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Measuring whether promotion of a digital social intervention by primary care healthcare professionals and subsequent engagement with online peer support improves health and well-being of patients with asthma and is cost-effective: The AD HOC Trial
Participant Information Sheet 
We invite you to take part in this research trial. Before you decide, it is important that you know why we are doing the trial and what is involved. Please read the following information carefully.
What is the purpose of this trial?
Many people with asthma have troublesome symptoms, such as wheezing, coughing, shortness of breath, chest tightness or pain. This trial will test a primary care intervention to promote engagement in an online health forum for adults with asthma to see if it can improve troublesome asthma symptoms and quality of life.
Why me?
You are invited to participate in this trial because you have a diagnosis of asthma. You have also completed the AD HOC Survey and indicated that you have poorly controlled asthma and that you would be interested in receiving support. 
If I take part what will happen?
You will be contacted by a member of the research team (probably a research nurse or nurse from your GP surgery) who will answer any questions you have. If you agree to take part, they will schedule a single face-to-face appointment with you at your GP surgery at a time convenient to you. The appointment will last around 30-45 minutes and may be done at the same time as your annual asthma review. 
At the appointment you will be asked to: 
· complete a consent form;
· complete a demographics form (providing information about yourself and your household); and 
· complete a questionnaire about your asthma and your general health. 
	
The questions will help us to find out whether the intervention helps to improve asthma symptoms and quality of life and whether it helps different people equally. The nurse will help you to complete the forms/questionnaire either on paper or online on our secure and confidential trial database.
When you have completed the questionnaire, an automated computer system will put you into one of two groups by chance (randomly). 
· One group will receive the intervention. 
· The nurse will sign you up to an online health forum for adults with asthma and show you how to use it. You will be given a leaflet reminding you of the username and password that you used to sign up, and how to access it.
· Over the following 12 months you can login to the forum as and when you want to and engage with it as much (or as little) as you wish. You can read through other patients’ comments, post publicly, or send private, one-to-one messages to other members of the forum (these messages are only visible to the person receiving them).  
· The research team may send you monthly SMS text message reminders about the trial (you would not need to respond to these). 

· The other group will not receive the intervention but will receive care as usual. This group is very important, as we will be able to compare the two groups to see whether there are any benefits to receiving the intervention and engaging with the asthma forum. Twelve months after taking part, this group will be invited to sign up to the asthma forum and engage with it, if they wish to do so.
We will ask people in both groups to complete an online questionnaire (on our secure trial database) at 12 months after the appointment. This is to see how things have been for you since joining the trial. The research team will send you a link to the questionnaire via email and also via SMS text message. We will send you up to 3 reminders to complete the questionnaire. We may also phone you every 3 months to ask some questions about your asthma symptoms and exacerbations (each call would take less than 10 minutes). With your permission, we will access your GP and hospital records and other NHS registers (e.g. NHS Digital) to collect information about your use of these services and any asthma exacerbations in the 12 months after your appointment. This data will be fully anonymous, will only be accessible to members of the research team, and will be used for research purposes only (i.e., to identify health-related outcomes as a result of your participation in this study). 
If you do not want to receive the SMS text message reminders and phone calls during the 12-month follow-up period you can opt out of these and we will just send you the online questionnaire at the end of the trial.
You may also be invited to take part in an online one-to-one interview with a member of the research team at the end of the trial (about 12 months after signing up). This would take up to 60 minutes and would be scheduled at a time convenient to you. The research team will contact you by email and/or SMS text message to invite you. You would be asked some open-ended questions to find out about your experiences of taking part in the trial. With your permission, interview discussions will be audio-recorded and transcribed verbatim by Bristol Transcription and Translation Services. A secure, password-protected platform will be used to transfer audio-recordings and transcripts to/from the transcribing agency. Transcripts will then be anonymised and stored in an electronic format, along with audio-recordings, on password-protected computers and a shared drive at Queen Mary University of London for 25 years (in total). Once the study ends and reports are published, the data will be archived in the Corporate Records Facility at 9 Prescot Street, London, E1 8PR until the completion of the required data storage period.        
Will you compensate me for the time this takes?
You will receive a £10 supermarket voucher for attending the appointment with the nurse and a further £5 voucher for completing the follow-up online questionnaire after 12 months. If you take part in a one-to-one interview at the end of the trial you will receive a £30 voucher.
Do I have to take part?
You do not have to take part. It is entirely up to you whether you would like to take part in this trial. If you choose not to take part, your medical care and your legal rights will not be affected. 
What will happen if I want to withdraw from this trial?
You are free to withdraw yourself from the trial at any time without giving a reason. If you choose to withdraw, your medical care and your legal rights will not be affected. 
What if there is a problem? 
It is unlikely that participating in this trial would cause you any harm. However, if you have any concerns or a complaint about any aspect of this trial, please speak to us and we will do our best to answer your questions. Please contact the AD HOC Research Team by email: adhoc@qmul.ac.uk or phone: 07916 136187. Alternatively, you can directly contact the sponsor’s Data Protection Officer by emailing: data-protection@qmul.ac.uk  
Which organisations are involved? 
Queen Mary University of London (QMUL) is the sponsor for this trial and is leading on the research, working in collaboration with several other universities in the United Kingdom. We are working with a charity partner, Asthma+Lung UK, and an industry partner, HealthUnlocked which manages the asthma online health forum. With your permission, HealthUnlocked will share with the research team data relating to your activity in the online health forum (e.g., how many times you logged in to the asthma forum, posts you posted publicly), if you are part of the intervention group. This data will be anonymous and will only relate to the study’s duration (12 months from the consultation). Private, one-to-one messages exchanged with other patients on the forum will not be shared.  
Will my taking part in this trial be kept confidential? 
The research team will keep your name and contact details confidential. All data will be stored and accessed in a secure data environment. The research team will use this information as needed, to contact you about the research trial, to make sure that relevant information about the trial is recorded, and to oversee the quality of the trial. Your research records may also be seen by staff from QMUL who are responsible for auditing the research trial to check it is being carried out properly. The staff who analyse the information will not be able to identify you and will not be able to find out your name or contact details.
How will my personal information be managed? 
We will be using information from you to undertake this trial and we will be responsible for looking after your information and using it properly. QMUL will securely collect identifiable information for the purpose of this trial and will keep identifiable information about you for 25 years after the trial has finished (likely to be 2027). The only people who will have access to information that identifies you will be the AD HOC research team at QMUL and research nurses/staff at GP surgeries who need this information to contact you about the trial.
Your rights to access, change or move your information are limited, as we need to manage your information in specific ways for the research to be reliable and accurate. If you withdraw from the trial, we will keep the information about you that we have already obtained. To safeguard your rights, we will use the minimum personally-identifiable information possible. You can find out more about how we use your information at http://www.jrmo.org.uk/.
Will you share my data? 
The information collected about you will be stored and accessed in a secure data environment. It may be used to support other research in the future and may be shared anonymously (without using your name) with other researchers. In addition, a code will be added to your GP electronic record to indicate that you are taking part in the trial, which can be seen by the team at your GP surgery, if you give your consent for this (it is optional).
What will happen to the results of the research trial? 
The results will be published in a scientific journal so that other people know about it. A summary of the results will be published on the AD HOC trial website https://www.qmul.ac.uk/ADHOC/. 
Will I be able to access the asthma online health forum after the trial?
If you were signed up to the asthma forum during the trial you can continue your membership for as long as you wish (it is a publicly available, free website). If you were not signed up, after 12 months we will send you a link to the forum to sign up if you wish to do so. 
Who is organising and funding the research? 
Dr Anna De Simoni is leading an experienced team of researchers, with assistance from local Clinical Research Networks. The trial is being funded by the National Institute of Health Research (NIHR) through their Programme Grants for Applied Research. 
Who has reviewed this research? 
This trial has been reviewed and given a favourable opinion by North East - Newcastle & North Tyneside 1 Research Ethics Committee (REC Reference: 25/NE/0006) and has received approval from the Health Research Authority. 
How will we use information about you? 
We will need to use information from you, and your medical records if you consent to, for this research project. 
This information will include your name, contact details, and some health-related information.  People will use this information to do the research or to check your records to make sure that the research is being done properly.
People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead. 
We will keep all information about you safe and secure. 
Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study.
What are your choices about how your information is used?
•	You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have.
•	We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you.  
Where can you find out more about how your information is used?
You can find out more about how we use your information 
•	at www.hra.nhs.uk/information-about-patients/
•	our leaflet available from the research team on request 
•	by asking one of the research team
•	by sending an email to adhoc@qmul.ac.uk, or 
•	by ringing us on 07916 136187. 


If you would like further information before deciding to participate, please contact:
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Queen Mary University of London
Yvonne Carter Building
58 Turner Street
London
E1 2AB
Email: adhoc@qmul.ac.uk
Tel: 07916 136187
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