


Research Information Sheet for Practices (RISP)

The Consultation Open and Close (COAC) study (Phase 2):
Using health information systems to help uncover patient concerns in general practice: a feasibility study

	R&D assurances
	Bristol, North Somerset, South Gloucestershire

	CPMS ID
	42005

	IRAS ID
	259186

	Type of study
	Feasibility study 

	Study design and background
	There is great pressure on GPs to effectively manage within the 10-minute consultation time, and this sometimes leads to patient problems being missed, especially when a patient wants to discuss multiple problems. Patients might also be reluctant to share “softer” concerns, such as how worried they are about their health, or whether they are low in mood or finding it difficult to adhere to their medication or health advice. Research has shown that sharing the results from electronic patient-reported outcome measures (ePROMs) with clinicians at the start of a consultation can help to elicit these problems that might otherwise have been missed. At consultation closure, providing the patient with written as well as spoken information can improve recall and adherence.
We have recently developed two tools to help share information between GPs and patients consulting with multiple problems. The first is an online questionnaire and a process for sharing this with clinicians before the consultation. The second is an EMIS template designed to provide patients with a printed summary report of the consultation.
These tools were designed in an intervention development study, which ran from October 2019 – October 2020. More detail on the tools and how they were developed is provided in a separate document. In this feasibility study, the tools will be used as follows:
1. Patients with an upcoming GP appointment will be sent a text with the pre-consultation questionnaire and invited to complete this before the consolation.
2. PREPARATION STEP: The pre-consultation questionnaire report will be delivered to GPs before the consultation (manually uploaded to EMIS from REDCap by practice administrative staff) and GPs will take about 20-30 seconds to review this information as well as patient history.
3. INITIATION: At the start of the consultation, the GP will greet the patient with a brief verbal synopsis of the patients recent medical history/ PROM report, then invite 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 GP 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?” 
4. CONSULTATION: GP carries out the consultation according to his or her normal practice, but using a pre-developed EMIS template to capture information on the consultation so that it is easily printed for the patient.
5. CLOSURE: GP provides eligible patients with a written print-out of what was agreed in the consultation, including specific safety-netting advice.
This is a feasibility study for a randomised control trial (RCT). After agreeing to participate, you will be randomly allocated to either intervention or control arm. If you are in the control arm, your patients will still receive the text to complete the pre-consultation and post-consultation questionnaires, but you will not use the questionnaire in the consultation, nor will you use the EMIS template to complete the closure report. 

	Study aim and objectives
	Aim: To test the Consultation Open and Close intervention in a cluster-randomised framework to establish the feasibility of the intervention and of an RCT of the intervention. 
Objectives
· [bookmark: _GoBack]To test an online questionnaire and consultation-closure report system with 18 patients per practice in four intervention and two control practices in a cluster-randomised framework to establish the feasibility of the intervention and of an RCT of the intervention.
To use the information collected to assess the feasibility of an RCT of the intervention. 

	Primary care organisation target
	We wish practices to recruit eighteen patients per practice over ten days (approximately 2 patients per practice per day).

	Duration of study recruitment 
	Recruitment of 18 questionnaire study participants will be done during a three-week period in December 2020 – January 2021. For the intervention practices, a researcher will be present in the practices for the start of this period to 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. 
Data collection, including collection of re-consultation rates from the patient record and qualitative patient, clinician and administrator interviews will run from February 2021 – May 2021.

	Service Support Costs
	SSCs: £532 per practice, for recruiting up to 18 patients, over ten days of recruitment. 

	Research Costs 
	£886 per practice, for 18 patients:

	ETCs
	There are no excess treatment costs

	Eligibility criteria
	Inclusion criteria:
· Aged 18 or over (on date of SMS invitation to participate)
· Have an appointment with their GP within the next two days
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 even with the help of carers.

	Study activities

	Primary care organisation activities

	Set-up: A practice manager will meet the chief investigator to agree on-site conduct.
Training - administration: An administrator and practice manager will attend a 1 ½ hour training session on how to text questionnaires to patients and upload report to EMIS.
Training - GP: A GP will attend a 1 ½ hour training on how to access the report, and how to interpret and use the report in the consultation how to use the consultation closure report.
Randomisation: Following the training, your practice will be randomised to either intervention or control arms.
Recruitment: A practice manager will carry out a daily process of sending out the SMS alerts (30 minutes per day for ten days).
Attaching reports to EMIS: Intervention-arm administrators will attach the reports to EMIS on a daily basis (30 minutes per day for ten days).
Intervention: Intervention arm GPs will access the pre-consultation reports during the consultation and complete the consultation-closure reports. GPs in both arms will provide the patient with a PIL about the study and complete a questionnaire themselves.
EMIS query for follow-up rates and patient demographic information: An IT administrator will spend up to four hours setting up a query to collect re-consultation rates. GPs will spend a maximum of four hours going through the list generated by the query to establish which consultations were for the same problem.
Interviews: GPs and receptionists will be interviewed about the process for up to 1 hour.  

	Patient involvement
	· Patients will receive a text message on their phone up to 2 days before their appointment, with a link to a questionnaire. 
· If the patient wishes to complete the questionnaire they will click on the link. Completion of the questionnaire should take approximately 5 minutes of the patient’s time. Patients will also be asked to optionally give consent to their consultation being observed, and to share a phone number with the researcher for the purposes of interview.
· At the end of their booked GP appointment, patients will be given an information leaflet about the study which will include information on the follow-up data collection, and explain that consent for the following will be sought through a follow-up questionnaire:
a. Sharing their age, sex, long-term conditions, and number of appointments booked in the next three months with the university of Bristol;
b. Agreement for a University of Bristol researcher to contact them, via their preferred method, to arrange an interview to discuss their experience of the consultation. 
· Patients who provided a contact email or phone number will receive a follow-up questionnaire.
· Patients who give their consent through the follow-up questionnaire may be contacted via phone or email for interview at a location convenient to them, or by telephone.

	What are the likely benefits to the patient/primary care organisation?
	We want to test the feasibility of using these tools as described in this document, with a view to carrying out an RCT to evaluate the benefits at a later date. Organisations participating in this study will be instrumental in finding out if it is feasible to recruit patients and collect the necessary data to test this. Your views, gathered through interview, will also influence whether the perceived benefit of the intervention merits proceeding to a full trial.
Patients participating in this study may benefit, in that the tools are designed to promote communication with the GP; the NHS has paid for and approved this study because they believe it is a viable means of using technology to help uncover patient concerns.

	Research team contact details
	Name: Dr Mairead Murphy, Chief Investigator
Email: mairead.murphy@bristol.ac.uk
Telephone: 07841 434 525

	Additional information

	LCRN contact
	CRN West of England
Email: primarycare.westengland@nihr.ac.uk

	RSI Contract
	This is a recruiting study

	Recruitment upload route
	EDGE
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