UNIVERSITY OF MICHIGAN
CONSENT TO BE PART OF A RESEARCH STUDY
PRIOR TO SUBMITTING THE INFORMED CONSENT DOCUMENT FOR IRBMED REVIEW, REMOVE PARAGRAPHS THAT DO NOT APPLY TO THIS RESEARCH DESIGN.


This template may be used only for Exempt human subjects research studies that involve interaction/intervention (Exemptions 1, 2, 3).



NAME OF STUDY AND RESEARCHERS 
Title of Project:
Principal Investigator: [name, credentials, institutional affiliation]
HUM# [fill in]
Study Sponsor: [remove if no sponsor]
GENERAL INFORMATION 


You are invited to participate in a research study about [details] 

If you agree to be part of the research study, you will be asked to [details]

Benefits of the research [details]

Risks and discomforts [details] 

Compensation [details]
[Include if there is compensation:
If you receive any payments for taking part in this study, the University of Michigan finance department will need to collect your name and address for payment tracking purposes. Your email address may also be collected to support payment processing. In a calendar year if: 1) your payments total greater than $1,600 for this study or 2) if you receive payments of greater than $1,600 for being in more than one study, the University of Michigan finance department will also require your Social Security Number (SSN) for tax reporting purposes. If you do not have an SSN, you may be asked for an Individual Taxpayer Identification Number (ITIN).  If you do not wish to provide your SSN or ITIN, you may continue to participate in research studies, but you will not be able to receive payment in excess of $1,600 for any given calendar year.]

Participating in this study is completely voluntary.  Even if you decide to participate now, you may change your mind and stop at any time.  You may choose not to [details:  e.g., answer any survey question, continue with the interview] for any reason.

[For projects involving deception or incomplete disclosure] As part of the research, we may mislead you or we may not tell you everything about the purpose of the research or research procedures.  At the conclusion of the study, we will provide you with that information.

[For projects that collect sensitive and identifiable data (exemption 2(iii) or 3(i)(C)] I/We will protect the confidentiality of your research records by [explain].

[For projects that collect sensitive and identifiable data and that may be protected by an NIH Certificate of Confidentiality (CoC)] This project [is funded by the National Institutes of Health (NIH) and] holds a Certificate of Confidentiality (CoC). This means that we cannot be forced to disclose any research information that may identify you, even under a court subpoena. In general, we will use the CoC to resist any demands for information that would identify you, except in the following cases:
· For anything you give consent for the researchers to disclose,
· If you share anything that by Federal, State, or Local law we must report to officials,
· For auditing by the U-M Institutional Review Board or the NIH, or
· For any research records you authorize us to release to others 

[For projects with mandatory abuse and other reporting requirements, insert the following] For this study, we may share your information with appropriate authorities if we learn [requirements or plans for abuse or public health reporting].

[If applicable] Information collected in this project may be shared with other researchers, but we will not share any information that could identify you.

If you have questions about this research study, please contact [name, contact info for PI (and faculty advisor if PI is a student)]. 

The University of Michigan Medical School Institutional Review Board (IRBMED) has determined that this study is exempt from IRB oversight.

You may also express a question or concern about a study by contacting the Institutional Review Board:
IRBMED: Telephone 734-763-4768; e-mail irbmed@umich.edu
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