Renewal/Continuing Review

() Home - USM X ™ Inbox (11) - tinasubut@maine X [ University of Maine System - C- X T Human Ethics - Cayuse Resear: X + - <] X
€« C @ O 8= -1 cayuse.com *dashb o ® =
A
\/ cayuse e o N
L = ole: Reviewer ~ Products ~ Tina Aubut ¥
%, Human Ethics evies ucts ina Aubu
Dashboard Studies Submissions Tasks Meetings Reporting More
Home Ir——
Co
B —

Make sure Researcher is selected under the Role drop-down. Click on highlighted protocol , New Submission button.

Dashboard Studies }ubmissions Tasks Meetings Reporting More

IRB-2023-5 June 9th Test- Initial @ Approved o N/A N/A 06-09-2023

Researcher
c aia Rocco
IRB-2023-57 ne 8th Test Initial @® Approved N/A N/A 06-08-2023
Researcher
—
J
Studies = Study Details e
ARes 1/ + New Submission
. Ao Renewal
Study Details Submissi
Modification
{
Approved Legacy was approved ey —
Click Edit
Initial
IRB-2023-76 - Test Settings
# Edit PDF ~ @ Delete

Pl Current Analyst: Decision: Policy:

Tina Aubut N/A N/A Post-2018 Rule

Review Type: Review Board: Meeting Date:

N/A N/A N/A

Updated 10/31/2025




cayuse
J//: Human Ethics Role: Analyst ~ 4@ Brod

Submissions Tasks Meetings Reporting More

Dashboard Studies

Renewal Preview Only

Continuing Review

Sections

Continuing Review Submit amendments/modifications separate from the continuing review.

* Request for More Time
Are you requesting more time for the project?
® Yes
O No
Provide a brief summary of activities to date:
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Sections
+ Study & Subject Status

Continuing Review

Check all that apply.

Study has not started or is on hold
Study enroliment is open; NO enroliment to date
Study enrollment is open and ongoing
Study enrollment is closed
Treatment and/or active follow-up continues
Long-term follow-up only (no intervention/interaction)
Remaining activities imited to data analysis
* Indicate what kind of data is in use:
O Identifiable data is still in use (including coded data for which a link to the identifiable information is retained)
(O ONLY Coded data where BOTH are true:
* ALL links to identifiable information have been destroyed
« There is NO ability to link the data in use back to identifiable information

Q De-identified data ONLY

Sections Enrollment

For intervention/interaction studies or aims, Enrollment includes subjects who gave consent to participate, either in

Continuing Review
writing, orally, or by voluntary completion of a survey or participation in a focus group.

For data or specimen studies or aims, Enrollment includes subjects whose identifiable records/specimens have been

reviewed.

* Enter the total number of subjects that have been enrolled in this study since the start, or the
total number of individuals whose data were analyzed since the start.

* Enter the number of subjects that have been enrolled in this study since the last renewal, or the
number of individuals whose data were analyzed since the last renewal.




Sections * Enter the total number of subjects that have withdrawn from this study since the start.

Continuing Review

* Enter the total number of subjects that have withdrawn from this study since the last renewal.

* Please list the following enrollment numbers for each site (by name) we serve as the Reviewing
IRB for in this study:

 Total subjects enrolled to date at site

 Total subjects enrolled at site since the last Renewal (or since Initial approval if this is the first
Renewal)
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* Have there been any withdrawals at this institution during the this approval period?

Continuing Review NOIE: lnc@)ud:s subjects who consented but were determined ineligible, left voluntarily, or were withdrawn by study investigators.
es
* Number of withdrawals this approval period

* Briefly explain the reason for each withdrawal,

B I UV & =m =8 ®

Sections

* Complaints

Continuing Review

Have there been any subject complaints during this approval period?

Please address for this institution only, UNLESS we are the Reviewing IRB for other sites. In that case, consideration should include afl sites (be sure to
reference the site name).

® VYes
* Describe any subject complaints and if the subject withdrew from the study as a result.
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Sections * Modifications

Continuing Review Have there been any changes to the study during this approval period that you have NOT already submitted as a Modification?

Please address for this institution only, UNLESS we are the Reviewing IRB for other sites. In that case, consideration should include oll sites.

® Yes
Please create and submit a Modification with these changes immediately.

O No




Sections

Reportable Events

Continuing Review

This includes adverse events or protocol deviations that were required to promptly be submitted as an Incident per IRB Poficy.

* Have any Reportable Events occurred during this approval period?

Please address for this institution only. UNLESS we are the Reviewing IRB for other sites. In that case, consideration should include all sites (be
sure to reference the site nome).
® Yes
* Please briefly describe the events.

8 I v Y m m

Continuing Review

O No
* Have all Reportable Events during this approval period already been submitted as Incidents?
Please address for this institution only, UNLESS we are the Reviewing IRB for other sites. In that case, consideration should include all sites.
O Yes
® No
Please create and submit Incident submissions for these reportable events immediately.

Sections Unreportable Events

Continuing Review

This includes adverse events or protocol deviations that weren't required to promptly be submitted as an Incident per IRB Policy.

* Have any Unreportable Events occurred during this approval period?

@® Yes
QO No
+ Provide a list of the unreportable events that occurred at this institution, including gh infor ion to understand why the
events were determined to be unreportable.
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+ As applicable, provide a list of the unreportable events that occurred across the whole study at all sites. including enough
information to understand why the events were determined to be unreportable.

This would ONLY be applicable for studies where we are the Reviewing IRB OR multi-site clinical triols (regardless of who is the IRB of Record).
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Unreportable Events Documentation
Attach ony applicable documents for these unreportable events (e.g., event tracker).

ATTACH

* New Information

Continuing Review Is there any New Information to reportfor this study?

Pleaseaddress for Lhis ing ity tion only. UNLESS we are the Reviewing IRBforothersites. in thatcase, entries shouldinclude allsites (be sureto reference
thesite name)

For example
« Charge infunding
« Publications or scientific findings relevant tothe risks and benefits to subjects
« Independent Monito /D SMB/DSMC findings
« Interimandlysis

@® Yes
* Please describe.
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Continuing Review

Additional Documentation

If you have any additional documentation to provide for this Renewal, upload it here. This includes any
consent documents to be used, agreements that have been renewed, and approval or determination letters
from other IRBs as applicable.

-Required statement on all consent forms: "If at any time you have questions or concerns about your rights
as a participant, need information, want to provide feedback, or experience a research-related injury, please
contact the USM Office of Research Integrity and Outreach at 207-780-4517 or usmorio@maine.edu.
Information for participants (https://usm.maine.edu/orio/irb-information-for-research-participants).”
-Attach documents only. Word or PDF copies are best. Links cannot be accessed by all reviewers.

ATTACH

The following were not asked on older initial forms. Please fill out for the renewal.

* Maine Department of Health and Human Services

Does this activity involve the Maine Department of Health and Human Services (DHHS) or its programs, services, offices, divisions, or data?
® Yes
O No
Check all that apply:
O Direct funding by Maine DHHS
® Any datafrom Maine DHHS
O Maine DHHS employees
(O Other
If obtaining data from Maine DHHS, please attach proof of permission to access the data.

ATTACH

* U.S. Department of Education

Will the research occur within a school district or K-12 school that receives funding from the U.S. Department of Education?

This includes all public schools and most private schools.
® Yes
O No

Please provide a letter of support or other documentation from each school supporting the conduct of the research and its compliance with The Protection of Pupil Rights
Amendment (PPRA).

ATTACH

Once all the sections are checked as complete, the Complete Submission will show.

Participant Protect... Consent & Assent Fol

Attachments Attach any consent, ass

ATTACH

Routing
Send to PI for certification?

COMPLETE SUBMISSION




Each Principal Investigator, including an applicable Faculty Advisor must certify the submission.

Initial
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Research Team

Name Role

Tina Aubut Principad Investigator

1 confirm that | have Lhe proper traning, expertise and re
conduct this study. lunderstand and accept nvy responsibilities as
the Principal Investigator and Primary Contact for this study. |
contirm that | have no significant financial contlict of Interest in this
project or have disclosed a conflict per institutional policies and
federal requirements. | contirm that the information provided in this
applhication is true, complete, and accurate to the best of my
knonledge; that any false, fictitious, or frauddlent statements of
claims may subject me to criminal, civil, or administrative penalties:
and agree 1o accept responiibility for the oversight and scientific
conduct of the project

A pop-up will appear to confirm certification before it is
routed to the next CO-PI or Faculty to certify.

When all certification routing is done, it goes into the
que of an ORIO analyst for next steps.




