~ Corewell Health

Reviewer Guide

1. Accessing the Review Checklist - When you are assigned as a reviewer, you will receive an email
notification alerting you to the submission. You can access the reviewer checklist from the email or from
your OneAegis home screen.

Email — The link within the email will take you directly to the checklist. Once you complete your review,
you can always access it again by clicking on the checklist link. The analyst checklist is available within the
link. There is a space for notes within the checklist too.

2026-016 Notice of Review Assignment

no-reply@corewellhealth.oneaegis.com ©
To @ Wood, Shannon
Retention Policy 18_Month_Email_Retention_Policy (1 year, 5 months) Expires 8/7/2027

@ This sender no-reply@caorewellhealth.oneaegis.com is from outside your organization.

This Message Is From an External Sender

This message came from outside your organization.

Hello,
This is a notification to alert you that you have been assigned to review and sign off on the following submission:

IRB: 2026-016

Study Title:Testing Human Subjects Determination

Principal Investigator:Shannon Pl Test

Submission Type:IRB Request for Determination Submission xForm
Submitting User:Shannon PI Test

Reviewer Checklist Link

IRB Assigned Analyst: Shannon Wood, MPH, CIP

Please use the following link to access the formJIRB Request for Determination Checklist

Thank you,
Office of the IRB

THIS IS AN AUTOMATIED EMAIL. DO NOT REPLY.
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Home Screen - You can see all of your reviews that need to be completed, by clicking on "My Reviews.”

Actions
View Dashboard

Reviewer Open
Events

Agendas and Minutes -

Recent Items
South IRB
West IRB

Goethal, Mary Jo, MS

Archer, Mark, MA
Loyaga Rendon,
Renzo, MD
Wietrzykowski,
Mallory, MA
Shah, Rupin, MD

Messages

Required: All studies
must be submitted
into the

Access Reviewer
Checklist Here

Find Study

Find Study
Study
Committee
Site
Status
Sponsor/CRO
Sponsor Id
PI
Any Contact

*All

Keyword(s)

Find | Clear

Open Items My Reviews

Open Items This Week

xForms Assigned To Me

® All assigned reviews will

All Open Reviews

be located here.

On the "My Reviews" tab, you can access the checklist directly on the left-hand side of the screen. You can
access the xForm (submission form from the study team) by click on the xForm link in the middle of the

screen and you can also access the event (submission as a whole) by clicking on the link underneath the

xForm link.

Open Items xForms Assigned To Me All Open Reviews

My Reviews
Type
IRB Reviewer Checklist

IRB Reviewer Checklist

IRB Reportable New Information Checklist

IRB Reviewer Checklist

IRB Reviewer Checklist

.

IRB Reviewer Checklist
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Review Item
IRB Continuing Review xForm
ONntinUINg Review

2025-12345-CHW

IRB Continuing Review XFV
IRB Continuing Review
2025-12345-CHW

IRB Reportable New Information (RNI) xForm
IRB Reportable New Information (RNI)
2025-12345-CHW

IRB Continuing Review xForm
IRB Continuing Review
2025-12345-CHW

IRB Modification to Approved Research xForm
IRB Modification to Approved Research
1800-000-TST

IRB Continuing Review xForm
IRB Continuing Review
1900-000-TST

Access submission
xForm here

Access the Event
here (checklist
located within the
event too)

Assigned ¢ By
10/15/2025 Shannon W

10/15/2025 Shannen W

11/21/2025 Amanda M

01/12/2026 Shannon W

01/21/2026 Shannon W

09/19/2025 Nikkie F

Assigned IRB
Analyst if you
have questions

¢ Due N

10/10/2025
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Event Screen — On the event screen, you will be able to access the Reviewer Checklist by clicking on the
checklist underneath “Type”, see submission attachments, and review the original IRB submission.

Do NOT click on the hand next to the Reviewer Checklist. This will not take you to the reviewer checklist.

[@RLIEVEILERTLY Home | Meetings | Create Study | Reports | Contacts

Event Details: IRB Continuing Review on 2025-12345-CHW

Administration

[N Find Study (Ctrl+Q)
Help Shannon's Settings Sign off

Actions
General Study-Site
e e Study 2025-12345-CHW Site CHW - Corewell Health West
Attachments (4) N N . . R B
w— Title Testing a Device Through this Randomized Clinical Trial Committee West IRB
xForms (2) PI Test, Shannon PI Change Sponsor Id 123 (Test Sponsor)
Generate Doc Event &
Send EMail N
Asz Rsvi:Iw Type: IRB Continuing Review Started: s0/15/2025 3 Assigned:
Misc Instance: changing expedited categories to 8¢ Completed: 1g/21/2025 [
Add Follow Up Event
Create Event Group P
Eggg;ﬁm Sub Committee: | oot 1RB x - originating Event:
Edit Tags Primary Reviewer: Wood, Shannon, MPH, CIP (Alt) v Secondary Reviewer: v
t Audit
Audit -
AttaChmentS and epus ! v Expedited Categories: -
Email Tesi TN Toiszors o QC Analyst: v
‘e
Correspondence Submission Outcome: v ‘Was the consent form ~
story reviewed?:
D « Reviews (1) ollapss
one
‘ Action - Reviewe - Review Item # Due ¢+ Complete #
Recent Items . P .
1800-000-TST Waood, Shannon, MPH, CIP IRB Continuing Review xForm
South IRB v Emg ;
West IRB : 5
Acti Subject = Dat + Del To/F ¢ Int+
Goethal, Mary Jo, MS iop ubjet ate e o/From n
Archer; Mark, MA o 2025-12345 Notice of Review Assignment 10/15/20252:25 PMET 9 shannon.wood@corelvellhealth.org Yes
Loyaga Rendon, .
Rzngzn, MD g 2025-12345 New IRB Continuing Review xForm Has Been Assignied - 10/15/2025 2:21 PM ET ¢ shannon.wood@corewglihealth.org Yes
Wietrzykowski, Analyst
Mall MA ;
=To. ¢ 2025-12345 New IRB Continuing Review xForm 10/15/2025 11:43 AMET & raquel.celani@corewellheth.org; Yes
Messages shannon.wood@corewellhealth.org
Required: All studie: . .
must submit to thf = Steps (6) CHide Skipped
NPI Step Planned Actual C let Opti I d External Micro Note
and have 'gree:
light' before Receive Submission 10/15/2025 Yes v
submitted to the
IRB. Under Review No v

Reviewer Checklist Link

Original Submission Form

Assigned IRB Analyst
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Review Assignment

Review Type: IRB Reviewer Checklist
Reviewer: Wood, Shannon, MPH, CIP

Review Item:lIRB Modification to Approved Research xForm I

Event: IRB Modification to Approved Research

Review xForm

2. Reviewer Checklist — The reviewer checklist will open in its own tab.

Assigned

& Collaborators ‘ Reviewer Checklist

IRB Designated Reviewer Checklist -- Reviewer Checklist

Original Submission
Application Link

: 01/21/2026 by Wood, Shannon, MPH, CIP

Study-Site: 1800-000-TST
Event Start Date: 01/12/2026

Submission Event
Link

Page 1 of 1 Next

Event IRB Modification to Approved Research defined 01/13/2026
Study 1800-000

g! — est, Shannon Pl
/ itle
r

A Ph_as_e 1, Open-Label, Dose-Escalation Study to Evaluate the Safety and Efficacy of HMI-103

Assigned IRB Analyst

n Adult Participants With Classical PKU Due to PAH Deficiency
Assigned IRB
Study Home Screen Analyst Wood, Shannon, MPH, CIP
You can see pagt eventg and Analyst Prepared HRP Checklist Packet
general study information

if you have questions

Submission xForm and the attachments by (insert instructions)

Once you have reviewed the submission, complete any blank ch
packet, (insert instructions about filling and signing in Ado.

Now that you have completed the HRP checklists, p.

Name 0

Analyst Pre-Review

Download the attached HRP checklist packet. Review the analyst pre-review and the submission. You can access the

the analyst has included for you. To complete the

(f@%‘upload your packet in the next section below.

Add Note View Audit

- Type ~ Date ¢
— |checklists 2021-171.pdf | Checklist 01/21/2026
Checklist and Additional
Checklists for you to Upload your checklists here, if applicable. Add Note View Audit
complete (if applicable) Add Attachment
Please select your determination: (Required) Add Note View Audit
v
Do you have any remaining comments or notes for this submission? Add Note View Audit
This question does not require a response and may be skipped.
=
z“
Designated Reviewer Signature (Required) Add Note View Audit
Sign...

Click "Next" below and "Submit” on the following screen to complete your review.

Add Note

Next | Save for Later | More »

/

Click “Sign” to sign off on the

To complete the review, you must
Review

click “Next” and “Submit” on the
following screen to send the

Non-CH employees will need submission back to the Analyst

to enter their passwords
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Reviewer Determinations

For most studies, you will have these determinations available to you.

e If the submission was assigned to you via expedited review and you believe it needs Full Board
review, select “Full Board Review Required” to send this submission back to the Analyst Pre-

Review stage so they can assign it to a meeting.

e If the submission was assigned to you via expedited review and you have multiple questions that
will take the study team time to respond to, then you can always “Return to Analyst for More
Information” and this will return the form back to the Analyst Pre-Review stage. The analyst can

also update their checklist if needed at that point.

Please select your determination: (Required)
AYs
Approve and mz

Approved with Modifications Required
Deferred

Disapproved

Full Board Review Required

| Return to Analyst for More Information
red)

Tabled

If you select any of these
categories, you will be given the
opportunity to enter in comments to
go along with your determination.

RNI Determinations — The RNI determinations are differently. You will need to determine if you can
acknowledge the event first. Afterwards, an additional question will appear asking you if the event is non-
compliance, a UAP, etc. If you select “"Defer,” then a box will appear asking you to enter in your comments

for the deferral.

L A
Please select your determiﬁtie@‘ (Required)
v

Acknowledge

Add Note View Audit

it apply. (Required)

Add Note View Audit

Acknowledge

Continuing Non-
Compliance

Serious Non-
Compliance

Unanticipated Problem
(UAP) Involving Risks
to Subjects or Others

000Oo

ooag

low the research regulations, CH Policy or the requirements or determinations of the

Defer - More Information Needed

A pattern of non-compliance (serious or non-serious) that suggests a potential for future non-
compliance without intervention; a repeated unwillingness to comply with applicable research
standards, regulations or determinations of the IRB; or a persistent lack of knowledge of how to
comply on the part of the investigator or a willful lack of commitment by the investigator and
study team to protect human participants.

Non-Compliance that has, or could, reasonably be anticipated to have the potential to increase a
physical, psychological, safety, or privacy risk to, or impair the rights of, local subjects.

Any information or event that is (1) unanticipated or unexpected in nature, severity or
frequency, (2) indicates that subjects or others are at increased risk of harm than was previously
known or recognized; and (3) related to the research. Harm can be physical,
emotional/psychological, social, or economic, and can include privacy harms.

Continuing Non-Compliance

Non-Compliance that is neither Serious nor Continuing
Serious Non-Compliance

Suspend IRB Approval

Terminate IRB Approval

Unanticipated Problem

N/A - Acknowledge Only
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3. Completing the analyst checklist, if applicable.

The analyst will prepare a pdf checklist packet that includes the analyst pre-review and any checklists the
reviewer may need to complete. If you identify additional checklists are needed, feel free to reach out to
the assigned analyst for that checklist or you can access them on our external website (coming soon!).

If you need to complete any checklist in the pdf format, download the checklist from the Reviewer
Checklist by clicking on the document. This file Willugo into your downloads folder.

O\

Name v Type ~ Date +
checklists 2021-171.pdf Checklist 01/21/2026
Upload your checklists here, if applicable. Add Note View Audit

Add Attachment

Open the document and locate the side bar on the left-hand side of the pdf. Locate the text box with an
‘A" in the center. A side menu will appear and you can select a “Crossmark” or “checkmark” to complete
the PDF.

= Menu ¢ ¥¥ 2025-12345 Checklists |

Alltools  Edit  Convert  E-Sign [

Q,
‘ 2

A

k‘
Q,
2, the De <
X Crossmark
ﬁ v Checkmark
Pl %4

@‘ ® Dot
—p °
O circle around
e i
—  Crossout
o
1 R
1 Yas

Hover the symbol over the box you want to mark and click once. Here is an example of what it looks like.

1 REVIEWER CF
“1Yes [ No
“ Yes [1No

“ Yes [ No

_1 N/A
——
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Save the file and upload it to the reviewer checklist. | recommend keeping the file name the same so it
replaces the analyst checklist in the attachment section.

O

Name v Type ~ Date 4
checklists 2021-171.pdf Checklist 01/21/2026

Upload your checklists here, if applicable. Add Note View Audit
Add Attachment I

4. Viewing the Meeting Agenda

Click on the “Meeting” tab at the top of OneAegis.

Actions
View Dashboard Find Study
Reviewer Open Study
Events Committee
Agendas and Minutes * e _
| Site 2
Recent Items
1800-000-TST Status | *All v
1808-000-CHW Sponsor/CRO ®
Coram, Rita MD Sponsor Id
Borchardt, Amanda PI ®
Vanoosterhout, ~
Stacie Any Contact L7
Grant, Kristen Keyword(s)
Girgis, Reda, MD Find |[ Clear
Messaaes

Locate the meeting of interest and select the "Paper” icon (agenda).

L [«IETAINGER W Home | Meetings | Create Study | Reports | Contacts | Administration
—————— Meeting Maintenance

Actions
Add Meeting Last 12 Months 076 | 2025
Recent Items -
1800-000-TST | (Meetings
1808-000-CHW ! Aghi Date + Committee ¢ Location
Coram, Rita MD [ 03/03/2026 West IRB Virtual and in person at 15 Michigan
Borchardt, Amanda
Vanoosterhout, & J & 02/03/2026 West IRB Virtual and In Person at 15 Michigan
Gf;ii'eKristen A # 01/26/2026 East IRB 2
Girgis, Reda, MD &) 12/10/2025 Test IRB Committee
Messages & D & 12/10/2025 West IRB
Reguired: Al studies | 09/02/2025 Test IRB Committee
NPI P £ 07/30/2025 Test IRB Committee
and have 'green
light' before & J & 06/09/2025 Test IRB Committee Link to meeting
submitted to the
IRB. —
Useful Links
OneAegis

Information Hub

My Docs & xForms
0 Attachments
84 xForms

Reviewer’'s Guide version 3 dated 2/17/2026
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On the left-hand side of the screen, under “Actions,” click on “Member's View."

Agenda Display

Actions
Re-apply Default Meeting

Sort Committee West IRB
Member's View
Preview Agenda ;Agenda
Vlew_ in Word ' Preview Summary
Preview Summary
View Summary In

Word Header

Re-Review: Initial Reviews

Done

Recent Items
1800-000-TST
1808-000-CHW
Coram, Rita MD
Borchardt, Amanda

Vano

osterhout,

Initial Reviews

Re-Review: Modifications

Modifications

Re-Review: Continuing Reviews

v Continuing Reviews (1)

You are now viewing the entire Agenda for the meeting. Full Board items that are being reviewed are
located at the top. All expedited, exempt, and study completions are located underneath the Full Board

items.
[ )
[ )

[ Corewell Health

Actions

Show Empty
Sections

Attachments (0)

Dane

Recent Items
1812-000-CHW
1800-000-TsT
1808-000-CHW
Coram, Rita MD
Borchardt, Amanda

Vanoosterhout,
Stacie

Grank, Kristen

Messages

Required: &ll studies
must submit to the
MPL
and have "grean
light' befere
submitted to the
IREB.

Useful Links

Onedegis
Infarmation Hub

My Docs & xForms

0 Attachments

84 xForms

Click the IRB number to view the study home screen.
Click on the event name to go to the event.
Click on the down arrow next to the event name to immediately access the xforms and

attachments.
Home | Meatings
Member Agenda
Meating

- Header (D)

Craate Study

Feperts | Contacts

Committee Wast IRE

Re-Review: Initial Reviews (0)

Initial Reviews (0)

Re-Review: Modifications (D)

Modifications (0)

Re-Review: Continuing Reviews (0}

Continuing Reviews (1)
Continuing Review
Study

1E12-000-CHW
IRE Continuing Review =

[ Re-Review: Reportable New Information (D)

l Reportable New Information (1)
Reportable New Information (RMI)

Study
2025-12345-CHW

IRB Reportable New Information (RN

Expedited Reviews (3)
Modifications - Expedited

wForms
Attachments
Generated Docs

Administration

Title

&n Open-Label, Multicenter, Extension Trial to Evaluate the Long-Tarm Safety and Efficacy of
Apitegr maore..

Testing a Device Thraugh this Randomized Clinical Trial
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