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

We are currently conducting a non-commercial, non-pharmacological clinical trial.  The purpose of this sheet is to provide you with information and answer any queries that you may have about the study.  Your help in recruiting patients for this study is greatly appreciated.

What are the study objectives?

This study aims to investigate whether home-based exercise programmes improve glucose and blood pressure over and above that found with intensive dietary advice or usual diabetes care in people with newly diagnosed Type 2 diabetes. 

Who is organising the study?
The Early ACTID study is collaboration between 3 departments at The University of Bristol.  The Henry Wellcome Laboratories for Integrative Neurosciences, the Dept of Exercise and Health and Dept of Primary Health Care.

Who is funding the study?

The study is funded by Diabetes UK and the NHS R & D

How is the study organised?

It is a 3-year multicentre study co-ordinated in the Joint Clinical Research Unit (JCRU) at the Bristol Royal Infirmary.  We aim to recruit 750 patients with newly diagnosed diabetes from the 12 Primary Care Trusts across North Somerset, Somerset and Gloucestershire. All patients will be seen in the centre local to them. 

Inclusion criteria:

1. T2DM as defined by; ·
BMI >25, no ketosis, no significant weight loss prior to diagnosis, aged above 30 at diagnosis

2. Between 5 and 8 months from clinical diagnosis of T2DM

Exclusion criteria:


1. Age over 80 at randomisation

2. HbA1c of greater than 10%

3. Blood pressure greater than 180/100

4. LDL greater than 4

5. Weight >180kg

6. Patients already receiving a maximum dose of a sulphonylurea

7. Have a current diagnosis of unstable angina

8. Have had a myocardial infarction within the previous three months

9. Unable to increase their physical activity

10. Subject is pregnant or is of childbearing age and not surgically sterile, 2 years postmenopausal or does not practice one method of contraception

How will patients be recruited?

Recruitment will take place in 3 ways: 

· From diabetes education days (pre-existing or newly set up in collaboration with secondary care) 

· Direct Primary Care referral and /or database searches by a member of the Early ACTID team

· Advertising in local press/media/events

How will the study be conducted?

Once patients are recruited they will be randomised to 1 of 3 arms: 

Standard care
individuals in this arm will be seen by a dietitian once.  They will see a specialist diabetes nurse and a consultant diabetologist at 0, 6 and 12 months.  Measurements will be made at the end of these visits.

‘Intensive’ diet arm
individuals in this arm will receive the same treatment and tests as in the standard care arm, but will also receive more frequent help with their diet.  The nurse will see them every month and the dietitian every 3 months, to try and improve their diet.  

‘Diet and exercise’ arm
individuals in this arm will receive the same treatment and tests as in the intensive diet arm, but will also receive help to increase their physical activity levels.  As with the intensive diet arm, they will see the nurse every month and the dietitian every 3 months, but as well as trying to improve their diet they will also be encouraged to do more exercise.  In order to help increase their level of activity, they will be asked to wear a sophisticated pedometer and complete an activity diary.

The patients will be requested not to disclose to the Early ACTID study team (who will be assessing the outcomes) the group to which they have been allocated.  All the doctors (though not the nurses or dietitians) will blinded to the patients randomisation arm and we ask for your help in maintaining the integrity of the blinding. The only Early ACTID member that is aware which arm of the study all participants have been allocated is the Study Co-ordinator.
Who will see the patients?

With your agreement, the diabetes care of the patient will be taken over by the Early ACTID study team for the duration of the study (12 months). This is to ensure standardisation of care and adherence to study protocols. We will keep you informed of any treatment changes made to your patients’ diabetes management and any results from investigations.  This will enable you to keep your records up to date. We have made special arrangements with each PCT to ensure that participating in the study will not jeopardise your GMS targets.

Where will the study take place?
Patients will be seen at the their local hospital diabetes centre or in the community e.g. BRI, Southmead, Frenchay, Weston General, Musgrove Park or Cheltenham and Gloucester hospitals.
When and how will changes be made to diabetes and blood pressure medication?
Changes in medication will be made at the 0, 26 and 52 week visits according to a standardised protocol, which is in line with local policies. During the first six months, we will be observing the effect of the interventions over and above standard care. We will therefore not be adding pharmacological agents before the 6 month time point unless patients meet the following criteria;

1.
Symptomatic due to hyperglycaemia with fasting blood-sugars >12 mmol/l on 3 consecutive occasions

2. 
Blood pressure is greater than 160/90 on 3 consecutive occasions

3. 
The patient develops additional symptoms which require treatment e.g. Angina

Should the patients condition require any changes to their diabetes or blood pressure treatment between study visits it would be helpful if you would notify the Study Coordinator (beforehand if possible – contact details below). The study coordinator will then liaise with the Consultant Diabetologist and contact you directly at the earliest opportunity.

What will the study involve for the patients?

All patients will receive written information about the study. Once a positive reply has been received, the study team will contact the participant and arrange a date for the first visit.

Consent and screening 

At this visit informed consent will be obtained and screening for study eligibility carried out.

Fitness visit

This visit will take place, at a sports centre within the region of the participant’s hospital and will last approximately 1 hour. Participants will be asked to wear casual clothing and comfortable shoes appropriate for walking. Prior to starting the test participants will be fully briefed about what the test involves and any questions answered. 

After putting on a wireless heart rate monitor, comprised of a transmitter strap worn around the chest and a receiver watch worn on the wrist, the participant will be asked to walk a mile (1609 meters) around an indoor track as quickly as they can, maintaining a self-selected steady pace. During the test, standardised encouragement will be given at each lap, as well as the number of laps remaining. Time taken to complete the walk will be recorded to the nearest second. Heart rate during and immediately after completion of the test will also be recorded. 

For those individuals who are unable to complete 1-mile, the total distance covered and time taken to cover the first quarter of a mile (402 meters) will be recorded.

Upon completion of the test, participants will continue to walk at a slower pace for several minutes, until the heart rate has stabilised. Once stabilised, the heart rate monitored will be removed and the patient free to rest for as long as they wish. Changing room and shower facilities will be available. At the end of this session we give the patient an activity counter (a small black box that is worn on a belt) to wear a week.  We will also give them a diary and explain them to record their activities in it for a week. They will be return their diary and counter at their next visit.

VO2 max (fitness) will be estimated from a regression equation based on weight, age, gender, walk time, and post exercise heart rate.
Baseline visit 
This visit will take place in the morning after the patient has had nothing to eat or drink (except water) from 11 pm the night before.  At this visit the following assessments will be taken:

· Clinical history – diabetes history, past medical history and drug history.

· Clinical examination – cardiovascular, respiratory, gastrointestinal and central nervous system

· Anthropometry measurements – height, weight, BMI, blood pressure, waist circumference and body-fat content (bio-impedance).

· Blood tests - fasting blood glucose, HbA1c, lipids, insulin resistance and insulin secretion (by HOMA), and measures of inflammation (C-reactive protein, IL6, IL10 and Adiponectin). DNA will also be stored in an anonymised form for later analysis.

· Questionnaires – diet, activity levels and quality of life

· Diet and sleep dairy 

Randomisation visit

Prior to this visit patients will be randomised into 1 of 3 arms; Standard care, “intensive” diet arm and diet and exercise arm.  All patients will see a dietitian for advice about diet and a doctor specialising in diabetes will take a medical history and examine them.  Follow up arrangements will then be made, dependent on what arm they are allocated to.

Standard Care
Patients will be seen again at 6 and 12 months.  At these visits the tests done at the second visit will repeated and they will see the nurse and the diabetes doctor who will discuss whether any change in treatment is needed.  In total, patients allocated to this arm will see us on 10 occasions.

“Intensive” Diet arm
Patients allocated to this arm, will receive the same treatment and tests as in ”standard care”, but also see the diabetes nurse every month and the dietitian every 3 months for help with their diet. In total patients allocated to this arm will see a member of the research team on 19 occasions. 

Diet & Exercise arm
Patients allocated to this arm, will receive the same treatment and tests as those in the intensive diet group, but in addition they will receive help to increase their physical activity levels.  They will also be asked to monitor their physical activity weekly by use of a small non-obtrusive device worn around the waist.  As in the “intensive diet” treatment plan, in total the patients will see a member of the research team on 19 occasions. 

What will the study involve for the GP/ practice team?
We would appreciate your help in identifying patients with newly diagnosed type 2 diabetes and informing about the study by giving out our Early ACTID leaflet and referring them to the education day and/or the research team. In addition, use of waiting room posters and making database searches (by GP practice or Early ACTID staff) would aid recruitment.  We would also ask for your help in informing the study team of any treatment changes of patients in the study, and where possible keeping treatment changes to a minimum.
Will this affect my payment under the GMS contract?

We will provide you with the data required to ensure your payments will be unaffected by patients participating in this study
Who do I contact for further information?

Alastair Norcross, Study Coordinator or Dr Rob Andrews, principal investigator.
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