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Introduction: 
 
In the ProActive study we aimed to find out whether teaching 
the skills of behaviour change could help people increase their 
physical activity and reduce their risk of type 2 diabetes. After 
one year we found that, on average, everyone taking part had 
increased their physical activity by the equivalent of an extra 
20 minutes of brisk walking every day. This is a big 
achievement and beneficial for health - we also discovered 
that people who increased their physical activity reduced their 
risk of developing diabetes and related conditions. 
 
You are now being invited to take part in the ProActive 
follow-up study. Before you decide whether or not to take 
part, it is important for you to understand why this study is 
being done and what it will involve. Please take the time to 
read the following information carefully and discuss it with 
friends, relatives and your GP if you wish.  
 

 Part 1 tells you the purpose of the study and what will 
happen if you take part. 

 
 Part 2 gives you more detailed information about the 

conduct of the study 
 
 
Please 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. 
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PART 1: 
 
What is the purpose of this research?   
 
We wish to measure changes in physical activity and related 
health outcomes over the five years since you last took part in 
the ProActive study. We want to see if the increases in 
physical activity seen over the first twelve months have been 
maintained and how much the changes in activity have 
affected the risk factors for conditions such as diabetes. 
 
 
Why have I been chosen?   
 
You have been asked to take part because you were a 
participant in the original ProActive study. All of the original 
365 participants that we are able to contact will be asked to 
take part in this follow up study. 
 
 
Do I have to take part?   
 
No. It is entirely up to you to decide whether or not to take 
part. If you decide not to take part, we will completely respect 
your decision and it will not affect the care you receive in any 
way. If you decide to take part you will need to sign a consent 
form and we will provide you with a copy of this to keep for 
your records. You are still free to withdraw at any time and 
without giving any reason.  
 
 
What will happen to me if I take part in the study?   
 
We will invite you to come to one of our testing centres in Ely 
or Cambridge for a one-off, comprehensive health and fitness 
check. We would ask that you come to this visit fasted, i.e. 
having not eaten or drunk anything other than water for the 
previous 10 hours. The visit will also include taking a blood 
sample (about 2 tablespoons), which will allow us to see if 
your cholesterol and blood glucose levels have changed over 
time. We will also store a sample of your blood for further 
analysis of the effect of physical activity on related and 
unknown biomarkers of diabetes and related conditions, and 
the causes of diabetes. Such biomarkers and tests are being 
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discovered and developed all the time and we would therefore 
like to keep your samples indefinitely. These samples will not 
be labelled with any personally identifiable information and will 
be stored under the management of the MRC Epidemiology 
Unit technical team until new biomarkers and / or tests for 
type 2 diabetes and its subsequent complications become 
known. Other measurements like height, weight, body 
composition, blood pressure, lung function and an ECG (heart 
trace) reading will also be taken. During the visit we will ask 
you to fill in 3 questionnaires (containing fewer questions than 
in the original study), these should take around 30 minutes to 
complete.  In order to measure fitness and physical activity 
levels we will ask you to walk gently on a treadmill at different 
speeds and inclines for 15 minutes (or for as long as you can 
comfortably manage), and ask you to wear an activity monitor 
on a small belt around your hips and a small monitor on your 
chest for 4 whole days to measure your level of physical 
activity. We will offer all those who take part a ‘health report’ – 
a written summary of the measurements we have taken, given 
alongside the measurements taken at your first visit around 
five years ago.  
 
You may also be invited to take part in a short, tape-recorded 
interview with a researcher who would like to find out about 
your ideas and views as you fill out one of the questionnaires 
about your health. Your visit at the centre will last up to 2½ 
hours and light refreshments will be provided. The research 
team will meet all your travel expenses and let you know the 
final results of the study as soon as they are available. 
 
 
What are the possible benefits and risks of taking part?  
 
All participants will have a health and fitness assessment and 
will be offered a report on the measurements we have taken. 
With your permission we will provide your GP with the 
information. If you have any questions about the results, you 
are invited to discuss them with your GP.  
 
The risks to you in taking part in the study are negligible. You 
will feel a small prick at the site of blood sampling which will 
be no more than that usually experienced during the same 
procedure by your practice nurse or GP. Trained nurses take 
all blood samples and both the nurses and trained researchers 

ProActive Follow-up Study Participant Information Sheet, Version 4, 11.02.09 Page 4 of 8 



carry out all other measurements. Before volunteers are asked 
to go on the treadmill thorough medical checks will be 
undertaken and if there is any indication of a possible risk the 
test will be abandoned. The treadmill is fitted with safety 
handrails and volunteers will be supervised by a trained 
researcher at all times. In some instances individuals may 
experience minor skin irritation or develop a slight rash from 
wearing the electrodes (sticky pads) that attach the heart rate 
monitor to the chest. From previous research this was 
reported for less than 10% of volunteers wearing electrodes. 
The irritation is localised and goes away on its own. 
 
 
Who will have access to my information? 
 
All the information that is collected about you during the 
course of this study will be kept strictly confidential. Any 
information about you will have your name and address 
removed so that you cannot be recognised from it. It will not 
be used or made available for any purpose other than for 
research, and will not be discussed with your GP, nurse or 
family members without your agreement. With your 
permission we will inform your GP of your clinical results, and 
of any new medical problem we find as a result of the 
measurements. If you take part in the short tape-recorded 
interview, recordings will be typed out in full, false names will 
be used and any identifying features will be removed. The 
anonymised transcripts will then be analysed by the research 
team. All data will be stored securely by the University of 
Cambridge and MRC Epidemiology Unit (or possibly a 
professional third party on their behalf), encrypted where 
necessary, for further use in research into the causes of 
diabetes and its complications. 
 
Occasionally our studies may be monitored. This is to ensure 
our research is conducted soundly. This procedure is routine 
and carried out by fully qualified personnel and data 
confidentiality will be adhered to at all times. 
 
At the end of the study the confidential records and tapes will 
be kept for 10 years and then destroyed. The confidential 
handling, storage and disposal of data and of tapes are 
compliant with the Data Protection Act of 1998.  
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Please be aware that should your health deteriorate 
significantly, such that you become unable to give consent 
during the course of this research, we would not include you in 
the study. However, we would like to retain any samples and 
data collected from you in an anonymous form for inclusion in 
our research. 
 
If the information in Part 1 has interested you and you are considering 
participation, please continue to read the additional information in Part 
2 before making any decision. 

 
 

Part 2: 
 
What will happen to the study results?   
 
The results will allow us to establish if the increased physical 
activity levels have been sustained over time, and will lead to 
better understanding of the potential health benefits of 
physical activity on the risk of diabetes and related conditions. 
You will not be identified personally in any report or 
publication. The overall results will be published in the 
scientific press, and will be sent to all participants. 
 
 
Who is organising and funding the study? 
 
The study is organised by the University of Cambridge and the 
MRC Epidemiology Unit. The study is supported by the National 
Institute for Health Research School for Primary Care Research 
the Medical Research Council, and the University of 
Cambridge. 
 
 
Who has reviewed the study?  
 
All clinical research is looked at by an independent group of 
people, called a Research Ethics Committee, to protect your 
safety, rights, wellbeing and dignity. This study has been 
reviewed and given a favourable opinion by the 
Cambridgeshire 2 Research Ethics Committee. The study was 
reviewed by several independent scientists as part of the 
funding process. 
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What if there is a problem? 
 
If you have any reason to complain about any aspect of the 
way you have been approached or treated during the course of 
this study, you should ask to speak to the researchers who will 
do their best to answer your questions (01223 763491). If you 
remain unhappy and wish to complain formally, please contact 
the Patient Advice and Liaison Service (PALS) on 01223 
216756 or e-mail them at pals@addenbrookes.nhs.uk. PALS 
are independent to the study and will direct your concern 
appropriately. 
 
 
What should I do next?   
 
If you decide that you would like to take part in the ProActive 
follow-up study, please fill in the enclosed reply form and 
return it to us in the Freepost envelope. If you are willing to 
consider helping us, a member of our research team will phone 
you to discuss the details further with you before you decide. 
 
 
Further information  
 
If you want more information before deciding, or have any 
queries about anything concerning the study, please feel free 
to contact the study co-ordinator, Dr Kate Williams, on 01223 
763491, at proactive@medschl.cam.ac.uk, or by writing to our 
freepost address (no stamp required): ProActive Study, 
Primary Care Research Group, Institute of Public Health, 
FREEPOST CB617, Forvie Site, Robinson Way, Cambridge, CB2 
0BR.  
 
 
 

Thank you for considering taking part in our study. 
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Local contact for information: 
 
If you have any questions regarding this study please contact 
the study team: 
 
Dr Kate Williams   (Study Coordinator)   
Ms Julie Grant   (Research Assistant) 
Miss Fiona Whittle   (Research Assistant) 
 
 
Telephone:  01223 763491 
 
Fax:  01223 763492 
 
Email:  proactive@medschl.cam.ac.uk 
 
Website: http://www.medschl.cam.ac.uk/gppcru/proactive 
 
Address:  ProActive Study 
 FREEPOST CB617 
 Primary Care Research Group 
 Institute of Public Health 
 Forvie Site 
 Robinson Way 
 Cambridge 
 CB2 0BR 
 
 
 
 

Thank you for taking the time to read this  
information leaflet 
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