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INFORMATION FORM (Example)

These notes give some information about an MRI/fMRI study in which you are invited to take part.

fMRI is a method for producing images of the activity in the brain as people carry out various mental tasks. It involves placing the participant inside a large, powerful magnet, which forms part of the brain scanner. When particular regions of the brain are active, they require more oxygen, which comes from red corpuscles in the blood. As a result, the flow of blood increases. This can be detected as changes in the echoes from brief pulses of radio waves. These changes can then be converted by a computer into 3D images. This enables us to determine which parts of the brain are active during different tasks. As far as we know, this procedure poses no direct health risks. However, the Department of Health advises that certain people should NOT be scanned. Because the scanner magnet is very powerful, it can interfere with heart pacemakers and clips or other metal items, which have been implanted into the body by a surgeon, or, with body-piercing items. If you have had surgery, which may have involved the use of metal items, you should NOT take part. Note that only ferromagnetic materials (e.g. steel) are likely to cause significant problems. Thus normal dental amalgam fillings do not prohibit you from being scanned, though a dental plate, which contained metal, would do so, and you would be asked to remove it. You will be asked to remove metal from your pockets (coins, keys), remove articles of clothing, which have metal fasteners (belts, bras, etc), as well as most jewellery. Alternative clothing will be provided as necessary. Watches and credit cards should not be taken into the scanner since it can interfere with their operation. You will be asked to complete a questionnaire (the Screening Form), which asks about these and other matters to determine whether it is safe for you to be scanned. You will also be asked to complete a consent form immediately before the scan. To be scanned, you would lie on your back on a narrow bed on runners, on which you would be moved until your head was inside the magnet. This is rather like having your head put inside the drum of a very large front-loading washing machine. The scanning process itself creates intermittent loud noises, and you would wear earplugs or sound-attenuating headphones. We would be able to talk to you while you are in the scanner through an intercom. If you are likely to become very uneasy in this relatively confined space (suffer from claustrophobia), you should NOT take part in the study. If you do take part and this happens, you will be able to alert the experimenters by activating an alarm and will then be removed from the scanner quickly. It is important that you keep your head or part of the body being scanned as still as possible during the scan (unless otherwise instructed) and to help you with this, your head will be partially restrained with padded headrests. We shall ask you to relax your head and keep it still for a period that depends on the experiment but may be more than one hour, which may require some effort on your part. If this becomes unacceptably difficult or uncomfortable, you may demand to be removed from the scanner. You may be asked to look at a screen through a small mirror (or other optical device) placed just above your eyes and/or be asked to listen to sounds through headphones. You may be asked to make judgements about what you see or asked to perform some other kind of mental task. Details of the specific experiment in which you are invited to participate will either be appended to this sheet or else given to you verbally by the experimenter. Detailed instructions will be given just before the scan, and from time to time during it.

The whole procedure will typically take about 1 hour. You will be able to say that you wish to stop the testing and leave at any time, without giving a reason. This would not affect your relationship with the experimenters in any way. The study will not benefit you directly, and does not form part of any medical diagnosis or treatment. If you agree to participate you will be asked to sign the screening form that accompanies this information sheet, in the presence of the experimenter (or other witness, who should countersign the form giving their name and address, if this is not practical). It is perfectly in order for you to take time to consider whether to participate, or discuss the study with other people, before signing. After signing, you will still have the right to withdraw at any time before or during the experiment, without giving a reason. The images of your brain will be held securely and you will not be identified by name in any publications that might arise from the study. The information in the screening form will also be treated as strictly confidential and the forms will be held securely until eventually destroyed. Further information about the specific study in which you are invited to participate may have been appended overleaf, if the experimenter has felt that this would be helpful. Otherwise, he/she will already have told you about the study and will give full instructions prior to the scan. Please feel free to ask any questions about any aspect of the study or the scanning procedure before completing the screening form.

