CONSENT DOCUMENT FOR ENROLLING ADULT PARTICIPANTS IN A RESEARCH STUDY

Georgia Institute of Technology

Project Title:  2011 Graduate Alumni Survey
Investigators: Joseph Ludlum, Ph.D., Jonathan Gordon, Ph.D. 
Protocol and Consent Title: H* Graduate Alumni Survey (12/6/10)
You are being asked to be a volunteer in a research study. 
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 evaluate whether our test prosthetic boot can help persons with an amputated lower limb more safely walk on unlevel surfaces.  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.]
[An example of an Exclusion/Inclusion Criteria statement follows: ] “Participants in this study must have one lower extremity amputation and be currently utilizing a prosthetic device.  Those who have severe skin irritation or other problems with their residual limb may not be in this study.  Those with bilateral amputations may not be in this study.”  

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.]  
Risks or Discomforts: 
The risks involved are no greater than those involved in using a computer.  
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 someday help others with lower extremity amputations to benefit from improvements in walking safety with prosthetic devices.”  

Compensation to You:  
There is no compensation for 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 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, 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.]  

[Web-based consent documents should include the following language:  “You should be aware that the experiment is not being run from a ‘secure’ https server of the kind typically used to handle credit card transactions, so there is a small possibility that responses could be viewed by unauthorized third parties such as computer hackers.  In general, the web page software will log as header lines the IP address of the machine you use to access this page, e.g.,102.403.506.807, but otherwise no other information will be stored unless you explicitly enter it.”]
[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 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.”
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 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.  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 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.]
Questions about the Study:

[This section is mandatory.  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 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 Compliance Officer in the 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 
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




Date


______________________________________________
______________

Signature of Person Obtaining Consent

Date

[If the protocol will be granted a waiver of documentation of consent, you may use this same template; simply remove the signature section and replace that language with this statement, modified accordingly:]

“By completing the online survey, you indicate your consent to be in the study.”
[Before uploading the consent document, be sure to delete all of the bracketed instruction language from the document.  Consent documents will be returned without review if instruction language is not removed.]

