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DETECT mTBI Study 

Dynamic evolution of temporal imaging of 
mild to moderate traumatic brain injury 

PATIENT INFORMATION SHEET – TBI  

We would like to invite you to take part in a research study. Please take time to read the 
following information carefully. Talk to others about the study if you wish. 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 continue to take part.  

What is the purpose of the study?  

We expect the majority of people after a mild to moderate head injury to experience no 
ongoing problems. A small proportion of people may experience a variety of issues which 
may include headache, feeling a bit sick (without vomiting), being irritable and grumpy, 
tiredness, poor appetite and some difficulty concentrating. For the majority of people who 
do experience such problems, these will resolve completely within a couple of weeks. 
However, in a small proportion of people problems may persist, and we are trying to work 
out why.   

We would like to see if the detailed images of the brain obtained from magnetic resonance 
imaging (MRI) scans, together with other assessments and blood tests, will help us to 
explore why some people have on-going issues.  

Why have I been invited to participate? 

You have presented to a hospital or clinic following a head injury, and we would like to 
follow your progress over the next five years. If you feel you can’t participate for the full 
length of the study, we would very much appreciate any number of visits you can attend. 

Do I have to take part? 

There is no obligation to take part in this study and you will receive the same care whether 
you take part in the study or not. You are free to withdraw at any time should you wish, 
without giving a reason. 

What does the study involve? 

The study involves a number of visits, of approximately four hours, which will include:  

1. Some questionnaires and neuropsychological tests (a series of computerised puzzles 
known as CANTAB). 

2. An MRI scan uses powerful magnets to obtain detailed pictures of the brain whilst you 
lie flat and still on a scanning bed. It does not involve any injections or painful 
procedures and is carried out in the Wolfson Brain Imaging Centre, at Addenbrooke’s 
Hospital. We will ask you some questions beforehand to make sure that you do not have 
certain types of metal in your body.  

3. A blood sample on up to 2 (two) occasions with a maximum of 60 mls (about three 
tablespoons full). Part of the sample will be taken for genetic (DNA) analysis and storage. 
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The remainder of the sample will be stored and analysed using tests that tell us how the 
body is responding over time. These samples are kept anonymous. 

We will invite you to come back at various time points after your injury as shown below, to 
repeat some of the above tests. This will help us gain an understanding of how the brain 
may change over time.   

Exactly which time point you start on the study will depend upon when you have been 
invited to participate. However, where possible all subjects who agree to participate in the 
study will be followed up at 2 weeks and 3 months after injury, with neuropsychological 
testing, blood tests and MRI scans.  In addition, where logistics and your convenience permit 
this, subjects may be asked to come back for follow up within 48 hours, and for late follow 
up at 6 and 12 months after injury. We would also request permission to write to you 
annually after that to find out how you are doing, and, depending on the progress of our 
research and your convenience, ask whether you would be willing to return for further 
follow up and MRI scans.   A schedule of possible visits in the first year is outlined below, 
with the key time points we would like you to attend in dark type, and additional optional 
visits in grey. 

 

 

 

While we would like to see patients for follow up at as many time points as possible, it is 
important to note that we understand that most people will not be able to attend all of the 
proposed follow up visits.  However you would still be providing very valuable information 
about the course of head injury even if you can only attend a proportion of these visits. 

If you agree to return for follow up, but are unable to attend an appointment, we may 
phone, text or email you to make sure that you are alright.  However, agreeing to take part 
in the study does not commit you to return for any individual visits, and you can choose to 
refuse to participate in any or all of the follow up assessments if you wish.   

What will I have to do? 

You should read this information sheet and ask any questions that you may have. If you 
agree to take part in the study we will ask you to sign a consent form and attend the visits as 
listed above. 

What are the risks/side effects of taking part? 

MRI is not believed to have any significant risks, providing you do not have certain types of 
metal in your body. Taking a blood sample may cause temporary discomfort and mild 
bruising.  

Could this study harm an unborn child? 

No patients who are pregnant will be recruited into this study. All women of child-bearing 
age will have a pregnancy test before participating in the study. 
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What are the possible benefits of taking part? 

We cannot promise that the study will help you, but some of the information obtained 
during study, for example the MRI may be used by the doctors caring for you. The 
information gained may help us to treat future patients with brain injury. 

What if there is a problem? 

In the event that something does go wrong and you are harmed during the research and this 
is due to someone’s negligence, then you may have grounds for legal action for 
compensation against Cambridge University Hospitals, but you may have to pay your legal 
costs. The normal National Health Service complaints mechanisms (Patient Advice & Liaison 
Service – PALS) are available to you. 

Will my taking part in the study be kept confidential? 

Yes. We will follow ethical and legal practice and all information about you will be handled 
in confidence. All the information which is collected about you during the course of the 
research will be kept strictly confidential, and access to the data will be restricted to 
members of the research team. We know from research in other diseases, that combining 
information from many studies can provide important information that is not available from 
any single study, and that such knowledge can improve patient care. We may therefore 
combine the research information that we obtain from you with that collected in similar 
studies by other centres in the European Union and internationally, to undertake such 
analyses. However, any information about you which leaves the hospital will be anonymised 
so you cannot be recognised.  

Will my GP routinely be informed? 

Your GP will be informed of your participation in this study 

What happens if I no longer want to take part in the study? 

You can withdraw from the study at any point if you wish, without having to give any 
reasons for wanting to do so.  If this does happen, we would be very keen to continue to use 
the information collected up to that point in ongoing research analysis. However, if you 
would wish otherwise, you can let us know in writing, that you wish to have all study 
information and samples destroyed. In this event, the information and samples will not be 
used in any future research analyses that may be undertaken.  

What will happen to any samples I give you? 

Blood samples will be anonymised and stored in a secure research facility. The genetic 
(DNA) sample will be anonymised and stored for later analysis.  These tests and the blood 
tests that we will be undertaking are not currently useful in the clinical management of 
individuals with head injury, and so we will not provide information obtained from these 
tests to you or the clinicians treating you. The samples and information may also be shared 
with other biomedical researchers conducting ethically approved studies, including those 
from other countries and those working on issues other than traumatic brain injury. 

What will happen to the results of the research study? 

The data will be analysed and the findings presented at conferences and published in 
scientific journals. If you would like more detailed information about our results, please let 
us know and we will send you details. 
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Who is organising and funding the research? 

The study is being conducted by researchers from the University of Cambridge in 
collaboration with Cambridge University Hospitals and funded by European Commission, the 
Medical Research Council, and the National Institute of Health Research. 

Who has reviewed the study? 

All research in the NHS is looked at by independent group of people, called a Research 
Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been 
reviewed and given favourable opinion by East of England - Norfolk Research Ethics 
Committee.  

Expenses and payments 

All participants will receive £40, in addition to travelling expenses, when you complete each 
visit, in recognition of the fact that participation in the research study requires your time. 

Further information and contact details. 

Should you have any questions or concerns before, during, or after the study you can 
contact: 

Dr Virginia Newcombe - vfjn2@cam.ac.uk or Ms Joanne Outtrim - jgo22@cam.ac.uk    

Telephone: 01223 586585 Departmental Mobile: 07447 154029 

Postal address: 

University Department of Anaesthesia, Box 93, Addenbrooke’s Hospital, Hills Road, Cambridge,    
CB2 0QQ  

 

Patient Advice & Liaison Service (PALS) Box 53 Cambridge University Hospitals Tel: 01223 216756 

 


