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Participant Information Sheet
Study Title: Spotlight – Illuminating Healthcare
We’d like you to take part in our study but before you make a decision, it is important for you to understand what this study is about and what we want you to do if you take part. Please read this information sheet carefully and feel free to talk to family, friends or somebody else you trust about it. Please ask us if there is anything that is not clear or that you would like to know more about.

What is the research about and why are we doing it?

We are testing the usefulness of a new digital health tool called: ‘Spotlight’ in helping healthcare professionals better understand their patients’ priority concerns during routine diabetes clinic visits. We know that, despite the therapies available, people with type 1 diabetes, type 2 diabetes and pre-diabetes often are unable to reach blood glucose targets for optimal health.  We believe that improving routine consultations could help.
Why have I been chosen?

You have been chosen because you have responded to an advert or invitation from Professor Barnard or the research team asking for volunteers to take part. You can take part in this study if you have had type 1 diabetes, type 2 diabetes or pre-diabetes for more than 6 months. 
What will I have to do?

Following your consent to take part in this study, you will be randomised either to the Spotlight tool group or the control group.  If you have been randomised to the Spotlight tool group you will be asked to complete the Spotlight digital health tool on a smartphone, tablet or computer before your routine diabetes appointment.  This will take around 3-5 minutes. You will be able to talk through the results of this questionnaire with your healthcare professional during your diabetes clinic appointment.  All participants will be asked to complete some study questionnaires online every 3 months for the duration of the trial (1 year).  These study questionnaires will ask you about your diabetes management, your quality of life and the impact that diabetes has on it.  These questionnaires will take approximately  20-25 minutes to complete.  
Some participants will also be invited to take part in a one-to-one interview, at the end of the study, where they will be asked about their expectations and experience of taking part in the study.  These interviews will last approximately 30 minutes each and will be recorded, with your permission.

All sites taking part in this study will be allowed to keep using the Spotlight tool after the end of the study, so it can be offered to participants who are randomised to the control group.
Are there any benefits in my taking part?

You may learn more about the factors in your everyday life that impact on your diabetes and the way you manage it. You may learn more about how diabetes affects your life and contribute to research which may benefit others.
Are there any risks involved?
The risks associated in taking part are very small.  Taking part may make you think more about your own mood, how you feel about your diabetes, and the impact of your diabetes management on your quality of life.  If when taking part you feel upset or distressed by any of the questions, you can find support via the Chief Investigator (07590 532866), who can signpost you to other support organisations or your local research team.

Will my participation be confidential?

Your participation will be completely confidential.  All information that you provide will be anonymised, which means that all personal data that could identify you will be, taken off before your answers are analysed with the answers provided from other people taking part.  Please see attached NHS document explaining how health researchers use information from patients. Data gathered during the study from questionnaires, interviews and the use of the Spotlight tool will be shared with the research team from Southern Health NHS Foundation Trust and Barnard Health Research Ltd.  Please also ask your study team for a copy of their Patient Privacy Notice. Data may be analysed by an independent statistician, but only after anonymisation, so you will not be identifiable. 
What happens if I change my mind?

You have the right to refuse to take part or to pull out at any time right up to the point where you click to submit your answers.  After that, it will not be possible to delete your data as it is anonymised and we will not be able to identify it.  If you choose not to take part in this study your diabetes care will not be affected in anyway. 
Who is BHR Ltd?

Katharine Barnard-Kelly is the Chief Investigator of the Spotlight study and also the CEO of Barnard Health Research Limited. Barnard Health Research Limited are the company who developed the theory that supports the Spotlight tools.  They also designed the platform and pre-clinic assessments.  Barnard Health Research Limited are the owners of the Spotlight tool which is collecting data during this study. Professor Barnard-Kelly and her team at BHR Ltd will be supporting Southern Health with data analyses and have confidentiality agreements and honorary contracts with Southern Health so you can be assured that your data is completely confidential.
Contact for further information:

If you have any questions about the research, please call:

Professor Katharine Barnard on katharinebarnard@bhrltd.com or 07590 532866 who will be able to answer any questions about the study. 

If you have a concern about any aspect of this study and wish to complain, please contact the ‘Complaints and Patient Experience Team’ at Southern Health NHS Foundation Trust: complaints@southernhealth.nhs.uk
Thank you for taking time to read through the information.
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