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Research Information Sheet for Consultee 

Version 1.0 December 2009 

 

Study Title: Defining the burden of cerebral ischaemia following head injury using 
18

F-

Fluoromisonidazole Positron emission Tomography (Using brain scans to 

discover how and when the brain becomes damaged following head injury). 

LREC Number: 06/Q0108/359 

 

We feel your relative/friend is unable to decide for him/herself whether to participate in 

this research project, so we’d like to ask your opinion whether or not they would want 

to be involved. We’d like to ask you to consider the following information about the 

study, and what you know of their wishes and feelings about research. We would like to 

know whether or not you feel he/she would have agreed to join the study, if he/she had 

been able to decide. If you decide that your relative/friend would not wish to take part it 

will not affect the standard of care they receive in any way. Please feel free to discuss the 

study with family and friends. If you feel unable to give advice about the study, please 

say so. The following information is the same as we would provide your relative/friend. 

 

What is the purpose of the study? 

Following head injury the blood flow to the brain is reduced, and in many cases this can 

result in damage. The Neurosciences Critical Care Unit (NCCU) at Addenbrooke’s uses 

positron emission tomography (PET) and magnetic resonance imaging (MRI) to tell us about 

changes in brain function. The purpose of this project is to study how and when the brain 

becomes damaged, and could help us to plan better treatment of patients. 

 

Why has my relative/friend been chosen? 

We would like you to consider whether your relative/friend would want to take part in 

this research as he/she has suffered a brain injury. Up to 30 patients with similar injuries 

will be included in this study. You or your relative/friend can withdraw at any stage of the 

study without explanation and without affecting current or future treatment. 
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What will happen to my relative/friend if he/she takes part in the study? 

They will undergo PET and MRI scans on admission, and on one further occasion whilst in 

the NCCU.  The scanning rooms have been designed to provide the same facilities as are 

available elsewhere within the NCCU, so that patients’ treatment can continue without 

interruption.  The scans will take up to six hours, but this will include a break for 

physiotherapy and nursing care.  The MRI scan will be repeated prior to hospital discharge, 

and we will invite them to attend a 6-12 month follow up clinic. 

 

What is the procedure involved? 

A PET scan produces pictures of the brain following a small injection of radioactivity, while 

MRI involves placing the patient in a strong magnetic field and receiving an injection that 

will tell us whether the blood vessels in the head are leaky. 

 

What are the possible risks/side effects of taking part? 

The maximum dose of radiation received from the PET scans is about 8 times the annual UK 

average background radiation. MRI is believed to have no significant dangers, providing the 

patient does not have certain types of metal objects in their body.  The medicine injected 

during the MRI is associated with minor side effects (nausea, dizziness, headache) in 2.5% of 

patients. These are unlikely to be a problem in sedated patients. 

 

What are the possible benefits of taking part? 

The additional information provided by these scans may help treat your relative/friend.  

However, the purpose of this study is to help us understand when and how the brain becomes 

damaged following injury. The information gained may help us to treat future patients with 

head injury. 

 

What happens at the end of the study? 

Routine treatment will be continued. Your relative/friend will be invited to return to a follow 

up clinic 6 – 12 months after injury for assessment by the doctor and repeat MRI scanning. 

 

What if something goes wrong? 

If your relative/friend is harmed due to someone’s negligence, then you may have grounds 

for legal action but you may have to pay for it. Regardless of this, if you wish to complain, or  
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have any concerns about any aspect of the way your relative/friend has been approached or 

treated during the course of this study, the normal National Health Service complaints 

mechanisms should be available to you. 

 

Will taking part in this study be kept confidential? 

All information which is collected about your relative/friend 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. Any information which leaves the hospital will have their name and 

address removed so that they cannot be recognised. Any clinically relevant information, 

including participation in this study, will be passed on to the doctors (including the GP) who 

care for your relative/friend. 

 

What will happen to the results of the research study? 

The data will be analysed and the findings published in scientific journals. At this point, we 

will also inform you and your relative/friend of the results. 

 

Who is organising and funding the research? 

This study is funded by the Medical Research Council and the Academy of Medical 

Sciences/Health Foundation. 

 

Who has reviewed the study? 

This study was reviewed by the Cambridge Research Ethics Committee and given a 

Favourable Opinion. 

 

Contact for further information 

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

Dr Jonathan Coles    Professor David Menon 

E-mail: jpc44@wbic.cam.ac.uk  E-mail: dkm13@wbic.cam.ac.uk 

 

University Department of Anaesthesia, Box 93, Addenbrooke’s Hospital, Hills Road, 

Cambridge, CB2 2QQ, Tel: 01223 217889. 


