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IRB Registration Date: 4/1/2021

The MCW/FH Institutional Review Board #5 has d d the above-referenced subr i in accordance with the MCW/FH IRB Policy: Registration Projects: Hi bject Research Projects whi ify for Flex Review, Registration Category 8.
This determination extends to the following institutions:
Froedtert & the Medical College of Wisconsin Hospitals and Health Par

Froedtert Hospital (including all specmlly cliics the Cancer Centr and the Eye Instie)
Medical College of Wisconsin - Milwaukee Campus

‘The items listed below were submitted and reviewed with this Research must be conducted in accordance with the IRB's as described in the d listed below:

Data collection tool
Study protocol

Given that the current project does not involve direct contact with subjects, an informed consent process is not required. The IRB has granted approval of a waiver of HIPAA authorization requirements at 45 CFR 164,

Decedent data may be accessed in accordance with 45 CFR 164.512.

Any and all proposed changes to this submission must be reviewed by the IRB prior to implementation. When it is necessary to eliminate hazards to subjects, changes may be made first. This should be followed promptly by contacting the MCW/FH IRB Office.
All Unanticipated Problems Involving Risks to Subjects or Others (UPIRSOs) must be reported prompily to the MCW/FH IRB according to IRB Standard Operating Procedures (SOPs).

Category 8 Registration Projects no longer require Froedtert Office of Clinical Research and Innovative Care Compliance (OCRICC) review and approval.

In order o meet he requirement of accountingfo al use and disclosures o Protcted Helth Information (PHI) orthe puposeofresearch without patiet authorization escarch staff must complee n Accountin Log secific  hat projct's islosre. This mustbe copleted via the web-based Log Form located here. , this log will be submitted directly to Froedtert Health Information Management
(HIM) and will be considered valid for the length of the IRB Approval of the study. At time of government audit or other st be pr their less than 50 screening list within 48 business hours, if requested. Principal Investigators are ultimately accountable for the conduct of e st
Be advised:

1 MCW Rescarchers e roquire 10 us the Miedical Colego of Wisconsin (MCW) Clincal Trasltionl SlenceInstituns (TSI Clinicl Reseach Dan Wrshouse (CRDW) tesoroes n tolsfor obnning fora Regrts of PHI dita images, o,
2 Requess for fnancial, cost o other dat no yet avaiabe hrough he CRDW: MCW researchers will e 0 complee an FAMCW Repors, Data & Al h t attach a copy of the project IRB Registration Letter & the Data Collection Form (DCF) to your Report Request. This process does require a Froedtert network account. To obtain

3. Questions regading acces 0 FH o OCRICE oo an approval, pleaxl contact OCRICC office: ocricc@froedtert.com
If you have any questions, please contact the IRB Coordinator II for this IRB Committee, Cara Marzion, at 414-955-8601 or ¢marzion@mew.edu.
Sincerely,
Nevin Uysal Biggs, MD
Kathryn Gaudreau

IRB Chair
MCW/FH Institutional Review Board #5



