
CMRR MODEL CONSENT FORM
Insert title of study and “Consent Form”
In this template, [ Italic text in square brackets ] indicates text to be replaced by investigator.  Colored text is instructions (to be deleted from final version).
You are invited to participate in a research study of  [ Insert general statement about the study ].  You were selected as a possible participant because you are a healthy adult who has volunteered to participate in magnetic resonance imaging studies at the University of Minnesota’s Center for Magnetic Resonance Research (CMRR).  We ask that you read this form and ask any questions you may have before agreeing to be in the study.

This study is being conducted by [ Indicate the investigators’ name and University/Departmental affiliation with earned degree(s).  Identify study sponsor, if any, and state if the sponsor is also the manufacturer of the drug/device being studied, if applicable. ] 
Study Purpose

The purpose of the study is [ Explain the research question and purpose in lay language.  Specify field strength of MRI Device.  Indicate if the device being tested is “experimental.” ] 
Study Procedures

If you agree to participate in this study, we would ask you to do the following: [ Describe in lay language the tasks and procedures to be followed and indicate if any procedures are “experimental.”  Examples of procedures to describe, when applicable, include the following: Screening procedures, including testing procedures needed before participation in MRI (e.g. pregnancy testing, x-ray to determine location of shrapnel); MRI screening procedures and duration of scanning (e.g. remove all metallic objects, wear hospital gown, etc.); whether study specific positioners like bite bars will be used or additional devices will be placed to communicate with or monitor the subject (e.g. heart rate or respiration monitoring, headphones) or conduct imaging (endo coils, etc.); additional procedures subjects will be asked to perform in this study while in the MRI scanner (e.g. perform tasks while lying in the scanner); and procedures associated with completion of the study (e.g. completion of exit questionnaires, etc.). ]
Risks of Study Participation

MRI machines use a strong magnet and radiofrequency magnetic fields to take images of your body. The scanning process is similar to an x-ray or CT scan, but MRI does not use ionizing radiation (high-energy radiation that can potentially cause damage to DNA) like x-rays or CT scans. The risks associated with MRI scans are: 
Projectiles:  Objects with magnetic properties can be pulled into the magnet and turn into projectiles. To minimize this risk we ask that subjects remove all metallic items (watches, cell phones, hair pins, etc.) prior to entering the scanner and by controlling access to the scanner.  
Claustrophobia:  The scanner is a long narrow tube that may cause some people to feel claustrophobic.  
Hearing Damage:  The noise generated by the operation of the scanner during a study is loud enough to cause hearing damage if you do not wear hearing protection. Hearing protection is required and is provided by the investigator. 
Nerve Stimulation:  Some people experience localized tingling, twitching, or muscle contractions during MRI scans. This is expected, but if it is uncomfortable please notify the investigator.
Disruption of Devices:  Some devices can be damaged by magnetic fields and should not be brought into the scanner room. This includes some implanted devices such as pacemakers, cochlear implants, insulin pumps, nerve stimulators, etc. If you have any implanted device notify the investigator.
Heating of Devices:  The radiofrequency waves used in MRI can heat conductive materials such as metal implants (screws, plates, rods, wires, artificial joints, etc.), certain tattoo inks, certain clothing fabrics, jewelry, medication patches, wigs, etc. You will be asked to remove these items if possible. If they cannot be removed you will be asked to provide more information to allow MRI staff to be able to make determination on the safety of proceeding with the scan. 
A thorough pre-scan questionnaire will allow us to minimize the risk of device disruption and heating. You will be in constant contact with the investigator and should notify the investigator immediately, via the squeeze ball, if you notice anything unusual, become claustrophobic, think that your hearing protection is not adequate, or if you experience nerve stimulation that is uncomfortable.
In addition, there is a risk of unknown effects related to participation in MRI research.  Long-term effects of exposure to high magnetic fields are unknown.  Most people experience no short-term ill effects from the strong magnetic field, but some people report dizziness, mild nausea, headache, a metallic taste in their mouth, or sensations of flashing lights. These symptoms, if present, subside shortly after leaving the magnet. If any sensations experienced during participation cause discomfort or pain, notify the researcher right away and your participation will stop and you will be taken out of the magnetic field. [ Recommended text regarding pregnancy:  The risks of exposure to high magnetic fields are unknown for fetuses. Therefore, if you are a female who is capable of becoming pregnant, and you have any reason to believe that you might be pregnant, you should not participate in this study. ]
This study has the additional following risks. [ Include any additional information regarding risks, if applicable, that will further inform subjects about the research. Describe foreseeable risks or discomforts to the subject in lay language in order of severity and likelihood. Include any risks associated with participation in the study.  Include mention of risks to subject confidentiality. ]
Benefits of Study Participation

Choose one of the two options below for the Benefits section and delete the other
There are no direct benefits to your participation as this is strictly an experiment.

The benefits to study participation are: [ Describe any direct benefit to the subject or benefit to others, which may reasonably be expected from the research.  Note that payment to subjects is not considered a benefit of participation. ]
Choose one of the following two options for the Notification of Significant New Findings section and delete the other
Option 1: For field strengths above 3T (and selected 3T projects required to insert this language): 

Notification of Significant New Findings about the Effects of MRI on Human Health
Personnel in the Center for Magnetic Resonance Research (CMRR), the site where you are participating in MRI research, maintain a list of the names and contact information of all participants included in research at this facility. This information is required and will be used by CMRR to notify participants of significant new information about the effects of MR on human health that develop over the course of MRI research.  Participant’s identifying information is stored securely and it is maintained in a confidential manner by persons with oversight of research conducted at the CMRR.
Option 2:  Studies using 3T only should use the following recommended language:

Notification of Significant New Findings

You will be told of any important new information that is learned during the course of this research study, which might affect your condition or your willingness to continue participation in this study.
Delete Study Costs/Compensation section below if not applicable to research
Study Costs/Compensation
Indicate whether subjects will receive hourly compensation for participating in the study.  Indicate whether subjects may incur any costs as a result of participation in the study and whether subjects will receive any payment.  Note that subjects are not paid for participation, but are compensated for their time and inconvenience.  All payments to subjects should be prorated for partial participation—indicate how payment will be prorated.
Research Related Injury

Choose one of the following options for this section of the form
Option 1 (typically for federally funded research)
In the event that this research activity results in an injury, treatment will be available, including first aid, emergency treatment and follow-up care as needed. Care for such injuries will be billed in the ordinary manner to you or your insurance company. If you think that you have suffered a research related injury, let the study physicians know right away.

Option 2 (typically Business and industry sponsored research)
In the event that this research activity results in an injury, treatment will be available, including first aid, emergency treatment and follow-up care as needed. Care for such injuries will be billed in the ordinary manner, to you or your insurance company. The sponsor of the study has some funds available to pay for care for injuries resulting directly from being in this study. If you think that you have suffered a research related injury and that you may be eligible for reimbursement of some medical care costs, let the study physicians know right away.

Option 3 If the preferred injury compensation language is unacceptable to the study sponsor and they state their objection in writing, the following alternative language may be used (limited allowability.)
Under some circumstances the sponsor of the study will pay for care for injuries resulting directly from being in the study. If you want information about those circumstances or if you think you have suffered a research related injury, let the study physicians know right away.

NOTE, Options 2 and 3 must conform to language in the signed sponsored projects agreement negotiated by SPA.

Incidental Findings

Choose one of the following options for this section of the form and delete the description and remaining options.
Imaging results will not be shared with the subject:

The pictures created during this study are for research purposes only and are not intended to provide health care to you.  The investigator in charge of this study has decided that results from your scan will not be shared with you or your physician.

Potentially clinically important imaging results will be shared with subject: 
The images or pictures created during this study are for research purposes only and are not intended to provide health care to you. However, if the results from the magnetic resonance imaging show something unusual in the pictures, a Radiologist trained in reading the pictures will look at them. The pictures will not contain any personal information except your age and pertinent medical history collected as part of the research. There will be no charge to you for having the Radiologist look at your pictures. The investigator { in charge of this study }  will contact you if the recommendation of the Radiologist is to further investigate the unusual results of the pictures with your own physician. However, further medical follow up is not a part of this study and the study does not have funds set aside for this purpose. Therefore, if the results do show something unusual, any medical follow up cost will be your responsibility and/or the responsibility of your health insurance carrier.

Imaging results will be reviewed and results shared with subject and others (subject’s physician, medical record):

The pictures created during this study are for research purposes. However, a Radiologist trained in reading the pictures will review all pictures collected during this study and the investigator in charge of this study will share your results with you and your physician.  The pictures may also be placed in your medical record.

Confidentiality

The records of this study will be kept private. In any publications or presentations, we will not include any information that will make it possible to identify you as a subject. Your record for the study may, however, be reviewed by [ Indicate if the drug/device manufacturer, study sponsor, or representatives of the Food and Drug Administration (FDA) may have access, including CMRR personnel if records are being stored at CMRR ] and by departments at the University with appropriate regulatory oversight. [ Indicate whether study information will be recorded in the subject’s medical record.  If any study data will be transmitted via the Internet, indicate what provisions for protection of privacy are in place.  ] To these extents, confidentiality is not absolute. Study data will be encrypted according to current University policy for protection of confidentiality. 
The following should be added for FDA-regulated (drug/device) clinical trials as required by the FDA:

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. law.  This Web site will not include information that could identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

Delete PHI section below if not applicable to the research

Protected Health Information (PHI) 
Your PHI created or received for the purposes of this study is protected under the federal regulation known as HIPAA.  Refer to the attached HIPAA authorization for details concerning the use of this information. 

Voluntary Nature of the Study

Participation in this study is voluntary. Your decision whether or not to participate in this study will not affect your current or future relations with the University or the CMRR [ Indicate any other cooperating institutions, such as University of Minnesota Medical Center, Fairview. ]. If you decide to participate, you are free to withdraw at any time without affecting those relationships.  

Contacts and Questions

The researchers conducting this study are [ List investigator’s names ].  You may ask any questions you have now, or if you have questions later, you are encouraged to contact them at [ Provide telephone numbers ].
If you have any questions or concerns regarding this study and would like to talk to someone other than the researcher(s), you are encouraged to contact the Research Subjects’ Advocate Line, D528 Mayo, 420 Delaware St. Southeast, Minneapolis, Minnesota 55455; (612) 625-1650.

You will be given a copy of this form to keep for your records.

Statement of Consent

I have read the above information.  I have asked questions and have received answers.  I consent to participate in the study. 
Name of Subject

__________________________________  
Signature of Subject

__________________________________  

Date



__________________________________  
Signature of Person Obtaining Consent
___________________________________________ 

Date
_________________
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