Reviewing a Submission
for Board Members

After logging in, select Human Ethics from the Products drop-down to get to your Dashboard.
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Make sure your role is as Reviewer in the drop-down. Click the star and refresh your browser if not already on Reviewer.
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Click Review button.
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Click the Show Checklist button to see and fill out the checklist.
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Comments to the Pl or to ORIO staff can be made at each question on the form. Click the + to add a comment. Type in the box,
Save Comment. In the drop-down choose Unrestricted, so the Pl will see the comment. Only ORIO staff will see Restricted
comments. When the Pl returns the protocol with changes, they may reply to your comment.
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Go through the protocol, add comments as needed. When done, at the /
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end of the checklist, Reviewer Certification checkbox and Save Checklist.
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After certifying, if it does not go back to the details page automatically,
click SUBMISSIONS DETAILS to go back to the details page. Sections
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Once back on the details page, click the highlighted Make a Decision.

Renewal
IRB-2023-43 - This is a protocol to develop Reviewer Guide - Ima SB Exempt Test

{ B Review ] [ PDF ~ i Delete

Pl: Current Analyst: Decision: Policy: Required Tasks:
Rocco Researcher N/A Post-2018 Rule Make Decision
Review Type: Review Board: Meeting Date:

Limited IRB Social and Behavioral IRB N/A

In this first example the Decision is Return to PI. Today’s date. Then Save.

You don’t have to fill anything else out at this time. At the final decision you will choose categories and make final comments.

Decision Result Date
[ Returnto Pl Clear « ] [ £ 10-17-2025 ‘ Today ]
Categories

Select the applicable categories for this decision.

1a. Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the
risks associated with the use of the product is not eligible for expedited review.)

1b. Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required:; or (i) the medical device is cleared/approved for marketing and the medical device is

/

After saving, on the details page click the blue Review Complete button. The protocol then goes back to ORIO staff and relay it to
the Pl. Comments could go back and forth a few times between the Reviewer and the PI.
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When the PI has responded to comments and it comes back to you. Click the protocol number under My Tasks.

Click the Proceed button. Then Review button.
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Under Pre-Review
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Find and expand each comment. Either choose Resolve from the drop-down or add another comment to reply.
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When you have addressed all the comments, click Save (it may be grayed out if already saved). Then go to the details page by
clicking STUDY SUBMISSION in the upper left corner of the page. You do not need to recertify the checklist again.
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Required Tasks: Click on Make a Decision

Under Review
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In this first example for Make a Decision, you will choose Exempt from the drop-down. The Result Date is “Today’s” date.

Exempt’s Admin Check-in Date will also appear. For Exempt the Check-in Date is three (3) years, minus one (1) day from “today.”
Manage Dates: Admin Check-in Date Only

Then insert Justification for expiration comment.

Choose Category(s), you may scroll down and make comment in the Findings and/or Notes areas. Example is on the next page.
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In this Expedited example, choose Approved as the decision. Result Date is “today’s date.”

The Expiration Date is typically one (1) year, minus one (1) day from “today.”
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Insert Justification for expiration comment, such as: The IRB has determined that an annual review is required....
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The IRB has determined that an annual renewal is required for all research that qualifies for L | B I u & - Im = BH o N S

expedited review due to the uniq amulti-insti ve IRB. A

The IRB has determined that an annual renewal is required for all research that qualifies for
expedited review due to the unigue nature of a multi-institution Collaborative IRB.




New or Renewal of Not Research or Not Human Subjects Research
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When the value None is selected for the Manage Dates field, the Expiration Date and Admin Check-In Date fields, as well as the
justification box, are not required. However, when Expiration Date or Admin Check-In Date is selected for the Manage Dates op-
tion, those fields must have a value. (Cayuse update 11/2-25)
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You may check the appropriate categories and enter overall notes; however, neither are required.

Categories
Select the applicable categories for this decision.

1a. Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (N
risks associated with the use of the product is not eligible for expedited review.)

1b. Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 8
being used in accordance with its cleared/approved labeling.
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After saving and returning to the Details page, Make a Decision should be crossed out.
VERY IMPORTANT to click Review Complete button to send it back to ORIO staff.
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