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	Protocol Title: 

	

	Principal Investigator: 

	

	Site Principal Investigator: 

	

	Description of Subject Population: Healthy adults, ages 18-65

	


PURPOSE

We would like permission to enroll you as a participant in a research study.  The primary purpose of the study is to investigate _______________. Functional Magnetic Resonance Imaging (fMRI) is a brain scanning technique that uses a magnetic field to “take pictures” of your brain while you perform a given task.  Specifically, it will allow us to better understand ________________. You have been asked to participate because you are a healthy adult between the ages of 18 and 65 who has expressed interest in this type of research.

STUDY CONTACTS

Name and phone

PROCEDURES

The entire procedure will take approximately 1.5 hours of your time.  The study will take place at Massachusetts General Hospital. Before beginning the study, we will go through a list of criteria that would make you ineligible to participate (such as metal in the body, pregnancy, history of head trauma or fainting, major medical, psychological, or neurological disorders, certain drugs or medications), and ask you about each one separately.

If you are eligible and still interested, you will undergo the procedures described below. 

You will be invited into the fMRI scanning room.  Before you are scanned, we will ask that you remove any metal items from your body (including jewelry, watches, belts, hairclips, coins, metallic makeup, etc.). If your clothing contains metals, you may be asked to remove it and put on a hospital gown instead. You will be given ear plugs to reduce the noise from the scanner. You will lie down on the scanning couch and a specialized coil will be placed around your head that allows your brain to be scanned.  You will be made to feel as comfortable as possible in the scanner and be offered blankets to keep you warm. The investigator will remain in contact with you throughout the study, and you may terminate your participation in the study at any time (even during a scan).  

When in the scanner, please breathe quietly and remain still.  We will begin by taking some preliminary pictures of your brain. During this time the scanner will make some knocking noises; do not be alarmed. Soon after this, the tasks will begin, at which time the noises will become louder and higher-pitched. You will be asked to view images on the screen while lying still in the fMRI scanner. You may be asked to respond to some pictures using a button box to record your responses. Detailed instructions will precede the onset of the task. Between each set of stimuli there will be a short break. During both the presentation of the stimuli and the breaks in between, it is important that you keep your head as still as possible. The entire fMRI scan should last approximately 1.5 hours. At the end of the scan, we will help you out of the scanner, and then you will be asked to fill out a questionnaire regarding the tasks and your experience during the study.

If it is legal for you to receive a payment for services in the US,  you will be paid $75 for your participation in this study. For the purposes of payment, you will be asked to fill out a payment form and will receive a check in approximately two to four weeks.

"I have read and understand the attached 'payment eligibility' notice."

(Initial here.)
COSTS

No costs will be incurred by you.

RISKS AND DISCOMFORTS

Functional Magnetic Resonance Imaging is safe and relatively comfortable for most people. The fMRI echo planar imaging system has been used for several years, and no serious side effects have been encountered.  There is a theoretical risk of causing an irregular heartbeat at the highest possible scan speeds, but the system will be operated well below the threshold of making this a possibility.  The fMRI scanner is not safe for people who have a heart pacemaker, ear implants, shrapnel injuries, electronic implants, certain intra-cranial aneurysm clips and/or other types of metal or electronic devices in their body (including some surgical implants and tattoos).  Also, if you are wearing make-up (which may contain metal dyes), you may be asked to wash it off before the scan.  Please tell us if you have had any operations or injuries so we can decide whether it is safe to proceed. 

During the fMRI scan you will be asked to lie in a fairly narrow tube, which some people find uncomfortable or claustrophobic.  Also, the machine produces loud noises, which may be bothersome. You will be provided with earplugs to wear that will reduce some of the external noise.  If at any time during the scan you feel too uncomfortable to continue or there are other problems you need to address, there is a microphone through which you will be able to notify the scanner operator and the scan will be stopped.

Although most data suggest that fMRI is not harmful to embryos or fetuses, we believe it is safer not to enroll anyone who suspects they may be pregnant. Please inform us if you believe there is any chance you might be pregnant.

POSSIBLE DISCOVERY OF FINDINGS RELATED TO MEDICAL IMAGING

The MRI scan being done is designed to answer research questions, not examine your brain medically. This MRI scan is not a substitute for one a doctor would order. It may not show problems that would be picked up by a medical MRI scan.  However, if we believe that we have found a medical problem in your MRI scan, we will ask a doctor who is trained in the reading of MRI scans, a radiologist, to help us review the scan.  If the radiologist thinks that there may be an abnormality in your MRI scan, we will contact you and will help you get medical follow-up for the problem.  If you have a primary care doctor, we can contact your doctor, with your permission, and help him or her get the right follow-up for you.  No information generated in this study will become part of a hospital record routinely.   However, if the study detects an abnormality in your MRI scan, then this information may become part of the MGH hospital record.  It is possible that you could be unnecessarily worried if a problem were suspected, but not actually found. 

BENEFITS

There are no known direct benefits to you for taking part in this study.  

ALTERNATIVES

You can choose not to participate in this study.

PRIVACY AND CONFIDENTIALITY

Federal law requires Partners HealthCare System, Inc. and its affiliated hospitals, researchers, health care providers, and physician network to protect the privacy of information that identifies you and relates to your past, present, and future physical and mental health and conditions (“protected health information”).  If you enroll in the research described in this consent form, your “protected health information” will be used and shared with others as explained below.

1. What protected health information about me will be used or shared with others during this research?

·  FORMCHECKBOX 
 Existing medical records.

·  FORMCHECKBOX 
 New health information created from study-related tests, procedures, visits, and/or questionnaires.

2. Why will protected health information about me be used or shared with others?

· The main reasons include:
· to conduct and oversee the research described earlier in this form;
· to ensure the research meets legal, institutional, and accreditation requirements; and 
· to conduct public health activities (including reporting of adverse events or situations where you or others may be at risk of harm).  
· Other reasons may include for treatment, payment, or health care operations.  For example, some medical information produced by this study may become part of your hospital medical record because the information may be necessary for your medical care.  (You will also be given the Partners’ Notice for Use and Sharing of Protected Health Information which provides more information about how Partners and its affiliates use and share protected health information.)

3. Who will use or share protected health information about me?

· Partners and its affiliated researchers and entities participating in the research will use and share your protected health information.  In addition, the Partners review board that oversees the research at Partners and its affiliated staff who have a need to access this information to carry out their responsibilities (for example, oversight, quality improvement, and billing) will be able to use and share your protected health information. 

4. With whom outside of Partners Healthcare System may my protected health information be shared?

All reasonable efforts will be made to protect the confidentiality of your protected health information, which may be shared with the following others for the reasons noted above:

· Outside individuals or entities that have a need to access this information to perform functions on behalf of Partners and its affiliates (for example, data storage companies, insurers, or legal advisors).

·  FORMCHECKBOX 
  The sponsor(s) of the study, its subcontractors, and its agents: 
·  FORMCHECKBOX 
  Other researchers and medical centers participating in this research, if applicable.

·  FORMCHECKBOX 
  Federal and state agencies (for example, the Department of Health and Human Services, the Food and Drug Administration, the National Institutes of Health, and/or the Office for Human Research Protections), or other domestic or foreign government bodies if required by law and/or necessary for oversight purposes.

·  FORMCHECKBOX 
  Hospital accrediting agencies.

·  FORMCHECKBOX 
  A data and safety monitoring board organized to oversee this research, if applicable.

·  FORMCHECKBOX 
  Other, specify: 
We recognize that some of those who receive protected health information may not have to satisfy the privacy requirements that we do and may redisclose it, so we share your information only if necessary and we use all reasonable efforts to request that those who receive it take steps to protect your privacy.

5. For how long will protected health information about me be used or shared with others?

· There is no scheduled date at which your protected health information that is being used or shared for this research will be destroyed, because research is an ongoing process.  Research information may be analyzed and re-analyzed in light of scientific and medical advances, or reviewed for quality assurance, oversight, or other purposes.

6. Statement of privacy rights:  

· You have the right to withdraw your permission for the researchers and participating Partners entities to use or share your protected health information.  We will not be able to withdraw all of the information that already has been used or shared with others to carry out the research or any information that has been used or shared with others to carry out related activities such as oversight, or that is needed to ensure the quality of the study.  If you withdraw your permission, you cannot participate further in the research.  If you want to withdraw your permission, you must do so in writing by contacting the researcher listed as the Study Contact.

· You have the right to choose not to sign this form.  If you decide not to sign, you cannot participate in this research study.  However, refusing to sign will not affect your present or future care and will not cause any penalty or loss of benefits to which you are otherwise entitled.

·  FORMCHECKBOX 
  You have the right to request access to your protected health information that is used or shared during this research and that relates to your treatment or payment for your treatment, but you may access this information only after the study is completed.  To request this information, please contact the researcher listed under Study Contacts on the consent form.

PUBLICATION OF RESULTS OR USE FOR TEACHING PURPOSES

The results of this study may be published in a medical book or journal or used for teaching purposes.  However, your name or other identifiers will not be used in any publication or teaching materials without your specific permission.

REQUEST FOR MORE INFORMATION
You may ask more questions about the study at any time.  The investigator(s) will provide their telephone number so that they are available to answer your questions or concerns about the study.  You will be informed of any significant new findings discovered during the course of this study that might influence your continued participation.  A copy of this consent form will be given to you to keep.

If you want to speak with someone not directly involved in the study about your rights as a research subject, your participation in the study, any concerns you may have about the study, or a research-related injury, contact a representative of the Human Research Committee at (617) 726-3494.  You can also contact them if you feel under any pressure to enroll or continue to participate in this study.

REFUSAL OR WITHDRAWAL OF PARTICIPATION
Participation in this study is voluntary.  Refusal to participate or dropping out of the study at any time will involve no penalty or loss of benefits to which you are otherwise entitled or affect your present or future care by the doctors or the participating hospitals.  In addition, the doctor in charge of this study may decide to end your participation in this study at any time after he/she has explained the reasons for doing so and has helped arrange for your continued care by your own doctor, if needed.  Please also see the statement of privacy rights above if you wish to withdraw permission for your health information to be used and shared for study purposes.

INJURY STATEMENT

If you are injured during the course of the study and as a direct result of this study, you should contact the investigator at the number provided under the Study Contacts section in this form.  You will be offered the necessary care to treat that injury.  This care does not imply any fault or wrong-doing on the part of the Partners institutions participating in this study or the doctor(s) involved.  Where applicable, the appropriate Partners institution participating in this study reserves the right to bill third party payers for services you receive for the injury and to make other decisions concerning payment in such instances.  The Hospitals will not provide you with any additional compensation for such injuries.

CONSENT TO PARTICIPATE IN RESEARCH AND AUTHORIZATION TO USE OR RELEASE INDIVIDUAL HEALTH INFORMATION FOR RESEARCH

I confirm that the purpose of the research, the study procedures, the possible risks and discomforts and potential benefits that I may experience have been explained to me.  Alternatives to my participation in this research study also have been discussed.  All my questions have been answered.  I have read this consent form.  My signature below indicates my willingness to participate in this research study and my authorization to use and share with others my “protected health information” as described in the preceding paragraphs.

SIGNATURES:

Subject or Parent(s), if minor child 





Date/Time

OR, if applicable, individual authorized by subject to make health care decisions

Court-appointed Guardian/Health Care Proxy




Date/Time

OR

Family Member/Next-of-Kin






Date/Time

Identify relationship to subject:



Subject’s preferred contact information during course of study:







I have explained the purpose of the research, the study procedures, identifying those that are investigational, the possible risks and discomforts and potential benefits.  I have answered any questions regarding the research study to the best of my ability.

Investigator/Individual Obtaining Consent 




Date/Time

In certain situations, the Human Research Committee will require the use of a subject advocate in the consent process.  The subject advocate is an individual who has no vested interest in the research and who agrees to act as an impartial third party in the consent process.

Subject Advocate (if required by the HRC for this study)



Date/Time
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