Renewal/Continuing Review

Some changes have been made to the form after initial upload of Legacy data.
There may be some variations between a legacy submission and later submissions.
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\/ﬂ Human Ethics Role: Analyst 4@ Prod

Dashboard Studies Submissions Tasks Meetings Reporting More

Renewal Preview Only

Continuing Review

Sections

Continuing Review

Submit amendments/modifications separate from the continuing review.

* Request for More Time

Are you requesting move time for the project?

® Yes
) No

Provide a brief summary of activities to date:
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nuing Review *|RE Oversight Arrangements

Indicate how IRE aversight is erganized for this study. This showld match what is in the latest approved version of this study [latest approved Modification
ar Invtial approvail.

) Study imvolving 1 site where thic site is the Beviewing 1BB [IRB of Record)

() Study involving more than 1 site where this site is the Reviewing IRB (IRB of Record) for other sites

) Study irvelving mere than 1 site where each site will conduct their ewm IRE review

2 Study imvelving mare than 1 site where this site i Relying on an External IRE

) Multi-site study {multiple US sites participating in a research study wsing the same protocod) where this site is the Reviewing IRE
(IRE of Record) for all sites

) Multi-site study {multiple US sites participating in a research study wsing the same protocod) where this site is Relying on an External
IKB

* Study & Subject Status
Cheack all that apply.

M Study has not started or is on bold
Study enredlment ks open; MO enrcliment to date
Study enrollment is open and ongoing
E Study enrollment s closed
Treatrerit and/es active lollow-up continees
Long-term follow-up onby (no intervention/interaction)
B Remaining activities imited to data analysis
= Indicate what kind of data is inuse:
) Identifiable data is still in use (including coded data for wehich alink ta the identifiable information is retained)
O OMLY Coded data where BOTH are true:
a ALL links o identifable infarmation have been destroyed
» There is MO ability to link the data in use back ta identifiable Informaticon

@ De-identified data ONLY a




Enrallment

For intervention/interoction studies or aims, Enroffment incldes subjects who gave cansent to participate, eitherin writing, orally; or by voluntary
campletion of @ swrvey or participation in a focws group.

For data ov specirmen shudies ar aims, Enrollment includes subjects whase identifable recordpecimeans hove been reviewed,

+ Total subjects enrolled to date at all sites

+ Total subjects enrolled to date at this institution

* Tatal subjects enrolled at this institution since the last Renewal (or since Initial approval if this is the first Renewal)

*Have there been any withdrawals at this institution during the this approval period?

MOTE: Inchudes subjects who consented but were determined ineligible. bkefit voluntarily, or were withdrawn by study investigators.
@ Yes
= Muriber af withdrawals this approval perod

= Briefly explain the reason for each withdrawal,
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Sections

* Complaints
Huvee there been any subject campaints diving this approval period?

Plegse address for this institution only, UNLESS we are the Reviewing [RB for other sites. In that case, consideration shoud include aif sites (be sure to
reference the site name),

(& Yeu
« Deseribe any subject complaints and if the subject withdrew from the study as a result.
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Sections

Continuing

= Muodifications

Have there been ary changes ta the study during this appreval period that yeu have NOT already submitted as a Madification?
Please address for this institution onfy, UNLESS we are the Reviewing IRE for other sites. In that case, consideration should include all sites.

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

0 No




= Reportable Events
Continuing Pl

This includes adverse events or profocol deviations thot were required to prompdly be submitted as an Incident per IRB Paficy.

“Have any Reportable Events occurred during this approval period?

Please address for this institwtion only. IWLESS we are the Reviewing IRB for other sites. In that cose, considenation shoufd include all sites (be
suve o reference the site nomel
@ Yes
* Pleasa briefly describe the events.
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Continuing F

) Ma
*+ Hawe all Reportable Events during this approval period already been submitted as Incidents?
Piense address for this institwtion omly, INLESS we are the Rewlewing IRE for other sites. In that case, consideration should include all sites,
) Yes
® Mo
Please create and subemit Incident submissions for these reportable events immediately.

Sections Unreportable Events
Continuin This includes adverse events ar pratocol deviatians that weren't required fo prompdly be submitted as an Incident per IRB Polley:

*Have any Unreportable Events cccurred during this approval peried?

@ Yes
O No
* Provide alist of the unreportable events that occurred at this institution, including =nough information to understand why the
events were determined to be unreportable.

+ As applicable, provide a list of the unreportable events that ooccurred aoross the whole study at all sites. including enough
information to understand wihy the events were determined to be unreportable.

This wouwld ONLY be applicable for studies where we are the Reviewing IRB OR multi-site clindeal trisls (regardless of wha is the [RB of Recond|
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Unreportable Events Documentation
Attach any applcatse documents for these unreportable events (e.g. event tracker),

ATTACH

= Mew | nformation
Continuing Review 15 there any Mew Information to reportfor this study?

Pegseaddres for Lhis [nst i fon ondy, UNLESS we arethe Reviewing IRE forother sites. inthatcase, entries shouldinclude all sites (be sure to reference
thesite name]l

= Publications or scientific findings relevant tothe risks and henefits to subjiects
= Independent Monito DB/ DSMC findings
= Intermandysls

& Yes
= Please describe.
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Add iti onal | nfomation
Additional Informati snor Comments

I appiicable.you can provide additional Information that you think tobe beneficlal to review of this Renewal feg. summarny of project progress,
CaNCEns of comments abaut risks to subjects, ete. )
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Additional Documentation

If you have any additional documentation to provide for this Renewal, upload it here.

ATTACH

Participant Protect... Consent & Assent Fo

Attachments Attach any consent, as

ATTACH

Reuung
Send to Pl for certification?

COMPLETE SUBMISSION >

L Currenl Saalyst: Deision: Blicy: Reuered il
Tirea st LA Pt Pt Tt B Auke P
R Typec Ewrvbew Boars: Fesiing Oabs
PR s ST
Approvals Tomk Mimbory Attachments
Rusaarch Tasm
Name Hoke Certify
Vire Austwrt Princpal Imes gabor
Veoafirm thal | heee Lha proper lesining, sxpartise and resserdes Lo n
conduct this study. lunderstand and accept my responsi| ¥ T

the Principal Investigator ard Primary Cantact for this study., |
confirm that | have no significant financial conflict of interest in this
praject or have disclosed a canflict per institational policies and
federal requirements. | confirm that the information pravided In this
aplication is true, complete, and acourate to the best of my
Wrmhecge; that any Talse, fCtitsous, o Traudulent SEatements of
claims may subject me ta criminal, civil or administrative penalties;
and agrae ba aceapl respanibility for the svarsight and selantific
canduct of the project

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

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




