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The ED/SBS IRB conducted a review of the above referenced initial application. The study was
determined to meet the criteria for exempt human subjects in accordance with the following
category(ies) as defined under 45 CFR 46:

Category 2: Research involving the use of educational tests, surveys, interviews [NOTE: If
children are involved in the research it can only be determined to be exempt under this category
if the research is limited to educational tests or observation of public behavior, the
investigator(s) cannot participate in the activities being observed, and the identities of the
subjects either cannot be readily ascertained or the disclosure of the subjects’ responses would
not put them at risk.]

This study underwent limited IRB review to ensure adequate provisions are in place to protect
the privacy of subjects and to maintain the confidentiality.

This project involves the use and disclosure of protected health information (PHI) and is
therefore subject to the HIPAA Privacy Rule. Please access the ARROW application to
determine the mechanism through which the study team will be able to use and disclose PHI
(i.e., through written authorization from subjects, oral authorization from subjects, a waiver of
authorization, or use of a limited data set).

You have identified the following financial sources to support the research activities in this IRB
application:

None.

If this information is incorrect, please submit a change to modify your application as
appropriate.

To access the materials the IRB reviewed and accepted as part of the exemption determination,


https://arrow.wisc.edu/arrow/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity[OID[E366F5225D97AB478A603F716C45909D]]

please log in to your ARROW account and view the documents tab in the submission’s
workspace.

Although the human subjects research described in the ARROW application referenced above
was determined to meet the federal criteria for exemption and thus does not require continuing
review, please be aware of your responsibilities related to the conduct of the research and when
additional IRB review is required. Prior to starting research activities, please review the
Investigator Responsibilities for Exempt Human Subjects Research guidance
(https://kb.wisc.edu/images/group99/shared/BSIR _Exempt.pdf ) which includes a description of
the types of changes that must be submitted to ensure the research continues to comply with the
conditions of the exemption and/or category(ies) of exemption.

If you have general questions, please contact the Education and Social/Behavioral Science IRB
at 608-263-2320. For questions related to this submission, contact the assigned staff reviewer.
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