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elRB Annual Updates — FAQs

1. What are Annual Updates in eIRB?

IRB continuing review is not required for some minimal risk research initially approved by the IRB on or after
January 21, 2019. This includes some more than minimal risk research where the remaining activities are
limited to analysis of identifiable data/biospecimens or the collection of follow up information. Additionally,
studies relying on an external IRB are not required to undergo Continuing Review by the UTSW IRB.

While Continuing Review (CR) may not be required for some studies, the HRPP still requires an Annual Update
(AU) for these studies. The Annual Updates will allow the HRPP to monitor progress and ensure studies are
closed in a timely manner.

NOTE: If a study was initially approved by the IRB prior to January 21, 2019 and was determined to
require continuing review, continuing review is still required to remain compliant. Additionally, all FDA-
Regulated research is required to undergo continuing review.

2. Is the Annual Update Form as long as the Continuing Review Form in elRB?

No. The AU form is simplified and includes between 8-14 questions depending on your study activity in the
past year. Reliance studies may have an additional 3 questions. See the bottom of this FAQ for samples of
the AU forms.

3. Who reviews and accepts Annual Updates?

Annual Updates are reviewed and accepted administratively within the HRPP Office. Annual Updates will not
be reviewed by the IRB.

4. How will | know if | need to submit a CR or AU?

Refer to elRB. Notifications will be sent from elRB notifying you to submit either an Annual Update or
Continuing Review. The system will only allow for the correct type of submission to be created in elRB.

Studies with a “Review Type” of Relying on a Non-UT Southwestern IRB will submit an AU. You may also refer
to the “Determinations” tab in elRB. AU is required for the following:

e Common Rule Applied = New Common Rule AND Current Risk level = Minimal (as below)

History Approval Status Modifications CRIAL Reportable Events Documents. Change Log |IRB Documents Study Team Determinations

IMPORTANT DATES

Date of most recent approval {new or CR) Wednesday, October 18, 2018
Expiration Date Tuesday, December 8, 2020

RISK LEVELS

Initial Risk Level
Minimal

Current Risk Level
Minimal

COMMON RULE APPLIED

MNew Common Rule

EXPEDITED RESEARCH CATEGORY § 46.110

There are no items to display
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Will my study look different in elRB if it qualifies for Annual Updates?

Yes.

The elRB system will now reflect CR/AU to include both Continuing Reviews and Annual Updates. When your
study is nearing expiration, the system will notify you that an Annual Update is due. If a study reaches its
expiration date, the status will change to “Annual Update Overdue” (instead of “Expired”).

Can research continue when the state changes to “Annual Update Overdue”?

Yes.

While you may continue your research activities in this state without regulatory violations, you should submit
the Annual Update as soon as possible. Studies which have not submitted the AU timely are at risk of
suspension or termination. If you are unable to submit the AU timely, contact the HRPP office to ensure the
study is not closed.
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Sample AU Forms (actual questions highlighted)

Minimal Risk, Revised Common Rule AU:

1.0 Study Status

This rezponse is system
generated and not editable

* 1.1 Recruitment of new subjects | Select one)
Mo participants/specimensi/data have been enrolled/collected at this site to date

*1.1.1 Special Protocol Type:
This study requires an Annual Update instead of Continuing Review (it is externally reviewed by non-UTSW IREB. or minimal risk and non-FDA regulated
per Revised Common Rule)

‘iew: LITE 12.0 Annual Update

12.0 Annual Update
12.0 Annual Status Report

*12.1 Since the last review (initial or annual update), how many subjects have you either: enrolled {consented); and/or otherwise included in
this research {e.g.. waived consent)?
12

*12.2 How many total subjects have been enrollediincluded in this research since the study started?
12

*12.3 Summarize your study’s progress toward achieving the objectives of the study.
SUMmMary

12.4 Funding source andior cooperating organization(s):

Federal Gramt Information
Agency Grant Mumber
There are no items to display

Other External (Non-Federal) Information
Supporting Entity Supporting Mechanism
There are no items to display

*12.4.1 Has the funding source changed?
Yes No

*12.5 Have any non-English speaking participants been enrolled since the last review?

fes No

* 12.6 Taking into consideration all experiences and safety-related information, have any problems (AE or non-AE) occcurred {locally or
externally if multi-center) since the last IRB review?

fes No

*12.7 Hawve there been any dewviations (major or minor) from the currently-approved protocol initiated by the investigator, study staff, or study
subjects (i.e. procedures/labs done outside the window, missed visits, procedures/labs not conducted, discrepancies in medication
inwventories)?

fes No

‘iew: LITE 14.0 Final Page
14.0 Final Page

14.1 Attach any other documents:
Mame ‘fersion
There are no items to display

Congratulations, you have completed your elRE continuing review/annual update application!

FPlezase select "Finish" to finalize and exit the application. Doing so will NOT submit your application for review. The Continuing
Review!Annual Update Form may only be forwarded for review by the Principal Investigator or their delegate. The investigator must select
he " Submit™ activity from the workspace.
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Relying on Non-UTSW IRB AU:

1.0 Study Status L:'.‘?
= 1.1 Recrultment of new subjects | Salect one) : :
HNo particpanisispecimens'data have been ennolledicallected at tis sile o This rezponse s Sﬁ"StE'I'I'I

generated and not editable

=1.1.1 3pecial Protocol Type:
This sludy is an exlemally reviewed by non-UTSW IRE

View: LITE 120 Annual Updaie

12.0 Annual Update
12.0 Annual Status Regort

=121 8Inca the lazt review |Inftial or annual wpdate), how many subjects have you efther: anrollad [zonesnted); andior otherwlss includad In
thls research (s.9., walved coneent)?

12

= 12.2 How many total subjacts have bean enrclledfncluded In thie ressarch aince the study startad?
123

=12.3 3ummarize your study’s progress toward achieving the oojsclives of the study.

WA,

12.4 Funding source andior cooparaiing organizationis):

Faderal zrant Information
Agency Grant Humber
There are no items 1o display

Othar External [(Han-Faderal) Informatian
Supporling Enlity Supporling Mechanism
1 MILLICH £ ANNA FOUMDATION Conlract
*12.4.1 Has the funding scurce changed?
e Ho

*12.5 Have any non-Englizh speaking participants bean ennolad sinca the 132t revisw?
Ye= Ho

“ 12.E Taking Into conelderation all experiances and safaty-ralated Information, have any probiems (AE or non-AE) eccurmad {locally or
axternalty If muil-cantar 2ince the 13t IRE review?

Yex Ho
= 12.7 Have there been any dewianons (major or mincr] from the currentty-approved protocol Inflated by the Inweatigator, study staft, or

study subjacts [Le. procedurasilans dons outslde the window, miesed visits, procaduresilabe not conducted, discrepanclse in medication
Inventoriss)?

Yex Ho

“12.8 Uplead a copy of the continuing review approval battarie) I2eued by tha reviewing IREB:
Dooument De=criptian
View | History Attsch gifi0.01)
= 12.8.1 DId the extarnal reviewing IRE re-ztamp UT Southwsastern Informed Consant Documant's at continulng review?
Rz

Mo
M — Mo conssnt approved for this stady
=12.8.13 Uplcad a copy of the nawly stamped coneentis):
MName Vermsion

There are noitems o displa
View: LITE 14.0 Final Page

14.0 Final Page

141 attach any other documants:

Marne Wersion
There are no items o display

ongratulaticns, you have completed your elRE continuing reviewannual update application!

Pleasza zalact "Finlzh™ o finalize and exit tha application. Delng eo will NOT submit your application for review. The Continulng
Reviawiannual Updats Form may only be forwarded for revlew by the Principal iInvestigator or thelr dalsgate. Tha Investigstor must eslect
& "Submit” activity from the workspaca.
u zan frack your continuing reviewannual updats application throughout the submizelon process by logging Inte your study workspaca.

Pleass Include any spacial Inatructions retafsd to your study:
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