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A randomised controlled study of the benefits of exercise early in the management of Type 2 diabetes - Early ACTID Study – Qualitative Interviews 

You are being invited to take part in an additional arm of this research study.  Before you make a decision, it is important for you to understand why this research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with your friends, relatives or your GP if you wish. Please do not hesitate to ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.
What is the purpose of the study?

The purpose of this part of the study is to try and explore how well we are doing with the study.  We will ask you to give your views on how you are finding the study and to express your opinions about the information which we are giving you.  From this information we hope to be able to work out the things that help people improve their diet and activity levels and the things which prevent them from doing so.  In the future, results from this part of the study should help us to design better ways of encouraging people to improve their diet and increase their activity levels.

Why have I been chosen?

We are asking you to take part in this study because you have recently volunteered to be involved with the Early ACTID study.

Do I have to take part?

You do not have to take part in this phase of the study and if you decide not to, you can still take part in the main trial.  If you do take part, during your next appointment you will be asked to sign a consent form.  After deciding to take part you are free to withdraw at any time, without giving a reason, and without your medical care or legal rights being affected.  

What will happen to me if I take part?

If you agree, you may be asked to take part in up to 3 interviews.  The first interview will take place within the first month of entering the study and take approximately 30 minutes.  The 2nd and 3rd interviews will take place at 6 and 9 months, and will be more detailed, lasting up to 60 minutes.  

The first interview will be conducted over the telephone by a researcher from the University of Bristol. The second and third interviews will be conducted in person at a time and in a place convenient for you.  All interviews will be audio-taped so that they are recorded accurately and typed up at a later date.  The main purpose of these interviews is to ask you about your experience of the study and about the information which we are providing you with.  We will also ask you about your views and experiences of having type 2 diabetes and your understanding of the link between diet, exercise and diabetes.  Finally we will ask you to identify things which have helped you improve your diet and/or increased your activity levels and factors that have prevented you from doing so.

Will my taking part in this study be kept confidential?

Nothing you say will be read by anyone other than the research team.  Names will not be written on any of the tapes or transcripts and you will be anonymous in any written and verbal reports of the research.  All tapes will be kept in locked filing cabinets and destroyed 1 year after the study is completed.

What will happen to the results of the interviews?

The results will be published in medical journals and disseminated at research seminars and conferences.  If you would like us to send you a copy of any papers published, please let us know.

Who is organising and funding this study?

The principle investigator for this part of the study is Dr Katrina Turner and the study is being run between 3 departments at the University of Bristol, Exercise and Health Sciences, Henry Wellcome Laboratories for Integrative Neuroscience and Endocrinology and Primary Health Care.  The study is funded by grants from Diabetes UK and the NHS.

Who has reviewed this study?

The study has been reviewed by the appropriate ethical committee in accordance with local regulations.

Contact for further information

If you have any other questions about the study, please contact Katrina Turner at: 

Academic Unit of Primary Health Care

University of Bristol

Cotham House

Cotham Hill

Bristol, BS6 6JL

Tel: 0117 331 0946
Fax: 0117 954 6677
E-mail: katrina.turner@bristol.ac.uk
What do I do now?

If you are willing to be interviewed, at your next appointment please tell the doctor. After giving you an opportunity to ask any questions he will ask you to sign a consent form.  The doctor will then pass on your contact details to the researcher.  Please note, however, that not everyone in the study will be contacted for an interview, as we only need to interview a small number of people in each age group.  
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please write your initials in each box


1. I have read and understood the information sheet (version 3, dated 05 December 2005) for the above study and have had the opportunity to ask questions.


2. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason, and without my medical care or legal rights being affected.


3. I understand that the interview will be tape recorded but that I can refuse to answer a question if I wish and stop the interview at any time without having to give an explanation.


4. I understand that all information will remain strictly confidential.


5. I agree that all information collected about me as part of the study can be stored and analysed by the research team at University of Bristol.


6. I understand that small parts of what I say may be quoted anonymously when the results of this part of the research are reported.


7. I agree to take part in the above study.

____________________________
____________________________
___________

Name of participant


Signature



Date

____________________________
____________________________
___________

Name of practitioner


Signature



Date

Early ACTID Study


Joint Clinical Research Unit


Level 5 Old Building, near Ward 29


Bristol Royal Infirmary


Marlborough Street


BRISTOL BS2 8HW





Tel:  +44 (0117) 9282440


Fax: +44 (0117) 9284470


E mail: Early-ACTID@bristol.ac.uk














Patient Information Sheet


Version 3, 05/12/2005


















































Patient Consent Form:


Qualitative interviews


(Version 2, dated 20 April 2005)





Early ACTID Study


Joint Clinical Research Unit


Level 5 Old Building, near Ward 29


Bristol Royal Infirmary


Marlborough Street


BRISTOL  BS2 8HW





Tel:  +44 (0117) 9282440


Fax: +44 (0117) 9284470


E mail: Early-ACTID@bristol.ac.uk




















Early ACTID study, Joint Clinical Research Unit, Level 5,Old Building (near ward 29),

Bristol Royal Infirmary, Marlborough Street, Bristol, BS2 8HW

Tel:  +44 (0117) 9282440
Fax: +44 (0117) 9284470
Early-ACTID@bristol.ac.uk
PAGE  
2
Early ACTID study, Joint Clinical Research Unit, Level 5,Old Building (near ward 29), 

Bristol Royal Infirmary, Marlborough Street, Bristol, BS2 8HW

Tel:  +44 (0117) 9282440
Fax: +44 (0117) 9284470
Early-ACTID@bristol.ac.uk

