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 INFORMATION ABOUT THIS STUDY FOR PARTICIPANTS
Part 1: Background to the study
Diabetes is a major health problem in Oman.  We also know that many people are very sedentary.  Increasing to 150 minutes per week of moderate or vigorous activity can have many health benefits.  These include improvements in blood tests, lower blood pressure, increased muscle strength and lower levels of depression. People who exercise report feeling better and an improved quality of life.
Why am I being invited to take part in this study?

This study is being carried out with adults who have Type 2 diabetes, and who have been followed up in a health centre diabetes clinic for 6 months or more. We want to see whether we can help increase physical activity levels which will reflect positively on health by introducing physical activity intervention. Different health centres have different groups within the study.

Why should I read this leaflet?

Before you decide whether or not you would like to take part in the study, it is important that you understand why we are doing it, and what it involves.  Please read this leaflet carefully.  If you have any questions, you should contact Dr.Thamra on 94170961.  Dr.Thamra will try to answer any questions that you have and give you any further information you may need.  You may also want to discuss it with your family and friends.  You do not have to make an immediate decision about taking part in the study.

Where is the study being carried out?

This study is being carried out in health centers in Seeb. The study is being led by Ministry of Health, together with Sultan Qaboos University and University of Dundee (UK). 
Part 2:  What will I have to do?
If you agree to take part we will ask you to attend 3 visits over a 12 month period.  The visits will be to take some measurements, routine diabetes blood tests and to ask you some questions about exercise levels and overall health. 
Study Visits
Visits will be at the start of the study (baseline-Visit 1), and 3 months later (Visit 2) and the last visit at 12 months (Visit 3).  These will be done in the wellbeing clinic in your respected health centre where you will be seen by a research officer. Appointments to attend the wellbeing clinics will be different from those of your diabetes clinics. If you wish, you will be reimbursed any travel expenses within reasonable limits. 
·  Physical Activity Monitor
Before your first visit you will be invited to wear a physical activity monitor (called an accelerometer) for a week prior to attending your appointment. We will also ask you to wear it again prior to your 12 month appointment at the end of the study. This uses temperature and activity sensors against your skin to monitor the amount of activity you do. 
Study Visits- what will happen?
Kindly be aware that we need 20 minutes for measurement taking.
· A written consent will be taken in visit 1 prior to taking the study baseline measurements.

· Return the physical activity monitor (visit 1 & 3)
· Take measurements of your height, weight, waist circumference and blood pressure.
· Take routine diabetes blood investigations (levels of cholesterol, lipids, glucose, and HbA1c if not recorded in your visit to diabetes clinic the week before.
· Ask you questions about your activity levels and views on your health. The sort of questions you will be asked include “In general, how would you describe your health?” You will be given a choice of answers.
End of the study – Final visit (after 12 months)
The last study measurements will be taken and participants will be offered a physical activity consultation and a pedometer for personal use.

Part 3: Your safety and rights
Do I have to take part?
No.  Taking part in this study is completely voluntary.  You can refuse to take part. If you do take part, you can withdraw from the study at any time, and do not have to give us a reason.  This will not affect your future medical care.  If you do withdraw, all information we have that might identify you will be removed from our files, only your anonymised data will be kept.
What will happen to the information you collect about me?

All information we collect about you will be kept strictly confidential.  At the start of the study you will be assigned an identity (‘ID’) number to protect your anonymity.  This will be used on all questionnaires, blood samples, forms and databases.  

Any information we report will also be kept anonymous.  Your name will not be shown to anyone who is not part of study team.  We will inform your GP that you are taking part in case there is any medical reason you are not suitable for the study.  
Confidentiality

Personal (identifiable) information will be kept up to three months after the research is complete.  

Only members of the study team will have access to the data we collect from you.  However, we are required to allow the data we collect, and any relevant medical notes, to be inspected by monitors.  These monitors would be from the University of Dundee or Ministry of Health.  They check that the research is carried out properly, and protect the interests of the people who take part.  When the study is complete, the anonymised data or results may be shared in meetings for educational purposes. They will not know who you are.

Are there any risks to me taking part in this study?

There are no known risks for you taking part in this study similar to your usual diabetes care.  

Who has reviewed the study?

The Ministry of Health Research and Ethical Review and Approval Committee and the Ethical committee in University of Dundee which has responsibility for scrutinising proposals for medical research on humans, have examined the proposal and have raised no objections from the point of view of medical ethics.  

What if there is a problem?

If you believe that you have been harmed in any way by taking part in this study, you have the right to complain.  You can do this through the quality section in the Ministry of Health who are responsible for incident management -Telephone number 24782104.
Part 4: What happens now?
If you are interested in taking part, the research officer will ask few questions to see if you are illegible and give you an appointment to be seen within a week at the study wellbeing clinic. You will also receive a physical activity monitor to wear and return at your study appointment. You will receive a phone call reminder 2 days prior your appointment.   
Thank you for taking the time to read through this information leaflet
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