comprising themselves and the co-applicants listed as key protocol contributors under ‘key trial contracts’ above. The TMG will meet regularly online to discuss progress against key deadlines and share expertise. A TMG member (trial statistician) will manage the quantitative element of the project, liaising with the data linkage service ‘Connected Bradford’ to access quantitative data from the participating surgeries; processing, analysing and reporting the data; analysing quantitative data from patient questionnaires; and supporting the planned data extraction test process with two surgeries. He will support the research fellows when following up participating surgeries to ensure surgeries are coding data properly. Other TMG members will contribute as appropriate to reviewing and updating the logic model and programme theory; recruiting and liaising with surgeries; supporting the development of qualitative data collection tools and analysis; managing PPIE jointly with the CI; and contributing their expertise in primary care and collaborative safety-netting. 
 
In addition, a trial steering committee (TSC) will meet throughout the study to provide strategic leadership and monitor achievement of key milestones. The TSC will oversee and supervise the progress of the trial and ensure that it is being conducted according to the protocol and the applicable regulations. It will review safety data about related and unexpected serious adverse events to determine patterns and trends of events, or to identify safety issues which would not be apparent on an individual case basis, consider trial continuation in light of safety concerns and take appropriate action to escalate issues of concern. It will feed back progress to the Sponsor. 

[bookmark: _Hlk197599389]The TSC will have an independent chair and independent members including people with expertise in cancer diagnosis and safety-netting, an independent statistician and a PPIE representative. Representatives from the TMG will attend the TSC to provide updates and other members will be invited on an ‘as required’ basis. A Sponsor representative and a Funder representative may also be in attendance. Owing to the low-risk nature of this feasibility trial, a Data Monitoring and Ethics Committee will not be convened. 

[bookmark: _Toc209077131]vii. Protocol contributors
The protocol was developed by members of the TMG, namely colleagues from BTHFT (the improvement science theme of the NIHR Yorkshire & Humber Applied Research Collaboration, the NIHR Yorkshire and Humber Patient Safety Research Collaboration and the Improvement Academy); the University of York (York Trials Unit [YTU]); the University of Leeds; the University of Oxford’s Nuffield Department of Primary Care; the West Yorkshire Research and Development Department in NHS West Yorkshire Integrated Care Board; and the PPIE lead. In addition, members of the NIHR Yorkshire and Humber Patient Safety Research Collaboration patient panel at BTHFT were consulted. 
[bookmark: _Toc209077132]viii. Key words
Feasibility trial; patient involvement, safety-netting; cancer; primary care. 
[bookmark: _Toc209077133]ix. TRIAL FLOW CHART
Eligibility
Six eligible GP surgeries that use SystmOne and have data sharing agreements with Connected Bradford recruited.



Patient identification & data collection
· Eligible patients (n=60) continue to be identified via a code in SystmOne during intervention period. 
· Follow-up data collected via Connected Bradford. 
· Patients complete consultation satisfaction questionnaires (n=30) but not interview.
· Staff take part in interviews (n=9) & focus groups (n=15) but do not complete System Usability Scale. 
Patient identification & data collection
· Eligible patients (n=60) presenting during intervention period selected & SSNAP delivered. 
· Follow-up data collected via Connected Bradford. 
· Patients complete consultation satisfaction questionnaires (n=30).
· Patients take part in interviews (n=15)
· Staff take part in interviews (n=9) & focus groups (n=15) and complete System Usability Scale. 
Intervention period starts
Baseline
· Surgeries identify via a code in SystmOne adult patients presenting with non-specific symptoms who are eligible for SSNAP (n=36)
· Anonymised data for these patients collected via Connected Bradford to establish baseline. 
Intervention (3 surgeries)
Control (3 surgeries)
Randomisation & training
· Participating surgeries randomised.
· SSNAP installed & surgeries trained. 


[bookmark: _Toc209077134]1	BACKGROUND AND RATIONALE
[bookmark: _Hlk195081273][bookmark: _Toc303179240][bookmark: _Hlk194651663]Delayed diagnosis of cancer is a major cause of mortality in the UK and health systems worldwide.[1] Delays harm patients and healthcare organisations, contribute to health inequalities, reduce treatment options, worsen survival outcomes, and increase treatment costs.[2-4] In England during the Covid-19 pandemic, early-stage diagnoses in eight common cancers (prostate, breast, lung, colorectal, urological, gynaecological, melanoma and oesophago-gastric) decreased from 44% to 36% and the proportion diagnosed at stage 4 increased from 15% to 21%. While the situation has improved since then, with early stage diagnosis across the 13 most common cancers rising to 58.7% by August 2024,[5] this still falls short of the target in the NHS Long Term Plan to increase the percentage of cancers diagnosed early to 75% by 2028.[6] 
As patients are likely to report emerging symptoms in general practice, early diagnosis is particularly important here.[7] Many patients first experience non-specific symptoms that, on their own, present a low risk of cancer (e.g. cough or fatigue) and may seek help in primary care two or three times before being referred to see a specialist.[8] This process is vulnerable to delay and misinformation, with patients feeling unclear about next steps and hesitant to reconsult. ‘Safety-netting’ – a way to manage uncertainty by involving patients in actively monitoring their symptoms - is used when undiagnosed conditions are suspected. It is particularly useful for people presenting with non-specific symptoms[9] where it can help achieve a balance between avoiding unnecessary tests and diagnosing cancer early. In addition, by clarifying circumstances in which re-consultation is necessary, it may also reduce numbers of patients returning unnecessarily to general practice.[10, 11] In England, safety-netting is encouraged by the National Institute for Health and Care Excellence for people with any symptom associated with an increased risk of cancer, who do not meet the criteria for referral or other investigative action.[9] 
[bookmark: _Hlk194656065]With this context in mind, we worked with general practice staff, patients and members of the public to co-design the Shared Safety Net Action Plan (SSNAP) (https://yqsr.org/supporting-impact-tools-and-resources/).[12, 13] SSNAP supports active monitoring of non-specific symptoms through shared decision-making and discussion about uncertainty between patients and clinicians in consultations, providing patients with a summary of those discussions which clearly specifies:
· which symptoms they are to monitor; 
· for how long; 
· and in what circumstances they should re-consult.
[bookmark: _Hlk194657198][bookmark: _Hlk159569363]It also facilitates patient follow-up by surgeries. SSNAP does not incorporate knowledge systems or generate diagnostic advice for clinicians (although by encouraging joint discussion of symptom information, it may support clinicians in referring patients presenting with such symptoms onto appropriate diagnostic pathways[14]). Therefore it does not meet the NHS definition of a clinical decision support tool (‘electronic tools that apply knowledge systems which use two or more items of patient data to generate case-specific advice, to improve clinical decision-making’). [15]

[image: A close-up of a diagram

Description automatically generated]Initially an icon-based paper tool (which continues to be offered as part of the SSNAP package: see section 6.7.1),[12] increasing demand for digitisation and remote consultation post-Covid-19 led to the additional development of a digital version of SSNAP in the widely-used primary care electronic patient record, SystmOne. Digital SSNAP generates a personalised patient letter and diary for patient symptom-monitoring. It is compatible with NHS digital pathways strategies and could be linked with patient gateways such as SystmConnect, enabling patients to submit requests directly to surgeries. 
[bookmark: _Hlk161649638]Figure 1 Paper & digital SSNAP
[bookmark: _Hlk194652356]Whilst other digital safety-netting interventions exist, such as the ESN toolkit[16] and C the Signs[3], these tend to be clinician- rather than patient-focused. By contrast, SSNAP is, to our knowledge, unique in its focus on the joint decision-making process, a systematic review by our team having identified no tools or interventions specifically designed to promote greater patient involvement in safety-netting to achieve earlier diagnosis of cancer at the post-presentation stage. [17] 
SSNAP maps onto existing good practice frameworks and programme theories for safety-netting, [7, 11] by, for example, supporting patient interaction and providing practical, memorable advice that can be revisited. Drawing on these and our own work to date,[12, 13, 17] we developed our own logic model and programme theory (see Appendix 3 to this protocol) to articulate how the various components of SSNAP relate, the hypothesised moderating factors, and how SSNAP might facilitate change in proximal and distal outcomes. The current feasibility study will be underpinned by these and we will use our findings to refine them. 
We anticipate SSNAP’s medium to long-term impacts will include: 
1. Changing patient and staff behaviour for closer monitoring of possible non-specific cancer symptoms and increasing awareness of symptom monitoring;
2. Supporting appropriate re-attendance in general practice by clarifying criteria for re-attendance;
3. Becoming an effective component in non-specific symptoms pathways into secondary care, ensuring continuity of diagnostic information and improving referral patterns for follow-up diagnostic tests (it could also be used as a post-referral monitoring tool if desired);
4. Increasing numbers of cancer diagnoses at earlier stages in general practice;
5. Increasing cancer survival rates. 
[bookmark: _Toc209077135]2	OBJECTIVES AND OUTCOME MEASURES/ENDPOINTS
[bookmark: _Toc209077136]2.1	Aim
[bookmark: _Hlk195078297][bookmark: _Hlk194651165]The aim of this study is to assess the feasibility and acceptability of the SSNAP safety-netting intervention to support earlier diagnosis of cancer in general practice, using this information to inform the design of a subsequent cluster RCT. 
[bookmark: _Toc209077137]2.2	Objectives
This study has the following feasibility objectives, to assess: 
[bookmark: _Hlk198554456]1: 	whether the delivery of SSNAP is feasible in general practice;
[bookmark: _Hlk194651245]2:	whether SSNAP is acceptable to patients, their families and staff;
3: 	whether patient recruitment and follow-up is feasible in general practice;
4a: 	what outcomes would demonstrate whether SSNAP successfully supports communication and shared decision-making around uncertainty; 
4b: what outcomes would demonstrate SSNAP improves patients’ clinical outcomes;
5: 	how surgeries adapt SSNAP for local use. 
[bookmark: _Toc209077138]2.3	Outcomes
Section 2.4 below details the primary and secondary outcomes for this study. In developing the outcomes set, we considered the logic of the intervention as well as the need to collect information that will allow us to understand potential impact on healthcare resource use. 
Whilst diagnosis of cancer at all stages in primary care would be the preferred primary outcome, it may be difficult to power a trial to detect differences in this. Therefore we will explore a range of clinical outcomes, informed by a recent pragmatic stepped-wedge RCT to evaluate another electronic safety-netting cancer tool in primary care called CASNET2.[16] The CASNET2 trial used a range of outcomes including primary care interval for cancer diagnoses (time between the first recorded symptom of cancer and referral to secondary cancer care) and number of primary care consultations between first recorded symptoms and subsequent referral to secondary care. These outcomes were defined and prioritised with a PPIE group. We will also seek feedback from patients and members of the public on the choice of primary outcome. Having narrowed down a long set of clinical outcomes to a maximum of three, we will collect these data as part of this feasibility study
[bookmark: _Toc209077139]2.4 	Table of outcomes
	Objectives
	Outcome Measures 
	Timepoint(s) of evaluation of this outcome measure (if applicable)

	Primary Objective
To investigate what outcomes would demonstrate SSNAP improves patients’ clinical outcomes. 
	1. Diagnosis of cancer at all stages in primary care. (Whilst this would be the preferred primary outcome, it may be difficult to power a trial to detect differences. Therefore we will explore a range of clinical outcomes, such as primary care interval for cancer diagnoses (time between first recorded symptom of cancer and referral to secondary cancer care) and number of primary care consultations between first recorded symptoms and subsequent referral to secondary care. Having narrowed down a long set of clinical outcomes to a maximum of three, we will collect these data as part of this feasibility study).
	Anonymised data will be collected twice from the electronic patient record SystmOne: at the end of WP1 (months 5-6 of the study) and in WP3 (months 16-17). Data will be compared. 

	Secondary Objectives

	To investigate what outcomes would demonstrate whether SSNAP successfully supports communication and shared decision-making around uncertainty. 
	2. [bookmark: _Hlk194672586]Time to re-attend. 
3. Referral(s) for follow-up diagnostic tests.
4. Number of re-attendances & DNAs over intervention period (it may be challenging to determine whether patients re-attend in relation to the index problem or other issues. We will explore whether coding can be developed that captures this information).
5. Number of patients re-booking appointments.
	Anonymised data will be collected twice from SystmOne: at the end of WP1 (months 5-6 of the study) and in WP3 (months 16-17). Data will be compared.

	To investigate whether the delivery of SSNAP is feasible in general practice. 
	 

	6. [bookmark: _Hlk194672612]Number of occasions intervention used (intervention surgeries) or would be used (control surgeries).


7. Willingness of surgeries to be randomised. 
8. Willingness of staff to initiate SSNAP with patients.
9. Number of interviews/ focus groups/questionnaires completed
	Anonymised data will be collected twice from SystmOne: at the end of WP1 (months 5-6 of the study) and in WP3 (months 16-17). Data will be compared.
Data will be collected during interviews and focus groups with participating staff during WP3 (months 16 and 17 of the study). 
Numbers of interviews (staff & patients/carers), focus groups (staff) and questionnaires completed (patients/carers) will be determined when these have taken place, around month 21. 

	To investigate whether SSNAP is acceptable to patients, their families and staff. 
	10. [bookmark: _Hlk194672638]Intervention patients’/families’ perspectives on SSNAP feasibility & acceptability.
11. Consultation satisfaction for intervention & control patients/families.
	Data will be collected in patient/carer questionnaires and interviews during WP2 and WP3 (months 8-17 of the study).

	To investigate whether patient recruitment and follow-up is feasible in general practice. 
	12. [bookmark: _Hlk194672656]Number of eligible patients.
13. Number of patients followed-up.

	Anonymised data will be collected twice from SystmOne: at the end of WP1 (months 5-6 of the study) and in WP3 (months 16-17). Data will be compared.

	To investigate whether and how surgeries adapt SSNAP for local use. 
	14. [bookmark: _Hlk194672676]Intervention staff perspectives on SSNAP feasibility & acceptability, including feasibility of data extraction and linkage.
	Data will be collected from staff in interviews and focus groups in WP3 (months 16-21 of the study). 


[bookmark: _Toc209077140]3	TRIAL DESIGN
[bookmark: _Hlk193790871]This feasibility trial is designed as a cluster randomised controlled trial using mixed methods, with treatment randomised to groups (GP surgeries) rather than individual participants. Block randomisation will be used. The trial is informed by Eldridge et al.’s[18] conceptual framework, NIHR guidance on feasibility studies,[19] MRC guidance on development and evaluation of complex interventions[20] and guidance on qualitative research in feasibility studies.[21] 
[bookmark: _Toc209077141]4	TRIAL SETTING
[bookmark: _Hlk165365165]We will work with six GP surgeries in the Bradford, Airedale, Wharfedale and Craven areas. Surgeries will differ across a range of characteristics, including size, location (urban, rural) and populations served (ethnicity, age, levels of disability, cancer prevalence, indices of deprivation). A TMG member from the West Yorkshire Integrated Care Board research and development department will support recruitment of surgeries, with reference as needed to the West Yorkshire and Harrogate Cancer Alliance. 
[bookmark: _Toc209077142]5	PARTICIPANT ELIGIBILITY CRITERIA
[bookmark: _Toc209077143]5.1	General practice surgeries
General practice surgeries will be eligible to take part if they:
· [bookmark: _Hlk198547766]Are located in Bradford, Airedale, Wharfedale and Craven and have data sharing agreements in place with Connected Bradford, a whole system data linkage service;
· Use the SystmOne electronic patient record. 
General practice surgeries will be ineligible to take part if they:
· Are not located in Bradford, Airedale, Wharfedale and Craven;
· Do not have data sharing agreements in place with Connected Bradford;
· Do not use the SystmOne electronic patient record;
· Are in the same primary care network or group (to avoid a situation where two surgeries from the same PCN/group are randomised, one to control and one to intervention, which could confuse the safety-netting process for patients and staff and confound data collection); 
· Are currently involved in other safety-netting research.  
[bookmark: _Toc209077144]5.2	Patients, carers & staff
Table 1: Eligibility criteria for patients, carers and staff
	Participants
	Inclusion criteria for intervention
	Inclusion criteria for research (questionnaires, interviews & focus groups)
	Exclusion criteria for intervention
	Exclusion criteria for research (questionnaires, interviews & focus groups)

	Patients
	Patients aged 18 and over presenting with non-specific symptoms which could indicate cancer, who have capacity to decide on their own medical treatment. 

[bookmark: _Hlk198556191]Patients aged 18 and over presenting with non-specific symptoms which could indicate cancer, who do not have capacity to decide on their own medical treatment, but who are accompanied in the consultation by a family member or informal carer (consultee). 
	For questionnaires: Patients aged 18 or over who have received SSNAP in intervention surgeries or who were eligible to receive SSNAP in control surgeries.

For interviews: Patients aged 18 or over in intervention surgeries who have received SSNAP. 
	Young people and children aged under 18 years.

[bookmark: _Hlk198556232]Patients aged 18 and over who do not have capacity to consent to their own medical treatment and who either are not accompanied by a family member or informal carer (consultee), or the consultee does not agree to receiving the SSNAP plan. 

Patients who have opted out of data sharing.
	Patients who meet the inclusion criteria for research but for whom participation in questionnaires or interviews could cause distress or confusion, including patients without capacity to consent to the research or patients who are too ill to participate (e.g. at the end of life). 

	Family members/ informal carers
	Family members or informal carers, aged 18 and over, who accompany SSNAP-coded patients in consultations. 
	For questionnaires: Family members or informal carers, aged 18 and over, who accompany coded patients in consultations.

For interviews: Family members or informal carers, aged 18 and over, whose family member, friend/person cared for has received SSNAP in an intervention practice.
	Family members/informal carers aged less than 18 years. 

	Family members/informal carers of patients who were coded for SSNAP but passed away before the invitation to complete a questionnaire is circulated, so as not to cause unnecessary distress. 


	Staff
	All staff in participating surgeries with a safety-netting role (clinical, management/ administrative).
	Staff not involved in safety-netting processes. 



[bookmark: _Toc209077145]6	TRIAL PROCEDURES 
[bookmark: _Toc209077146]6.1	The randomisation scheme 
At the beginning of WP1 surgeries will be randomised via block randomisation: three to the intervention arm and three to the control arm. 
[bookmark: _Toc209077147]6.2	Site initiation visit
Members of the research team will undertake a site initiation visit. This will be attended by the surgery Principal Investigator (PI) and other staff the PI wishes to attend, such as clinicians, practice manager or administrator. 
At this visit the research team will provide the surgery with a welcome pack, including information sheets and posters (for patients/families and staff); copies of the protocol and ethical approval documentation. They will provide detailed information about the nature of the study, study requirements, implications and constraints and any risks involved in taking part. They will discuss:
· the background and rationale for the study; 
· study procedures and responsibilities of the research team and the surgery; 
· practical issues around implementation, including how they will inform other surgeries in their primary care network or group about the study, in case patients who have received a SSNAP plan (in intervention surgeries) or been identified as eligible for SSNAP (in control surgeries) are seen by those other surgeries during the intervention period; 
· next steps (e.g. PIs will be asked to arrange a date for training and to invite relevant staff). 
To foster staff members’ commitment to using SSNAP, it will be made clear that intervention surgeries will be welcome to retain SSNAP after the trial ends if they find it helpful, at no cost.
[bookmark: _Toc209077148]6.3	Training
[bookmark: _Hlk198555038]Staff in each of the six participating surgeries will be trained. Training for intervention and control surgeries will differ, with the former including information about how to use the SSNAP tool. 
Training for intervention surgeries will cover:
· SSNAP’s background, logic and how the feasibility trial is structured, emphasising that SSNAP is not a decision-support tool but focuses on promoting mutual engagement between patients and their families and staff during safety-netting; 
· Using the tool technically, including how the tool records eligibility for SSNAP during baseline and intervention periods;
· Using the tool inclusively and in partnership with patients, informed by previous user needs/co-design work and research on health inequalities;
· Recommendations from research and policy [7, 9] about how to optimise communication in safety-netting conversations, e.g. around managing health anxiety and engaging patients. 
Training for control surgeries will include:
· SSNAP’s background and how the feasibility trial is structured; 
· How to record eligibility for SSNAP in SystmOne during the baseline and intervention periods, including the need to do so inclusively.
Training will be offered in-person, alongside a training video for those not able to attend. Intervention surgeries will be offered a further refresher session during the intervention period. 
[bookmark: _Toc209077149]6.4	Recruitment, participant identification and screening
[bookmark: _Toc209077150][bookmark: _Hlk194671158]6.4.1 	Identifying staff to implement SSNAP in control and intervention surgeries 
[bookmark: _Hlk195082879]All clinicians and support staff who provide or support safety-netting in a participating surgery will be invited to take part. Safety-netting using SSNAP (in intervention surgeries) and flagging patients as eligible for SSNAP (in control surgeries) will be provided as part of usual care within standard consultations. We anticipate an average of three clinicians per practice will participate and will establish a minimum sampling strategy/soft target for each practice to ensure as equal as possible a division of SSNAP use across GPs and other clinicians, such as nurse practitioners.
[bookmark: _Toc209077151]6.4.2 	Identifying patients at baseline 
After training, in WP1 clinicians in participating surgeries will identify over a two-month period adult patients presenting with non-specific symptoms that could be a sign of cancer, whom they consider to be eligible for SSNAP according to the criteria set out in section 5 above. Clinicians will make this decision based on their clinical expertise and patients’ medical background and presenting symptoms. We expect eligibility will often not be clear until clinicians have consulted with patients and discussed their symptoms with them. They will be asked to flag patients as eligible for SSNAP by adding a code to SystmOne to establish a data baseline. Thirty-six adult patients will be recruited across the participating surgeries (18 per arm). 
[bookmark: _Toc209077152]6.4.3 	Identifying patients in the intervention phase
Eligible patients (according to the criteria in section 5 above) will be selected for SSNAP in intervention surgeries when they (or their accompanying carer, if they do not have capacity to decide on their own medical treatment) and the clinician they consult decide, together, that they should receive a SSNAP plan. Patients and their carers will be free to decline to use SSNAP, i.e. the clinician will make it clear that they don’t have to receive a SSNAP plan. Whether this is the case or not, safety-netting itself will take place as part of routine care. 
In control surgeries, eligible patients will continue to be selected and coded for SSNAP. In making these decisions, clinicians will refer to the eligibility criteria specified in section 5 above. 
Coding for SSNAP can be done either by populating the SSNAP template (in intervention surgeries) or adding a code to SystmOne (in control surgeries) to identify eligible patients. 
One hundred and twenty adult patients will be recruited across the participating surgeries (60 per arm). Our rationale for 60 patients per arm is based on guidance on pilot studies for clinical trials[22], advice from GPs, who estimate they see two to four patients per week whom they might want to safety-net, and numbers of patients we require for follow-up interviews.
[bookmark: _Toc209077153]6.4.4 Identifying patients & carers to complete a consultation satisfaction questionnaire 
[bookmark: _Hlk198555814]Around four weeks after patients were initially coded in the intervention phase, their SystmOne SSNAP code will be used by surgeries to identify patients who have received SSNAP (in intervention surgeries) or were eligible to receive SSNAP (in control surgeries). They will be informed by surgeries that researchers are conducting a study about care of patients who have consulted a clinician with symptoms where there was diagnostic uncertainty and invited to complete a questionnaire measuring consultation satisfaction (online or post, determined by the surgery, based on the information they have about patients’ digital access). 
To avoid unnecessary distress or confusion to patients or their families, surgeries will be asked not to send questionnaires to patients coded for SSNAP but whose records indicate that:
· they lack the mental capacity to consent to complete a questionnaire. In these cases, a family member or carer, acting as a consultee, will have accompanied them in the initial consultation and agreed to safety-netting on their behalf. Here, surgeries will be encouraged to send a questionnaire to the family member rather than the patient, if they can be identified; 
· they are likely to be too ill to participate (e.g. they are at the end of life), where this can be identified; 
· the patient has passed away since initial coding, where this can be identified. 
It will be for surgeries to decide which patients to exclude in this way. We anticipate a questionnaire response rate of 50% (intervention n=30; control n=30), allowing us to compare consultation satisfaction between patients in intervention and control arms. 
[bookmark: _Toc209077154]6.4.5 Identifying patients and carers to participate in an interview
[bookmark: _Hlk194926247]The consultation satisfaction questionnaire sent by intervention surgeries to patients/carers will ask them to indicate whether they would be willing to be contacted by the research team about a telephone/online interview. Because questionnaires will not be sent to those people who lack capacity or are deemed too ill to participate, they will not be included so as not to cause distress or confusion, but, as above, efforts will be made to include their family members/carers. To avoid, where possible, causing distress when a respondent indicates that they wish to be contacted to arrange an interview, but is either diagnosed with cancer or dies before the interview can take place, we will seek to arrange interviews as quickly as possible and will do so with sensitivity and tact. 
We anticipate half of intervention patients/carers who complete the questionnaire may agree to be interviewed (n=15)
[bookmark: _Toc209077155]6.4.6 Identifying staff to take part in interviews and focus groups 
Staff in participating surgeries will be informed about the SSNAP feasibility trial by PIs, following the site initiation visit. A poster about the research will be displayed in staff rooms/areas. Towards the end of the intervention phase, the PI will send staff an information sheet about the interviews and focus groups. Staff will be asked to contact the research team to indicate whether they wish to take part. We anticipate an average of three interviews per practice across both arms with staff (clinicians, managers, administrators), reflecting variation in practice size and numbers of staff involved in the study, and one staff focus group in each practice, comprising around five staff. 
[bookmark: _Toc209077156]6.4.7 	Payment 
There will be no payment to patients and their family members/carers for receiving or being coded for SSNAP, although later, those completing questionnaires and taking part in interviews will be offered a £20 voucher as a small token of appreciation (rather than payment). A maximum of one voucher will be provided for completing a questionnaire or taking part in an interview, even if more than one person contributes to completing the questionnaire (such as a family member who also attended a consultation) or attends the interview. This will be made clear to patients and family members in pre-questionnaire/interview information. Patients and any family members completing the questionnaire will be asked to provide their names and addresses to the research team so they can send vouchers in the post. Staff will receive no individual payments, but participating surgeries will receive payment for treatment, service support and research costs. 
[bookmark: _Toc209077157]6.5 Consent 
[bookmark: _Toc209077158]6.5.1 	Consent for surgeries to participate in the trial
Site agreements will be agreed with each practice through HRA ethical and research governance approval. Surgeries will be free to withdraw from the study at any time for any reason, without affecting their legal rights, and with no obligation to give the reason for withdrawal. Signing a site agreement will form consent for a surgery to take part in the study. 
[bookmark: _Toc209077159]6.5.2 	Consent for patients and carers to receive the SSNAP intervention
[bookmark: _Hlk194671947][bookmark: _Hlk194650683][bookmark: _Hlk194650762][bookmark: _Hlk195105581]Cluster randomisation will be at the level of GP surgeries rather than individual patients and use of the low-risk SSNAP tool will be through the SystmOne patient record as part of routine care.[23] For these reasons, patient consent will not be sought for the SSNAP intervention itself, although, as noted below, it will be sought before participation in questionnaires and interviews. Added to this, it would be impractical to seek patient consent for the intervention, because surgeries will not know before consultations which patients might be eligible and would therefore not be able to circulate information sheets prior to consultations, nor would there be time in a 10-minute consultation for clinicians to take informed patient consent. We will, however, provide each surgery with a poster for display in areas where patients and their families/carers can see it. The poster will explain that the surgery is taking part in research about care of patients who have consulted a clinician with symptoms, like fatigue or weight loss, that could have multiple causes, and they may be contacted at a future date about this, although they’re free not to respond. 
[bookmark: _Toc209077160]6.5.3 	Consent for sharing anonymised patient data 
Consent for anonymised participant data to be collected from surgeries’ electronic patient records in SystmOne (outcome items 1-6 and 12-13 in section 2.4, plus basic demographic data) and shared with the research team will be conferred through participating surgeries’ data sharing agreements with Connected Bradford. Patients are free to decline to share data in this way, and such patients will not be considered eligible for the trial, as specified in section 5 above. The poster noted in section 6.5.2 above will provide information on how to opt out of data sharing if desired. 
[bookmark: _Toc209077161]6.5.4 	Consent for patients and carers to take part in questionnaires and interviews
[bookmark: _Hlk198108771]Respondents will be asked to indicate their consent to completing the questionnaire in consent questions at the beginning of the questionnaire, along with some demographic data. It will be made clear that there is no obligation to participate and they may withdraw at any point without giving a reason and without this affecting their care. A contact point will also be provided where respondents may obtain further information about the trial. The questionnaire will be provided in English and major languages spoken by patients in the locality. 
[bookmark: _Hlk200113756]When intervention patients/carers indicate an interest in being interviewed and wish the research team to contact them about this, the team will send them an information sheet electronically or by post. They will be given time to read this and ask questions before the interview. At the beginning of the interview a researcher, trained and competent to take consent according to the principles of Good Clinical Practice (GCP) and the Declaration of Helsinki, will ask the patient/carer if they have any questions. It will be made clear to them that there is no obligation to participate and they may withdraw at any point without giving a reason and without this affecting their care, and they will have a contact point where they may obtain further information. Because interviews will be online or on the telephone, patients/carers will be asked either to sign an online version of the consent form, or, if they do not have internet access or struggle to access the internet, the researcher will take verbal consent and record this on a consent form. Where interviews are held with respondents who cannot or struggle to speak English, we will seek to arrange for a researcher with relevant language skills or a professional translator to be present. 
[bookmark: _Toc209077162]6.5.5 	Consent for staff to take part in interviews and focus groups
Staff taking part in interviews and focus groups will be asked to give their informed consent and some demographic data by a researcher, trained and competent to take consent according to GCP principles and the Declaration of Helsinki. Where interviews and focus groups take place in surgeries, consent and demographic data will be recorded by staff on paper consent and demographics forms, and where they take place online or on the telephone, staff will be asked to complete online consent and demographic forms. 
[bookmark: _Toc209077163]6.6	Baseline data
[bookmark: _Hlk198555145][bookmark: _Hlk194658321]As noted above, towards the end of WP1 staff in participating surgeries will identify through coding in SystmOne adult patients presenting with non-specific symptoms who are eligible for SSNAP. We will obtain the anonymised data listed in section 2.4 for these patients through Connected Bradford to establish a baseline, including relevant anonymised demographic data. 
In addition, as part of a data collection feasibility exercise, two surgeries will extract the data themselves to test whether this is feasible. However, these identifiable data will not be forwarded to researchers. This will inform the feasibility of data collection for a substantive trial for which we would recruit surgeries which do not have data sharing agreements with Connected Bradford.
[bookmark: _Toc209077164]6.7	Trial procedures and assessments
[bookmark: _Toc209077165]6.7.1	Delivery of SSNAP intervention in intervention surgeries
Over up to 9 months in WP2, clinicians from intervention surgeries will use digital or paper SSNAP as part of routine care within normal safety-netting procedures. When eligible patients present with non-specific symptoms, the clinician will select the SSNAP dashboard in SystmOne. For ease of use, the template is primarily made up of tick-boxes (e.g. to indicate which symptoms the patient presents, such as fatigue or weight loss), or notes to generate text which will be merged into the SSNAP plan for patients. The plan specifies which symptoms the patient will monitor, over what time-period, and in what circumstances they should re-consult. 
[bookmark: _Hlk194658477]Populating the SystmOne template generates a date-stamped code in the records of patients receiving SSNAP, indicating SSNAP safety-netting has taken place, so administrative staff are aware when rebooking patients and to facilitate data collection. Reminders at different priority levels can also be created, which appear on the patient home screen whenever a patient record is retrieved, and/or scheduled tasks can be set as reminders, allocating responsibilities such as contacting patients to specific task recipients. The personalised digital SSNAP plan can be printed and given to patients, or can be texted or emailed to them, along with a diary for symptom monitoring. 
[bookmark: _Hlk165379560]A paper version of SSNAP is also provided. Patient and public contributors suggested this might be useful for people with learning disabilities; those who do not have English as a first language or who are supported by families or informal carers; and people without digital access. When using this version, clinicians will still populate the basic template in SystmOne, but instead of generating the letter and diary, they will work through the paper form with the patient in the consultation, affixing stickers to the form to indicate the symptoms that need to be monitored, and adding notes to the stickers to specify which symptoms the patient is to monitor, and when they should contact the surgery if there has been no change or if symptoms get worse. 
[bookmark: _Toc209077166]6.7.2	Flagging eligibility for SSNAP in control surgeries
Over nine months in WP2, staff from control surgeries will carry out normal safety-netting procedures and continue to flag patients who are eligible for SSNAP by entering a code in SystmOne, with regular reminders from researchers. 
[bookmark: _Toc209077167]6.7.3	Consultation satisfaction questionnaires for patients and carers
As noted above, patients and carers in both intervention and control surgeries will be asked to complete a consultation satisfaction questionnaire, which will include providing basic demographic information (age range, sex, ethnicity, disability and health status). The questionnaire will be available securely online or on paper.
[bookmark: _Toc209077168]6.7.4	System Usability Scale (staff)
Staff involved in delivering SSNAP in intervention surgeries will be asked during interviews and focus groups in WP3 to complete the System Usability Scale to provide evidence of SSNAP’s acceptability.[24] The scale is a simple, 10-item survey using a 5 point Likert scale that asks users to rate the usability of a system. Where interviews and focus groups are online, staff will be emailed a copy of the scale to complete and return to the research team, whereas a paper version will be used when in-person. 
[bookmark: _Toc209077169]6.7.5	Intervention data
In WP3, patient records coded for SSNAP in both intervention and control surgeries will be interrogated by Connected Bradford for the same details collected in the baseline period and anonymised data will be forwarded to researchers.
[bookmark: _Toc209077170]6.8	Qualitative assessments 
[bookmark: _Toc209077171]6.8.1	Interviews with patients and carers from intervention surgeries
Patients and carers from intervention surgeries will be asked to participate in an online/telephone semi-structured interview towards the end of WP2 and beginning of WP3. The interviews will explore feasibility, acceptability and SSNAP use/engagement, and will involve asking patients for feedback on the SSNAP tool and how it might best be refined/further developed. Indicative topic guides, drawing on by the SSNAP logic model, will inform the discussion and researchers will work sensitively with respondents (see section 11.5 below). 
[bookmark: _Toc209077172]6.8.2	Interviews and focus groups with staff
Semi-structured interviews and focus groups will be arranged in WP3 and may be either in person in the surgery or online, whichever is deemed most convenient by staff. Interviews and focus groups with staff from control surgeries will assess issues relating to trial design, e.g. willingness of surgeries to be randomised. Those with staff from intervention surgeries will explore SSNAP’s feasibility and acceptability, how and why they used it, what factors influenced its adoption and how it might best be refined/further developed. We plan to offer both interviews and focus groups because previous experience indicates that one-to-one interviews and focus groups elicit different kinds of information, e.g. focus groups can encourage collaborative thinking, whilst interviews can provide spaces for personal reflection. Indicative topic guides will be used to inform the discussions. 
[bookmark: _Toc209077173]6.8.3	Qualitative data analysis
Interviews and focus groups will be recorded on encrypted devices. Researchers will use a rapid approach to qualitative data analysis,[25] using Rapid Assessment Protocol (RAP) sheets to summarise data for each interview/focus group. The sheets will summarise information linked to the topic guides, the SSNAP logic model, programme theory and the COM-B model of behaviour change.[26] They will also include space to record novel information inductively. Illustrative quotations will be transcribed by researchers into the RAP sheets, and in addition a sample of interviews and focus groups will be fully transcribed by a secure, professional transcription service, in line with rapid qualitative analysis conventions.
Qualitative data from interviews and focus groups (RAP sheets and transcriptions) will be analysed thematically, paying attention to acceptability and feasibility components of the work, including how SSNAP works and how it affects patients’ understanding of safety-netting advice, under which circumstances and how it is adapted locally. A sample of RAP sheets will be analysed independently by members of the research team to identify themes. Themes will then be compared and a shared thematic framework agreed. This framework will be applied to all RAP sheets using matrices to summarise and compare responses, taking a framework analysis approach.[25, 27] From this, the researchers will prepare narratives that synthesise each theme. 
[bookmark: _Toc209077174]6.9	Withdrawal 
Each surgery will have the right to withdraw from the study at any time, without giving a reason. Intervention surgeries will be free to continue to use SSNAP after withdrawal. Data from withdrawn surgeries will be included in analyses up to the point of withdrawal, unless they indicate that they wish to withdraw previously collected data from analysis. 
[bookmark: _Hlk199935197]Patients and carers will have the right to opt out of data-sharing (this is a general right and not connected specifically with this study). Where a patient opts out of data-sharing, Connected Bradford will not collect data for that patient. 
[bookmark: _Hlk195103196]Patients, carers and staff will also have the right to withdraw from participating in questionnaires, interviews and focus groups. Because questionnaire data will be stored anonymously, it will not be possible to delete an individual’s questionnaire data if they withdraw after consenting to provide it, because the research team will not know which individuals the data relate to. This will be made clear before consent. If patients, carers or staff withdraw from interviews or focus groups, their data will be deleted unless they indicate that they are happy for these data to continue to be used until data analysis starts, after which time it will not be possible to remove the data. 
If, when contacting patients or carers, it becomes clear that they no longer have capacity, we will withdraw them from the study. Any identifiable information they have provided (such as their contact details) will be withdrawn, but anonymised data will not be withdrawn, as we will not know which patient such information is associated with.
If the trial needs to stop prematurely (e.g. in the case of a public health crisis such as a pandemic, or if an unacceptable level of related and unexpected serious adverse events were identified, see section 7 below), the CI will notify the REC within 15 days and an end of study declaration form will be submitted. The CI will also inform the Sponsor. 



[bookmark: _Toc209077175]7	STRATEGY FOR THE MANAGEMENT OF POTENTIAL ADVERSE EFFECTS
[bookmark: _Toc209077176]7.1	Definitions
	[bookmark: _Toc303179283]Term
	Definition

	Adverse Event (AE)
	Any untoward clinical occurrence in a participant who has used SSNAP, including occurrences which are not necessarily caused by or related to SSNAP.

	Serious Adverse Event (SAE)
	Any untoward clinical occurrence that:
· results in death;
· is life-threatening (refers to an event in which the patient was at risk of death at the time of the event; does not refer to an event which hypothetically might have caused death were it more severe);
· requires inpatient hospitalisation or prolongation of existing hospitalisation;
· results in persistent or significant disability or incapacity; or
· consists of a congenital abnormality or birth defect; or
· is otherwise considered medically significant by the investigator.

	Related Unexpected Serious Adverse Event (RUSAE)
	Any SAE where in the opinion of the CI the event was considered to be:
· related – that is, it resulted from administration of any of the research procedures, and
· unexpected – that is, the type of event is not listed in the protocol as an expected occurrence.



[bookmark: _Toc209077177]7.2	SSNAP operational definitions
Expected AE and SAEs – Not Reportable
[bookmark: _Hlk195103303]Given the broad eligibility criteria for use of SSNAP and the fact that patients may have multiple co-morbidities and/or be elderly and frail, AEs such as health anxiety, or SAEs such as death, acute illness resulting in hospitalisation, new medical problems and deterioration of existing medical problems are not unlikely. In recognition of this and the fact that patients will remain under the care of their GP throughout the course of this study, events fulfilling the definition of an AE or SAE will not be reportable in this study unless they fulfil the definition of a Related and Unexpected Serious Adverse Event (RUSAE).

Related and Unexpected SAEs (RUSAEs) – Expedited Reporting
All RUSAEs will be reviewed by the CI and will be subject to expedited reporting to the Sponsor (dependent on Sponsor processes) and the main REC using the Non-CTIMP safety report to REC form. This includes the following information:

· Type of SAE
· Date of SAE
· Location
· Circumstances of the event
· Assessment of implications and how they will be addressed. 

The form will be sent within 15 days of the CI becoming aware of the event. In the case of urgent safety measures that present an immediate hazard to the health or safety of participants in the trial, the CI will notify the main REC immediately and in any event within three days. NHS R&D offices will also be notified in accordance with local policies/procedures and the funder will be updated on all developments and actions as soon as possible. 

All RUSAEs occurring from the time of written informed consent until the end of the participant’s involvement in the study will be recorded on the safety report to REC form. Events will be followed up until the event has resolved or a final outcome has been reached.
[bookmark: _Toc209077178]7.3	Responsibilities
Researchers and/or Principal Investigators:
· Check for AEs and SAEs periodically. 
· Liaise with clinical team members/PI to make a judgement in assigning: seriousness; relatedness; expectedness.
· Ensure all RUSAEs are recorded and reported to the CI or their delegate within 24 hours of becoming aware and to provide further follow-up information as soon as available.
· Report RUSAEs to local committees in line with local arrangements.

Chief Investigator(s) (CI):
· Assign relatedness and expected nature of SAEs where it has not been possible to obtain local assessment.
· Undertake SAE review.
· Review all events assessed as related/unexpected in the opinion of the local investigator. In the event of disagreement between local assessment and the CI, local assessment may be upgraded or downgraded by the CI prior to reporting to the main REC.

York Trials Unit:
· Expedited reporting of related/unexpected SAEs to the main REC and Sponsor within required timelines.
· Preparing annual safety reports to main REC and periodic safety reports to the Trial Steering Committee as appropriate.
· Notifying Investigators of related/unexpected SAEs which compromise participant safety.

Trial Steering Committee: 
· In accordance with the Terms of Reference for the TSC, periodically review safety data to determine patterns and trends of events, or to identify safety issues, which would not be apparent on an individual case basis. 
· Consideration of trial continuation in light of safety concerns and taking appropriate action to escalate issues of concern. 

[bookmark: _Toc209077179]8	STATISTICS AND DATA ANALYSIS
[bookmark: _Hlk194672321]Analyses will be conducted on an intention-to-treat basis following a pre-specified statistical analysis plan. Participant flow will be presented using a CONSORT diagram. Numbers of sites recruited and reasons for sites declining to take part will be reported. The average number of patients recruited per site per month will be calculated. The proportion of participants for whom data was obtained during the data collection feasibility exercise will be presented. Numbers of patients eligible and numbers of times SSNAP was used will be summarised descriptively. In addition, outcome data on re-booking appointments; attending appointments; time to re-attend; number of re-attendances; number of referrals for diagnostic tests; variables relating to diagnosis of cancer; and patient consultation satisfaction will be summarised descriptively by randomised group. The number and proportion of patients for whom outcome data could be obtained will be summarised by randomised group. The intra-cluster correlation coefficient for each outcome will be estimated alongside a 95% confidence interval. Patient questionnaire data will be summarised descriptively by randomised group.
[bookmark: _Hlk168917893]Progression criteria to a wider, substantive RCT subsequent to the feasibility trial are set out below. 
	Domain
	Target at end of feasibility study
	Green
	Amber
	Red

	Site setup
	6 sites set up and identified first participant
	100%
(6)
	50-99%
(3-5)
	<50%
<3

	Participant recruitment
	Average of 2.2 participants recruited per site per month
	100%
(2.2)
	50-99%
(1.1-2.1)
	<50%
(<1.1)

	Outcome data collection
	Collect data for more than or equal to 80% of participants during data collection feasibility exercise in WP1
	>=80%

	50-79%

	<50%



Figure 2 Progression criteria to substantive trial. 
[bookmark: _Toc209077180]9	DATA MANAGEMENT 
[bookmark: _Toc209077181]9.1	Data collection tools & source document identification
The following data collection tools will be used: 
· Quantitative baseline and intervention data from patients’ primary care health records will be collected securely by the data linkage service Connected Bradford, under the terms of its existing data sharing agreements with participating surgeries. Data will be collected according to a data specification linked to the table of outcomes in section 2.4 and agreed with the trial statistician. 
· The patient consultation satisfaction questionnaire draws on the Royal College of General Practitioners’ Patient Satisfaction Questionnaire, widely used as a workplace-based assessment in the training and validation of GPs to assess their empathy and relationship-building skills (https://www.rcgp.org.uk/mrcgp-exams/wpba/psq), and the Patient Enablement Instrument, a validated six-item patient-reported outcome measurement which assesses how well patients feel they can understand and cope with their illness and life after a medical consultation.[28]
· The System Usability Scale [24], a validated 10-item survey using a 5 point Likert scale that asks users to rate the usability of a system. 
· Qualitative topic guides for patient, carer and staff interviews and staff focus groups, informed by the SSNAP logic model (which is appended to this protocol in Appendix 3). 
Methods for retaining records of participants, including consent forms and research data, are described in section 11.6 below. 
[bookmark: _Toc209077182]9.2	Data handling and record keeping 
[bookmark: _Hlk194924982][bookmark: _Hlk194926299][bookmark: _Hlk198558556]Quantitative baseline and intervention data: The principal data source for this study is anonymised routinely-collected care data extracted from surgeries’ patient records by Connected Bradford, according to the terms of their data sharing agreements with those surgeries. Connected Bradford adheres where possible to the Observational Medical Outcomes Partnership (OMOP) Common Data Model (CDM), which is a standardised healthcare data model developed by the Observational Health Data Sciences and Informatics (OHDSI) community. It is designed to facilitate the analysis of healthcare data from various sources by transforming it into a common, standardised format. This allows for efficient analysis across different databases, organizations, and even countries, promoting reproducible research and data sharing.
BTHFT will act as controller of the data which will be held in a secure environment with the highest standards of information governance and technical expertise to protect the data. Any processor (BTHFT or a third party) will be expected to adhere to the following ISO 27001standards and to the information governance and security standards in Data Security and Protection Toolkit (DSPT). BTHFT information governance and information security policies are published on the organisation’s intranet and are listed as follows:
http://bhts-intraweb/bhts-policies/docs/ip/
· IS01 Information Governance Policy
· IS02 Policy on Freedom of Information Act
· IS07 Information Risk Policy
· IS13 Information Technology Security Policy
All employees processing the data will be required to follow strict standard operating procedures for the secure transfer, storage, handling, backup and restore of data; complete annual mandatory training in Information Governance procedures; be made aware of their responsibilities under GDPR, and the Data Protection and Freedom of Information Acts. Breaches of confidentiality will be disciplinary matters.
Only anonymised data will be shared by Connected Bradford with the research team (or the Sponsor). The two surgeries which extract baseline data themselves as part of the data collection feasibility exercise (see section 6.6 above) will not share these identifiable data with the research team, as this work will be done purely to test the feasibility of data collection for a future substantive trial with surgeries that do not have data sharing agreements with Connected Bradford.
[bookmark: _Hlk194924999][bookmark: _Hlk198125191][bookmark: _Hlk194928698][bookmark: _Hlk194927063][bookmark: _Hlk198125711]Data from the patient consultation satisfaction questionnaires: surgeries will circulate invitations to patients and carers to complete a consultation satisfaction questionnaire and will not share their personal information (names or contact details) with the research team. Each questionnaire will contain an identifier for the surgery which circulated the questionnaire, to facilitate allocation of recruitment data, in accordance with the NIHR RDN Recruitment Policy Document at https://www.nihr.ac.uk/nihr-crn-recruitment-policy-document but this will not enable patient identification. The online version of the questionnaire will be hosted on a secure platform, with access limited to members of the research team (to include administrative staff) and data will be downloaded from the questionnaire to an Excel spreadsheet, which will be stored in a folder on a secure and regularly backed up BTHFT server with access restricted to the research team. Once these data have been downloaded, the online questionnaire data will be deleted from the platform. Paper questionnaires will be accompanied by a stamped addressed envelope to return them to BTHFT, where they will be transcribed onto the Excel spreadsheet, after which the paper version of the form will be destroyed in confidential waste. 
[bookmark: _Hlk194926367]Questionnaire and associated demographics data will be provided anonymously, unless (1) respondents from intervention surgeries indicate they would like to be followed up by the research team to arrange an interview; (2) respondents indicate that they would like the research team to send them vouchers in the post as a thank you; and/or (3) respondents indicate they would like the research team to send them a copy of the study’s findings when available. In these cases, it will be made clear that patients/carers waive their right to anonymity, and they will be asked to provide their name and a contact postal address (and/or, to arrange interviews, an email address or telephone number so that the research team can get in touch). These personal contact details will be deleted by researchers from the Excel spreadsheet which contains the results of the questionnaire and demographics information and will be transferred to and stored in a separate Excel recruitment spreadsheet in the secure, restricted access folder on a BTHFT server, accessible only to members of the research team.
Patient/carer and staff consent forms: Patient and carer consent to undertake the consultation satisfaction questionnaire and associated demographic information is integrated in the questionnaires and will be provided anonymously and stored with questionnaire data. 
Patient/carer interview consent forms, and staff interview/focus group consent forms may be completed online or on paper. Online forms will be hosted on a secure platform, with access limited to members of the research team (to include administrative staff) and will be downloaded into the abovementioned secure recruitment folder. Once these the forms have been downloaded, the online data will be deleted from the platform. Paper consent and demographics forms will be scanned and copied into the folder, after which the paper forms will be destroyed in confidential waste. 
[bookmark: _Hlk194925016][bookmark: _Hlk194927495]Data from patient, carer and staff interviews and focus groups and staff demographic data: when patients, carers or staff consent to an interview or focus group they will be assigned a unique non-identifiable participant ID, which will be used to refer to them thereafter (e.g. in reports or publications). Names and other identifying information about patients, carers or staff will never be used in reports, articles or other outputs. 
Staff interview and focus group transcripts and staff demographics forms will be stored under their participant IDs. The names, contact details and participant IDs of patients, carers and staff will be stored in the above-mentioned separate Excel recruitment spreadsheet in a folder on a secure BTHFT folder, with access restricted to members of the research team. 
Interviews and focus groups will be recorded using encrypted recording devices or the recording function in Teams/Zoom. As soon as possible after the interviews and focus groups, researchers will download the recordings to the restricted access folder and delete them from the recording device or Teams/Zoom. Where recordings are sent to a transcription service for transcription, we will use a service that has secure arrangements for the transfer of recordings and subsequent transcriptions. When a transcription is received, a researcher will review it carefully to remove all potentially identifiable information, such as names of people, surgeries or towns/cities. These will be replaced by non-identifiable information such as [NAME REMOVED TO PRESERVE CONFIDENTIALITY]. After this, the anonymised interview and focus group transcriptions will be transferred to a separate folder on the password-protected BTHFT server, and only the anonymous participant ID will be used to identify them. 
We will ask patients, carers and staff during the consent process for interviews and focus groups if they would like to be kept informed of the progress of the study and of findings, and, if so, obtain permission from them to retain their contact details (in the recruitment spreadsheet) to send findings to them.
[bookmark: _Hlk194925028]System Usability Scale: Staff involved in delivering SSNAP in intervention surgeries will be asked after interviews and focus groups to complete the System Usability Scale to provide evidence of SSNAP’s acceptability.[24] After online interviews and focus groups, staff will be emailed a copy of the scale marked with their participant ID to complete and return to the research team, whereas a paper version marked with the participant ID will be used when in-person. In both cases, on receipt of the marked scale, research staff will transcribe the results into an Excel spreadsheet held on the password-protected secure server at BTHFT. Once transcribed and double checked by another member of staff, the original versions will be deleted/destroyed in confidential waste.
None of the above data will be stored on the hard drives of research team members’ laptops, personal computers or devices, but will only be stored on and accessed from the secure BTHFT server. When researchers access this drive from locations other than the office, they will do so via the Trust’s secure, password-protected VPN. 
[bookmark: _Toc392504595][bookmark: _Toc209077183]9.3	Access to Data
Direct access will be granted to authorised representatives from the Sponsor, host institution and the regulatory authorities to permit trial-related monitoring, audits and inspections in line with participant consent. Results will be posted on the ISRCTN registry, but the raw datasets generated during and/or analysed during the current study will not be made available due to agreements regarding data security of potentially sensitive patient data, to ensure compliance with relevant data protection law and best practice. 
[bookmark: _Toc209077184]9.4	Archiving
Archiving will be authorised by the Sponsor following submission of the end of trial report. All data held by the research team at BTHFT or YTU will be securely archived in line with the Sponsor’s procedures for 5 years. Following authorisation from the Sponsor, arrangements for confidential destruction will then be made. 
[bookmark: _Toc209077185]10	MONITORING, AUDIT & INSPECTION
[bookmark: _Hlk194673589]The study may be monitored or audited in accordance with the current approved protocol, GCP, relevant regulations and standard operating procedures.
[bookmark: _Toc209077186]11 	ETHICAL AND REGULATORY CONSIDERATIONS
11.1 [bookmark: _Toc209077187]Regulatory compliance, Research Ethics Committee (REC) review & reports
Before the study commences, REC and HRA approval will be sought for the study protocol, informed consent forms and other relevant documents. Any amendments that require review by the REC will not be implemented in sites until the REC and HRA grants a favourable opinion. 
Before the study commences the CI will apply for NHS R&D permission (confirmation of capability and capacity) from the host sites (GP surgeries via the appropriate support offices). Any subsequent amendments that may affect permissions will be discussed with each site.
All correspondence with the REC will be retained, annual reports will be produced by the CI, the REC will be notified at the end of the study and a final report will be submitted with the results, including any publications/abstracts.
11.1.1 [bookmark: _Toc209077188]Amendments 
The CI will submit and, where necessary, obtain approval from the above parties (REC, HRA and host sites via the appropriate support offices) for amendments to the original approved documents. This will involve completing the IRAS Amendment Tool. The declaration section will be completed by the Sponsor or person with explicit delegated authority from the Sponsor (authorised delegate) and amendments will not be submitted without prior authorisation from or on behalf of the Sponsor. Guidance in the Amendment Tool on which review bodies need to be notified will be followed. Amendment history will be tracked using version control and changes will be communicated to the HRA and sites using their established processes.
11.2 [bookmark: _Toc209077189]Peer review
[bookmark: _Hlk195101834]The study is funded by NIHR Research for Patient Benefit. The research design has been subject to the NIHR review process which involves two formal stages, each with reports from subject and methods experts together with PPI review. At the later stages we received and responded to feedback from reviewers and the funding committee. Copies of these reports can be requested from the CI. This protocol has been reviewed by the co-applicants who include academic, clinical, lived experience and statistical experts. We have also consulted with members of our local patient panel. The HRA Schedule of Events Cost Attribution Template and Statement of Activities have been reviewed by our NHS R&D Lead, and the costs have been reviewed by the Sponsor’s Finance Lead and the RDN.
[bookmark: _Toc209077190]11.3 	Public/patient involvement & engagement (PPIE)
[bookmark: _Hlk194658883]Our PPIE approach will be founded on collaboration, transparency and respect, reflecting values underpinning SSNAP. A core reference PPIE group will be involved in all aspects of the study, from developing study materials and making sense of the information collected, to ensuring findings are accessible to all and co-authoring publications. The group will support further public engagement, liaising with patient groups from bodies such as cancer charities and patient participation networks in participating surgeries. For example, we will ask patient groups how training for staff should be developed. 
The core reference group will meet up to 10 times over the course of the study. The PPIE co-applicant will chair group meetings and the CI will attend reference group meetings where possible. Group members will be drawn from the Yorkshire Quality and Safety Research Group patient panel (including people with lived experience of cancer and safety-netting) and representatives from other relevant patient bodies. Members will be reimbursed for their time according to NIHR guidelines and training will be provided after assessing their needs (e.g. on qualitative data analysis). Meetings will be mostly online to promote access but we will offer some in-person meetings so people can get to know each other and celebrate their work together. 
In reference group meetings at the beginning, middle and end of the project, members will evaluate the study’s progress towards meeting the NIHR’s UK standards for public involvement for better health and social care research (https://sites.google.com/nihr.ac.uk/pi-standards/home), informed by a process used by the lead applicant in another study.[29] This will involve capturing and evaluating the impact of PPIE activities on the study, which we will report back to the funder. 
11.3 [bookmark: _Toc209077191]Protocol compliance & notification of serious breaches
Protocol non-compliances are departures from the approved protocol and may take the form of serious breaches or deviations: 
· A serious breach is a breach which is likely to effect to a significant degree: a) the safety or physical or mental integrity of the participants of the trial; or b) the scientific value of the trial. The Sponsor will be notified immediately of any serious breaches that occur during the trial. 
· A protocol deviation can be defined as: any accidental or unintentional change to, or non-compliance with the research protocol that does not increase risk or decrease benefit or does not have a significant effect on the participant’s rights, safety or welfare; and/or on the integrity of the data. Deviations may result from the action of a participant, researcher, or research staff. 
Any accidental protocol deviations will be adequately documented and reported to the CI and Sponsor via required Sponsor/progress reports. Frequent deviations from the protocol are not acceptable and immediate action will be taken. They could potentially be classified as a serious breach. Prospective, planned deviations or waivers to the protocol are not allowed.
[bookmark: _Toc209077192]11.5 	Working sensitively with patients & patient safeguarding 
[bookmark: _Hlk194670587]Experiencing non-specific symptoms that could be a sign of cancer can be worrying for patients and their families and friends. The research team will do all they can to respond sensitively and flexibly to patients and their carers at this potentially difficult time. For example, as noted in section 6 above, to avoid unnecessary distress to patients or their families, surgeries will be asked not to send questionnaires to patients coded for SSNAP but whose records indicate that they lack the mental capacity to consent to complete a questionnaire; who are likely to be too ill to participate; or who have passed away since initial coding. Researchers will take care to work sensitively with respondents (bearing in mind too that some people may not feel worried by safety-netting and may be alarmed by suggestions that they might be). For example: 
· they will arrange interviews with sensitivity and will reschedule interviews when needed; 
· before interviews, they will explain that patients and carers are free not to answer any question, to pause or end the interview when they wish, without giving a reason, and to take as much time as they wish to respond; 
· the information sheet will outline sources of support for patients, and researchers will reiterate this before interviews. 
[bookmark: _Hlk194670850]If, during interviews, researchers have concerns that patients or carers are at risk because of the actions or omissions of someone in their healthcare team or if they appear to be at risk based on information they disclose during research activities, they will ask the patient or carer to report the matter as soon as possible to a relevant healthcare professional. If the patient or carer feels unable to report a risk, and the researcher believes this risk to be serious and immediate, the researcher will first consult with the CI and then may act on behalf of the patient or carer to communicate the risk to the relevant, local designated health professional. The researcher will explain this process to the patient or carer as much as possible in the interview. 
It is also possible that participants may disclose information to the research team during interviews, or the research team may have concerns that the individual may be experiencing abuse or is at risk of abuse. In such circumstances the researcher will follow the participant’s GP surgery’s safeguarding adults policy (or equivalent document). 
[bookmark: _Toc209077193]11.6 	Data protection and patient confidentiality 
Data will be stored securely and confidentially and will be handled in accordance with the 2018 Data Protection Act and the General Data Protection Regulation (GDPR) with regards to the collection, storage, processing and disclosure of personal information, upholding their core principles. Following Caldicott principles we will only collect and store data that is necessary to the research and we will use the minimum necessary amount of personal confidential data. Data will be stored securely for 5 years from the official close date of the project, after which it will be securely destroyed. The data custodian is the CI. 
According to the requirements of the sponsor, a Data Protection Impact Assessment will be prepared. According to the requirements of the NIHR, a Data Access & Management Plan will also be developed once the research contract is agreed and signed. See also data handling and record keeping arrangements in section 9.2 above. 
[bookmark: _Toc209077194]11.7 	Indemnity
This study is sponsored by the BTHFT and the NHS indemnity scheme will apply to meet the potential legal liability of the sponsor for negligent harm caused harm to participants arising from the management and conduct of the research.  NHS and university indemnity schemes apply to meet potential legal liability for negligent harm caused to participants arising from the design of the research. 
[bookmark: _Toc209077195]12	END OF THE TRIAL
[bookmark: _Hlk208823058]The end of the trial is defined as the date of the final quantitative or qualitative data collection, whichever is latest.  The study team will notify the REC that the study has ended and will provide them with a summary of the clinical trial report within 12 months of the end of study.
[bookmark: _Toc209077196]13 	DISSEMINATION POLICY
The research team is committed to using a diverse range of dissemination methods to ensure that research findings are widely shared with audiences including participating GP surgeries, the wider general practice workforce, interested groups such as cancer charities and patient/community groups, the research community and policy-makers. The TMG will agree a publication plan and will be consulted prior to release or publication of any study data. 
[bookmark: _Hlk194658792]Dissemination materials may include infographics, easy-read summaries in different languages and social media posts. Dissemination will also take place through the final trial report; at least two journal articles in international, peer-reviewed open access journals; a conference presentation; and through research networks. We will also explore routes to wider implementation through PPIE, key stakeholders and the TSC. 
The NIHR will be notified of all publications. All publications will acknowledge NIHR Research for Patient Benefit as the study’s funding source and include an appropriate disclaimer regarding expressed views and opinions. 
[bookmark: _Hlk194929603]Authorship of the final trial report and any additional publications associated with the research will follow the guidelines of the International Committee of Medical Journal Editors and we will review the Consort Guidelines and checklist before generating any publications to ensure they meet the standards required for submission. We will ask patients, carers and staff they would like to be kept informed of the progress of the study and of findings, and, if so, obtain permission from them to retain their contact details to send findings to them.
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[bookmark: _Toc209077198]15 APPENDICES
[bookmark: _Toc209077199]15.1 	Appendix 1 – Authorisation of participating sites 
[bookmark: _Toc209077200][bookmark: _Hlk198547589]15.1.1	Required documentation 
	Document
	Version
	Date

	PI – research CV
	1
	

	PI – evidence of GCP training
	1
	

	If a staff member takes informed consent from a participant, evidence of GCP and informed consent training would be required. (It is not expected in this trial that surgery staff will take informed consent, and this is included as a contingency). 
	1
	


[bookmark: _Toc209077201]15.1.2	Procedure for initiating/opening a new site 
See section 6.2 of the protocol, which outlines arrangements for site initiation visits. 
[bookmark: _Toc209077202]15.1.3	Principal Investigator responsibilities 
· Attend Site Initiation Visit.
· Inform surgery staff about the research and ensure poster is clearly displayed in areas where staff can see it; make sure staff involved in safety-netting in the surgery are aware of the study and encourage them to participate.
· Arrange a date for training staff and invite staff (or delegate this task to another staff member).
· Attend training if possible. 
· Liaise with research team members about progress of the trial when requested. 
· Advise staff on correctly coding for SSNAP. 
· Intervention surgeries only: act as a point of contact for staff who are using SSNAP if they have any queries, have suggestions about how SSNAP could be improved, or need further information, sign-posting them as needed to the research team or the technical support team. 
· Liaise with other staff (e.g. administrative staff) as necessary to ensure that invitations to complete patient consultation satisfaction questionnaires are sent to patients and/or their families/carers within timelines.
· Ensure staff have access to information sheets about interviews and focus groups (or delegate this task to another staff member).
· Safety reporting within timelines, as set out in the protocol.
· Maintain study paperwork such as delegation log. 
· Work with research team to arrange a date to disseminate findings to surgery staff. 


[bookmark: _Toc209077203]15.2	Appendix 2 - Amendment History
	Amendment No.
	Protocol version no.
	Date issued
	Author(s) of changes
	Details of changes made

	1
	1.1
	16/09/2025
	Lynn McVey
	Addition of university indemnity to meet potential legal liability for negligent harm caused to participants arising from the design of the research in section 11.7, in response to REC feedback.

Addition of new section 12 ‘End of Study’ in response to REC feedback. 

	2
	1.2
	13/10/2025
	Lynn McVey
	Addition of target baseline numbers in WP1 of the study (36 patients, 18 per arm), following discussion with RRDN Y&H. Target numbers have been added to section iii, Trial Summary, Planned Sample Size; section ix, Trial Flow Chart; and section 6.4.2, Identifying patients at baseline. 
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[bookmark: _Toc209077204]15.3 	Appendix 3 – SSNAP logic model 
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Digital SSNAP
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patients about their SSNAP plan.
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patterns for follow-up diagnostic tests; increasing number of cancer diagnoses at earlier stages in general practice;

increasing cancer survival rates

Reduced
Mediators Z
(o opportunity for
misinterpretation
outcomes) interpr

reassurance

Improved
monitoring
of
symptoms

Appropriate

i Improved
Promotion of Improved z
’ﬁ:“":::;fe patient HCP. continuity of
R relationship diagnostic
e P information
cancer between
possible HCPs

Patient-practice
staff previous

Practice staff
level

relationship(s)

Practice staff ! characteristics
&y engagement (clinical & non- (clinical & non- E
moderating Patient (clinical & non- clinical) Patient level clinical)™* cactee level.
factors engagement Clinicaly characteristics™

*= comorbidity, preferences, knowledge, expectations, adherence, socioeconomic, culture, emotions, atitudes, competing life demands, previous medical encounters,
communication skills (e.g. expression, openness).

*= consultation style, quality of record keeping, experience, attitudes, cognitive overload

1= practice consultation norms, practice staff (clinical and non-clinical) and wider practice resources, practice staff (clinical and non-clinical) and wider practice availabiliy,
IT infrastructure, local SSNAP organisation and implementation (e.g. mechanisms supporting re-attendance if needed).
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