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1. Access Ancillary Review

e From email notification:

V2.0
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Motification of Ancillary Review

To: Brandie Otten /
Link: STUDY00000313

Pl Brandie Otten

Title: Ancillary Review
Required: Yes

Description: An IRB submission has been assigned to you for ancillary review.
Click the link above to access and review the submission.

¢ From ERMS Dashboard
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Management System
(ERMS)

San Antonio /
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Dashboard Agreements Settings
Page for Brandie Otten 28 Components 48 Prg
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2. View Documents

Dashboard Agreements G|

Submissions Meetings Reports Library

IRB » Ancillary Review

IRB

Institutional Profiles Help Center

STUDY00000320: Ancillary Review

Principal investigator: Brandie Otlen
Submission type:  Initial Study

Primary contact:  Brancis Otten
Pl proxie:

Last updated. 12/4/2023 255 PM

Next Steps

IRE office:
IRB coordinator:

UT Health San Antonio IRE

Training

Pre-Submission Pre-Review 1RB Review Post-Review Review (ompl(-lD
Clarification Clarification Madifications

[ Submil Ancillary Review Requested Requested Required
B Add Related Grant
B Manage Related Agreements /
B Create Ad Hoc Certifications History Funding Contacts cor Documents Reviews Snapshots Agreements
© Add Comment

Study Related Documents *
# Add Private Comment Draft Category Final Last Finalized
@ Discar Protocol. docx IRB Protocol History
£ Manage Tags Site Related Documents

Draft Category Final  Last Finalized

Inst Form dacx Appiication Form

irb_form. docx

form_g.doc
form_l-phone_script doc
form d.docx

3. Compare Documents

o Select History

Application Form

Application Form
ecruitment Materials

Consent Form

o Select the documents to compare (for revised forms)

e Select Compare

Submissions Meetings Reports Library

IRB >

> New Study D >

Entered IRB: 12/10/2023 10:04 AM pal
Last updated: 12/10/2023 10-07 AM  Submission type:

Primary contact:

Institutional Profiles

Help Center Central Actions

# Update #1 for Study New Study Documents

IRB office:
IRB coordinator:

Document History

Document Hit

History
History
History
History
History

UT Health San Antenio IRB

Regulatory authority: 2018 Requirements

Last Finalized

11/11/2023 12:02 AM
11/11/2023 12:02 AM
11/11/2023 12:02 AM
11/11/2023 12:02 AM

Last Finalized

11/11/2023 12:02 AM
11/11/2023 12:02 AM
11/11/2023 12:02 AM
11/11/2023 12:02 AM

@ Help

Uploaded File

Form J.docx

Next Steps
View Modification/CR
IRB Review Post-Review Review Complete
Clarification Clarification Modifications
Requested Requested Required
& Submit Pre-Review
+ Request Pre-Review
Clarification History Contacts cot Documents Reviews Related RNIs Snapshots Training
& Assign Coordinator
o Study Related Documents
@ Manage Ancillary Reviews Draft Updated in Modification Category Final
- Drug Brochure.docx No Drug Attachment Drug Brochure.docx
B Create Ad Hoc Centfications Form O.docx No Drug Attachment Form O.docx
Form O docx No Drug Attachment Form O.docx
© Add Comment Protocol.docx No IRB Protocol Protocol. pdf
& Withdraw .
Site Related Documents
@ Discard Draft Updated in Modification Category Final
£+ Manage Tags Form J.docx Yes HIPAA Waiver Form J.pdf
Data Collection Form.docx No Data Collection Instrument Data Collection Form.pdf
Flyer docx No Recruitment Materials Flyerpdf
form_d doex No Consent Form form_d.pdf
Resource History for Form
Title: Form J docx
File Form J.docx
Ovmer Brandie Otten
Author
Content Type: Document
Version 0.02
Description:
History:
Com pay - Date Version Person Action Notes
/ 1211072023 10:06 AM 0.02 Brandie Otten File Uploaded & Edited
117102023 11:59 PM 0.01 Brandie Otten Created

Ma120f2 PN

Form J docx

# Admin View €

MODO00000080: Modification / Update #1 for Study New Study Documents

Principal investigater: Phil Bivens (pi2)
Modification / Update
Brandie Otten

Document History

History
History
History
Histary

Document

History
History
History
History
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V2.0
4. View Study

Select View Study
e Select “Compare” to view changes in the ERMS application form (when applicable)

Approved

Entered IRB:  10/30/2023 2:58 PM
Initial approval: 10/30/2023

Initial effective: 10/30/2023
Effective. 10/30/2023

Last updated: 12/6/2023 4:32 PM

Next Steps u UT Health

Enterprise Research

Management System
= & compare « You Are Here: New Study Documents > Modification / Update #1 for S...
-
_ Reading: MODO0O0O000080
Summary
i o Modification / Continuing Review / Study Closure
odification Details

5. Add Comment for PI/PIl Proxy/POC, Study Team or IRB Coordinator
IRB > Ancilary Review

@

Pre-Submission

“Your comment is visible fo anyone with access to this submission

h

1. Comment:

Last updated: 12/4/2023 2:45 PM

Next Steps

View Sludy

Pnnler Version

2. Supporting documents:
+as
[f Add Related Grant Name

B Submit Ancillary Review

Description
There are no ftems to display
¥ Manage Related Agreemen

3. Who should receive an e-mail notification? @

B Create Ad Hoc Cerfification g PIURI Proxy/Frimary Contact
Study Team
I ¢ Add Comment v O IRE Coordinator \
® Add Private Comment /
@ Discard
£+ Manage Tags [ ox | camo ]

Comments will be located under the history tab. Include the IRB Coordinator if the study team
needs to provide clarifications (e.g. revised documents) within the application.

6. Finalize Ancillary Review



IRB = Ancillary Review

Last updated: 12/4/2023 2:45 PM

. * Select the review you are submitting:

Organizalion  Person

h

2.* Do you accept the proposed submission?
@ Yes O Mo Clear

3. Cummh

Mo issues. See attached approval letter.

Alyssa Hemandez

Next Steps

View Sludy

-

I [ Submit Ancillary Reuiewl
B Add Related Grant
B Manage Related Agresments 4. Supporting documents:
[ Create Ad Hoc Certifications +::“e o
2 Add Comment 85 Approval Letterdocx(0.01)
® Add Private Comment
@ Discard
£F Manage Tags

Review Type

RSC/RDRC

Submit Ancillary Review

Required

yes

Ve
(o T o ]

Important: Updating an ancillary review will override any previous version. Previous versions

will be stored under the “History” tab.

ard Agreements C

Submissions Meetings Reports Library

IRB = Ancillary Review

Last updated: 12/4/2023 2:55 PM Principal investigator: Brandie Otten

Submission type: Initial Study
Primary contact: Brandie Otten
Next Steps PI proxies:

Institutional Profiles

Help Center

IRB

STUDY00000320: Ancillary Review

IRE office:
IRE coordinator:

UT Health San Antonio IRE

Pre-Submission

Pre-Review

IRE Review

Past-Review Review Complete

Clarification
Requested

Clarification

Modifications

[ Submit Ancillary Review Requested Required

H Add Related Grant

Il Manage Related Agreemenis /

B Create Ad Hoc Certifications History Funding Contacts o1 Documents Reviews Snapshots Agreements Training

¢ Add Comment

) There is no Pre-Review to display at this fime.

® Add Private Comment
There is no Mon-Committee Review to display at this time.

@ Discard
There is no Committee Review to display at this time.

£ Manage Tags
Ancillary Reviews
Review Type Organization Person Reqd  Accepted Comments Docs
RSC/RDRC Alyssa Hemandez yes yes Mo issues. See attached approval letter. Approval Letterdocx

Ao

~ X



