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Regulatory Work Practice

OnCore — Updating IRB Reviews

Purpose: OnCore is a Clinical Trial Management System (CTMS) from Advarra and gives
research teams a single, comprehensive system for managing a trial throughout its life cycle.
University of Arizona Health Sciences (UAHS) uses OnCore for a variety of purposes, including
managing all clinical trials conducted within UAHS, housing current and approved study
documents, housing study calendars and documenting when patient visits have occurred,
housing electronic case report forms (eCRF’s) for investigator initiated trials (IIT’s), creating and
running reports, reporting data directly to the National Cancer Institute (NCI), and tracking staff
effort on trials.

Due to the scope of staff who access and view study documents in OnCore, it is important that
information is kept up-to-date and accurate. The purpose of this work practice is to describe
the process for entering IRB-approved study documents (protocols, ICF’s, etc.) into OnCore.

Scope: This applies to regulatory staff.
Tools

e Learning Portal: https://oncore-docs.advarra.com/index.php

In addition, you can log into OnCore and from your profile drop down, select Help 2>
Learning Portal

Initial Study Start-up:

1. Update OnCore with the minimum following documents upon IRB approval:
a. If the study uses an external IRB: UA IRB deferral review
i. UAIRB deferral approval
b. All studies: Initial review by IRB of record
i. Protocol (either sponsor protocol or IRB protocol, as applicable)
ii. IRB Approval Letter
iii. IRB-approved ICFs and assents
iv. Associated approved/clean documents (patient material, IB, etc.) may be
uploaded if desired
2. The following documents should not be uploaded into OnCore:
a. IRB rosters
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b. Tracked versions of documents (tracked protocol, IB, ICF, etc.) — example redline
documents

Process / Steps:

Log into OnCore: https://login.advarracloud.com/

Go to “Protocols” = “PC Console,” and search for the appropriate protocol.

u OnCore. MenquProtocolsv Subjects~ £

F4 | PC Console
* PC Console -

Protocol No.: 1710065268 Protocol Search

Protocol Target Accrual: 74
RC Total Accrual Goal (Upper): 12

Select Protocol Details Management St
1710965268 v
Protocol Details
Protocol No. 17109
likrars | Oneal,

Go to “Reviews” = “IRB Reviews.” To add a new entry, click “Add.” To edit or add data to a

previous entry, click “Edit.”

Protocol No.: 1703302436 Library: General Medicine Pl: Situ-LaCasse, Elaine Sponsor: University of Arizona

Protocol Target Accrual: Accrual To Date: 0 Protocol Status: IRB INITIAL APPROVAL

RC Total Accrual Goal (Upper):

IRB Expiration: 03/23/2022

Select Protocol [ summary || src || DSME IRB || LTFU Transfer || Other External Commitiee Actions
1703302436
IRB Review Reason Counts
Main » Local
IRB Study
Interim  Local Local
Treatment » (WIRB) Changed IND _ Continung IRB YW RB Note To Plor Reply Study Swgy ~ Renewal
Interim ~ Annual Continuing Initial for Migrated ~File (non- Protocol  Protocol Continuing
eviel Safety eview  Review Review Other  Staff Closure Related
L Continuing Review Review Review deferral Consent reportable Deviation Violation Review
Institution R IModification Report Report for for Change IRB  (Concluded) Problem
eview (WIRB) CIRB to WIRB problems) Report
External (WIRB)
Accrual IRB
Pending 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Status » o 0 0 0 0 0 1 0 0 0 0 0 0 0o 0 0 0 o 0 0 0
Reviews
» IRB Action History ( * denotes a global amendment)
Documents/info »
Fitter by Review Reason: e v
Eligibility University of Arizona Health Sciences (UAHS)
Protocol Calendar Review Date Submit Date IRB Committee Review Reason ReviewType  ReviewNo.  Action Action Date Expiration Date Delete?
- 1. 0302712017 03/21/2017 UA IRB (Human Subjects Protection Program) Initial Review Approved  03/27/2017 03/23/2022
Hoifications Communications Details (Type / Amendment No / Received Date / Description / Version Date)
Deviations Consent Form Main ICF 03/23/2017 om
IRB Approval UA HSPP Initial Approval  03/27/2017 Edit
New Protocol Protocol Initial F200 (Protocol)

One entry in OnCore will include submission and approval information associated with a

single IRB review. Create a different entry for each IRB review. Examples: Local IRB

Deferral, Initial Review, Continuing Review, Changed Review/Modification, etc.

a.

In practice, create a new entry (“Add”) for every IRB submission.

b. Once IRB approval is received, click “Edit” to update the associated submission with IRB

approval information and documents.
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Update IRB Review
Protocol No.: 1703302436

Protocol Target Accrual:

RC Total Accrual Goal (Upper):

?

Library: General Medicine PI: Situ-LaCasse, Elaine Sponsor: University of Arizena
Protocol Status: IRB INITIAL APPROVAL

IRB Expiration: 03/26/2023

Accrual To Date: 0

| ‘Z:n'r"af

sumt | (0312172022 UA IRB (Human Subjects Protection Program)| v | " [Initial Review

vaee ||

o ve || (G ve] —
UAIRE inital review and approval
A
3986 character(s) remaining
No ‘Abstain _ . Bl
vernn E . E Institufion | University of Arizona Health Sciences (UAHS) Edit

5. Complete the Review Information as described below:

Review Date e Enter the date the IRB reviewed the submission.
e Unless specified, this is usually the same as the Action Date.
e Leave this section blank until the IRB has reviewed the submission.
Update this section when IRB review is complete.
Submit Date e Enter the date of IRB submission.
e |f IRB submission date is unknown, use the Review Date.
Committee e Choose the IRB who reviewed the submission from the drop-down

list.

Review Reason

Choose from the drop-down the reason for submission:

e Changed Review/Modification: Amendments to the protocol or ICF
must be entered; amendments to other materials may be entered if
desired

e Continuing Review: Renewals/continuing reviews

o IND Safety Report: IND safety reports that were reported to and
reviewed by the IRB.

e Initial Review: Initial review by the IRB of Record. This is the first time
the IRB of record reviews the protocol for the site.

e Local IRB Review for Deferral to External IRB: Review of the UA IRB
for any deferred study.

e Other: Reviews that do not fall into any other category.

e Pl or Staff Change: Reviews for Pl or other staff changes.

e Study Closure (Concluded): IRB review for study conclusion. This is
the final IRB submission at the end of the study.

e Study Related Problem: IRB review for a protocol deviation, or other

major violation that occurred during the course of the study.

Review Type

Choose from the drop-down to match the review level specified by the
IRB:
Exempted

Expedited: IRB reviews that do not go to the full IRB committee, and
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are reviewed by the Chair.

Full: IRB reviews that go to full IRB committee.

Do not leave blank; if the IRB does not specify, select an option to the
best of your knowledge

Action

Choose from the drop-down:

Other options include:

Approved: IRB approvals — most reviews

Abandoned: Study abandoned before IRB reviewed the submission
Acknowledged: IRB acknowledgements

Closed: IRB determined to close the study. Note, if the IRB approves a
closure submission, use the “Approved” action instead.

Concluded: IRB determined to conclude the study. Note, if the IRB
approves a conclusion submission, use the “Approved” action
instead.

Correction Needed: IRB determined a correction is needed before
giving final approval.

Deferred: IRB deferred the review. Note, if the IRB approves a
deferral submission, use the “Approved” action instead.
Disapproved: IRB disapproved the submission.

Exempted: IRB determined the submission was exempt from review.
Note, if the IRB acknowledges an exempt submission, use the
“Acknowledged” action instead.

Other: IRB reviews the submission with an outcome does not fall in
any other category.

Reviewed: IRB reviewed the study, but did not have any other action
(no approval, acknowledgement, etc.).

Suspended: IRB determined to suspend the study.

Terminated: IRB determined to terminate the study.

Action Date

Select the date of the IRB action.
For approvals, this is the IRB approval date.

Review Expires

Choose from the drop-down:

Yes: A new expiration date was given with this review. This should
only be used for initial review by the IRB of record or continuing
review, if an expiration date was indicated in the approval letter.

No: No new expiration date was given with this review. This includes
initial or continuing review if no expiration date was indicated and all
other types of reviews.

If the protocol previously had an expiration date but this requirement
was removed in a later Continuing Review, selecting “No” will
supersede the old expiration date and “N/A” will now be displayed
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for the expiration date in the study header.

Expiration Date e Enter the expiration date of the protocol, listed on the approval
letter.

e Enter the expiration date at Initial Review and at each Continuing
Review, if applicable.

e For reviews other than Initial and Continuing Review, or if no
expiration date is given for those reviews, be sure to select “No” for
Review Expires, as described above, and the expiration date field will
be greyed out.

Review No. e Enter the review number if known. (Ex. WIRB often has continuing
review numbers associated with each renewal.)
e Leave blank if unknown.

Summary e Enter a brief description of the submission. (Ex. “WIRB initial review
submission and approval.”)

e For cooperative group studies, specify when the information was
posted to CTSU. (Ex. Sent to team on 4/18/2019. Posted to CTSU on
4/10/2019.)

Yes/No/Abstain e Leave section blank, unless known.
Votes

Institution e Automatically populated. Do not change.

6. Under “Details,” click “Add” to add documents.

J Details {3) || Reviewers (0) || Commun ications (0) || Notes |

[ Details o Add Select Previous Details/Docs |
Amend- Reconsen t

Type mentNo. | Received Date Version Date Description Comments Global? Required? ~ Delete?

| | (el [ | 0 vg

Complete the Details information as described below:

Type Choose from the drop-down the appropriate document type:

e Action Letter: Any sponsor, cooperative group, or IRB action letter

e Assent Form: A child’s consent/assent form

e Assent Form (Translated): A child’s translated consent/assent form

e Consent Form: Informed Consent Form

e Consent Form (Translated): Translated Informed Consent Form

e Disease Team Flowsheet: Disease team flowsheet — usually uploaded
under ePRMS (SRC), not under IRB reviews.

e HIPAA Form: Standalone HIPAA document for cooperative group
studies.

e HIPAA Form (Translated): Translated standalone HIPAA document for
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cooperative group studies or for use with short forms.

¢ IND Safety Report Note to File: Note to file for IND safety report
reviews for billing purposes — usually uploaded under Documents, not
under IRB reviews.

e Investigator’s Brochure: Investigator’s Brochure

¢ IRB Acknowledgement: IRB acknowledgement document

e IRB Approval: IRB approval document

e IRB Submission Form: IRB submission form/document

¢ IRB Submission Receipt: IRB submission receipt as proof of
submission. This could be an email with a time stamp, or a cover
letter with a time stamp.

e Lab Manual: Laboratory manual — usually uploaded under
Documents, not under IRB reviews.

e Miscellaneous: Any document that does not fall under the listed
document types.

e Note to File: Any note to file or memo to file.

e Patient Materials: Any patient materials such as diaries,
guestionnaires, brochures, etc.

e Patient Materials (Translated): Any translated patient materials such
as diaries, questionnaires, brochures, etc.

e Pharmacy Manual: Pharmacy manual — usually uploaded under
Documents, not under IRB reviews.

e Protocol: Study protocol or protocol admin/clarifications

e Team Resource Review Worksheet Approval: Approved TRRW —
usually uploaded under ePRMS (SRC), not under IRB reviews.

Amendment No. | e Leave blankin most cases.
e If relevant, can specify the amendment number. Ex. Protocol
Amendment 3.

Received Date e |f documents were received significantly later than their version date,
can specify the date the documents were received.
Version Date e For ICF’s, enter the version date.

e For protocols, IB’s, memos, etc., enter the date of the document
version. (Ex. Protocol Amendment 3, dated 3/2/2019, was IRB
approved on 4/18/2019. The protocol version date is the date of the
protocol document, 3/2/2019).

e For IRB submissions and submission receipts, enter the date of IRB
submission.

e For IRB approvals, acknowledgements, etc., enter the date of IRB
approval.

e For dates where only the year is known, enter 01/01/YYYY. For dates
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where the month and year are known, enter MM/01/YYYY.
e For documents that do not have a version date on the document
itself, enter the IRB approval date.

Description e Add a brief description of the document. If the document name is
clear, the description can be the same as the document name.

e Helpful to include a study identifier and dates in the description. (Ex.
“INCB 50465-112 Main ICF UAHSv18Apr2019 approved 22Apr2019.”)

Comments e This field is visible only to regulatory coordinators.

e Add any additional/helpful comments, as needed. (Ex. add a brief
summary of changes next to the ICF and/or protocol.)

e If re-consent is required, indicate in the comments who needs to re-
consent. (Ex. “Re-consent required for all patients receiving study
drug.”)

Global? e Leave blank in most cases.

e Anamendment may be marked as 'Global' if each participating
institution's IRB must approve the amendment as approved by the
Research Center's IRB. Checking this box will cause the record to
appear as a 'Pending Amendment' on the PC Console > Institution

tab.
e Only used for multi-center IIT studies that utilize OnCore.
Reconsent e For consent and HIPAA documents, this check box can be used to
Required? indicate if re-consent is required.

e Options to indicate re-consent for patients consented, eligible, on
study, on treatment, on follow-up, or all.
e Use this check box as determined by the IRB.

7. After entering all the appropriate information for the individual document, click “Save.”

Details (3) || Reviewers (0) | Communications (0) || Notes | ‘

Details Add Select Previous Details/Docs

Amend- Reconsent
Type ment No.  Received Date Version Date Description Commen ts Global? Required?  Delate?

[Consent Form <] i |3 [03p232017 |3

Main IGE v3 23 2017 ‘

| o o

Save | Cancel

8. Attach the appropriate study documents from the electronic study folder and click submit.

Details Add Select Previous Details/Docs
Amend- Reconsent
Type ment No.  Recewed Date Version Date Description Commen ts Global? Requied?  Delete?
Main ICF v3.23.2017
Consent Form [ M T3 [os/232017 |3 O NA O

1
Attar URL
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Details
Amend-
Type ment Ho Archive 3/18/2020 1:19 PM
images 3/19/2020 1:48 PM
Consent Form 1
2 I: UACC 3/18/2020 1:28 PM
Bl . o EYEY: 3:53 PA
Attach a F Browse| No file selected. 3 n Submitting_Deviations_OnCore UACCv21.. 2/3/2020 3:53 PM
— @°) This is a consent form.docx 3/20/2020 959 AM_|
-5 Updating_OnCore_IRB_Reviews_v23Apr2..  2/19/2020 1:56 PM
4 |

To Meeting Agenda  Create Follow-Up Review | Submit | Submit and Close  Clear | Close

ns. All rights reserved.

9. IMPORTANT: All documents must be released by checking the box Release and then clicking
Submit.

Type mentNo. | Received Dats Version Date Description

Main ICF v3.23 2017

Consent Form \ [ul |3 (03231207 |3

5
This is a consent form docx De\ete O

To Meeting Agenda  Create Follow-Up Review
ns. All rights reserved.

Submit and Close ~ Clear  Close

If a file was uploaded incorrectly, delete individual files by pressing “delete” next to the
document and click Submit. To delete the entire entry, press “delete” next to the entry. Note,
deleting the entry will also delete any associated attachments.

Details Add Select Previous Details/Docs
Amend- Reconsent
Type mentNo.  Received Date Version Date Description Comments Global? Required?  Delete?

Main ICF v3 23 2017

O A °|E|

Submit and Close  Clear  Close

Consent Form [ ] I3 Josr23207 |3

To Meeting Agenda = Create Follow-Up Review
ns. Al rights reserved.

OnCore provides an option to indicate when re-consent is required. This populates as a
checkbox in OnCore as “Re-consent Required” (“RR”). When “RR” has been checked, applicable

patients will have an “RR” flag next to their name.
Select Previous Details/Docs

Reconsent
Global? Regquired? Delete?

1
} O & »

Save Cancel

Reconsent Required for the Fallowing Subject Statuses

Select All
Consented ()
Eligible
On Study
On Treatment
Arm 1
Off Treatment
On Follow Up

No arm assigned |
v

Save Cancel |

A1 arm 1

a. Re-consent required can be flagged for patients consented, eligible, on study, on
treatment, on follow-up, or all. There can be an option to flag RR for a specific study
arm.

b. Helpful to include which patients need to re-consent in the comments section of the ICF.

UAHS Version_2025-08-21
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Amend-

Type ment No. Received Date Version Date Description Comments
Main ICF Re-consent required for all patients
Consent Form ‘ | ‘ | D ‘03/23/2017 ‘ D except those in long-term followup|

To see which patients have been flagged, go to “PC Console” = “Accrual” = “Subject 2
“CRA Console.” Patients who don’t need re-consent or who have already been re-
consented will not be flagged. Note, this may populate incorrectly, depending on the

CRA Console

Protocol No.: 1710965268 Library: Oncology
Protocol Target Accrual: 74

RC Total Accrual Goal (Upper): 12

Short Title: Ph. Il Study of Ficla. w/ or w/o Cetux. in Pts w/ Cetux-Res, Rec/Met HNSCC

Select Protocol

1710965268 v Accrual Details
Page Size -100 ~
Select Subject ¢
A Studv Site Subject MRN
Arizona Cancer Center 04-009-WD
Arizona Cancer Center 04-010-SF
] Arizona Cancer Center 05-001
Forms by Status (Queried) » | Arizona Cancer Center 05-002

Protocol Calendar Arizona Cancer Center 06-001

Arizona Cancer Center 06-002
Monitoring Visits Arizona Cancer Center 06-004RR]
Financial Events Arizona Cancer Center 06-004RR |

Arizona Cancer Center 1800648
SAEs Arizana Mannar Fantar 104N0ARA

IRB’s actual requirements.

12. Once IRB approval is received, press “Release” on all documents associated with the

approval. If the ICF was updated, ensure that only the current ICF is released by un-

releasing previous versions.

a.

“Releasing” a document creates a hyperlink that allows other staff to download the
document to view.

“Un-releasing” a document will remove the hyperlink, so staff cannot download the
document. The document will still be uploaded in OnCore, but will not be available for
other staff to view.

Only the most current ICF should be available to download, so ensure that the previous
ICF has been “un-released.” To do this, navigate to previous IRB reviews, click “Edit,”

UAHS Version_2025-08-21
Page 9 of 16


mailto:regulatory@arizona.edu

THE UNIVERSITY OF ARIZONA HEALTH SCIENCES
Research Administration

regulatory@arizona.edu

Regulatory Work Practice

and un-release the previous ICF’s.

Details
Amend-
Type ment No.  Received Date Version Date Description
Main ICF
Consent Form | ‘ ‘ ‘ D |03/23/2017 ‘E

To Meeting Agenda Create Follow-Up Review | Submit | Submit and Close  Clear = Close

13. To ensure the correct ICF is available in OnCore, go to the study protocol “PC Console” =
“Institution” = “University of Arizona Health Sciences (UAHS)” = “Consent Forms.” Note

that only the current ICF’s should be hyperlinked and available to view.
Protocol No.: 1703302436 Library: Ge

Protocol Target Accrual:

RC Total Accrual Goal (Upper):

Select Protocol Participating Institutions
1703302436 L Institution
N « Study Sites
Main »
University of Arizona Health
Treatment » || Sciences (UAHS)
Protocol Institution: University of Arizona Health Sciences (UAHS) ?
Protocol No.: 1703302436 Library: General Medicine PI: Situ-LaCasse, Elaine Sponsor: University of Arizona
J— '
Protocol Target Accrual: Accrual To Date: 0 Protocol Status: IRB INITIAL APPROVAL
RC Total Accrual Goal (Upper):
Short Title: Nerve block protocol for pain management in adult patients with hip fractures Note Hyperlink
\ Y
Stat Consent FDcrm : . . . _
Documentocsrpion| Yerson  [fgpoved [Bpraon oy me
Regulatory Items - - —
Consent = Nerve Block S\l\liAdmkan t503a_final_ua\-bh_icf_hipaa v2016\-10 v2017\-
— Form Main ICF||03/23/2017 | 03/27/2017 | 03/23/2022 03\-23.pdf
eviews

Update
Consent Forms

UAHS Version_2025-08-21
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Examples

Example of OnCore entry for IRB deferral:

Update IRB Review

Protocol No.: 1703302436 Library: General Medicine
Protocol Target Accrual:

RC Total Accrual Goal (Upper):

?
Pl: Situ-LaCasse, Elaine Sponsor: University of Arizona
Accrual To Date: 0 Protocol Status: NEW

IRB Expiration:

Review Information

Rever | p2risi2022 & | Semt | [02/01/2022 |£mvm~ee [UAIRB (Human Subjects Protection Program) v H;j;;‘; [Local IRB review for deferral to External IRE v ﬁ!*

. Acion
Action | Approved v “Date 0211572022

UA IRB deferral lo WCG IRB review and approval |
Summary

3954 character(s) remaining
e

‘Jo;e: I: W[;i E Abfi‘! E Institufion | University of Arizona Health Sciences (UAHS) Edit
j Details (2) || Reviewers (0) |[ Communications (0) || Notes

Details o Add

Amend-

=" |[Expedited ~

[Expiration Review
é Bae ) Wl ]

Select Previous Details/Docs

Type ment No. Received Date: version Date Description Comments Global? ;3323323 Delete?
| I I [ [= ‘l#:g;ggzezlanal 10 WCG IRB approval 4| | //‘ 0 WA O
IRE approvalpdf  Release: Delste: [J

W | ‘ ‘ “:l |02m1ﬂ2022 H:l ‘UAelaﬂ submission 01Feb2022 //| | /‘ o A o

eIRE submission.ndi Release: & Delete: (]

1. Committee = UA IRB (Human Subjects Protection Program)

2. Review Reason = Local IRB Review for deferral to External IRB

3. Review Type = Expedited

4. Review Expires = No

5. Expiration Date is greyed out

6. Summary = UA IRB deferral to [External IRB Name] review and approval

7. Details = Upload the IRB Submission Form and the IRB Approval letter. No protocol, IB,
ICF, or patient materials uploaded, as this is a deferral, and all protocol documents will

be uploaded under the initial IRB review. All documents are released. No IRB rosters and
no tracked changes are included.
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Example of OnCore entry for initial IRB review, with expiration date

Update IRB Review
Protocol No.: 1703302436
Protocol Target Accrual:

Library: General Medicine

RC Total Accrual Goal (Upper):

PI: Situ-LaCasse, Elaine

Accrual To Date: 0

?

Sponsor: University of Arizona

Protocol Status: IRB INITIAL APPROVAL
IRB Expiration: 03/26/2023

Review Information

Revdew B3rZTi2022 | St (032172022 |£:m“l"r'ee [External

N Action
acton | [Approved v Adien (0302712022

Fowson | IMial Review
Expiration | [ e
o |[03/2612023 ||

=

WCG IRB initial review and approval |
Summary

3955 characler(s) remaining

ves No
vos ] vies [
(0) ][ Notes

e -

|| Dstaits () |[ Reviewsrs (0) | c

Institution | University of Arizona Health Sciences (UAHS) Edit

Details o

Amenc-
Type ment No Recsived Date Version Date

- s

[0110/2022

=

sponsor protocol.pdi Release: Delete: (]

(0372772022

— =

=

e - medical consent form v2020-10-12 (1).doc Release: & Delete: (J

IRE Approval [ [ =] [

=

IRB approval.pdi Release: & Delete: (]

Description

Comments

Add Select Previous DetailsiDocs

Reconsent
Global? | Required? Delete?

‘Pmlocowl dated 10Jan2022

Wain ICF 27Mar2022

‘wce 1RE iniial approval 27Mar2022

4‘ ] NIA O
J O | o o
J O @

Committee = External
Review Reason = Initial Review
Review Type = Full

Expiration date is populated

Summary = [IRB name] initial review and approval

1
2
3
4. Review Expires = Yes
5
6
7

Details = All approved documents (protocol, ICF, IRB approval, etc.) are uploaded and

released. No IRB rosters and no tracked changes are included.
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Example of OnCore entry for initial IRB review, with no expiration date

Update IRB Review
Protocol No.: 1703302436
Protocol Target Accrual:

RC Total Accrual Goal (Upper):

Library: General Medicine

PI: Situ-LaCasse, Elaine
Accrual To Date: 0

?

Sponsor: University of Arizona

Protocol Status: IRB INITIAL APPROVAL
IRB Expiration: N/A

Review Information

Reger |pamTianze W oo [031/2022 ‘&m"\“r'ee

| UA IRB (Human Subjects Protection Program) v g;:u‘q’ [ Initial Review

v

. Action
action |[Approved ~ Acton (0372712022

Expiration
é Date O

Review
UAIRB initial review and approval |
Summary
4

3986 character(s) remaining
Ves HNo Abstain
we [ vaee [ Vo ]

| [ Details (3) | Reviewers ) | ¢ 10) | Wotes |

Details o Add

Instifution | University of Arizona Health Sciences (UAHS) Edit

Select Previous Details/Docs

Amend-
Type ment No

Reconsent
Received Date Version Dale Deseription Comments Global? | Required? | Delete?

‘ ‘ ‘ ‘G ‘03/21[2022 |D |UA\RB pratocol 21Mar2022 /‘ ‘ /‘ 0 Nk O

IRE Protocol for Human Subjects Research 2021-09.docx Release: Ed Delete: [

‘ ‘ ‘ ‘u ‘03/27[2022 |D Main ICF 27Mar2022 /‘ ‘ /‘ 0 A =]

icf - medical consent form v2020-10-12 (1).doc Release: [ Detete: O

1RE Approva ‘ ‘ ‘ “:| ‘ “:| |UA\RB initial approval 27Mar2022 4‘ ‘ //‘ 0 o 0

IRE approval.pdf Release: Delete: [

Notes:

Committee = UA IRB (Human Subjects Protection Program
Review Reason = Initial Review

Review Type = Expedited

Review Expires = No

Expiration Date is greyed out

Summary = [IRB name] initial review and approval

No ks wN e

Details = All approved documents (protocol, ICF, IRB approval, etc.) are uploaded and
released. No IRB rosters and no tracked changes are included.

UAHS Version_2025-08-21
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Example of OnCore entry for amendments:

Update IRB Review

Protocol No.: 1703302436
Protocol Target Accrual:

Library: General Medicine

RC Total Accrual Goal (Upper):

PI: Situ-LaCasse, Elaine
Accrual To Date: 0

?

Sponsor: University of Arizona

Protocol Status: IRB INITIAL APPROVAL
IRB Expiration: 03/26/2023

Review Information

Review | GE 773037 & oo [05/27/2022 |[a) | commitee [Exteral

“ Action
action |[Approved ~ Acton (0572712022

~ T fesew T Changed Review Modification

yne || Expedited ~|

[Expiration
gm =

[WCG IRB protocol v2 and ICF updats review and approval |

Summary

3948 character(s) remaining

we [ vaee [ S ]

Instifution | University of Arizona Health Sciences (UAHS) Edit

IRE approval.pdf Release: Delete: [

| [ Details (3) |[ Reviewers @) ][ C 10) ][ Motes
Details Add Select Previous Details/Docs
Amend- Reconsent
Type ment No. Received Date Version Date Description Comments Global? | Required? Delete?
T
Protocel [ il = [osio12022 |3 |Frotosetv2 aatec Oafz0z2 /‘ ‘ /‘ 0 | na ]
sponsor protocol.pdi  Release: Delete: [J e
—J| 0 ([emee @ [ ] 1 ] [o@m| o
icf - medical consent form v2020-10-12 (1) doc Release: @ Detete: [J
WCG IRB protocol v2 and ICF approval
— [ I o Y J \ J O|m | 0

Notes:

Review Expires = No
Expiration Date is greyed out.

ik wnN e

Review Reason = Changed Review/Modification

Summary = [IRB Name] [Description of amendment] review and approval
Details = Re-consent is not required in this instance. All approved documents are
released. No IRB rosters and no tracked changes are included.

UAHS Version_2025-08-21
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Example of OnCore entry for continuing review, with expiration date:

Update IRB Review ?
Protocol No.: 1703302436 Library: General Medicine PI: Situ-LaCasse, Elaine Sponsor: University of Arizona
Protocol Target Accrual: Accrual To Date: 0 Protocol Status: IRB INITIAL APPROVAL
RC Total Accrual Goal (Upper): IRB Expiration: 06/26/2023

Review Information

F{eé\:t\: per272022 = SH;';;'E‘ [05272022 |3 | commitee | [External ~

R At Review
Action |[Approved 2 Aomn [08i27i2022 Expires

WCG IRB 2022 continuing review and approval |

pevier | [Continuing Review
[Epration | oo
praee (06262023 |T

]

Summary

3957 character(s) remaining

VG;Z: |:| -m{;: E Anfgf;l \:I Instifution | University of Arizona Health Sciences (UAHS) Edit
j Details (2) || Reviewers (0) | Communications (0) || Notes

Details Add Select Previous Details/Docs
Amend- Reconsent
Type mentNo. | Received Date Version Date Description Comments Global? | Required? |  Delete?
. WCG IRB confinuing review submission
IRE Submission Form [ [ | [ = |27Mav2022 ? y ‘ z‘ o A -

Coninuing Review Report.pd Release: (@ Delete: [

- Il =

IRE approval pdf  Release: Delete: ]

VCG IRE continuing review agproval
27Jun2022 P P a N/A O

Notes:

Review Reason = Continuing Review

Review Type = Full

Review Expires = Yes

Expiration date is populated

Summary = [IRB name] continuing review and approval.

Details = All documents are uploaded and released. No IRB rosters and no tracked
changes are included.

I T o
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Example of OnCore entry for continuing review, with no expiration date:

Update IRB Review ?
Protocol No.: 1703302436 Library: General Medicine PI: Situ-LaCasse, Elaine Sponsor: University of Arizona
Protocol Target Accrual: Accrual To Date: 0 Protocol Status: IRB INITIAL APPROVAL

RC Total Accrual Goal (Upper): IRB Expiration: N/A

Review Information
Redev | QBI2712022 [ S4mt [0s/2772022 |3 Committee |[UAIRB (Human Subjects Protection Program) ¥ || | eeees | Confinuing Review v = | [Expedited “|
N Act Review Ex Review
scton [Agproved 2 Maen (06212022 é P e =] w1

UA IRB 2022 continuing review and approval |
Summary

3958 character(s) remaining

voes |__] v | ] e ] Institution | University of Arizona Health Sciences (UAHS) Edit
_[ Details (2) || Reviewers (0) || Communications (0) || Notes

Details e Add Select Previous Details/iDocs
Amend- Reconsent
Tyme menthe. | Received Date Version Date Description Comments Globa? |Required?  Delete?
— UA IR cantinuing review submission
IR Submission Farm [ il =] [ =) ‘zwayzozz ‘ ‘ »‘ a A =

4

Continuing Review Report pdi Release: & Delete: [

- ER [=

IRB approval.pdi Release: Delete: (]

UAIRE continuing review approval
27Jun2022

4‘ =] NiA [m]

Notes:

1. Review Reason = Continuing Review

2. Review Type = Expedited

3. Review Expires = No

4. Expiration date is greyed out

5. Summary = [IRB name] continuing review and approval.

6. Details = All documents are uploaded and released. No IRB rosters and no tracked
changes are included.
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