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STOP Trial (IRAS number: 169967)
Study information sheet for smoker clients
We would like to invite you to take part in this research study called the STOP Trial. This document will explain why the study is being done and what it would involve for you, if you decide to take part. 

1. What is the STOP Trial about?

This study is looking at a new way to improve the NHS Stop Smoking Service in community pharmacies by increasing the number of smokers joining, and remaining on the service and by increasing quit rates.

The goal of the STOP Trial is test whether a new training programme provided to some London pharmacies will help them to support more people to quit smoking. 

2. Why have you been invited to take part in the study by your Pharmacist or Stop Smoking Advisor? 
You have been invited because you have joined the NHS Stop Smoking Service in your community pharmacy. 
3. What are the benefits of taking part in the study?

You may not benefit directly from the study but your taking part may help to improve the Stop Smoking Service so more people could be supported to quit smoking and may help to develop better treatments for people to stop smoking in the future.   

4. What will happen if you wish to take part?

If you wish to take part, your pharmacist or Stop Smoking Advisor will ask you and get your written permission to give some information to the study team:  

a) One small spit (saliva) sample in a small tube at the end of the first stop smoking session – this is to collect DNA to help develop better treatments for people to stop smoking in the future. Another spit sample will be used to check how much people are smoking and how quickly their bodies break down nicotine. This information may in future help to pick out those people who need more help with stopping smoking.  

b) Provide information about yourself (such as your age, ethnicity, if you are eligible for free prescriptions, type of NRT medication, any health problems) - to understand what type of people benefit from the stop smoking service.
c) Allow study team to ring you in 6 months to ask if you are still not smoking. If you are not smoking at 6 months, the study team will ask you to give one spit sample in tube and post it to ABS laboratories in freepost envelope provided – this is to confirm your quit status. You will receive £10 lovetoshop voucher for posting the spit sample.
d) The study team will collect 10 audio-recordings of stop smoking advisor-client consultations taking place in pharmacies to assess impact of the intervention on client retention and smoking cessation success. If your stop smoking advisor is chosen for this, they will ask your permission to audio-record your NHS Stop Smoking Service consultation. No personal details will be recorded. Recordings will be collected by a study team member, immediately transferred onto a secure computer at the university and deleted from the recorder.

e) Allow study team to contact you if you wish to take part in a tape-recorded interview with study researcher to talk about your experience of using the stop smoking service. No personal details will be recorded. The recording will be immediately transferred by the researcher onto a secure computer at the university and deleted from the recorder.
f) Overall, you will be in the study for approximately 17 months. 

5. What will happen to the information I give to the study team?

All information and data collected will be anonymised (which means you will not be personally identifiable in any way) and treated as strictly confidential and will be securely kept at Queen Mary University of London and managed in accordance with the Data Protection Act 1998 and all necessary clinical and research governance procedures. 

Some of the information may be used in selected form for presentation to others (e.g. at conferences, to students, at Stop Smoking workshops) for education or research purposes. The results of the study are likely to be published, but no material which could personally identify you will be used in published reports.
6. What will happen to the saliva samples and DNA that I give?
The samples will be anonymised (which means you will not be identified in any way). 
The first saliva sample will be used to check how much people are smoking and how quickly their bodies break down nicotine. The rate of nicotine metabolism is linked to successful smoking cessation such that people with fast metabolism find it more difficult to stop than those with slow metabolism. We will analyse the saliva samples to find out how common fast nicotine metabolism is amongst the study population. People of non-European origin have different nicotine metabolic rates and this may be an important factor in provision of smoking cessation services in different areas.

The DNA sample will be securely stored on university premises at the William Harvey Research Centre. It will be used to help develop better treatments for people to stop smoking in the future. This checking will be the focus of future research studies and not this study. 
The saliva sample collected 6 months later will be used to check your quit status only if you have given up smoking. This will be checked in this study using a cotinine test. 
All anonymized samples will be securely transferred to ABS laboratories for analysis (contact details are included at the end of this information sheet) by freepost envelope provided in accordance with the Human Tissue Act.
You will be asked to give written permission on the consent form, if you agree, for storing and testing your spit sample in future research studies, subject to NHS Ethical review. You can contact Professor Robert Walton (contact details are included at the end of this information sheet) if you wish to drop out from the study.
7. What will happen if I do not want to provide any information to study team?
Nothing will happen. You can carry on attending the Stop Smoking service as you had planned and your pharmacy will continue to provide the same quality of care. If you choose to take part in the additional parts of the study (spit sample, interview) you can choose to drop out at any time and without giving a reason. 

If you choose to drop out from the study, the study team will ask you whether all information you provided including the spit sample and DNA should be removed and destroyed. The information and spit sample will be destroyed in accordance with the Data Protection Act and the Human Tissue Act. 
8. Are there any difficulties, risks or any or dangers for me if I take part?
No, we do not foresee any risks for you to take part in this study
9. Why do I have to give written permission (sign a consent form) for giving information to the study team? 
The consent forms are to ensure that you have the understanding and control over the information and the samples you provide us. If you do not sign or give written permission the advisor and study team will not be able to collect any information from you for the study. 
10. Who has reviewed the study?
This study has been reviewed and received favourable opinion by the South Central – Hampshire A Research Ethics Committee. The reference number of the review is REC: 17/SC/0067.

11. Who is organising and funding the research? 

The research study will be organised by Professor Robert Walton at the Centre for Primary Care and Public Health, Barts and the London School of Medicine and Dentistry, Queen Mary University of London. The funding for this research is given by the National Institute for Health Research.
12. What happens if something goes wrong?
Queen Mary University of London insurance to protect research participants. Your wellbeing will always be our priority. We believe that this study is safe and do not expect you to suffer any harm or injury because of your participation. However, Queen Mary University of London has agreed that if you are harmed as a result of your participation in the study, you will be compensated. In such a situation, you will not have to prove that the harm or injury which affects you is anyone’s fault. These special compensation arrangements apply where harm is caused to you that would not have occurred if you had not taken part in the study. These arrangements do not affect your rights to pursue a claim through legal action.

As an independent alternative you may contact your local Patient advice and liaison services (PALS) for advice using the following details: The Royal London Hospital For Integrated Medicine, 60 Great Ormond Street, London, WC1N 3HR. Telephone Number: 020 3447 3042. Contact email address: pals@uclh.nhs.uk
However we would aim to deal with any complaints or problems to your satisfaction.
If you wish for further information, or you become worried about the study, you can contact the following members of the STOP Trial team who will be happy to answer any questions or help with any concerns:
	Professor Robert Walton
	Ms Wai-Yee

	Chief Investigator and Data and Tissue Custodian
	Study Manager

	0207 882 2502
	07717748788

	r.walton@qmul.ac.uk
	w.y.james@qmul.ac.uk

	Address: Centre for Primary Care and Public Health, Barts and the London School of Medicine and Dentistry, Queen Mary University of London, 58 Turner Street, London, E1 2AB

Address for ABS laboratories: ABS Laboratories Ltd, BioPark, Broadwater Road, Welwyn Garden City, Hertfordshire, AL7 3AX
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