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Section 3 - Grant Key Personnel access to the study
3.1 - Please add a Principal Investigator for the study

Tanner Harmen
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3.3 - Flease add a Study Contact

01. Tanner Harmon

Not Defined in Version 1.1

Section 7 - Regulatory Compliance
7.1-
How many studies is the PI currently responsible for?

Section 7 - Regulatory Compliance
7.2 -
Does the PI have protected or dedicated time available to conduct this research?

' Yes {7 No
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Has any member of the research team ever received a FDA 483, "Warning Letter”, Notice of Disqualification, or other warning or disciplinary
action from an agency or licensing autherity?
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Section 7 - Regulatory Compliance
7.4 -
Has this study been disapproved or terminated by another IRB?

) Yes {0 No
Section 10 - Human Subjects Research Description

10.1 -
In the opinion of the Principal Investigator, does this research impart minimal risk or greater than minimal risk to subjects?

As defined by regulation, minimal risk means that the probability and magnitude of harm or discomfort anticipated in the
research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine
physical or psychological examinations or tests. Please note that the IRB makes the final determination of risk level and may ask
you to change this based on their decision.

If this is a Conversion of a Paper Application, select the risk level that has been determined already by the IRB at most recent
review per the most recent approval letter (expedited review = minimal risk, full board review = greater than minimal risk).
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{7 Greater than minimal
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In the opinion of the Principal Investigator, does this research impart minimal risk or greater than minimal risk to subjects?

As defined by regulation, minimal risk means that the probability and magnitude of harm or discomfort anticipated in the
research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine
physical or psychological examinations or tests. Please note that the IRB makes the final determination of risk level and may ask
you to change this based on their decision.

If this is a Conversion of a Paper Application, select the risk level that has been determined already by the IRB at most recent
review per the most recent approval letter (expedited review = minimal risk, full board review = greater than minimal risk).
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10.2 -
Does the research offer the prospect of direct benefits to the individual subjects?
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