Dr Reid CM and Partners,

Medical Centre

University Of Bath

Quarry House North Road

Bath

BA2 7AY
09 February 2007
<patient>

<patient address1>

<patient address2>

<patient address3>

<patient postcode>

Dear <patient>,

Doctors at The University of Bristol are running an important new study to see whether teaching you more about diet and exercise can help with your diabetes.  This is called the early ACTivity In Diabetes study (Early ACTID) and is recruiting nearly 800 people with type 2 diabetes, diagnosed within the last 6 months.  I am writing on their behalf as I think you may be interested in helping out with the study.

I enclose further information about this study for you to read.

If you would like to take part, or would like any further information, please fill in and return the reply slip in the information sheet or contact the study team directly on 0117 928 2440.
If you decide not to take part in the study, it will not affect your treatment in any way and the research team will not contact you.

Thank you for considering this study and for taking the time to read the information sheet.

Yours sincerely

Dr Smith
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A randomised controlled study of the benefits of exercise early in the management of Type 2 diabetes - Early ACTID Study

You are being invited to take part in a research study.  Before you make a decision, it is important for you to understand why the 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?

Exercise and diet are thought to be important factors in the treatment of Type 2 diabetes.  Although we know diet can control glucose levels and improve blood pressure and cholesterol, we do not know how exercise affects these factors. This study aims to answer these questions. 

We will study 750 people with type 2 diabetes that has been diagnosed within the last 8 months. 110 of these people will have their diabetes looked after in the normal way (standard care). The other 640 people will be divided equally into 2 groups with the first group receiving extra help in improving their diet and the other group receiving extra help in improving their diet and increasing their level of physical activity. At the end of the study we will be able to see whether exercise improves glucose control, blood pressure and cholesterol levels over and above that found with regular dietary advice or normal care.
Why have I been chosen?

We are asking you to take part in this study because you have been diagnosed with Type 2 Diabetes in the last 8 months.

 Do I have to take part? 

It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time and without giving a reason. A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.

What will happen to me if I take part?

Screening visit

If you agree to take part we will arrange a screening visit where we will give you more information and ask you to sign a consent form. Then in order to assess whether you are eligible to join the study we will ask you a few questions about your health status, measure your blood pressure and take a blood test to assess your diabetes control, kidney, liver and thyroid function, haemoglobin and levels of fat in your blood. If you are not eligible for the study we will notify you before the next visit is due.

The purpose of the screening visit is to ensure that you are suitable to take part in the study, but you will also need to have a fitness assessment and a baseline visit before we can consider including you in the study. Your appointment for the fitness test may occur either before or after the baseline visit, depending on the availability of staff and facilities.

Fitness assessment
This visit will take place at a sports centre near to your hospital. You will be asked to come wearing casual clothing and comfortable shoes appropriate for walking. Before starting the test we will ask you to put a belt around your chest (in contact with your skin) and watch on you wrist. This will be used to monitor your heart rate.   We will then ask you will to walk a mile as quickly as you can. If you are unable to walk for 1 mile, we will measure the distance that you were able to manage.  Your heart rate during the last minute that you are walking and the time that it takes you to walk a mile (or the distance you can manage) will allow us to measure how fit you are.

At the end of the test you will be asked to rest and we will continue to monitor your heart rate until it has returned to the rate that is was before you started this test. After this we will give you something to drink and you will be able to use the changing rooms and shower facilities. This visit will take approximately 1 hour.  We will repeat this visit at 6 and 12 months.  At the end of this session we will give you an activity counter (a small black box that is worn on a belt) to wear for a week.  We will also give you a diary and explain how to record your activities in it for a week. We will ask you to return the diary and the counter at your next visit.

Baseline visit

This visit will take place on one morning with you having had nothing to eat and drink (except water) from 11pm the night before. Initially we will place a small fine needle into a vein in your arm, similar to a normal blood test. We will take 10 mls of blood (2 teaspoons) to measure insulin and glucose. If you agree will also take 5 mls of blood (1 teaspoon) for DNA.  A further 45mls of blood (7 teaspoons) will be taken 5 minutes later for insulin and glucose, cholesterol and other fats and markers of inflammation. On completion of this we will give you something to eat and drink. 

After you have had some breakfast, we will ask you some questions about your health, get you to fill some simple questionnaires and measure your blood pressure, weight, height, waist circumference and body fat. We will then give you a diary and explain how to record your dietary intake and your sleep patterns in it for the next week.  

The total time for this visit will be approximately 4 hours.

Randomisation visit

Before you next come back, your details will be entered into a secure computer programme which decides which treatment plan you receive for the rest of the trial. This decision is made by a computer so that the treatment plan each person receives is decided by chance only (“random allocation”). Scientifically, this is the best way of making sure that the groups receiving each treatment are similar. There are three different treatment regimes being compared in the trial:
Standard Care
If you are allocated to this plan, your treatment will be similar to the treatment you would usually receive if you were not in a research trial, except that it will be given by a specialist diabetes team to make sure everyone gets the same level of care.  You will see a specialist dietitian for advice about diet and a specialist doctor in diabetes who will take a medical history and examine you.  Arrangements will be made to see you again at 6 and 12 months.  At these visits we will repeat the tests we did at your baseline visit and you will see the nurse and the diabetes doctor who will discuss whether any change in treatment is needed.  In total, if you are allocated to this treatment plan you will see us on 10 occasions.

“Intensive” Diet arm
If you are allocated to this plan, you will receive the same treatment and tests as in ”standard care”, but also receive more frequent help with your diet. You will see the specialist nurse every month and the dietitian every 3 months. In total if you are allocated to this arm you will see a member of the research team on 19 occasions. 

Diet & Exercise arm
If you are allocated to this treatment plan, you will receive the same treatment as those in the intensive diet group, but in addition you will receive help to increase your physical activity levels. As with “intensive 

diet” you will see the nurse every month, the dietitian every 3 months and the diabetes specialist every 6 months.  You will also be asked to monitor your physical activity weekly by use of a small non-obtrusive device worn around the waist.  As in the “intensive diet” treatment plan, in total you will see a member of the research team on 19 occasions overall. 

The doctors who see you at 6 and 12 months will not know which treatment plan you have been on and we will ask you not to tell them. This is to ensure that the results are as accurate and unbiased as possible. 

What will be done with the blood samples?

Blood taken at the baseline visit and at visits after 6 and 12 months will be tested for long term glucose control, kidney function, cholesterol, other fats and markers of inflammation.  The blood taken at 0 and 5 minutes will enable us to work out how much insulin you can produce and how well this insulin is working.  We will also store a small amount of your blood from each visit.  This will mean that if more advanced tests for looking at factors involved in diabetes control are developed in the future we can carry out these tests without having to take further blood from you.  As with the DNA test (see below), we will destroy anything linking you and the blood meaning that these specimens will be anonymous.

Blood sample for DNA analysis

It is likely that some people’s diabetes control will respond better to diet and exercise changes than others and these differences are often due to differences in people’s genes (DNA). To study this, a sample of your DNA will be extracted from one of the blood samples you give and stored in the laboratory labelled with an identifying code number only.  

At the end of the study, information on your age, sex, ethnic background, blood test results and how you responded to treatment will be linked to your code number in a computer file. Then the code that links your name to the code number will be destroyed. This means that when future studies are done on the DNA in your blood, no-one can trace the results back to you. The DNA studies done after this may be done by laboratories in the UK and abroad.

Why will the link between my name and my DNA sample be destroyed before any tests are done on it? 

We do not know exactly which genes we will need to study to look at people’s response to diet and exercise treatment. It is possible that in the course of the research, changes in genes that could affect other diseases and affect, for example, your ability to get insurance could be studied. By ensuring that the genetic studies are only ever performed on completely-anonymous samples (i.e. ones that cannot be traced back to you), we will never be in a position to give you, your doctor or anyone else, any specific results relating to the genetic analyses. This means that your participation in the study should not be considered to indicate that you have undergone a clinical genetic test, and therefore there are no implications for insurance or other legal purposes for you.
Will I be told the results of all the tests?

We will of course let you know the results of all of the tests that may have an impact on your future health. At the study visits you will discuss the results of these blood tests with the research nurse or doctor. We will also be assessing how useful other blood tests, not currently used routinely, are in monitoring patients with Type 2 diabetes. We will not give out the results of these other blood tests as the significance of these will not be known until the study is completed.

Are there any disadvantages/risks in taking part in the study?

Blood tests can sometimes be uncomfortable and may result in bruising.  Those individuals allocated to the diet and exercise arm might notice some muscle tenderness and some aches when they first start to increase their activity levels, although this should soon pass. 

What are the benefits of taking part in the study?

One benefit from entering the study is that you will on 3 occasions see a doctor and a nurse who specialises in diabetes, something that normally would not happen. Improving your diet and increasing your exercise levels might improve your diabetes control in the short term and in the long term limit the number of tablets that you require to control your diabetes and blood pressure. Furthermore, you may also see an improvement in well being, energy levels and concentration.
What if something goes wrong?

As the treatments we are proposing have very few risks associated with them (i.e. dietary advice and exercise), we do not anticipate that anything should go wrong. The research team are though available in normal working hours and may be contacted at any time if you encounter any difficulties.

Will taking part in the study remain confidential?

All information collected in the course of the study will be kept strictly confidential. If you agree, we will inform your GP of your participation in the study.

What will happen to the results of the research study?

Results from the research programme will be published in medical journals and presented at conferences.  We will provide you with a report of the research results on completion of the study which we expect to be at the end of 2008.

Who is organising and funding the study?

The principal investigator of this study is Dr Rob Andrews and it 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.  Doctors and nurses who specialise in the treatment of diabetes, dietitians and specialists in exercise are all involved in this study.  The study is funded by grants from Diabetes UK and the NHS.

Will there be money for travel expenses?

We have not received funding for this, however reasonable travel expenses will be reimbursed if required.

Who has reviewed the study?

The study has been reviewed by Diabetes UK, NHS Research & Development and the appropriate Ethical Committee in accordance with local regulations.
Who do I contact for further information?

Please contact the Early ACTID team by any of the following means;

Early ACTID Study



Tel:  
0117 928 2440
Freepost NAT21892


Fax:  
0117 928 4470
BRISTOL




Email: 
Early-ACTID@bristol.ac.uk
BS2 8HW




Web:
www.bristol.ac.uk/earlyactid

What do I do now?

All you need to do is to complete and return the enclosed reply slip to the freepost address shown above telling us whether or not you are willing to take part in this study.

If you are able to help us one of the research team organising the study will contact you. He or she can answer any questions you may have and, if you wish, can arrange a time for you to come and meet us to discuss the study further.

 Please discuss this information with your family, friends or GP if you wish.

Reply Slip
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	Name
	
	
	

	Address
	Bath UniversityMedical Centre

	
	

	
	

	Post code
	
	

	
	
	

	Would you be interested in finding out more about this study?

(Please circle)
	Yes
	No

	If no, please state why.


	_______________________________________________

	If yes, please complete the details below:

	Daytime Tel:
	
	
	

	Evening Tel:
	
	
	

	Best time to ring

(Please circle)
	Morning
	Afternoon
	Evening


Thank you very much for your time.

Please return slip to:
Early ACTID Study

Freepost NAT21892

BRISTOL

BS2 8HW
[image: image6.jpg]



A randomised controlled trial of the benefits of exercise early in the management of Type 2 diabetes - Early ACTID Study.

Patient Written Consent Form – part 1

	Study Number:
	

	Centre Name:
	

	Study Subject Number:
	


Name of researcher: <Research Nurse>

If you agree with each sentence below, please INITIAL the box:

1. I have read and understood the patient information sheet (version 3, 03/12/2005) for the above study. I have had the opportunity to ask questions and I am satisfied with the answers and explanations provided.

2. I understand that my participation in this study is entirely voluntary and that I am free to withdraw from the study, at any time, without my medical care or legal rights being affected.

3. I am willing to allow access to my medical records but understand strict confidentiality will be maintained. The purpose of this check is to ensure that the study is being carried out correctly.

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

Please print and sign below in the space provided and add today’s date.



A randomised controlled trial of the benefits of exercise early in the management of Type 2 diabetes - Early ACTID Study.

Patient Written Consent Form – part 2 –Gifted samples

	Study Number:
	

	Centre Name:
	

	Study Subject Number:
	


Name of researcher: <Research Nurse>


If you agree with the sentence below, please INITIAL the box:

5. I agree to give blood samples for research in the above project, including genetic analysis. I understand that giving a sample for this research is voluntary and that I am free to withdraw at any time without giving a reason and without my medical treatment or legal rights being affected. I understand that the data and samples I provide may be made available to other researchers (including those from industry) but that this will only take place after the information and samples are completely anonymised.

Please print and sign below in the space provided and add today’s 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, 3/12/2005








Version 3.03/12/05














____________________________		____________________________		________________


Name					Signature				Date











____________________________		____________________________		________________


Name of person taking consent 		Signature				Date


(if different from researcher)





�____________________________		____________________________		________________


Name of principal researcher		Signature				Date





I fully confirm that an appropriate person has taken consent and I take responsibility for the patient being fully informed about the trial. 


N.B. Ensure the patient dates their own signature. 1 for patient, 1 for study, 1 to be kept with hospital notes.























____________________________		____________________________		________________


Name					Signature				Date











____________________________		____________________________		________________


Name of person taking consent 		Signature				Date


(if different from researcher)





�____________________________		____________________________		________________


Name of principal researcher		Signature				Date





I fully confirm that an appropriate person has taken consent and I take responsibility for the patient being fully informed about the trial. 


N.B. Ensure the patient dates their own signature. 1 for patient, 1 for study, 1 to be kept with hospital notes.





Version 1. 26/10/04
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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
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