7T additions are highlighted

 FORM A

1. Risks

a. Medical risks, listing all procedures, their major and minor risks and expected frequency.

MRI:  The effects of magnetic fields in an MRI scanner have been extensively studied, and there are no known significant risks with an MRI exam. The participant may be bothered by feelings of confinement (claustrophobia), and by the noise made by the magnet during the procedure. He/She will be asked to wear earplugs or earphones while in the magnet. He/She may not participate in this study if he/she has a pacemaker, an implanted defibrillator or certain other implanted electronic or metallic devices. It is important for the subjects to advise the MRI staff if they have had brain surgery for a cerebral aneurysm, implanted medical or metallic devices, shrapnel, or other metal, such as metal in your eye. If they have a history of metal in your head or eyes, they cannot partake in this study. If subjects move rapidly witin or around a magnet with a field of 7 Tesla, they may feel dizzy. We therefore advise them to move slowly and, once they are positioned on the table, we move the person into the magnet slowly.  There may be side effects and discomforts that are not known.  Also, we may discover an abnormality on the MRI exam that we are not expecting. Some findings may require additional tests to find out what they are.  Any unexpected results will be shared with the participant.  They will also be told any new facts that could affect whether they want to stay in the study. If at any time they feel uncomfortable, they are advised to ask us to discontinue the study and we will do so. 

b. Steps taken to minimize the risks.

MRI: All volunteers will be screened by the MRI technician before each scan session for the presence of any non-removable metal in their body (see attached screening form for a detailed list of all conditions that would prohibit participation in the study) as well as for metal on the body. At the field strength of 7 Tesla, we advise subjects to move slowly and, once they are positioned on the table, we move the person into the magnet slowly.
Participants will be asked if they are claustrophobic, and if so they will be excluded. 

CONSENT FORM

1. What are the risks or discomforts of the study?

MRI:  The effects of magnetic fields in an MRI scanner have been extensively studied, and there are no known significant risks with an MRI exam. You may, however, be bothered by feelings of confinement (claustrophobia), and by the noise made by the magnet during the procedure. You will be asked to wear earplugs or earphones while in the magnet. You may not participate in this study if you have a pacemaker, an implanted defibrillator or certain other implanted electronic or metallic devices. It is important for you to advise the MRI staff if you have had brain surgery for a cerebral aneurysm, implanted medical or metallic devices, shrapnel, or other metal, such as metal in your eye. If you have a history of metal in your head or eyes, you cannot partake in this study. If you participate in a study with the large magnet at 7 Tesla, you may get a bit dizzy if you move rapidly within or around the magnet. When walking to this magnet you should move slowly. There may be side effects and discomforts that are not known.  Also, we may discover an abnormality on the MRI exam that we are not expecting. Some findings may require additional tests to find out what they are.  Any unexpected results will be shared with you.  You will also be told any new facts that could affect whether you want to stay in the study. If at any time you feel uncomfortable, please ask us to discontinue the study and we will do so. 

