[This template is designed to help you create a consent document to facilitate obtaining fully informed consent from human research participants for studies  at the Center for Advanced Brain Imaging.  Federal regulations specify the required elements of consent; required items listed herein must be included in the consent document before the IRB can issue approval.  

Note that the average person reads at the 8th grade level, so prepare this document accordingly.  Investigators are encouraged to use computer software applications or other techniques to assess reading level of the finished document; use a large font (at least 12 point); use short, simple sentences and avoid technical language; define all abbreviations and acronyms when they first appear in text; write the document in second person as though you are verbally giving instruction; and follow the format, including headings, given below.

Instructions are included in brackets, and examples are bulleted in some sections.  Please remove all bracketed instructions and quote examples before submitting the consent form for IRB review]. 

Consent Document for Enrolling
Adult Participants in a Research Study
at the

Georgia Institute of Technology / Georgia State University

Joint Center for Advanced Brain Imaging

831 Marietta Street

Atlanta, GA 30318

[In the state of Georgia, persons 18 years and older are considered adults].
Project Title:  

Investigators: [List the Principal Investigator (John Doe, Ph.D.) and all personnel named on the research team.]

Address: 
[PI’s University and Department Name]

Telephone:
[contact telephone]

Introduction:

You are being asked to be a volunteer in a research study. 

[The word RESEARCH is required.  Protocols proposing experimental medical treatments or that pose greater than minimal risk to participants must include the following two sentences:  “You are encouraged to take your time in making your decision.  Discuss this study with your friends and family.”  Do not include these two sentences in minimal risk studies.]

Purpose:   

[This section is required.  Give a brief description of the background and purpose of the study.  Include an estimate of the number of subjects expected to participate.]  

[An example of a Purpose Statement follows:]   “The purpose of this study is to identify which regions of the brain are involved in memory and thought, and to compare how those regions of the brain interact when tasked.  We expect to enroll 24 people in this study.” 

Exclusion/Inclusion Criteria: 

[This section is required for studies that, based on a scientific justification, are limited to certain categories of participants.  This language is required for MRI protocols at the CABI].
Subjects may experience nausea if they have certain conditions such as migraines, vertigo, anxiety or stress, fatigue, pregnancy, food poisoning or digestive disorders, fibromyalgia, concussion or brain injury, appendicitis, kidney or liver disorders, central nervous system disorders, brain tumors, some forms of cancer, or other illnesses.  If you are currently experiencing nausea for any reason, you should not have an fMRI scan until your nausea has subsided.  

It may not be safe for people with certain metals in their bodies or with certain medical conditions to undergo MRI, which uses a very strong magnet.  The researchers will ask you to review a list of conditions and tell them if any apply to you.   If you have any of the following, you will be excluded from this study for your own safety:  Cardiac pacemaker; hearing aid; any other implant metal in your body or eyes, including pins, screws, shrapnel, plates, braces on your teeth, or dentures; Parkinson’s; Alzheimer’s or other dementia; sickle cell anemia; epilepsy; bipolar disorder; multiple sclerosis; or brain surgery.  
If you have tattoos, you could experience some irritation and redness at those sites.  Tattoos on the head, such as eye liner or other permanent makeup, may make it impossible to get clear and usable images.  If you have tattoos or permanent makeup of any type, you should inform the researchers.  

[Researchers should also state any other exclusionary and inclusion criteria in this section.]
Procedures: 

[This section is required and must include a description of all research procedures; the frequency, scheduling and time commitment of each procedure and visit; and the total time commitment.  Any audio- or video-taping should be addressed in this section as well.]  

[If participants are being randomly assigned to different groups, this should be disclosed with a statement such as "You will be randomly (by chance, like flipping a coin) assigned to one of…."]  

[An example of a procedures statement follows:]  “If you decide to be in this study, your part will involve one visit which will take about three hours.  You will review the screening questionnaire and complete the health screening form.  We will discuss the study, and you may ask all the questions you have.  After giving your consent, you will be asked to lie down on a platform that can be slid into the center of the magnet.   An MRI imaging coil made of plastic will be placed around your head.   The coil will not touch your head, and foam pads will be placed around your head to limit movement during the scan.  You will then be slid into the magnet.  You will be asked to lie still.  You will be asked to listen to music through headphones we will provide.  We will ask whether the music provokes happy memories or other types of memories.  You will give verbal responses or pressing a button you will hold with your hand.  The scan will take about 60-90 minutes.  You will be given specific instructions at the start of each new task.  
Tell the researcher if you want to quit the study or just need a few minutes break.”  
Risks or Discomforts: 

[This section is required and must disclose any reasonably foreseeable risks and discomforts that a participant may experience.  Risks and discomforts should be grouped according to probability of occurrence, whether rare or common.  If there are special risks to pregnant or nursing women, women of childbearing potential, or to fetuses, these should be disclosed in bold print, with special instructions regarding need for acceptable birth control.  Similar disclosure should be made for studies in which effects on sperm are possible.]
[If women of childbearing potential will be enrolled, and if there are no other known risks to them or their possible fetuses, the following statement is required:]  “Women of childbearing potential who are considering being in this study should especially note that the risks to fetuses of exposure to MRI are unknown.”
[Required language for CABI follows:]
This MRI is done for research purposes only.  The MRI scan being done is designed to answer research questions, not to medically examine your brain. The MRI scan is not a substitute for one a physician would order.  It may not show problems that would be picked up by a medical MRI scan.  None of the researchers are medically qualified radiologists.  However, if we see something unusual in your scan, we will inform you so that you can obtain a follow-up evaluation by your physician.  Any follow-up evaluation or treatment that you seek will be at your own expense.  Even if your physician rules out any problems, you may be unnecessarily worried if a problem is suspected. 
The following risks or discomforts may occur as a result of your participation in this study.  The energy levels used to make MRI measurements are far less than those used in a single X-ray. While MRI is painless and there are no significant risks from MRI as it is to be performed, participation may mean some added discomfort for you.  In particular, you may be bothered by the beeping and hammering sounds made by the scanner as it collects measurements.  Disposable earplugs will be provided to diminish the noise.  The magnet is a small enclosure.  Despite the use of an “open” head-coil, some people become claustrophobic inside it.  You may also experience mild numbness or tingling in your fingers and toes.  This feeling is similar to the feeling you get when your arm has fallen “asleep” – not the painful “needling” feeling, but the numb tingling you feel afterward.  Again, you are free to quit the experiment at any time you choose.

The room may be cold.  You may ask for a blanket.  You may become tired or bored from lying in the scanner.  Some people feel nervous or claustrophobic while lying in the scanner.  You may ask to leave the scanner at any time.

Because the MRI scanner attracts certain metals, it could move metallic objects within the MRI room during your examination, which could possibly harm you.  Precautions have been made to prevent such an event from happening.

Further, because of the high magnetic field, people with pacemakers, heart rhythm disturbances, or certain metallic implants in their body cannot participate in this study.  You will be screened for these conditions.  

Benefits: 

[This section is required and must include a description of any benefits expected for the participants or for society.  It is okay NOT to expect the participant to benefit; in such a case, you should describe possible eventual benefits of this research to society.  Note that compensation is not a benefit of being in the study.] 
[An example of a Benefits Statement follows:]  “You are not likely to benefit in any way from joining this study. We hope that what we learn will help us improve treatment for people with X.”  

Compensation to You:  

[This section is required and should specify participant compensation and reimbursement, whether monetary, gift card, or class credit.  Compensation should be prorated in cases where participants may make several trips or go through a number of sessions.   It is generally inappropriate to pay bonuses for completion or to withhold payment until the study is completed.  You should disclose that full compensation will not be given to those who withdraw early or do not complete the study, if that is the case.  If there is no compensation at all, this should be disclosed.  In studies such as this example, the IRB recommends that full compensation be given when participants must stop due to a physical inability to complete the study.  For example, if the test boot causes irritation, the participant should be compensated for his/her time and effort anyway.]

[Protocols for Class Credit:  Class credit may be offered for participation in some studies which enroll Georgia Tech students.  In these cases, students should be given other options for fulfilling the research component that are comparable in terms of time, effort, and educational benefit.  To fulfill the research component, students could participate in another research study, write a brief research paper, or attend faculty research colloquia.  The paper should not be graded, and students who attend the colloquia should only have to attend.  If students do choose to participate in research studies, they should be given several studies from which to choose.]

· [An example of a Compensation to You Statement follows:]  “You will be compensated $20 per hour for your time and effort.  You will make two visits to the laboratory, for one hour each time, so your total compensation is $40.  If you do not come for the second visit, you will be compensated a prorated amount.  For example, if you complete the first visit, you will receive $20.  If you do not come for the second session, you will receive no additional compensation.”

· [An example of a Compensation to You Statement when class credit is being offered follows:]  “Instead of monetary compensation, Georgia Tech students will receive 1.0 Experimetrix credits for each hour of participation.”

· [An example of a Compensation to You Statement when there will be no compensation follows:]  “There is no compensation for participation.” 
· [Finally, U.S. Tax Law requires a mandatory withholding of 30% for nonresident alien payments of any type.  Therefore, the following statement should appear in the compensation section of any protocol for which compensation will be provided]:  “U.S. Tax Law requires a mandatory withholding of 30% for nonresident alien payments of any type.  Your address and citizenship/visa status may be collected for compensation purposes only.  This information will be shared only with the Georgia Tech department that issues compensation, if any, for your participation.    
Confidentiality:

[This section is required and should describe the extent, if any, to which confidentiality of records identifying the participant will be maintained.  Also, see guidance from the Georgia Tech Office of Information Technology at http://www.compliance.gatech.edu/protecting-sensitive-data/].  

· [An example of a Confidentiality statement follows:]  “The following procedures will be followed to keep your personal information confidential in this study:  The data collected about you will be kept private to the extent allowed by law.  To protect your privacy, your records will be kept under a code number rather than by name.  Your records will be kept in locked files and only study staff will be allowed to look at them.  Your name and any other fact that might point to you will not appear when results of this study are presented or published.  Your privacy will be protected to the extent allowed by law.  To make sure that this research is being carried out in the proper way, the Georgia Institute of Technology IRB may review study records.  The Office of Human Research Protections and/or the Food and Drug Administration may also look over study records during required reviews.”  
· [If applicable, add the following sentence:  “The sponsor of this study, National Institutes of Health [sponsor], has the right to review study records as well.”]
[If the study involves use of video- or audio-taping of participants, specifically address who has access to the tapes, how tapes are stored, for what purposes they will be used, and what happens to the tapes once the study ends.  Disclose whether tapes are erased after all the necessary information is collected from them and whether tapes are kept for archival purposes.]  

[When confidentiality of participant identity is not proposed, such as when participants will be quoted by name, this section should be very clear regarding where and how the quotes will be used.  Participants should also have the opportunity to review the text in which their quotes or identity appear to ensure proper attribution.]  
· [An example of a Confidentiality Statement follows]:  “Your privacy will be protected to the extent allowed by law.  To protect your privacy, your records will be kept under a code number rather than by name.  Your records will be kept in locked files and only study staff will be allowed to look at them.  Your name and any other fact that might point to you will not appear when results of this study are presented or published.  We are only interested in group information. The reporting of the experimental results will only contain group mean results and will contain no personal information about individual participants including performance on the experiment.  Audiotapes will be transcribed and destroyed; no link will be maintained that could connect your identity with your responses.  Videotapes will not capture your face, so it is unlikely that a viewer could identify you.  The tapes will be accessible only to the research team and the tapes will be destroyed after data analysis is complete.  To make sure that this research is being carried out in the proper way, the Joint Georgia Institute of Technology-Georgia State University IRB may review study records.  The Office of Human Research Protections and/or the Food and Drug Administration may also look over study records during required reviews.”
Costs to You: 

[This section is mandatory and must disclose the cost, if any, that participants will bear as a result of being in this study.  If there are no costs, this information should be specified.]

· [An example of a Costs to You Statement, when there is no cost to the participant, follows:]  “There are no costs to you, other than your time, for being in this study.”  

· [An example of a Costs to You Statement, when there IS cost to the participant, follows:]  “If you participate in this study, you will be responsible for the cost of the doctor’s visit.”  

Alternative Treatments:

[This section is only used when the study involves clinical or medical treatment, and is not needed for social and behavioral studies.  If applicable, describe other medical treatments or procedures available if the person chooses not to participate or later withdraws from the study.]  

· [An example of an Alternative Treatments Statement follows:]  “If you do not participate in this study, the only alternative is to continue with your current program of medical treatment.  If you withdraw from the study, you must consult your personal physician regarding ….”

In Case of Injury/Harm:

[This section is mandatory, even for minimal risk studies, and must inform participants whom to inform if they are injured due to being in the study.  The Principal Investigator, not a student researcher, must be named here.  If the study is taking place in another country, include the PI’s email address and telephone number, including international dialing information.]  
[An example of an In Case of Injury/Harm Statement follows:]  “If you are injured as a result of being in this study, please contact Principal Investigator, Ph.D., at telephone (XXX) XXX-XXXX.  Neither the Principal Investigator, nor Georgia Institute of Technology, nor Georgia State University has made provision for payment of costs associated with any injury resulting from participation in this study.”

Participant Rights:

[This section is mandatory and must include the following language:]
· Your participation in this study is voluntary. You do not have to be in this study if you don't want to be.

· You have the right to change your mind and leave the study at any time without giving any reason and without penalty.

· Any new information that may make you change your mind about being in this study will be given to you.

· You will be given a copy of this consent form to keep.

· You do not waive any of your legal rights by signing this consent form.

Conflict of Interest:

[This section is required if the Principal Investigator or anyone else on the research team has a conflict of interest in this study.  Such conflicts must be disclosed to the faculty member’s department, and a management plan must be on file with GTRC (for Georgia Tech researchers) or with the appropriate office at Georgia State University for those researchers].  It is not necessarily unethical to have a conflict of interest; it is, however, prudent—and required—that it be disclosed and managed.  Contact the Georgia Tech Office of Research Compliance for guidance].

· An example of a Conflict of Interest Statement follows:  “Dr. Principal Investigator owns the XYZ company that will market this _______, and he therefore has a financial interest in this study.  This interest has been disclosed to the appropriate authorities at Georgia Tech and/or Georgia State University.]

Questions about the Study:

[This section is mandatory.  ]  

· [An example of a Questions about the Study Statement follows:]  “If you have any questions about the study, you may contact Dr. P. Investigator at telephone (XXX) XXX-XXXX) or Principal.Investigator@dept.gatech.edu.” 
Questions about Your Rights as a Research Participant:

[This section is mandatory and must provide the name and contact information of the assigned Compliance Officer in the Georgia Tech Office of Research Compliance, so that participants have someone to contact regarding their rights as a research participant.  Provide contact information for the Compliance Officer assigned to your department, as follows:]  

“If you have any questions about your rights as a research participant, you may contact

[Enter your assigned Georgia Tech compliance officer here]

Ms. Melanie Clark, Georgia Institute of Technology

Office of Research Compliance, at (404) 894-6942.”

[or]

“Ms. Kelly Winn, Georgia Institute of Technology

Office of Research Compliance, at (404) 385- 2175.”

[Finally, include the following signature language:]

If you sign below, it means that you have read (or have had read to you) the information given in this consent form, and you would like to be a volunteer in this study.

______________________________________________

Participant Name (printed)

______________________________________________

                             




Participant Signature or





Date


Legally Authorized Representative
______________________________________________



Person Obtaining Consent (printed)

______________________________________________

________________

Signature of Person Obtaining Consent


Date

February 26, 2010
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