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PHQiMS is an observational study for people with multiple sclerosis that involves completing online questionnaires or paper equivalents. This information leaflet gives further details on what is involved. 

1) The PHQiMS Study Team – an introduction
Dr. Peter Connick at the University of Edinburgh is leading PHQiMS; a study to investigate the Patient Health Questionnaire as a tool to measure mood in people with multiple sclerosis (pwMS). Dr. Suzanne Quigley, a clinical fellow at the Anne Rowling Regenerative Neurology Clinic is also part of the study team. Emily Beswick is a Rowling Intern at the clinic assisting with the project. 

2) Invitation to Participate 
We would like to invite you to participate in this study but before you decide, please take enough time to be sure that you fully understand the study and are happy to participate. What is involved, together with the uses of your data are described in this information leaflet; but if anything isn’t clear please ask us what we mean. Our contact details are at the end of this information sheet. 

3) The aims of the PHQiMS study
Low mood and depression affects 1 in 2 people with MS at some point in their illness. However, the symptoms are often missed in clinical practice. This study aims to test whether the Patient Health Questionnaire (PHQ-9) might be of use in helping pwMS and their clinicians to monitor mood. 

4) Do I have to take part? 
No, and if you choose not to take part this will not affect your clinical care. You are also free to withdraw from the study at any time without providing a reason and this will not affect your clinical care or legal rights.

5) Why have I been approached?
[bookmark: _GoBack]You have been approached because you have a diagnosis of multiple sclerosis and are aged 16 or older.

6) What does the study involve?
PHQiMS involves completing online questionnaires on 3 occasions: at the start, then 2 and 4 weeks later. Filling in the questionnaires will take around 30 minutes on the first occasion, 10 minutes at week 2, and 20 minutes at week 4. 
We offer two ways to participate. The questionnaires can be filled in online using SurveyMonkey® or on paper equivalents. If you opt for the online version, we will provide all login details. If you choose the paper version, we will provide pre-paid postage so that you can send your completed questionnaires back to us.

7) What will the questionnaires ask?
The questionnaires will ask about:
· Consent to participate in the study
· Basic information about you and your health
· Your current and previous mental health 
· Your mood over the past 2-weeks (the PHQ-9)
· Your views on completing the PHQ-9
· How MS has affected your physical health and lifestyle
· Your quality of life – how it is affected by physical and/or mental health issues

8) Who will see my personal data, and how will my privacy be protected?
· What we collect: We will collect questionnaire data as described above. We will not ask you to provide any details that could personally identify you.

· What we do with your data: All online questionnaires will be provided through the SurveyMonkey® site. Online responses will be combined with paper-questionnaire data and collected onto University of Edinburgh computer systems for the research team to analyse. 

· Our privacy standards: The data privacy policy for SurveyMonkey® is available online: https://www.surveymonkey.co.uk/mp/policy/privacy-policy/. All management and handling of your data will be fully compliant with the Data Protection Act, NHS Scotland, and University of Edinburgh policies.

· Who will see my data? The study team will have access to your data. Your GP will also be informed of any relevant findings. To ensure that the study is being run correctly, we will also ask your consent for responsible representatives from the Sponsor and NHS Institution to access your medical records and data collected during the study, where it is relevant to you taking part in this research. The Sponsor is responsible for overall management of the study and providing insurance and indemnity.

· Retention and use of my data: We will securely store your data for a maximum of 5 years. This will enable us to support any future research projects that could benefit from your generous contribution. Any such research project would need to seek separate ethical approval and you would not be approached by a third party. If you choose to withdraw from the study or are withdrawn from the study for any reason your data will be retained.

9) Will my participation be kept confidential?
We will let your GP and consultant(s) know of your participation in the study.  No individual results will be routinely given out, however feedback of the overall results will be provided after the study finishes. 

10) What are the possible benefits of taking part?
No direct benefits to you are anticipated as a result of participation in PHQiMS, although others may benefit in the future. 

11) Are there any risks or disadvantages of taking part?  
PHQiMS will ask about your mental health. You may therefore find some questions upsetting.



12) Withdrawal from the Study
You can withdraw from the study at any time without your medical care or legal rights being affected. This can be done either by calling the research team at 0131-465-9500 or by writing a letter to Dr Peter Connick at Anne Rowling Regenerative Neurology Clinic, 49 Little France Crescent, Edinburgh, EH16 4SB. Should you withdraw from the study, any information or research results collected up to that point will be maintained.

13) What happens to the results of the study?
The results will be presented to patient groups and at academic meetings, and published in academic medical/scientific journals. Nothing that could identify you will ever be published.

14) Who is organising the research?
The study is organised by Dr Peter Connick at the University of Edinburgh.  The researchers are not paid to recruit patients into the study.  

15) Who has reviewed the study?
All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee. A favourable ethical opinion has been obtained from South East Scotland REC 02.  NHS management approval has also been obtained.

16) What if there is a problem?
If you have a concern about any aspect of this study please contact Dr. Peter Connick (details below) who will do his best to answer your questions. In the unlikely event that something goes wrong and you are harmed during the research and this is due to someone‘s negligence then you may have grounds for a legal action for compensation against NHS Lothian but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you (if appropriate).
Patient Experience Team: NHS Lothian, 2nd Floor, Waverley Gate, 2-4 Waterloo Place, Edinburgh, EH1 3EG, Tel: 0131 536 3370, Email: feedback@nhslothian.scot.nhs.uk
17) Is there anyone I can speak to about this study who can offer me independent advice?
If you have any questions needing independent advice, please contact: Professor Siddharthan Chandran (Consultant Neurologist) at the Anne Rowling Regenerative Neurology Clinic.

18) Study contacts for further information:

Emily Beswick					               Dr Suzanne Quigley
The Anne Rowling Regenerative Neurology Clinic	The Anne Rowling Regenerative Neurology Clinic
Chancellor’s Building					Chancellor’s Building
49 Little France Crescent				49 Little France Crescent	
Edinburgh EH16 4SB					Edinburgh EH16 4SB	

Tel: 0131-465-9500					Tel: 0131-465-9517
Email: ebeswick@exseed.ed.ac.uk			Email: squigley@exseed.ed.ac.uk 


Dr Peter Connick 
The Anne Rowling Regenerative Neurology Clinic	
Chancellor’s Building					
49 Little France Crescent					
Edinburgh EH16 4SB						

Tel: 0131-465-9500					
Email: pconnick@exseed.ed.ac.uk
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