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This document can be used as a guide when creating an information sheet for studies where a waiver of written consent has been requested or for exempt studies obtaining verbal consent. The information sheet takes the place of the informed consent document.
Title:  
Principal Investigator: 
Funding Source:  
Introduction
You are being asked to join a research study.  The following information will explain the purpose of the study, what you will be asked to do, and the potential risks and benefits. You should ask questions before deciding whether you wish to participate, or at any time during the course of the study.
Purpose 
The purpose of this study is to [state what the study is designed to discover or establish.] ____________________ . You are being asked to participate because you have been identified as someone who [explain briefly why the prospective subject is eligible to participate] ______________________________________________.
Procedures
If you choose to participate in the study, you will be asked to [describe the study procedures clearly, in order.]  __________________.
Possible Benefits
This research [may or may not benefit you directly/is not designed to benefit you directly].  However, knowledge gained from the results may help us to better understand   (description of possible benefit to this population)
Possible Risks
Your part in this research study consists solely of _______________(i.e., completeing a survey __________. This study does not require you to have procedures or treatments.  Therefore, being in this study does not involve any physical risks to you.  However, there is a slight risk regarding the confidentiality of your participation in this study, if information about you becomes known to persons outside this study.  The researchers are required to keep your study information confidential, however, so the risk of breach of confidentiality is very low.
Alternatives to Participation
[Note: This section is a required element of informed consent for all research involving treatment or therapeutic intervention. Certain non-treatment protocols may also require an “Alternatives” section detailing appropriate treatment or procedures that are available outside of the research.  Investigators may also choose to state that the only alternative is to decline participation in the study.  If the “Alternative Treatments” section does not apply to your study, you may omit this entry and delete the heading.]

Privacy / Confidentiality
To protect your confidentiality, your name and other identifying information will not be recorded on any study documents.  [If applicable: You will be assigned a study number and the code linking your number with your name will be stored in a separate locked file cabinet]. We will only collect information that is needed for research. Only the researchers involved in this study and those responsible for research oversight will have access to the information you provide.    [If applicable, insert the following:  Examples of information that we are legally required to disclose include abuse of a child or elderly person, or certain reportable diseases.]
[For HIPAA covered studies involving PHI include:  
Research Authorization: Except as permitted by law, your health information will not be released in an identifiable form outside of the Yale University research team, collaborating researchers’ institution and (describe any other groups who would have access if applicable). Examples of information that we are legally required to disclose include abuse of a child or elderly person, or certain reportable diseases.  Note, however, that your records may be reviewed by those responsible for the proper conduct of research such as the Yale University Human Research Protection Program, Yale University Human Subjects Committee [or representatives of the U.S. Department of Health and Human Services or the name of research sponsor if applicable). The information about your health that will be collected in this study includes: (Specify as appropriate)
Information may be re-disclosed if the recipients are not required by law to protect the privacy of the information.  At the conclusion of this study, any identifying information related to your research participation will be [choose: destroyed, rendering the data anonymous -OR- will be retained indefinitely]. 
By signing this form, you authorize the use and/or disclosure of the information described above for this research study.  The purpose for the uses and disclosures you are authorizing is to ensure that the information relating to this research is available to all parties who may need it for research purposes.

This authorization to use and disclose your health information collected during your participation in this study will never expire.]
Voluntary Participation
Participation in this study is completely voluntary.  You are free to decline to participate, to end participation at any time for any reason, or to refuse to answer any individual question at any time.   Refusing to participate will involve no penalty or loss of benefits to which you are otherwise entitled (such as your health care outside the study, the payment for your health care, and your health care benefits). By providing verbal consent, you have not given up any of your legal rights.

Questions

You have heard the above description of the research study.  You have been told of the risks and benefits involved and, at this point, all of your questions regarding the study have been answered.
 If you have any further questions about this study, you may contact the investigator, [investigator name and contact information.] If you would like to talk with someone other than the researchers to discuss problems, concerns, and questions you may have concerning this research, or to discuss your rights as a research subject, you may contact the Yale Human Investigation Committee at (203) 785-4688[Add country code, if appropriate].
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