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[bookmark: _Toc31793547]Plain English Summary

[bookmark: _Hlk954415][bookmark: _Hlk4618982]Problems are missed in 50% of primary care consultations. This might be because of insufficient time for patients to discuss all their problems, or they could be interrupted by the GP when they start to explain. Sometimes, patients are unclear after the consultation about advice given.
In this study we will develop and test the Consultation Open and Close (COAC) intervention, aimed at improving clinician/patient communication. The intervention involves: 1) a pre-consultation questionnaire which patients complete on smartphone/computer before their consultation and is shared with GPs or nurses; and 2) a printed report given to patients at the end of their consultation. The pre-consultation questionnaire will identify the patient’s reasons for consulting and other health issues, and may include problems troubling the patient that would otherwise not have been raised. The consultation-closure report will provide an agreed understanding between the patient and GP or nurse and help the patient remember advice given.

To do this, we will carry out two studies: one to develop the intervention and one to test it. In study 1 (Intervention Development Study), both the pre-consultation questionnaire and consultation-closure report will be developed in rounds, by starting with a prototype and piloting it in three health centres sequentially, with 15 patients each. Data gathered through interview/questionnaire from patients/GPs/nurses/administrators will be used to improve the questionnaire and report, and the improved versions will be tried in the next health centre. Study 1 will result in a final intervention
ready to test.

In study 2 (Feasibility Study), we will test this intervention in four health centres and collect information about how this worked for 72 patients. We will collect the same data from 2 health centres (36 patients) running standard consultations. Through Study 2, we will find out if it is feasible to run a larger study to compare the two groups.

[bookmark: _Toc31793548]Scientific Summary
Background
Problems are missed in up to 50% of primary care consultations. This is costly for the NHS, both in terms of reconsultation rates and in missed opportunities to increase patient empowerment. Research suggests that interventions at each end of the consultation can help to address patient concerns. At consultation initiation, sharing the results from electronic patient-reported outcome measures (ePROMs) with clinicians can help to elicit concerns. At consultation closure, providing the patient with written information to supplement spoken can improve recall and adherence.

Aims and Objectives

Aim: To develop and test a complex intervention designed to more comprehensively address patients’ concerns in general practice, thereby reducing re-consultation rates, improving patients’ well-being and health knowledge, reducing health concerns and increasing patients’ confidence in their health provision and health plan. The aims will be achieved through two studies. Firstly a complex intervention will be designed, which uses an ePROM at consultation opening and a printed report at consultation closure. Secondly, this intervention will be tested to establish the feasibility both of the intervention and of a randomised control trial (RCT) of the intervention.

Methods
1. Intervention Design Study: This will involve:
1. Design of an online questionnaire system using practice SMS/email systems and online survey software to allow patient self-completion of a pre-consultation questionnaire and a report showing low-scoring questionnaire items, which is shared with GPs or nurses.
2. Testing the pre-consultation system with 45 patients in 3 rounds, using a person-based approach, with iterative adjustments made based on patient, administrator, receptionist, nurse and GP feedback after each round.
3. Design of an electronic template, integrated with the patient record, to provide a printable consultation-closure report to patients on issues raised in the consultation, advice given, treatment, follow-up and safety-netting.
4. Testing the consultation-closure report iteratively with 45 patients in 3 rounds, using a person-based approach, with iterative adjustments made based on patient and GP/nurse feedback after each round.

2. Feasibility Study: The intervention will be tested in a cluster-randomised framework as follows:
1. Refinement of the intervention and update to programme theory.
2. Randomisation of six practices: four randomised to intervention, and two to control.
3. Recruitment of 18 patients per practice: 72 intervention and 36 control.
4. Data Collection of quantitative data via GP/nurse-report, patient-report and health records. Interview of GPs, nurses, practice manager, administrators and receptionists and up to 30 patients.
5. Realist evaluation of the data to identify and understand the mechanisms by which outcomes have occurred within the programme theory.
6. Data analysis of recruitment rates, follow-up rates, data completeness, re-consultation rates within one/three months and other outcomes measures to assess feasibility of a future RCT.
7. Evaluation of pre-agreed success criteria to decide whether to continue to RCT, stop, or modify the intervention.

Timelines for delivery
Study 1 will be completed from October 2019 – October 2020 and study 2 from October 2020 – October 2021.

Anticipated impact and dissemination
Results will be disseminated through targeted communications in social media, the University of Bristol website, policy briefings, academic papers, patient participation groups, community associations and seminars and conferences. The study output resources will be made available for immediate use. If progression criteria are met, we will aim to complete a randomised control trial within five years.


[bookmark: _Toc400104183][bookmark: _Toc31793549]Rationale for Study
[bookmark: _Hlk498621170][bookmark: _Toc31793550]What is the problem being addressed?
Patients often leave GP consultations with unaddressed concerns.[1] [2] This can lead to high rates of re-consultation and increased morbidity in the population. Previous research shows that approximately 27% of patients consulting in primary care have seen a doctor or nurse for the same problem in the last four weeks[3], and more recently published research that up to 50% of consultations in primary care are followed by another consultation within two weeks.[4] Although there are no estimates of re-consultation for unaddressed concerns in primary care, we know that problems are missed in up to 50% of primary care consultations,[2] and that reducing consultation rates by just 1% in 2016 could have saved the NHS over £100 million.[5] Primary care patients often present with multiple problems, many of which are unrelated to physical symptoms, and include informational needs on symptom-management or self-care, emotional problems, health concerns or social problems.[6] In the context of multiple presenting problems, GPs tend to focus on physical symptoms.[7] While this prioritisation is entirely appropriate to ensure correct diagnosis and patient safety, any missed opportunities to improve patient understanding and ability to self-care is also costly: a study in 2015 found that increasing patient engagement in their own health could save the NHS £2 billion by 2020.[8] Small changes to improve the ability of GPs to address patients’ presenting problems, concerns and questions could therefore have considerable impact on the overall NHS budget.
The Calgary-Cambridge guide, which is used as a basis for training medical students and doctors, identifies six steps to conducting a GP consultation: initiating, information gathering, providing structure, relationship building, explanation/planning and closing.[2] Opportunities to address patients problems are commonly missed at consultation initiation (when the GP should elicit the patients reason for attendance).[2] Problems can remain unaddressed at consultation closure, if advice given is unclear, particularly with regards “safety-netting”: i.e. advising patients what to do if the problem does not resolve, or gets worse.[9] Research suggests that interventions at each end of the consultation can help to address patient concerns. At consultation initiation, sharing the results from patient-reported outcome measures (PROMs) with clinicians can help to elicit concerns.[10]  At consultation closure, providing the patient with written information as well as spoken can improve recall and adherence.[11] 
This project proposes the development and testing of an intervention, incorporating use of an individual-level PROM at consultation opening and written information at consultation closure. The primary aim is to develop and test the feasibility of a complex intervention designed to more comprehensively address patients’ concerns in general practice, thereby reducing re-consultation rates, improving patients’ well-being and health knowledge, reducing health concerns and increasing patients’ confidence in their health provision and health plan.

[bookmark: _Toc31793551]Why is this research important in terms of improving the health and/or wellbeing of the public and/or to patients and health and care services?
The study is important to patients because it is designed to more comprehensively address patients’ concerns in general practice, thereby improving patients’ health and engagement in their health. NHS GP consultations are currently among the shortest in Europe.[12]  Within this context, there are substantial numbers of patients who are a) not having their primary concerns addressed during the consultation and b) receiving advice they do not agree with, understand or remember. In the context of increasing use of smartphones, mobile health apps and widespread use of text reminders from practices to patients, there is an opportunity to use technology to allow patients to share their concerns more efficiently, and for GPs to feedback advice to patients in a more structured way.  The intervention is expected to help patients reflect on their concerns before attending a GP or nurse, enhance clinician-patient communication, increase patient’s health knowledge and ability to self-care, increase patients’ confidence in and adherence to their health plan, reduce patient concerns and increase their confidence in their health providers. 
The study is important to health services because reduction of re-consultation rates, even by a small amount, could ultimately save the NHS considerable sums of money. This is particularly important currently, because patients are increasingly accessing their GP patient record online. GPs have expressed concerns that unlimited access to the patient record may lead to misinterpretation and compromise patient safety.[13] The templates designed in this study will allow GPs or nurses to provide access to consultation contents in a structured way, which patients can understand. 
If the intervention is feasible, we will apply for funding for an RCT to evaluate its impact. The results could have wide-reaching impacts on primary care patients and cost savings to the NHS. 

[bookmark: _Toc31793552]Review of Existing Evidence
[bookmark: _Toc31793553]Consultation initiation: Eliciting all concerns
Active listening was described by Carl Rogers as absorbing everything a person says without “subtracting” or “amending”.[14] Many patients regard the ability to listen as the single most important characteristic of a good doctor.[15] The importance of active listening has long been recognised and incorporated into undergraduate medical curriculae.[16]
Despite this, studies have shown that GPs often interrupt patients, particularly during the patient’s opening statement (or patient monologue).[2]  Although GPs may perceive that the patient monologue is wasting time, in fact, it take only 30 seconds on average.[17]  One study showed that doctors wait 23 seconds on average before interrupting the patient’s opening statement[1] when less than ten seconds more would usually allow the patient to finish. When GPs interrupt, they are nearly always doing with their patients interests in mind: recognising the importance of listening, but having limited time to gather essential information from patients before moving onto diagnosis and advice.[18] In many cases, GPs interrupt because a patient is providing medical history which the clinician already knows. One approach to dealing with this problem is “physician goes first”: whereby the doctor starts the consultation with a very short synopsis of what he/she knows about the patient’s recent medical history, before asking the patient about their goals for consulting and allowing them to speak uninterrupted.[19]
This approach can be facilitated by a review of the patient’s medical record before the start of the consultation, and also by patient completion of a PROM, which is shared with the GP or nurse before the consultation. This can save valuable consultation time, by giving the GP or nurse an immediate oversight of the patient’s current state of health and immediate presenting problems.[20]

[bookmark: _Toc31793554]Consultation closure: Provision of written information
The closing steps of a consultation are when clinicians summarise, make a plan with the patient, safety-net and check the patient’s understanding.[21] Patients often raise last-minute concerns at this point, particularly if all concerns have not been elicited early on.[22] Patients’ memory for advice on treatment and follow-up after the consultation tends to be worse with older people; if the information given contradicts existing beliefs; or if potentially life-altering diagnostic information is given.[11] 
Written advice can be provided at any point in the consultation, but is most often provided at consultation closure. This may be general information on a specific condition, healthy lifestyle advice or safety-netting advice. Provision of written information can improve patient understanding, memory of the consultation and subsequent adherence.[11] [23] Patients remember specific advice which is individually tailored to them more easily than generic advice provided in patient information leaflets.[11] Where patients are routinely provided with information on their medication and consultation, through direct patient record access, this has improved patient safety and adherence.[13] 
[bookmark: _Toc31793555]Use of electronic PROMs at an individual level primary care	
Patient-reported outcome measures (PROMs) were originally designed for use at aggregate level, to compare the scores of groups of patients receiving different care.[10] However, PROMs are increasingly being used at an individual-level to inform a consultation, set priorities or aid diagnosis.[10] Feedback of individual-level PROMs information to clinicians has been used most widely in cancer; it has an effect on patient care and the patient experience but there is less evidence for an impact on outcomes.[24] Trials of PROMs feedback to clinicians which have shown effects on patient outcome tend to use randomisation at the physician or practice level, rather than the patient-level.[25] PROMs feedback to clinicians can improve patient care through promoting patient self-reflection thereby helping patients remember their main concerns,[26] by improving patient-clinician communication[27] and by making it easier for patients to share information which they find it difficult to share verbally.[28]
In the USA, the COOP-Charts have been used in some practices as a patient-clinician feedback tool for over 25 years.[29] More recently the use of depression screening questionnaires were incentivised under the Quality and Outcomes Framework (QOF). Many GPs found these impersonal and intrusive to the consultation, and preferred patients to complete them outside the consultation.[30] 
A realist review of feedback of individual-level PROMs to clinicians found that one mechanism by which individual-level PROMs can work is by raising clinicians’ awareness of patient concerns.[10] In the context of increasing GP workload, it is important that these PROMs capture relevant information, delivered succinctly. Benefits of electronic PROMs (ePROMs) include; remote completion, instant transfer, and filtering and summarising of data so clinicians see only the most important information. They also solve problems with questionnaire completion in waiting rooms; most primary care patients book an appointment only one or two days in advance so recruiting patients before a primary are consultation normally requires waiting room recruitment.[31]This limits the time for questionnaire completion, and some patients will be called to their consultation before completing the questionnaire.[32] The current widespread digitisation in general practice[33] offers a timely opportunity to integrate an ePROM into clinical practice for use at an individual-level to help identify patient concerns.

[bookmark: _Toc31793556]Feasibility studies of RCTs for PROMs feedback
The NIHR draws a distinction between a “pilot” study (a full trial in miniature, including assessment of outcomes) and a “feasibility” study (research designed to investigate whether a trial will be feasible, which does not include assessment of the primary outcomes).[34] Some feasibilities studies test feasibility of the intervention only; for example, the recent eRAPID feasibility study found that using PROMS to monitor adverse events after cancer surgery was reassuring to patients and valuable to clinicians without increasing their workload. The study did not include a control arm.[35] In contrast, the DIAT feasibility study of PROMs feedback to clinicians in diabetes included a control arm and showed that, despite the intervention being acceptable, it was not feasible to run an RCT, because the burden of the study on patients and clinicians meant that not enough patients were recruited, and too may were lost to follow-up.[36] In such feasibility studies the complexity of the intervention and of randomisation, the burden of questionnaires on patients and the ease of obtaining outcome measure data from the clinical record needs to be carefully assessed during study design.
[bookmark: _Toc31793557]Study Aim and Objectives: 
Study Aim: To develop and test a complex intervention designed to more comprehensively address patients’ concerns in general practice, thereby reducing re-consultation rates, improving patients’ well-being and health knowledge, reducing health concerns and increasing patients’ confidence in their health provision and health plan.
The aim will be achieved by two objectives.
Objective 1: To design a complex intervention (The Consultation Open and Close Intervention) to improve the ability of GPs or nurses to address patients’ concerns, incorporating the use of an ePROM at consultation opening and a report at consultation closure, which is either printed or accessible from the patient record.
Objective 2: To test the Consultation Open and Close intervention in a cluster-randomised framework to establish the feasibility both of the intervention and of a randomised-control trial of the intervention.
These objectives will be achieved through two corresponding studies, which are described separately in this protocol, as the Intervention Development study (Study 1) and the Feasibility Study (Study 2)
[bookmark: _Toc400104186][bookmark: _Toc31793558]Administrative Information

[bookmark: _Toc31793559]Study Applicants
This study is hosted by Bristol, North Somerset and South Gloucestershire CCG (BNSSG CCG), and undertaken by the University of Bristol (UoB). The University of Bristol is the research sponsor. The study applicants are named below.
	Chief Investigator
	Mairead Murphy
	University of Bristol

	Co-Investigator
	Chris Salisbury
	University of Bristol

	Co-Investigator
	Richard Morris
	University of Bristol

	Co-Investigator
	Geoff Wong
	University of Oxford

	Co-Investigator
	Jude Hancock
	BNSSC CCG

	Host organisation manager
	Paul Roy
	BNSSC CCG



[bookmark: _Toc31793560]Feasibility Study Registration
The study will be registered firstly on the Central Portfolio Management System (CPMS) and secondly on the ISRCTN database.
The application for CPMS Registration will be made to the NIHR Clinical Research Network (CRN) in March/April 2019. This will be done through the Integrated Research Application System, which allows concurrent application for ethical approval and CRN support. 
All studies eligible for Clinical Research Network support which have a study identifier are able to register for an ISRCTN using the CPMS and we will register this study on ISRCTN following CRN approval.
As the study is non-CTIMP research, these registrations represent good practice, as opposed to a legal requirement.

[bookmark: _Toc31793561]Study Design
[bookmark: _Toc400104188]
[bookmark: _Toc31793562]Study Setting
This study is based in primary care involving general practices serving different patient populations in Bristol, North Somerset and South Gloucestershire.  Practices will be selected from areas within a range of socioeconomic deprivation levels as well as urban, suburban and rural areas.


[bookmark: _Toc31793563]Study design
Study 1 (Intervention Development Study): A complex intervention will be designed to improve the ability of GPs and nurses to address patients’ concerns. The intervention details will depend on the study results; however, it is likely to involve two steps. In the first step, we will develop an online questionnaire and a process for feeding this back to clinicians at an individual patient-level before the consultation to help identify patient concerns. In the second stage, a process and template will be designed to provide patients with information on consultation closure, either printed or accessible through the patient record.
Study 1 (Feasibility Study): The complex intervention designed in study 1 will be tested for feasibility in a cluster-randomised framework with 72 patients in four practices receiving the intervention and 36 patients in 2 practices as a control, with a view to improving the ability of GPs and nurses to address patient concerns. 

[bookmark: _Toc31793564]Eligibility Criteria for Practices
Practices will be recruited with the following characteristics
· A minimum of three GP partners
· Minimum list size 5000
· Use the patient records system EMIS
· Use MJOG SMS alerts to patients (or a similar patient alerts system)
We will exclude practices who are currently involved in research studies on different ways of delivering the consultation process.

[bookmark: _Toc31793565]Eligibility Criteria for Patients

[bookmark: _Toc400104194][bookmark: _Toc31793566]Inclusion Criteria
· Aged 18 or over (on date of SMS invitation to participate)
· Have an appointment with their GP or nurse within the next two days
The inclusion criteria will be revised during the studies, as we assess which patients the intervention is most useful for.

[bookmark: _Toc31793567]Exclusion Criteria
· patients with a recent diagnosis of life-limiting or life-threatening illness, 
· patients with a life expectancy of less than 12 months, 
· patients deemed by the GP to be at serious suicidal risk, 
· patients unable to complete questionnaires in English even with the help of carers.

[bookmark: _Toc400104189][bookmark: _Toc31793568]Research Steps

[bookmark: _Toc31793569]Overall design
[bookmark: _Toc31793570]Two study design
The study will incorporate two studies: an Intervention Development Study (Study 1) and a Feasibility Study (Study 2). The Intervention Development Study will itself be carried out in two distinct parts, one for development of the online pre-consultation questionnaire and one for development of the closure report. These will be designed and evaluated separately, in accordance with MRC guidance for design of complex interventions.[37] The two technologies will be tested with actual patients using a person-based approach, which involves using mixed-methods research to systematically investigate the needs, attitudes and situation of the people who will be using the intervention.[38] Through the person-based approach, each step of the intervention is tested in rounds and adjusted after each round according to the feedback given from patients and clinicians. 
[bookmark: _Toc31793571]Questionnaire as intervention
This study uses an electronic questionnaire sent to the patient before the consultation which is shared with the GP or nurse before the consultation. Because questionnaires in research studies are normally used to collect data for research purposes, as opposed to being part of an intervention, this is a potentially confusing aspect of this study, and it is thus explicitly clarified here. In the Intervention Development study (study 1), the questionnaire is used to share information between the patient and clinician and is referred to as “the pre-consultation questionnaire”. In the Feasibility Study (study 2), there is a baseline and follow-up questionnaire. The baseline questionnaire encompasses the pre-consultation questionnaire and the EQ-5D, and is used both to share information between the patient and clinician AND to collect data for research purposes. The follow-up questionnaire is used for research purposes only. 
To avoid confusion, this application uses the word “pre-consultation questionnaire” to refer to the questionnaire used in study 1 (the Intervention Development study) and “baseline” and “follow-up” questionnaires to refer to the questionnaires used in study 2 (the Feasibility Study).

[bookmark: _Toc471936922][bookmark: _Toc31793572]Study 1: Complex Intervention Development
[bookmark: _Toc31793573]Objective
To design a complex intervention (The Consultation Open and Close Intervention) to improve the ability of GPs and nurses to address patients’ concerns, incorporating the use of an ePROM at consultation opening and a report at consultation closure, which is either printed or accessible from the patient record.

[bookmark: _Hlk518155248][bookmark: _Toc31793574]Starting position: pre-consultation questionnaire
A standard questionnaire and report have already been developed, based on the Primary Care Outcomes Questionnaire (PCOQ) and these will be used as the starting point for person-based development and testing. The PCOQ is a validated generic questionnaire which was developed to capture the main outcomes which can be influenced by primary care. It has 24 items which include physical and emotional symptoms and function, self-care, health behaviour, adherence, and a sense of support.[32, 39] 
Pre-consultation questionnaire
[bookmark: _Hlk499020612]The pilot work with PPI/GPA groups suggested that the pre-consultation questionnaire should include both individualised information (a list generated by the patient, of their reasons for attending, and the key issues they would like to discuss) and standardised information (a short list of questions on common symptoms and problems, with tick-box answers). The pre-consultation questionnaire has been put into an online survey using the University of Bristol database system REDCap: a low-cost, secure, web-based electronic data capture system for clinical research.[40]  Only 18 of the 24 PCOQ items have been included, as six items refer to the patient’s confidence in seeking healthcare, and are not suitable for sharing patient concerns with a clinician. Versions have been developed for smartphone and computer. A screenshot of one of the phone-version questions is shown below. The full questionnaire is shown in Appendix A.
Figure 1: pre-consultation questionnaire screenshot
[image: C:\Hard Copy Version O Drive\Launching Fellowship\3 Pilot Work\Fun Palaces\Image-1 (2).jpg]
Pre-consultation clinician report
The information from the pre-consultation questionnaire will be downloaded from REDCAP and attached to EMIS in a pdf report format for the GP or nurse to review before the consultation. Rather than simply attaching the full questionnaire, this will be formatted so that it is short and easy for clinicians to digest. It will contain two sections: an individualised section with the patients’ reasons for attending, and a standardised section, which will be a colour-coded list of responses to standard questions. The individualised section will help set the consultation agenda, and identify the ostensible reason for the encounter.[41] The standardised section will act as what Carter/Greehalgh refer to as a “tin-opener”: i.e. rather than giving answers, it will open up potential problems which may have gone unrecognised, and it requires the clinicians probing and examination to further investigate these.[10] The format of the report is essential in making sure that it can be quickly and easily reviewed by clinicians. In common with other current studies we plan to use a report based on a fixed list of domains, with colour-coding reflecting the severity. This means that after becoming used to the report, clinicians will obtain information on the patient’s problems from the colour pattern; for example, if the second line is red, this always means the patient has indicated severe emotional problems (depression or anxiety). The 18 PCOQ items will be grouped into eight report rows.

Figure 2: Clinician pre-consultation report example
[image: ]
The initial grouping of the eighteen items into eight rows is shown in the table below.

Table 1: pre-consultation questionnaire items to pre-consultation report mapping
	Patient pre-consultation questionnaire item
	Clinician Report Item

	1
	Pain
	1
	Pain and other symptoms

	2
	Other physical symptoms
	
	

	3
	Able to enjoy life, despite symptoms
	2

	Daily Life

	4
	Able to do normal activities, despite symptoms
	
	

	5
	Low mood / depression
	3
	Emotions

	6
	Anxiety/Stress
	
	

	7
	General health worries
	4
	Health Concerns

	8
	Specific worries about serious illness
	
	

	9
	Know how to prevent future problems
	5
	Health Knowledge

	10
	Know how to stay healthy
	
	

	11
	Understand illness
	
	

	12
	Understand how to manage symptoms
	
	

	13
	Support to manage in daily life
	6
	Support in Life

	14
	Support to deal with anxieties or worry
	
	

	15
	Confident dealing with the cause of health problems
	7
	Confidence in Health Plan

	16
	On the right path to dealing with health problems
	
	

	17
	Adherence to lifestyle advice
	8
	Adherence

	18
	Adherence to medication
	
	



[bookmark: _Toc31793575]Starting position: consultation closure report
Based on initial PPI/GPA consultations the report is likely to have four sub-headings as follows:
1. Issues raised in the consultation today
2. Advice given
3. Treatment, 
4. Follow-up and safety netting
Unlike the pre-consultation questionnaire and report, there has not yet been any electronic configuration, testing or validation of this report.

[bookmark: _Toc31793576]Study 1 activity plan
This study will be completed in the first year of the project, from October 2020 – October 2021. From the starting points described above, the following activities will be carried out.
1. Pre-consultation report PPI and GPA consultation: We will consult with the PPI and GPA groups on the initial pre-consultation Questionnaire and feedback report. There will be two PPI meetings and 2 GPA meetings. The groups will comment on the process, eligibility criteria, questionnaire and report format and content. The PPI group will also advise on the recruitment process and patient information materials.
2. Pre-consultation report: practice recruitment, training and testing : Three practices will be recruited. Administrative staff will be trained to send scheduled texts to patients by SMS with information on the study an individualised link to the pre-consultation questionnaire, and to upload the summary report from REDCAP to the EMIS patient record system.
3. Pre-consultation report: patient recruitment: Administrative staff will recruit patients via text over a period of two weeks.
4. Pre-consultation report: Intervention testing: Three GPs or nurses, at least one in each recruited practice, will test the system with 15 patients each. A researcher will observe the consultation if the patient provided consent for this in the pre-consultation questionnaire.
5. Pre-consultation report: Interviews, Iterative Evaluation and Refining: The GPs, nurses, reception staff, administrative staff and up to twenty patients will be interviewed in two or three rounds. Interviews will focus on feasibility and perceived usefulness. The process, eligibility criteria, questionnaire and report format and content will be adjusted after each round, in accordance with the iterative nature of the person-based approach.
6. Specification and development of closure report: An EMIS template will be developed for the consultation closure report. The GP advisory (GPA) and PPI groups will be consulted on the report content, in a series of 4 meetings: two GPA meetings and two PPI meetings.
7. Person-based testing of closure report: Recruitment, training and testing: Three GPs and/or nurses (at least one per practice) will be trained in completion of this consultation-closure report template and will test the report with 15 patients each. 
8. Iterative Evaluation and Refining: As with the pre-consultation questionnaire testing, all clinicians and up to twenty patients will be interviewed in two or three rounds. Topic guides will include questions about the technical feasibility and usefulness of the report; suitability of the eligibility criteria, time taken and whether clinicians and patients saw the benefits as a worthwhile trade-off for this time. The report, the process and the eligibility criteria will be adjusted after each round.

A researcher will be present in the practices during the six recruitment days for the pre-consultation report development to observe the administrative process, observe some consultations (with prior patient consent) and offer technical assistance to the administrator who will need to send out daily texts, using practice SMS software, to a patient list and upload the individual patient reports from the University of Bristol system REDCAP to EMIS.

[bookmark: _Toc31793577]Study 2: Complex Intervention Feasibility Study
[bookmark: _Toc31793578]Objective
To test the Consultation Open and Close intervention in a cluster-randomised framework to establish the feasibility both of the intervention and of a randomised-control trial of the intervention. 
[bookmark: _Toc31793579]Starting position
The intervention is likely to comprise the following:
1. Patients with an upcoming GP or nurse appointment are sent a text with the baseline and are invited to complete this before the consultation.
2. PREPARATION STEP: The pre-consultation questionnaire report (see Figure 2) is delivered  to GPs/nurses before the consultation (manually uploaded to EMIS from REDCap by practice administrative staff) and clinicians take about 20-30 seconds to review this information as well as patient history.
3. INITIATION: At the start of the consultation, the GP/nurse greets the patient with a brief verbal synopsis of the patients recent medical history/ PROM report, then invites the patient to speak without interrupting for up to 45 seconds. Following this, if the patient is still talking about the first presenting problem, the clinician may interrupt to refer to a second problem, if raised, or to ask, “is there some other problem or concern you want to discuss today?” The idea of the clinician beginning like this (which we called “physician goes first”) is for the clinician to reassure the patient that they have seen the information, and prevent the patient from giving a long introduction which the GP or nurse is already aware of.  However, research shows that patients like to be offered a general enquiry near the beginning of the consultation (e.g., What can I do for you today?) versus closed-down via a request for confirmation (e.g., Sore throat, huh?) (Heritage and Robinson 2006). Therefore, after the brief synopsis, the GP/nurse will then offer a general enquiry (e.g. “are those the main things you want to discuss?” or “is there something else you want to discuss today”) and will give the patient a reasonable length of time to respond before interrupting, redirecting or closing down. So in the example shown in Figure 2, the GP/nurse might say: “I see from the information you provided that you are here about your heartburn, a cough and the sore foot. I can see the pain and discomfort from the cough and the foot are affecting you, and I can also see you are really worried about the cough. Is there something else you want to discuss today before we go through those things now?”
4. CONSULTATION: Clinician carries out the consultation according to his or her normal practice.
5. CLOSURE: Clinician provides eligible patients with a written print-out of what was agreed in the consultation, including specific safety-netting advice.

A workflow for this intervention is shown in Figure 3, and a proposed initial programme theory for how this intervention is intended to work is shown Figure 4. 


Figure 3: Workflow
[image: ]
2. During recruitment SMS messages will be sent twice daily, to patients with bookings that day or the next day
4. Reports will be attached to EMIS twice daily, and an EMIS flag set for records with attached report.
7. A follow-up text will be sent from REDCap to patients in both arms
9. Only patients with EMIS access will access the report online. Other patients will receive a printed copy.


Figure 4: Proposed initial programme theory of COAC
[image: ]
[bookmark: _Toc31793580]Study 2 activity plan

1. [bookmark: _Hlk518155870]Refining and agreeing the intervention: The project steering group will sign-off the intervention and the proposed progression criteria for determining whether funding should be sought for an RCT following completion of the feasibility study. See Figure 6 for the initial proposed criteria.

2. Ethics and revised protocol: The necessary ethic amendments and protocol updates will be made. A substantial amendment will be submitted to the research ethics committee that approved this study. The amendment will provide context of what has already happened, including the details of REC/HRA approval for the Intervention Development Study, a summary of the results of the intervention development study, and a summary of the changes resulting from this. Practices will only be recruited once this amendment has been approved.  
3. Randomisation and recruitment of practices: Six practices will be recruited. Three of these will already have been recruited in the previous phase (provided they agree to continue with this phase of the study). Two will be randomised to control, and four to intervention. To achieve a balance on deprivation, the three most deprived practises will be randomised one to control and two to intervention and similarly with the three least deprived practices.
4. Training: One GP and or nurse per treatment practice will be trained in the intervention. Control practice GPs/nurses will receive a shorter training. Administrators, practice managers and receptionists in both treatment and control practices will receive the same training, as the process will be similar. (see Figure 3)
5. [bookmark: _Hlk517351839]Patient recruitment and intervention: Each of the practices will recruit 18 patients, resulting in 72 in the intervention and 36 in the control. This will give a sample size of 108 overall, 72 of which receive the intervention. (see table below). 
	
	Intervention
	Control
	Total

	Practices
	4
	2
	6

	Patients
	72
	36
	108



An estimated 1,200 texts will need to be sent to recruit 108 patients. Figure 5 shows this in an anticipated CONSORT flowchart of recruitment. Clinicians in the intervention arm will carry out the consultation based on the intervention with the starting point described in 4.3.2. A researcher will observe the consultation if the patient provided consent for this in the pre-consultation questionnaire.
6. Data Collection: Qualitative and quantitative data will be collected.
a. A list of quantitative data is shown in Table 2, section 6.1.
b. Qualitative data on fidelity, acceptability, feasibility, perceived benefit and other possible mechanisms will be captured via clinician questionnaires, observations, interview of staff in each practice (GPs, nurses, practice managers, administrators and receptionists) and up to thirty purposively-sampled patients. 

7. Quantitative Data analysis: As this is a feasibility study, outcomes in the intervention and control groups will not be compared through formal statistical testing. Instead the analysis will focus on reporting data that will be used for planning and for assessing the feasibility of the full trial. See Data Analysis section 6.2.2 for more details.

8. Process Evaluation. As well as informing feasibility, the data collected will inform the process evaluation. This will include a realist logic to identify and understand the mechanisms by which outcome patterns found in have occurred within the programme theory. The hypothesised causal model shown in Figure 4 will be refined based on a realist analysis of these data. (See data analysis section 6.2.2 for more information).

9. Future trial protocol development: A summary statement of the future trial will be developed by project end with the full protocol completed within six months. The summary statement will include a revised description of the intervention, the primary and secondary outcome measures and procedures for recruitment and data collection. The feasibility study will be used to select outcomes for the main trial; the decision on primary outcome will be based on the importance of outcomes to patients and clinicians, fit with the programme theory, variability and amount of missing data, and the requirement to power a future trial.
[bookmark: _Toc400104193][bookmark: _Toc31793581]Participants and Recruitment

[bookmark: _Toc400104197][bookmark: _Toc31793582]Sampling Methodology
As this is a feasibility study, the sample size should be sufficient to measure feasibility parameters such as the recruitment rate, the retention rate and data completeness with adequate precision. It is estimated that at least 69 patients (64%) will provide follow-up data. A sample size of 108 would mean that a two-sided 95% confidence interval for a 64% follow-up rate, will have a width of ± 10%. An improved follow-up rate would generate a narrower confidence interval. A sample size of 108 will also allow a sufficient pool of participants for interview, presuming 30% will consent to this. (see data analysis).

[bookmark: _Toc31793583]Recruitment Procedures

[bookmark: _Toc31793584]Recruitment of General Practices
Practices will be approached by the NIHR Clinical Research Network for the West of England (hereafter referred to as the CRN) with the information on the study.  Practices will be recruited to the two phases separately; with practices who participate in the Intervention Development study actively encouraged to continue their participation in the Feasibility study.
For each study, the CRN will share the Research Information Sheet for Practices (RISP) which has been developed for the study (see Appendix) with a range of practices meeting the inclusion criteria. Interested practices will then agree to be contacted by the CI, who will arrange a meeting(s) with the practice manager, GP partners and practice nurse(s). 
Practice representatives will be asked to sign a practice agreement consenting to the practice taking part in the study. Practices will be approached for study 1 in November 2019 (three practices are required for study 1); and for Study 2 in August 2020 (six practices are required for study 2). Practices who were involved in Study 1 will be invited to continue onto Study 2.
All selected practices will already use SMS software (MJOG or iPlato) and the patient records system EMIS. Administrators are expected to be familiar with the process of sending batch texts using practices SMS software (e.g. MJOG or iPLATO) and in uploading reports to and setting alerts in EMIS.

[bookmark: _Toc31793585]Identification, recruitment and consent of patients

Feasibility Study:
General practices agreeing to participate will be asked to search their practice database using an electronic search strategy which identifies patients with upcoming appointments, and excludes patients based on pre-defined READ codes. A GP will then screen the list for the exclusion criteria. This will be done on a daily basis for ten days. Administrative staff will send scheduled texts to patients by SMS with an individualised link to the baseline questionnaire hosted on REDCap, and will download the summary report from REDCap to pdf and attach to the EMIS patient record system once the questionnaire is completed. The ten-day recruitment period has been planned based on the total patients who need to be texted to recruit target numbers. With four practices, reaching 800 patients involves contacting approximately 20 patients per day for ten days, which should be feasible based on GP/nurse lists (see figure 5). However, if this period needs to be extended, the cost will not be material (see risk log). As the intervention represents a low-risk change to practice, with randomisation happening at a health centre level, not an individual level, patients will not need to be informed about randomisation.[42] The baseline questionnaire will include a covering letter explaining the purpose of the study and how the data will be used. Return of the questionnaire will indicate consent. Consent to share a contact email address/telephone number with the researcher for the purposes of sending a follow-up questionnaire will be obtained through a question on the baseline questionnaire. Consent for access to the patients record for demographics and reconsultation rates will be requested in the follow-up questionnaire.[42]  A similar approach has been taken for a number of other cluster trials.[43] [44] The researcher will then take full informed consent from patients who agree to be interviewed prior to their interview.



[bookmark: _Hlk4702567]Figure 5: Feasibility study: recruitment process and targets
[image: ]
1) 20 per day for 10 days x 4 practices.
2) This has been based on a conservative scenario of 30%x30%: (30% of patients identifying with the intervention as useful, and 30% of those responding to the text). Recruitment will stop at 18 per practice, so if the proportion is greater than 9%, less patients will be texted. This conservative scenario has been planned for in order to properly budget for recruitment.
3) We expect a high proportion to provide a follow-up number, as the people responding will be those comfortable with engaging online via their phone. This will be tested in Study 1.
4) This 80% is as a proportion of the patients who already completed an online questionnaire and who provided a follow-up number so again, a reasonably high proportion are expected to respond.
5) [bookmark: _Hlk4703096]This is higher than the 78% observed in the Esteem trial[44] , but in this study higher could be expected as, unlike in Esteem, patients have already accepted participation in the new method by completing the REDCap questionnaire. This study might there expect similar numbers agreeing to data sharing as those who would agree to the presence of medical students in the consultation (>90%).
Intervention development study:
Recruitment for development and person-based testing of the pre-consultation questionnaire will happen in the same way as study 2, except that patients will not be asked for consent to access their record (as this is not required from the intervention development study).
Recruitment for person-based development and testing of the consultation closure report will be done by GPs and nurses at the end of the consultation. As provision of this report represents a low-risk change to practice, without randomisation, GPs/nurses will not need to formally consent patients to receive the report. Clinicians will simply tell patients that they are trying out providing a written report of the consultation  and ask the patient if they would like to receive this report. Along with the written report, the clinician will provide the patient with an information leaflet on this part of the study, with the researcher contact details. Patients who are willing to be interviewed will contact the researcher. The researcher will then take full informed consent from patients who agree to be interviewed prior to their interview.
A summary of the information leaflets and consent forms received in each of the studies is shown below. The Intervention Development Study has been split into Study 1a (development of the pre-consultation questionnaire) and Study 1b (development of the consultation-closure report). Study 2 is the Feasibility Study.
Table 2: Provision of information and consent in each sub study
	#
	Type of patient information or consent
	Study 1a
	Study 1b
	Study 2

	1
	Initial Patient information leaflet
	Received via texted questionnaire link from practice 
(see Appendix A File 4, Study1a-pre-consultation.docx)
	Received from clinician at consultation end
(see Appendix A, file 10 PatientInfo-InterviewStudy1b.doc)
	Received via texted questionnaire link from practice 
(see Appendix A File 17, Study2-Baseline.docx)

	2
	Patient information leaflet for potential interviewees
	Received from clinician at consultation end
(see Appendix A, file 5 PatientInfo-InterviewStudy1a.doc)
	
	Received from clinician at consultation end
(see Appendix A, file 18 PatientInfo-InterviewStudy2.doc)

	3
	Consent for patient-reported data shared with researcher
	Received via same texted questionnaire link from practice as #1. (File 4)

	
	Received via same texted questionnaire link from practice as #1.
(File 17)

	4
	Consent for interview
	At start of interview (see Appendix A File 25, PatientConsent-Interviews.docx)


	5
	Consent for data sharing from medical record
	
	
	Received via follow-up questionnaire texted from University of Bristol
(see Appendix A File 19, Study2-FollowUp.docx)




[bookmark: _Toc31793586]Randomisation
The intervention development study does not involve randomisation.
For the feasibility study, randomisation will be done at the practice level. Cluster trials are most appropriate for interventions using PROMs feedback to clinicians, because contamination at the level of clinician or practice is a common problem with such RCTs; clinicians who are trained to make use of certain techniques at consultation opening and closure do not readily “forget” this training for control arm patients in an individually randomised trial.[25] Trials of PROMs feedback to clinicians which have shown effects on patient outcome tend to use randomisation at the level of physicians or practices, rather than individual patients.[25] Randomisation at the clinician or practice level also offers the potential for minimising the potential confusion that individual-level randomisation could cause for patients. In low-risk contexts, a cluster design in which physicians or practices are randomly assigned to prescribe an alternative treatment can be implemented without obtaining individual patient consent for randomisation.[42] In the case of this feasibility study, this will mean that although patients in the treatment and control arms will receive similar questionnaires, treatment arm patients will be informed that the questionnaire will be used by the clinician in the consultation, and control arms will be informed that it is for research purposes only; patients will not need to be informed about randomisation.

Control Group
Feasibility study practices allocated to the control arm will continue care as usual. This will mean that clinicians carry out the consultation according to usual practice. The pre-consultation report will not be uploaded to EMIS, nor will a consultation-closure report be provided to patients. Control patients will still be prompted to complete a baseline questionnaire, via a text in advance of their appointment, to gather the baseline data, and consent for access to the patients record for demographics and reconsultation rates will be requested in the follow-up questionnaire.
Information workflow and procedures for the control group is shown in Figure 2.

Blinding
Is it not possible to mask participants or health care professionals to the group allocation of their practice. It is also not feasible to blind all members of the study team actively involved in the execution of the study. However, as far as possible, data analysis will be performed blind.

[bookmark: _Toc31793587]Withdrawal

[bookmark: _Toc31793588]Practice Withdrawal
A practice can decline to take part at any time during the initiation and set-up phase of practice
recruitment. Practices which participate in study 1 will be encouraged to continue to study 2. If they do not wish to continue, a new practice will be recruited. Non-continuation will not be considered as withdrawal. When practices agree to participate in either of the studies, they will be asked to sign an agreement confirming that they are committed to continue until the end of recruitment and will only withdraw in extreme and unexpected circumstances.  If a practice wishes to withdraw, the situation should be discussed with the local team, steering group members and CI. All avenues should be explored to try to resolve the problems and concerns of the practice. If a practice must be withdrawn, then, time permitting, an additional site will be recruited, and allocated to the same randomisation group (if withdrawn in study 2).  Data which has already been gathered from practices who withdraw will still be included in the analysis.

[bookmark: _Toc31793589]Patient Withdrawal
The intervention is designed to occur within a single consultation, therefore the only point at which patients could withdraw is from the follow-up data collection (i.e. completing questionnaires and/or allowing researchers to access their medical records). As this is a feasibility study, not a full trial, a key part of the analysis will be the follow-up data collection rates. Any data collected from the patient prior to withdrawal will therefore still be included in the final analysis of the data. Withdrawal from the study will not affect the patients’ treatment or access to NHS
services.

[bookmark: _Toc400104199][bookmark: _Toc31793590]Safety
[bookmark: _Toc31793591]Researcher Safety
The Chief Investigator and the research associate will interview patients for both studies on a one-to-one basis in a location convenient to them. Where possible, this will be in the health centre, or the University of Bristol. Patients may wish to meet at their home. To protect the researcher in cases like this Bristol University have implemented a fieldworker safety policy, which will be followed throughout. This involves agreeing a safety protocol between the researchers, in this case between the CI and the research associate. A copy of this protocol has been attached in the Appendix.

[bookmark: _Toc31793592]Patient Safety 
[bookmark: _Hlk9504906]As this is a non-clinical feasibility study, adverse reactions to drugs or other interventions are not applicable. Participants and GP practice staff will be asked to notify either their practice or the chief investigator of anything they believe has affected their safety as a result of participating in the study. Any such notifications will be logged and discussed within two weeks of notification in a joint meeting with the practice research lead, the CI, Dr. Geoff Wong (GP co-applicant) and Professor Chris Salisbury (co-applicant and steering group member), who will agree the required action to be taken. 
If a potential instance of clinical malpractice is either raised by a patient in interview or observed by the researcher in a consultation, the following process will be followed:
1. The researcher will inform the CI of the observed incident or reported incident within 24 hours and, if reported during a patient interview, provide the audio-recording.
2.  The CI will document the incident and inform the two GP co-applicants Dr. Geoff Wong and Professor Chris Salisbury within a further 24 hours.
3. The CI and at least one of the GP co-applicants will meet within one week to make a judgement on whether the incident constitutes reportable clinical malpractice - i.e. whether the clinician has behaved in a way may have breached their professional codes of practice as set out by the General Medical Council.
4. If the GP co-applicants confirm that the incident reported was one of potential malpractice, the CI will inform the local Principal Investigator, via secure email and requesting acknowledgement, copying the two GP co-applicants. If the local Principal Investigator is implicated in the potential incident of malpractice, the CI will instead email the Practice Manager to establish what the practice’s processes are for taking forward such matters.
5. If no acknowledgement is received from the email within two days, one of the GP co-applicants will contact the local Principal Investigator/Practice Manager by telephone.

If the CI believes that a patient is in immediate danger, then he/she will bypass the above process and inform the local Principal Investigator/Practice Manager of the reported/observed incident directly, via secure email copying the two GP co-applicants, followed by a phone call.

[bookmark: _Toc400104200][bookmark: _Toc31793593]Data Collection, Analysis Plan and Data Management

[bookmark: _Toc31793594]Data Collection
Intervention development study
Data collected in the intervention development study includes clinician questionnaire data, observations and qualitative interviews from the person-based testing of the intervention elements and was described in section 4.2.4. The interviews in study 1 (up to 40 patients and 12 practice staff) will be conducted by the CI (Mairead Murphy) and the project research associate.  The interviews will be conducted face-to-face in the patients’ own homes, health centre or other location of their choice, or by telephone, with written consent taken immediately prior to the interview. The purpose of these interviews is to inform development of the intervention through a person-based approach (which takes place in rounds, with the intervention changed at the end of each round). Topic guides will focus on the feasibility and perceived usefulness of each of the two technologies, and on the proposed design of the intervention surrounding the technologies (see Appendix).
Feasibility study
Feasibility study data will include interview data, observations, clinician questionnaire data, patient reported data and information queried from the patient record. 
Interviews in this study (up to 30 patients and 24 practice staff) will be conducted by the CI and the project research associate. These interviews will inform the realist/process evaluations and will be longer and analysed in more detail than study 1 interviews. We expect a sample of 54, but in practice patients and practitioners will be interviewed to the point of theoretical sufficiency, i.e. when the data analysis has yielded one or more coherent theories which are clearly grounded in the data.
The quantitative/questionnaire data which will be collected in the feasibility study is listed in the table below. All of the proposed outcomes are provisional and will be refined in the light of the intervention development phase and the qualitative research.

Table 3: List of quantitative and questionnaire data collected in the feasibility study
	Measure
	Tool used

	Proportion of patients with at least one follow-up appointment for the same problem with 1) one month 2) three months
(Proposed primary outcome for full study)
	Reconsultation with GP or practice nurse collected from EMIS (will require agreement of data rules for defining “same” problem). Reconsultation with A&E or a walk-in centre collected via patient report

	Perceived clinician empathy and doctor-patient communication
(Proposed secondary outcome for full study)
	The consultation and relational empathy tool (10 items – follow-up only)

	Health and well-being 
(Proposed secondary outcome for full study)
	Three domains from the primary Care Outcomes Questionnaire (18 items – baseline and follow-up).
The fourth domain – Confidence in Health Plan, will not be collected.

	Health Knowledge and Self-care
(Proposed secondary outcome for full study)
	

	Confidence in Health Plan
(Proposed secondary outcome for full study)
	

	Patient satisfaction
(Proposed secondary outcome for full study)
	Patient overall satisfaction with the consultation (single item – follow-up only)

	Index value of health-related quality of life for economic evaluation purposes
(Proposed secondary outcome for full study)
	EQ-5D (5 items – baseline and follow-up)

	Extent to which the patient’s main problem was resolved
(Proposed secondary outcome for full study)
	Single item adapted from other studies in primary care (follow-up only)

	Extent to which consultation addresses patients’ priorities
(Proposed secondary outcome for full study)
	Single item adapted from LTC6 (follow-up only)

	Extent to which consultation provided patients with information to manage their health
(Proposed secondary outcome for full study)
	Single item adapted from LTC6 (follow-up only)

	Length of consultation 
	EMIS

	Fidelity to the intervention
	GP/nurse questionnaire, interview and observations

	Administrator time taken on SMS recruitment and uploading reports
	Administrator questionnaire and observations


All information from patient-report will be collected on REDCap and will only be linked to the patient record after consent is received. Administrator and clinician questionnaires will be paper-based.  Double data-entry will be carried out to check the accuracy of the data entered.  

[bookmark: _Toc400104202][bookmark: _Toc31793595]Analysis Plan

[bookmark: _Toc31793596]Study 1: Intervention Development Study
Interviews will be transcribed and analysed using a structured framework. Each researcher will analyse the interviews which they conducted plus a sample of five to six of interviews conducted by the other researcher to check for consistency of coding. Suggested changes to the technology or intervention arising from the data analysis will be agreed with the co-applicants at the end of each round. 

[bookmark: _Toc31793597]Study 2: Feasibility Study

Quantitative Data analysis: 
As this is a feasibility study, outcomes in the intervention and control groups will not be compared through formal statistical testing. Instead the analysis will focus on reporting data that will be used for planning and for assessing the feasibility of the full trial. A CONSORT flow diagram[45] will be produced. Proportions with 95% confidence intervals calculated using the Exact Binomial Method will be produced for the number of patients recruited, retained and completing outcome data. Baseline characteristics will be tabulated both overall and by treatment group (defined by intention to treat) to assess whether patients recruited to the control and intervention arms differ. Means and SDs (or medians and IQRs) will be reported for continuous measures and proportions for binary measures. Differences in follow up rates between the treatment and control groups will be estimated. Characteristics of patients in control and intervention arms will be compared to see if there is any systematic difference in recruitment and follow-up rates.

Realist Process Evaluation
The process evaluation will be carried out using MRC guidance on process evaluation of complex interventions and based within a realist evaluation framework. Realist evaluation is a theory-driven approach which aims to identify core theories about how a programme is supposed to work and test them out to see if they are plausible, practical and valid. Realist evaluation seeks to explain the complex relationship between context, mechanisms and outcome. The explanatory proposition of realist evaluation is that interventions work (i.e. have successful outcomes) only in so far as the individuals involved take up ideas and opportunities (mechanisms) within the social and practical conditions they are operating in (contexts). (Pawson and Tilley, 1997).
In line with MRC guidance, the process evaluation questions will include:
1. Implementation factors (recruitment and response of practice teams, recruitment and drop-out of patients, fidelity to the intervention, adaptations, reach, time-taken, acceptability). 
2. Contextual factors (practice resources, systems and structures), 
3. Mechanisms of action (how participants responded to the intervention, how it achieved the outcome, unintended consequences). 
4. Outcomes (what was achieved through the intervention, intended and unintended consequences as perceived by patients and clinicians)
Findings will be expressed as context-mechanism-outcome-configurations which explain what worked (and did not work), for whom, how, why and in what circumstances during the process of implementing the intervention in practice. Through this we will identify theories and counter-theories of how the intervention works. The hypothesised programme theory shown in Figure 4 will be refined based on this realist analysis. Analysis of the data at control practices will include whether practices will participate even where there is no intervention and whether there are any unforeseen difficulties of implementing control arms.
To achieve this, the data will be analysed as follows:
Interview analysis: The CI will read and re-read the initial interview transcripts from both patients and practitioners, in order to gain an overall view of the accounts given, to identify patterns in the data, develop an initial coding frame and initial programme theories about the intervention.  This coding frame will be discussed and agreed with the project research associate and the two GP co-applicants (Geoff Wong and Chris Salisbury). The remainder of the interviews will then be coded by the CI and the project research associate using the qualitative data analysis package NVivo10TM. The researchers will each code a set of interviews, meeting regularly to discuss any new patterns in the data, theory confirmation or counter theories.
Questionnaires and observations: Self-report questionnaires, field notes from structured observations at the practice and relevant quantitative data will be triangulated with the interview analysis to draw conclusions.
Based on the evaluation, the pre-agreed success criteria (see Figure 6) will be evaluated, to decide whether to continue (i.e. apply for funding for an RCT), stop (do not progress to RCT), or modify the intervention.
Figure 6: Progression criteria for feasibility study
	
	
	Apply for RCT funding
	Modify Intervention
	Stop

	1
	Perceived benefit / acceptability of the intervention
	Majority of clinicians and patients find the intervention feasible, acceptable and potentially useful. 
	Interviews suggest intervention would be feasible and potentially useful with modifications
	Intervention unfeasible / unacceptable in any form

	2
	Recruitments rates
	At least 9% of eligible patients who receive the recruitment text respond to the invitation to complete the pre-consultation questionnaire (see figure 1c for percentages at each point)
	Interview data suggest modification could increase rates to the desired percentage
	No suggestion from interviews that rates could be increased.


	4
	Completion rates of baseline patient data
	Above 80% of patients who respond to the invitation provide a complete set of baseline data.
	As above
	As above

	5
	Completion rates of clinician questionnaire
	At least 80% of clinicians return the questionnaires
	As above
	As above

	6
	Follow-up rates
	At least 80% of patients who consented to receive a follow-up questionnaire complete the questionnaire.
	As above
	As above





[bookmark: _Toc400104206][bookmark: _Toc31793598]Data Management

[bookmark: _Toc400104207][bookmark: _Toc31793599]Confidentiality
Confidentiality of data will be safeguarded following the GPRD guidance issued for researchers by the NHS Health Research Authority (HRA) as follows:
1. Consent: All participants will be clearly informed verbally and in writing about the use of their information before consenting to their information being shared with the researcher or to the researcher access of their medical record.  Patients can complete the pre-consultation questionnaire to be used by their GP or nurse without necessarily giving consent for their contact details to be shared with the researcher and can give consent to this without necessarily giving permission for access to their medical record.
2. Data controllers and personal data: Patients will be recruited to the study through their healthcare provider who will text them. Patients will be invited to give consent for their contact details to be provided to the researcher so that she can contact them for interview and with a follow-up questionnaire. Contact details will be held in a separate location from any other personal information and destroyed at the end of the study.  All information will be held in accordance with the general data protection ruling on UoB secure servers. The UoB researcher will not have direct access to the patient medical record at any point. If patients consent to information from their medical record to be shared with the researcher, this will be provided to the researcher by the practice. Anonymisation of EMIS number will be done when the data is downloaded from REDCap onto the University of Bristol computers for analysis. At this point, EMIS number will be removed from the data, and participants will be given a unique identifier. The mapping from EMIS number to this identifier will be stored in a separate spreadsheet in a different folder which is only accessible by the CI. This mapping will be destroyed along with personally identifiable information within 3 months of project end.
3. Transparency: Patient information leaflets will be clear about exactly what information the patients are consenting to be shared with researchers. 
4. Data subject rights: Participants will have the choice to opt out if they do not wish their anonymised data to be directly quoted, or if they wish to withdraw from the study at any point.

[bookmark: _Toc400104208][bookmark: _Toc31793600]Data Transfer and Access
No-one outside the research team named in this application will have access to personal data during the study. After the study, with participants consent, anonymised study data will be made available to bona fide researchers on request.  These will only be made available to other researchers who have a valid reason for wanting to use the information, have a protocol detailing how the data will be used and have ethical approval for their research. All requests for sharing will be assessed by a data access committee to check they are authentic research requests.

Patient reported data and data from the patient medical record will be stored directly onto the UoB secure network and will not be transferred outside the UoB without prior consent. Interview data will be recorded onto encrypted digital recorders and will be transferred onto the UoB server as soon as possible.

[bookmark: _Toc31793601]Data Protection
All collection, storage, processing and disclosure of personal information will be performed in
compliance with the GDPR. All investigators and study staff will uphold the Act’s core principles, including storing contact information separately from patient-reported outcome data, and destroying contact information after the patient interviews have been completed. The University of Bristol have a data protection policy (see Appendix), which the chief investigator and UoB co-applicants have been briefed in according to the University of Bristol compulsory online training in GDPR: Data Protection Essentials

 Any communications, reports or published results will not contain any personal data that could allow identification of individual participants. All computers used to collate data will have limited access measures via user names and passwords. Electronic mobile devices used to collect data will be encrypted. Databases and servers are stored in right-restricted areas with limited access. All data will be stored in locked facilities within secure offices.

[bookmark: _Toc400104209][bookmark: _Toc31793602]Records Retention
The non-identifiable data arising from this study will be held for up to 5 years in accordance with UoB data retention policy. Patient contact details will be deleted after the interviews. All data will be anonymised.
[bookmark: _Toc400104210][bookmark: _Toc31793603]Patient and Public Involvement
This study involves PPI throughout and therefore needs an effective PPI group. Comprised mostly of people with PPI experience, the current group would benefit from expanded membership, including people with a fresh perspective.
In summer 2019 we plan to recruit new members using values-based selection criteria, including interest in the topic, reasons for involvement and commitment for the study duration. We will revise the role description and working agreement with PPI contributors, who will receive expenses and reimbursement in line with INVOLVE guidance.[46] 
The PPI group will be involved in intervention design, evaluation and dissemination as follows: 
Intervention design: Study 1 involves design, development and testing of both the pre-consultation questionnaire and the consultation closure report. The PPI group will advise on the design of both of these, to ensure an optimal starting-point for person-centred testing. In discussion groups, members will firstly review and comment on the usability of the smartphone/computer REDCap versions of the initial pre-consultation questionnaires and report; and secondly on the usability and clarity of the draft consultation closure report. In Study 2 (the feasibility study), the group will review and comment on the intervention, the recruitment process, and the clarity of the patient recruitment email/text.
Evaluation: The PPI group will comment on the realist process evaluation, whether the programme theory is meaningful and on the proposed outcome measures found within the programme theory.
Dissemination: The PPI group will help to disseminate the intervention by co-presentation at relevant conferences, community groups and seminars; and co-writing the PPI involvement paper. They will also identify and post on relevant dissemination outlets, for example blogspots, Twitter, organisational Facebook pages. Funding will be sought separately for PPI to run six months beyond project end.

[bookmark: _Toc31793604]Dissemination, Outputs and anticipated Impact

Dissemination strategy
This research will generate both new knowledge and new resources, which we will disseminate to practitioners, patients and academics. In the Centre for Academic Primary Care (CAPC) Bristol we have a dedicated communication manager who will help to ensure that both the knowledge and the resources reach those can use them, including through social media, the CAPC website, targeted emails, policy briefings, academic papers, seminars and conferences. We also have a close working relationship with the Senior Research Commercialisation Manager in University of Bristol who provides us with advice on Intellectual Property (IP). We will formulate an engagement plan at the end of year 1, and update at the end of year 2 to include dissemination of findings. We expect the following outputs:

Outputs: Resources
1. The EMIS template for the consultation closure report and training guide will be made available to GPs and nurses.
2. The pre-consultation questionnaire and report will be added to the REDCap public library after finalisation, and thereby made available to anyone using the REDCap system.
3. A report on the patient recruitment and follow-up system, and how this can be implemented using REDCap, EMIS and MJOG will be made available on the University of Bristol CAPC website.
4. We will produce a ‘lessons learned’ toolkit for use by commissioners, service providers and patient partners preparing to undertake similar research.

Outputs: Knowledge
We anticipate four peer-reviewed publications as follows:
1. Designing the consultation open and close intervention through the person-based approach.
2. Insights from Patient and Public Involvement in designing a complex intervention in primary care.
3. A realist programme theory for the consultation open and close intervention.
4. The consultation open and close intervention: feasibility study of an RCT.
The fourth paper will be the key paper of the research, and we aim to publish this in a top international journal. We also anticipate eight presentations within six months of study completion, to include four conference presentations and four seminar presentations and will hold a stakeholder event, facilitated by the CCG, to which we will invite GPs, nurses, commissioners and PPG representatives. We will work with stakeholders during the feasibility study and in any subsequent RCT to develop a sustainable impact generation plan; this may ultimately include working with EMIS or a similar organisation to sustain the intervention beyond the research. We also plan to make as many of the outputs as possible freely available to non-commercial users under Creative Commons style licence.
[bookmark: _Toc31793605]Reporting

[bookmark: _Toc31793606]Progress reporting
A six-monthly progress report on study recruitment, retention, changes to protocol, issues or complaints will be reported and discussed with the study co-applicants. This report will be shared annually with the study steering group.

[bookmark: _Toc31793607]Budget
The summary project budget is shown in Table 3 below. Regular budget reports will be shared between the CI and the host organisation (BNSCCG). The host organisation will transfer all project funds to the University of Bristol on a quarterly basis, apart from those directly incurred by the BNSCCG and University of Oxford co-applicants, and the University of Bristol will be responsible for disbursements.
Table 4: Project budget
	Cost category
	Year 1
	Year 2
	Total costs
	% reimbursed
	Total budget

	NHS staff costs
	 2,747 
	 2,747 
	 5,494 
	100%
	 5,494 

	HEI staff costs
	 66,429 
	 68,489 
	 129,424 
	80%
	 103,539 

	NHS non-staff costs
	 12,033 
	 9,423 
	 21,456 
	100%
	 21,456 

	HEI non-staff costs
	 11,697 
	 13,308 
	 25,005 
	80%
	 20,004 

	Indirect costs
	 62,793 
	 62,678 
	 125,470 
	80%
	 100,376 

	Total
	 
	 
	 306,849 
	 
	 250,870 



[bookmark: _Toc31793608]Gantt Chart
Study 1 will be completed in from October 2019 – October 2020 and study 2 from October 2020 – October 2021. The pre-consultation questionnaire and closure report will be developed in the first six months and tested in the second six months. In year 2, the first six months will focus on training, recruitment and intervention; and the second six months on the realist evaluation, preparing publications and finalising the protocol for the substantive trial. Ethical approval will be done in advance. A Gantt chart is shown in Figure 7. Diamonds represent project milestones.
Figure 7: Project Gantt Chart
[image: ]

[bookmark: _Toc31793609]Audit Plan
All aspects of the study will undergo regular internal monitoring by the co-applicants, and annual external monitoring from the steering group. It may also be open to audit and monitoring from local NHS R&Ds.

[bookmark: _Toc31793610]Risk Log
In agreement with the sponsor, the host organisation and all co-applicants, this study has been deemed to post a low risk to participants: i.e. no higher than the risk of standard medical care.
The potential risks to patients are mostly around ensuring the confidentiality of their information. These are covered in Q A22 of the ethics application, which will need to be approved by the ethics committee assigned to this project before the research can commence.
The risks to delivery of the project will be monitored through a risk log (Table 4) which will form part of the project protocol and will, along with an issues log, be updatable by any team member, and form part of the six-monthly reporting.

Table 5: Project risk log
	Risk
	Mitigation

	Failure to recruit staff
	Staff for three of the five roles (GP trainer, REDCap consultation, PPI coordinator already identified). Advisory and steering group roles already filled.

	Practices reluctant to participate
	Seek study adoption by PCRN. Early approach of practices prior to project commencement.

	GP/nurse resistance to implementing intervention
	Use of person-centred approach in study 1 to refine the intervention so it is acceptable to clinicians.

	Failure to recruit patients
	Use of person-centred approach to develop system to maximise chance of recruitment. Minimisation of baseline questionnaires. Cluster-randomisation design to minimise information patients need to process (patients do not need to be told about practice randomisation).

	Delay in recruitment of patients
	The ten-day recruitment period was planned based on the numbers needed to text. With four practices, reaching 890 patients involves contacting approximately 22 patients per day for two weeks, which should be feasible based on GP and nurse lists. However, if this period needs to be extended, the cost will not be material. 

	Possible problems with the technical infrastructure required to deliver the PROMs feedback to GPs and nurses
	Use of well-established system (REDCap) rather than purchase of a new app. Inclusion of REDCap technical support resource in the plan. Low-edge manual technology solution for attachment of report to EMIS. 

	Possible problems with the technical infrastructure required to deliver feedback to patients
	Use of mainstream primary care technology (EMIS template). Inclusion of EMIS training for MM in the plan. Advice on hand from CS.



[bookmark: _Toc31793611]Study Conduct and End of Study responsibilities

[bookmark: _Toc31793612]Protocol Amendment
Any changes in research activity procedures, except those necessary to remove an apparent,
immediate hazard to the participant, will be reviewed by all co-applicants and approved by the Chief Investigator. Amendments to the protocol will be submitted to the REC for approval. The sponsor will also be notified at this point.
Protocol amendments may be substantial (requiring full review and favourable ethical opinion from
the REC) or minor (not requiring review). Only once the amendment has been approved by REC and
trust R&Ds (or acknowledged in the case of a minor amendment) can the amended protocol be implemented.

[bookmark: _Toc31793613]Protocol Violations and Deviations
Researchers or investigators should not implement any deviation from the protocol without
agreement from the Chief Investigator and with REC and R&D approval, except where necessary to
eliminate an immediate hazard to trial participants.
In the event that a researcher inadvertently or needs to deviate from the protocol, the nature and
reasons for the deviation will be recorded in a filenote to be kept in the study site file and a copy sent to the CI for the Study Master File. If this necessitates a subsequent protocol amendment, this will be submitted to the REC and trust R&Ds for review and approval if appropriate.

[bookmark: _Toc31793614]End of study Archiving
All study documentation will be kept for a minimum of 5 years after the end of the final analysis of
the study. All paper records will be stored in secure university storage facilities. Personal identifiable
paper records (hard copy consent forms) will be kept separate from anonymised paper records
(questionnaires) and will be stored in locked filing cabinets in locked offices. All electronic records
will be stored on password protected servers on secure computer networks in the UoB.
[bookmark: _Toc31793615]End of Study
The REC which gave a favourable opinion of the research will be notified of its conclusion, in writing, using the appropriate form, which will be emailed to the REC within 90 days of the end of the study.
A draft final report and a final summary report will be delivered to the NIHR RfPB as per the requirements of the contract.
[bookmark: _Toc31793616]Future Funding and work required
If progression criteria are met, we aim to complete an RCT within five years of project end. This is expected to be a pragmatic trial with an economic evaluation. The trial will use a parallel cluster design, with practices randomly assigned to intervention or control. Outcomes will be analysed at the individual level allowing for clustering on the GP practise level on an intention-to-treat basis. We recognise that feasibility studies are by nature relatively high risk, because the end result may confirm that the main study/full trial is not feasible or funding for the full trial may ultimately not be obtained.[47] We will seek to mitigate these risks by:
1. Applying for Research Capability Funding (RCF) within the last six months of the study to develop the proposal for the full study. CAPC Bristol team have a successful record of obtaining RCF for this purpose. We will use the RCF period to apply to NIHR HTA & EME. Other funders will also be considered.
2. Provided the approach is deemed acceptable and valuable by patients and clinicians, ensuring the new methods and templates are disseminated so that the feasibility study is of value within itself, even before the full trial is carried out. (see Dissemination above) 

[bookmark: _Toc31793617]Governance

[bookmark: _Toc400104211][bookmark: _Toc31793618]Sponsorship and Ethical Arrangements
This study will be sponsored by the University of Bristol. Ethics approval will be sought from the National Research Ethics Service (NRES) for ethical review, and from BNSSG CCG Research and Evidence Team for research and development approval. The researchers will obtain a 3-year research passport and letters of access to carry out research in health centres within BNSCCG. The CI will have an honorary contract with BNSCCG for the duration of the study. The study is NIHR funded and is eligible for support from the NIHR Clinical Research Network which will liaise with centres, where appropriate, on the researcher’s behalf.
This study involves NHS patients and will thus require NHS ethical approval. Study 2 requires access to the patient record, and will therefore require ethical reviews from the full panel (not proportionate review). REC, R&D and HRA approvals will all be obtained in advance, and are expected to be in place by July 2019. The University of Bristol Research and Enterprise Development (RED) will act as research sponsor. The key ethical issue is ensuring patients fully understand the intervention and are properly consented to data-sharing. This will be tested and refined in year 1 with the PPI group and through qualitative research using the person-centred approach. An ethics amendment will be submitted before commencing the feasibility study.
The study sponsor and funders will not have any role in study design; data collection, management, analysis, and interpretation of data; writing of the report; or the decision to submit the report for publication.
The feasibility study will be registered in the ISCTRN registry and on the CRN portfolio.

[bookmark: _Toc400104212][bookmark: _Toc31793619]Insurance
Insurance will be provided by University of Bristol as project sponsor. 

[bookmark: _Toc400104214][bookmark: _Toc31793620]Study Personnel
The study will be managed on a day-to-day basis by the chief investigator (MM) who will also carry out much of the intervention development and data analysis. She will manage the outputs of five staff: a research associate, who will assist with the data collection and analysis; a REDCap technician who will assist with operationalising the pre-consultation report; A GP trainer who will co-deliver training in the intervention and assist with EMIS report configuration and a PPI co-ordinator who will manage the PPI and a project administrator.

[bookmark: _Toc31793621]Study management group
The study management group will meet quarterly to ensure that the project is meeting study targets and adhering to protocol. The group will consist of the CI and the co-applicants. Regular reports for study recruitment, retention, issues, risks of complaints will be reported and discussed.
[bookmark: _Toc31793622]Study Steering Group
A study steering group will be establishing consisting of six independent members and two of the co-applicants. The independent members will be Prof Pete Bower from Manchester (expert in PROMs development and complex interventions), Dr Jo Protheroe from Keele (GP and expert in individual-level feedback of PROMs to clinicians), Dr Julia Frost from Exeter (co-lead of a recent feasibility study on individual-level PROMs feedback to clinicians), an independent statistician, a member of the public and a non-academic GP. The PI will have responsibility for IP identification and will work closely with Andrew Wilson, Senior Research Commercialisation Manager at University of Bristol on issues relating to protection, licensing and impact realisation. The steering group will meet annually. (see Gantt chart for sign off responsibilities)

Figure 8: Project governance
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[bookmark: _Toc400104215][bookmark: _Toc31793623]Conflicts of Interest
The co-applicants have no conflicts of interest to declare.

[bookmark: _Toc31793624]Appendices

[bookmark: _Toc31793625]A: Patient and Site Information Leaflets, Questionnaires and Topic Guides
Intervention Development Study
Note: in the version of this protocol which was attached to the IRAC application, no files have been embedded, as all files are separately attached to this application.
	[bookmark: _Hlk2944031]
	File Name
	Description
	File
	Reviewer

	1
	Study1-Template-hra-schedule-events-excel-template v1.1.xls
	Schedule of Events for practices 
	
	Rachel Avery

	2
	COAC-Study1-Statement of Activities v1.1.docx
	Statement of activities for practices 
	
	Rachel Avery

	3
	Study1a-pre-consultation v1.1.docx
	First draft pre-consultation questionnaire (contains patient information leaflet and online consent for questionnaire completion)
	
	Chris Salisbury
+ patient representative

	4
	PatientInfoInterviewStudy1a v1.1.doc
	Study 1a Information leaflet for patients to be recruited to interview (to be provided at the end of the consultation)
	
	Kirsty Merrett + patient representative

	5
	GP Questionnaire Study 1a v1.1.docx
	Study 1a GP questionnaire
	
	Chris Salisbury

	6
	Administrator Questionnaire v1.1.docx
	Study 1a and study 2 administrator questionnaire
	
	Chris Salisbury

	7
	TopicGuidePatient1_v1.1.doc
	Study 1a patient interview topic guide
	
	Geoff Wong

	8
	TopicGuideGP1_v1.1.doc
	Study 1a GP interview topic guide
	
	Geoff Wong

	9
	PatientInfoInterviewStudy1b.doc
	Study 1b: Information leaflet for patients 
	
	Kirsty Merrett + patient representative

	
	
	Study 1b: Return slip for patients to complete with contact details / demographic information.
	
	

	10
	GP Questionnaire Study 1b.docx
	Study 1b GP questionnaire
	
	Chris Salisbury 

	11
	TopicGuidePatient2_v1.1.doc
	Study 1b patient interview topic guide
	
	Geoff Wong

	12
	TopicGuideGP2_v1.1.doc
	Study 1b GP interview topic guide
	
	Geoff Wong




[bookmark: _Hlk2944048]Feasibility Study
	
	File Name
	Descriptions
	File
	Main Reviewer

	13
	Study2-Template-hra-schedule-events-excel-template v1.1.xls
	Schedule of Events for practices involved in the Feasibility Study
	
	Rachel Avery

	14
	COAC-Study2-Statement of Activities v1.1.docx
	Statement of activities for practices involved in the Feasibility Study
	
	Rachel Avery

	15
	Study2-Baselinev1.1.docx
	Feasibility study patient  baseline questionnaire pack
	
	Chris Salisbury
+ patient representative

	16
	PatientInfoInterviewStudy2v1.1.doc
	Patient information leaflet given at the end of the consultation
	
	Kirsty Merrett + patient representative

	17
	Study2-FollowUp v1.1.docx
	Feasibility study follow-up questionnaire pack (including consent for data sharing)
	
	Chris Salisbury
+ patient representative

	18
	GP Questionnaire Study 2v1.1.docx
	GP post-consultation questionnaire
	
	Chris Salisbury

	19
	TopicGuidePatient3_v1.1.doc
	Patient topic Guide
	
	Geoff Wong

	20
	TopicGuideGP3_v1.1.doc
	GP topic Guide
	
	Geoff Wong

	21
	TopicGuide_OtherPracticeStaff_v1.1.docx
	Other Practice Staff topic guide (administrator, receptionist, practice manager)
	
	Geoff Wong



Forms which can be used across both studies
	
	File Name
	Descriptions
	File
	Main reviewer

	22
	PatientConsent-Interviewsv1.1.docx
	Patient consent to interview form
	
	Kirsty Merrett + patient representative

	23
	ClincianConsent-Interviewsv1.1.docx
	Clinician consent to Interview form
	
	Kirsty Merrett + patient representative



[bookmark: _Toc31793626]B: TIDieR checklist for study 1 and study 2
The 12-item TIDieR checklist is an extension of the CONSORT 2010 statement (item 5) and the SPIRIT 2013 statement (item 11), developed by a TIDieR steering committee of the CONSORT steering group.[48] It is designed to improve reporting of interventions in protocols and published study results.
	Item No
	Item
	
	Document location

	Brief name
	
	

	1
	Provide the name or a phrase that describes the intervention
	
	Title page

	Why
	
	

	2
	Describe any rationale, theory, or goal of the elements essential to the intervention
	
	2.2

	What
	
	

	3
	Materials: Describe any physical or informational materials used in the intervention, including those provided to participants or used in intervention delivery or in training of intervention providers. Provide information on where the materials can be accessed (such as online appendix, URL)
	
	4.2.2, 4.2.3

	4
	Procedures: Describe each of the procedures, activities, and/or processes used in the intervention, including any enabling or support activities
	
	4.2.4, 4.2.3

	Who provided
	
	

	5
	For each category of intervention provider (such as psychologist, nursing assistant), describe their expertise, background, and any specific training given
	
	5.2.1 (final paragraph)

	How
	
	

	6
	Describe the modes of delivery (such as face to face or by some other mechanism, such as internet or telephone) of the intervention and whether it was provided individually or in a group
	
	4.3.2

	Where
	
	

	7
	Describe the type(s) of location(s) where the intervention occurred, including any necessary infrastructure or relevant features
	
	4.3.2

	When and How Much
	
	

	8
	Describe the number of times the intervention was delivered and over what period of time including the number of sessions, their schedule, and their duration, intensity, or dose
	
	4.3.2

	Tailoring
	
	

	9
	If the intervention was planned to be personalised, titrated or adapted, then describe what, why, when, and how
	
	4.2.4

	Modifications
	
	

	10*
	If the intervention was modified during the course of the study, describe the changes (what, why, when, and how)
	
	

	How well
	
	

	11
	Planned: If intervention adherence or fidelity was assessed, describe how and by whom, and if any strategies were used to maintain or improve fidelity, describe them
	
	4.2.4 (final para – researcher present)

	12*
	Actual: If intervention adherence or fidelity was assessed, describe the extent to which the intervention was delivered as planned
	
	



*  The TID1eR checklist highlights items 10 and 12 as being relevant only for publication of results, not for protocols, as these will be unknown until after the study is complete.
[bookmark: _Toc31793627]C: SPIRIT checklist for study 2
SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents*

	Section/ item
	Item No
	Description
	
	Document location 

	Administrative information
	
	

	Title
	1
	Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym
	
	Title page

	Trial registration
	2a
	Trial identifier and registry name. If not yet registered, name of intended registry
	
	ISRCTN (intended registry)

	
	2b
	All items from the World Health Organization Trial Registration Data Set
	n/a
	

	Protocol version
	3
	Date and version identifier
	
	Title page

	Funding
	4
	Sources and types of financial, material, and other support
	
	Title page

	Roles and responsibilities
	5a
	Names, affiliations, and roles of protocol contributors
	
	1.1

	
	5b
	Name and contact information for the trial sponsor
	
	Title page

	
	5c
	Role of study sponsor and funders, if any, in study design; collection, management, analysis, and interpretation of data; writing of the report; and the decision to submit the report for publication, including whether they will have ultimate authority over any of these activities
	
	11.1

	
	5d
	Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint adjudication committee, data management team, and other individuals or groups overseeing the trial, if applicable (see Item 21a for data monitoring committee)
	
	11.5 (study management group), 11.6 (study steering group). Not all relevant as this is a feasibility study, not a trial

	Introduction
	
	
	
	

	Background and rationale
	6a
	Description of research question and justification for undertaking the trial, including summary of relevant studies (published and unpublished) examining benefits and harms for each intervention
	
	2.2

	
	6b
	Explanation for choice of comparators
	n/a
	

	Objectives
	7
	Specific objectives or hypotheses
	
	2.4

	Trial design
	8
	Description of trial design including type of trial (eg, parallel group, crossover, factorial, single group), allocation ratio, and framework (eg, superiority, equivalence, noninferiority, exploratory)
	
	3.2

	Methods: Participants, interventions, and outcomes
	
	

	Study setting
	9
	Description of study settings (eg, community clinic, academic hospital) and list of countries where data will be collected. Reference to where list of study sites can be obtained
	
	3.1

	Eligibility criteria
	10
	Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study centres and individuals who will perform the interventions (eg, surgeons, psychotherapists)
	
	3.4

	Interventions
	11a
	Interventions for each group with sufficient detail to allow replication, including how and when they will be administered
	
	4.3.2

	
	11b
	Criteria for discontinuing or modifying allocated interventions for a given trial participant (eg, drug dose change in response to harms, participant request, or improving/worsening disease)
	n/a
	n/a because the intervention takes place in a single consultation

	
	11c
	Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence (eg, drug tablet return, laboratory tests)
	n/a
	

	
	11d
	Relevant concomitant care and interventions that are permitted or prohibited during the trial
	n/a
	

	Outcomes
	12
	Primary, secondary, and other outcomes, including the specific measurement variable (eg, systolic blood pressure), analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg, median, proportion), and time point for each outcome. Explanation of the clinical relevance of chosen efficacy and harm outcomes is strongly recommended
	
	6.1, Table 2 (proposed outcome only:  outcomes will not be assessed, and part of the feasibility study is to select the primary outcome)

	Participant timeline
	13
	Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for participants. A schematic diagram is highly recommended.
	
	4.3.2, Figure 4


	Sample size
	14
	Estimated number of participants needed to achieve study objectives and how it was determined, including clinical and statistical assumptions supporting any sample size calculations
	
	5.1

	Recruitment
	15
	Strategies for achieving adequate participant enrolment to reach target sample size
	
	Risk log (increase duration at minimal cost)

	Methods: Assignment of interventions (for controlled trials)
	
	

	Allocation:
	
	
	
	

	Sequence generation
	16a
	Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any factors for stratification. To reduce predictability of a random sequence, details of any planned restriction (eg, blocking) should be provided in a separate document that is unavailable to those who enrol participants or assign interventions
	
n/a
	Simple randomisation of four practices to intervention and 2 to control

	Allocation concealment mechanism
	16b
	Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered, opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned
	
n/a
	

	Implementation
	16c
	Who will generate the allocation sequence, who will enrol participants, and who will assign participants to interventions
	
n/a
	

	Blinding (masking)
	17a
	Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome assessors, data analysts), and how
	
	 5.2.3.2
(No blinding)

	
	17b
	If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s allocated intervention during the trial
	
n/a
	No blinding

	Methods: Data collection, management, and analysis
	
	

	Data collection methods
	18a
	Plans for assessment and collection of outcome, baseline, and other trial data, including any related processes to promote data quality (eg, duplicate measurements, training of assessors) and a description of study instruments (eg, questionnaires, laboratory tests) along with their reliability and validity, if known. Reference to where data collection forms can be found, if not in the protocol
	
	6.1

	
	18b
	Plans to promote participant retention and complete follow-up, including list of any outcome data to be collected for participants who discontinue or deviate from intervention protocols
	
	Person based testing will seek to promote retention. Because we don’t yet know the motivations of responders, interviews with non-respondents have not been incorporated in the study design, but may be later incorporated in Study 2 (subject to an ethical amendment) once the findings from study 1 are evaluated. 

	Data management
	19
	Plans for data entry, coding, security, and storage, including any related processes to promote data quality (eg, double data entry; range checks for data values). Reference to where details of data management procedures can be found, if not in the protocol
	
	6.3

	Statistical methods
	20a
	Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the statistical analysis plan can be found, if not in the protocol
	n/a
	Outcome of interest not being analysed

	
	20b
	Methods for any additional analyses (eg, subgroup and adjusted analyses)
	n/a
	

	
	20c
	Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any statistical methods to handle missing data (eg, multiple imputation)
	n/a
	

	Methods: Monitoring
	
	

	Data monitoring
	21a
	Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of whether it is independent from the sponsor and competing interests; and reference to where further details about its charter can be found, if not in the protocol. Alternatively, an explanation of why a DMC is not needed
	n/a
	Not required for a feasibility study

	
	21b
	Description of any interim analyses and stopping guidelines, including who will have access to these interim results and make the final decision to terminate the trial
	n/a
	Not required for a feasibility study

	Harms
	22
	Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse events and other unintended effects of trial interventions or trial conduct
	
	5.4.2

	Auditing
	23
	Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent from investigators and the sponsor
	
	9.4

	Ethics and dissemination
	
	

	Research ethics approval
	24
	Plans for seeking research ethics committee/institutional review board (REC/IRB) approval
	
	

	Protocol amendments
	25
	Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes, analyses) to relevant parties (eg, investigators, REC/IRBs, trial participants, trial registries, journals, regulators)
	
	10.1

	Consent or assent
	26a
	Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and how (see Item 32)
	
	5.2.2

	
	26b
	Additional consent provisions for collection and use of participant data and biological specimens in ancillary studies, if applicable
	n/a
	

	Confidentiality
	27
	How personal information about potential and enrolled participants will be collected, shared, and maintained in order to protect confidentiality before, during, and after the trial
	
	6.3.1

	Declaration of interests
	28
	Financial and other competing interests for principal investigators for the overall trial and each study site
	
	11.4

	Access to data
	29
	Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that limit such access for investigators
	
	6.3

	Ancillary and post-trial care
	30
	Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial participation
	n/a
	

	Dissemination policy
	31a
	Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals, the public, and other relevant groups (eg, via publication, reporting in results databases, or other data sharing arrangements), including any publication restrictions
	
	8

	
	31b
	Authorship eligibility guidelines and any intended use of professional writers
	
	8
(final sentence)

	
	31c
	Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code
	
	8

	Appendices
	
	
	
	

	Informed consent materials
	32
	Model consent form and other related documentation given to participants and authorised surrogates
	
	Appendix A

	Biological specimens
	33
	Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular analysis in the current trial and for future use in ancillary studies, if applicable
	n/a
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Pre-consultation Report for Sarah McAllister

Your patient gave the following reasons for attending:

1 Indigestion and heartburn

2 Night cough

3 Really sore left foot when walking

The list below highlights some other problems your patient might have.

Green indicates no problems. Red is severe and amber is moderate

1 Pain and other symptoms 3 In moderate pain. Moderate physical symptoms : described as 'cough, heartburn and sore foot'

2 Daily Life 2

Symptoms slightly affect daily life: More info given 'can't sleep at night because of the cough, 

can't walk with the foot'

3 Emotions 1 NOT Anxious or stressed

4 Health Concerns 4 Is very worried about health. More info given: 'worried about this cough'

5 Health Knowledge 3

Feels lacking in knowledge about health. More info given: 'Want to know what is causing this 

cough, also can I keep using the previous medication for the heartburn'

6 Support in life 1 Has enough support to manage in life or deal with anxiety

7 Confidence in health plan 1 Has confidence that they are dealing with the cause of their health problems

8 Adherence 1 Has no problems adhering to their medication
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