Text that could be used in a UW consent form – replace the XX with the appropriate name

INVESTIGATOR'S  STATEMENT:

We are asking you to be in a research study.  The purpose of this consent form is to give you the information you will need to help you decide whether or not to be in the study.  Please read the form carefully.  You may ask questions about the purpose of the research, what we would ask you to do, the possible risks and benefits, your rights as a volunteer, and anything else about the research or this form that is not clear.  When all of your questions have been answered, you can decide if you want to be in the study or not.  This process is called 'informed consent'.

PURPOSE 

The purpose of this study is to learn why …. To do this study, we will be enrolling both persons with XXX and control subjects (persons without XXX).  We will take pictures of your brain using a large machine called a magnetic resonance imager.  We hope that the information we get from this study will help us better understand how to help people with XXX.   

BENEFITS:

You will not directly benefit from being in this study, but the information learned from this study is intended help children with XXX.

PROCEDURES:
During visits 1 and 2, you will come for the actual brain scans at the UW MRI Scanner (the scan visits will last about 90 minutes).  A magnetic resonance imager (MRI) is a machine that looks like a big, well-lit tube.  It makes loud banging noises while taking the pictures.  Taking the pictures in the magnetic resonance imager machine will not hurt.  It will let the doctors look at your brain without x-rays or radiation. This machine produces a magnetic field and uses radiowaves to take pictures of your brain.  You will be scanned for structrual MRI (which measures brain structure – no task required) - and functional MRI (which measures brain function while you are performing the XX task).  During the brain scan, you will be asked to lie very still on your back on a padded table in the scanner while we take pictures of your brain.  During this time you will be asked to perform the XX task. During the brain scan, we will also place a monitor on your finger to measure heart rate and a rubber tube around the chest to measure your breathing rate.  After the scan, we will ask you to write a short composition.

A head coil, which looks like a plastic cage or helmet with openings, and which acts as an antenna, will be placed over your head. While lying on the table, you then will be moved into the center of the MRI. The machine is well-lit and has a fan to blow air through it. It makes loud banging noises and you will be given earphones to wear to muffle the loud scanner noise and also so that you can hear instructions about the tasks.  You can stop the study at any time if you want to get out of the scanner.  During the time inside the scanner, you will perform the XX task. We will record your button responses to the task. 

You will be in the scanner about 60 minutes, and the whole visit will take about 90 minutes. You will be asked to come back in a few weeks to repeat the MRI scan, just as described above. 

RISKS, STRESS, OR DISCOMFORT

Some children find it difficult to write letters, spell words, or plan a composition.  You should not worry if any of these are hard for you.  Just do your best.

There are no known side effects associated with either structural or functional magnetic resonance imaging or diffusion tensor imaging. You may feel claustrophobic ("closed in") inside the magnet and/or find the noise unpleasant. Lying still for up to 60 minutes may be uncomfortable.  

You will be carefully screened before the MRI to ensure you are not using or wearing devices, implants, or materials that could be damaged by the magnet or cause damage to your body under the influence of the magnet.  Examples of these include pacemakers, some aneurysm clips, metallic bone or joint pins, shrapnel, or braces.  Everyday items, such as credit cards, watches, metallic jewelry and hair clips will be removed before you enter the magnet.  Individuals who think they may be pregnant should not participate in the study.

There are no known side effects associated with magnetic resonance imaging used within the limits of our equipment and when earplugs or earphones are used.  There may be risks associated with the use of magnetic resonance which are not known at this time. All of the equipment we will use has been approved for standard medical use.   MRI uses radio waves and a large magnet to make pictures of the inside of the body.  Coils act like antennas to pick up the radio waves.  Scientists at the University of Washington have developed new coils to improve the quality of the MRI pictures.  The US Food and Drug Administration has established safety rules for MRI that will be followed when using the new coils.  The new coil is tested by a safety committee at the University of Washington.

OTHER INFORMATION

You may ask questions before agreeing to be in the study or at any time. You are free not to answer any questions. You will only be in this study if you want to. You are also free to stop the writing tests or scanner session at any time. You will be paid $XX for each visit that you make to the University of Washington whether or not you finish the study. Your identity will be kept secret. We will code all of the study information.  The link between your name and the study information will be kept in a separate, secured location.  Only the researchers will have access to the link.  We will keep the link between your name and the study information for no more than 5 years from today, and then we will destroy the link.  Only members of our research team have access to your study and treatment records. Study information will be kept indefinitely for data analysis. This study will not result in a cost to you or your family.

Findings from the entire study will be reported to other researchers, but all information from an individual scan or testing will be confidential.  Only study investigators will have access to it, unless you request in writing that the information be shared with other doctors.  We expect the findings of this study will be published in a scientific journal.  It is possible that a picture of your brain may be included in a publication; however, no information which identifies you individually will be released.   

It is possible that a previously undiagnosed brain abnormality may be found on the MR scan by the neuroradiologist.  In this case, you will be referred to an appropriate specialist for further evaluation.  The scan in this study is NOT a diagnostic scan and it cannot identify many brain abnormalities.  

If you get hurt while in the study, you will be cared for by a member of the research team at no cost, within the limits of the University's compensation plan.  If you have an adverse event, please call Dr. XX.

______________________________________________   

______________________

Printed name and Signature of Investigator



Date

SUBJECT'S STATEMENT

The study has been explained to me, and I voluntarily consent to participate.  I have had an opportunity to ask questions.  If I have questions later about the research, I can ask one of the researchers listed above.  If I have questions about my rights as a subject, I may call the University of Washington Human Subjects Division at (206) 543-0098.  I will receive a copy of this consent form.

______________________________________________   

______________________

Printed name and Signature of Subject



Date

______________________________________________   

______________________

Printed name and Signature of Patent/Guardian


Date

(if subject is not of legal age)

cc:   Investigator's File


Subject
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