NOTE TO INVESTIGATORS: We request that you include the following text to your consent form.  Any deviations from the established language (all blue text) will cause the RSRB to notify the RCBI director.

RCBI Procedures:

If you decide to participate in this study you will be asked to fill out a safety screening form to assess whether it is safe for you to enter the MR room. It is important that you provide us with an accurate and up-to-date medical history, and when unsure to ask clarifying questions so that we can proceed safely. You will also be asked to fill in background questionnaire(s) as needed.  You will then be asked to remove any metallic objects you may be carrying (for example, wallets, watches, earrings or piercings) and possibly to change clothing into a gown that we will provide (if deemed necessary because of large zippers etc.).  Then you will be asked to lie still inside a MRI scanner.  The MRI scanner is a large, tunnel-shaped machine. The MRI scanner produces a constant magnetic field that orients the molecules in your body. Pulses of radio waves are introduced to interact with the magnetic field of water molecules within the body, thereby generating detailed images of the body. 

You will first be asked to lie still on a table outside of the MRI scanner. Your [head, or other body part if appropriate] will be kept still with padding so it cannot move; you should, however, be comfortable at all times. Once you are comfortable, the table on which you are lying will be moved inside the MRI scanner. The MRI scanner does not collect images at all times. You will know when the MRI scanner collects images because you will hear the thumping noise of the electrical switching of the magnetic field, and feel the associated vibrations. Make sure to stay as still as possible during these times (no sneezing, scratching, stretching etc). In between image collection, feel free to stretch or move if needed. You will be able to communicate with us at all times via a built-in intercom. You will be holding an emergency bulb that you can squeeze at any time to let us know you want to come out of the MRI scanner.

[Describe the specifics of your study procedure here— Describe in plain language (i.e., using lay terms), step-by-step, what will be done or required of the research subject.  Be concise; avoid describing study procedures in lengthy narrative form.  All procedures should be listed in the consent form.  If there are multiple steps, use sub-headings, bullets, tables, pictures, etc.  Include where the study procedures will take place.  If different procedures will take place at different locations, specify accordingly.  See examples/sample language provided in the appendices of the RSRB’s Guidance on Recruitment and Informed Consent and see the RCBI web site for suggestions.]
Number of Subjects

Approximately [state total accrual goal (number) here] subjects will take part in this study.  [If appropriate, give a short description about cohorts. If this is a multi-center study, provide figures for both the whole study and for local enrollment at UR (e.g., “Approximately 40 subjects from 4 study centers across the country will take part in this research.  Locally, about 20 subjects will participate.”)]

Risks of Participation
 [**The risks listed in the consent form should be consistent with the protocol and application.**]
Metal: The MRI scanner produces a constant strong magnetic field, so if you have any metal implants and/or clips within your body they may shift position. Thus, if you have such implants, it is hazardous to your health to participate in this study. Please provide us with as much information as you can, for example if you had surgery in the past, so that we may decide whether it is safe for you to be a subject. Metal earrings, metal body piercings, and necklaces must be removed prior to the study.  Tattoos with metallic inks can potentially cause burns.

Pregnancy: Exposure to MRI scanning might be harmful to a pregnant female or an unborn child.  Although there are no established guidelines at this time about MR and pregnancy, you should be informed that there is a possibility of a yet undiscovered pregnancy related risk. If you know or suspect you may be pregnant or if you do not want to expose yourself to this risk, we recommend that you do not participate in this study.

Inner ear damage: MRI scanning produces a loud tone that can cause damage to the inner ear if appropriate sound protection is not used. Earplugs or close fitting headphones will be provided to protect your ears.

Claustrophobia: When you are inside the MRI scanner, the MRI scanner surrounds your body and your head will also be positioned inside a close-fitting scanning coil.  If you feel anxious in confined spaces you may not want to participate. If you decide to participate and begin to feel claustrophobic later, you will be able to tell us via the intercom and we will discontinue the study.

Burns:  In rare cases, contact with the MRI transmitting and receiving coil or conductive materials such as wires, or skin-to-skin contact that forms conductive loops, may result in excessive heating and burns during the experiment.  The operators of the MRI scanner will take steps, such as using foam pads when necessary, to minimize this risk.  Any heating or burning sensations during a scan in progress should be reported to the operators immediately.
Besides the risks listed above, there are no other known risks from the magnetic field or radio waves at this time. Although MRI scanning has been used for approximately 15 years, long-term effects are unknown. If new findings about the risks of the MRI technique become available during the time of the study, we will let you know about them.  

Compensation for Injury

The University of Rochester does not plan to provide for problems that could result from your participation in the study.
This is not a clinical evaluation

The images of your [brain, or other body part if appropriate] collected in this study are not intended to reveal any disease state, in part because this MRI protocol is not meant for clinical diagnosis.  Thus, your [brain, or other body part if appropriate] images will not be routinely examined by a clinical radiologist.  However, if in the course of collecting images of your [brain, or other body part if appropriate] the MRI technologist or staff detect what could be a problem, we will let you know and give you referral information so you can get information about further diagnostic tests by a clinical radiologist.

Confidentiality of Records and HIPAA Authorization 

The University of Rochester makes every effort to keep the information collected from you private.  In order to do so, we will [insert protection measures].  Sometimes, however, researchers need to share information that may identify you with people that work for the University, regulators or the study sponsor.  While others normally protect the privacy of the information, they may not be required to do so by law. Results of the research may be presented at meetings or in publications, but your name will not be used.  [For FDA-regulated studies include a statement describing the extent to which confidentiality of records identifying subjects will be maintained and note the possibility that the FDA may inspect the records (e.g., “The Food and Drug Administration may also need to inspect study records at some point during the study or even after it has been completed.  In the event that this should occur, every effort will be made to keep identifying information about you private.”).]

The federal Health Insurance Portability and Accountability Act (HIPAA) requires us to get your permission to use health information about you that we either create or use as part of the research.  This permission is called an Authorization.  We will use your research record, … [Include a list of all information that may be used/disclosed as indicated in the protocol e.g., related information from your medical record (only if you will be collecting information from the medical record), results of laboratory tests, information collected from questionnaires, and both clinical and research observations made while you take part in the research, etc.]
We will use your health information to conduct the study and to determine research results [Include a list of all other uses of the information, e.g., to monitor your health status, to measure effects of drugs/devices/procedures, and possibly to develop new tests, procedures, and commercial products.]  Health information is used to report results of research to sponsors and federal regulators.  It may be audited to make sure we are following regulations, policies and
study plans. UMRC and Affiliates policies let you see and copy this information after the study ends, but not until the study is completed.  If you have never received a copy of the URMC and Affiliates HIPAA Notice, please ask the investigator for one. [Note to Investigators: The Notice must be provided and receipt documented if this is the first contact with URMC (copies available on web).]

To meet regulations or for reasons related to this research, the study investigator may share a copy of this consent form and records that identify you with the following people:  

· The Department of Health and Human Services; 

· The University of Rochester Medical Center and its affiliates; 

· [Include every organization or individual where data is shared (i.e., sponsors,  sponsor agents [e.g., CRO], data monitoring committees, government agencies such as the Food and Drug Administration (FDA) for drug/device studies, foreign government regulatory agencies, companies, coordination centers, data management centers, other research sites, etc. who might receive, and/or use the information.] 

If you decide to take part, your Authorization for this study will not expire unless you cancel (revoke) it.  The information collected during your participation will be kept indefinitely. [Note to Investigators:  If you will destroy the records at a definite point, that should be stated instead and should be consistent with what is listed in both your protocol and application.]  You can always cancel this Authorization by writing to the study investigator. If you cancel your Authorization, you will also be removed from the study.  However, standard medical care and any other benefits to which you are otherwise entitled will not be affected.  Canceling your Authorization only affects uses and sharing of information after the study investigator gets your written request.  Information gathered before then may need to be used and given to others.  [Note to Investigators:  Include the following sentence for drug/device studies: “For example, by Federal law, we must send study information to the FDA for drug and device studies it regulates.  Information that may need to be reported to the FDA cannot be removed from your research records.”]  

As stated in the section on Voluntary Participation below, you can also refuse to sign this consent/Authorization and not be part of the study. You can also tell us you want to leave the study at any time without canceling the Authorization.   By signing this consent form, you give us permission to use and/or share your health information as stated above. 

Contact Persons

For more information concerning this research or if you feel that your participation has resulted in any emotional or physical discomfort please contact: [insert contact person’s name] at [telephone number]

Please contact the University of Rochester Research Subjects Review Board at 265 Crittenden Blvd., CU 420315, Rochester, NY 14642-8315, Telephone (585) 276-0005 or (877) 449-4441 [insert country code (001) if applicable] for the following reasons:

· You wish to talk to someone other than the research staff about your rights as a research subject;

· To voice concerns about the research;

· To provide input concerning the research process;

· In the event the study staff could not be reached.

[If there are additional informational sources related to the study (e.g., client representatives, subject advocate or individuals at other study sites as appropriate), list here with contact information.]
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