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INSTITUTIONAL REVIEW BOARD

THE UNIVERSITY OF UTAH

SIRB SITE-CONTROL REVIEW INSTRUCTIO

As a board reviewer, you may be asked to review an application for a Single IRB (SIRB) study that-uses the ERICA’s

“site-control” model. These instructions are intended to help board memberswit-helpyreu navigate ERICA in order
to a-site-contrelapplicationin-ERICA-and-complete a thorough review of the information for each participating site

the University of Utah IRB overseesis-responsible-for.

If you have questions about anything relating to the main application or site-controlled applications, please contact

your IRB Coordinator.

If you prefer a visual presentation of these instructions, please visit the Board Member Video Library to find a

video demonstration.

Board Member Guidance Series

CONTINUING REVEW:

Step 1:

Click on the link of the study (either in your board member inbox or the email assignment from

ERICA). The main Continuing Review study-werkspace-for-the-application you are reviewing will
remain is-the same; open the “Printer Version” of this and conduct-asferan-application-thatusesthe
standard-medel-Cenductyour review as you would any other application.

Step 2:

While still in the print view, scroll down to the section called “Progress of Sites and Enrollment,”

where the list of site-controlled locations is d|sp|aved FFem—t—he—seFeen—M;e%e—yea—begﬁ—yew—bea;é

~ Progress of Sites and Enrollment

Select each site to update the enrollment information.
List of Study Controlled Locations
: Investigator's  Enroliments since Enroliments as of Non English .
SIDITENTS Name LastCR Today Speakers By
Intermountain Primary Matthew
Y Children's Hospital Szadkowski 494 800 1 0
Nationwide Children's .
Y Hospital Julie Leonard 1571 2907 44 0
List of Site Controlled Locations
o Investigator's Enroliments since  Enrollments as of Non English -
Sii=iame Name Last CR Today Speakers Pitidawn
Emory University Claudia Morris 0 0 0
Cincinnati Children's Hosp .
Med Ctr Lauren Riney 459 969 0 0
Children's Hospital Colorado  Kathleen Adelgais 624 1104 70 0
University of New Mexico Robert Sapien 109 309 1 0
Children's Hospital of " .
Philadelphia Daniel Corwin 12 0 0

Please contact the IRB Office at (801) 581-3655 or irb@hsc.utah.edu for additional guidance.

BMGS: Site-Control Review Instructions

Version 11172062620

Page 1of 4

- { Formatted Table




INSTITUTIONAL REVIEW BOARD . .
THE UNIVERSITY OF UTAH Board Member Guidance Series

®
IRB_00110392 Current Status: Approved - 523/2018
PI: Lynn Gerald Expiration Date: 4/29/2020)
Title: CIRB: ED-Initiated School-based Asthma Medication Supervision (ED-SAMS)
A continuing review is currently outstanding.
This st b resoved befor another amendment or continuing review can be startd.
View Record History Documents Amendments. Continuing Reviews Report Forms. Assessments IRB Reminders Sits g
IRB Staff, IRB Members, and Ancillary Committees
Electronic Study Risk Level: Minimal
FWA Designation: Federal Oversight
Any participating site listed here should be opened by clicking the name of the site. From there, the
participating site specifics and the corresponding documents and attachments may be reviewed.
Electronic
RESEARCH INTEGRITY AND COMPLIANCE
THE UNIVERSITY OF UTAH
= B vaiidate &8 Compare . i
Editing: Site_00000145_CR_02
Site Information <:
— Site Controlled Location Questions
Documents and
Attachments <=
Children's Hospital of Philadelphia
The questions on this page pertain only to the site listed above
Site Status
What is the enroliment status for this site?
@ Open to enroliment of new participants
O Enrollment on hold / Temporarily closed to enrollment of new participant
O Permanently closed to enroliment of new participants
Clear
Number of currently approved enroliments for
22220 s e ety
Step 3: | Click-en-the Sitestab-to-viewa-listof participating sitesrequire-yourreview-The participating site
application should be reviewed as any other application, including opening and reviewing attached
documents (such as site-specific consent forms). Repeat this process for reviewing each site, taking
notes (as applicable) to add to your main board member checklist. Individual checklists are not
necessary for each site.
Info View
Sites:
D Site Name State Agreement site Submissions <=
vew FWAO00004218 University of Arizona RA00000357
1.0 Okiahoma HIh Seiences Cir_Board of Regent p—" te_000000 CR Bundied Revi
vew FWA00001809 Children’s Hosp of Wisconsin, Inc. Approved RA00000356 Site_00000001 CR Bundled Review
vew FWA00001230-C Hasbro Children's Hospital Creation Site_00000126
vew FWA00002443 Seattle Children's Hospital ‘Approved RA00000377 Site_00000127 CR Bundled Review
view FWAO00004487 Children’s National Medical Center Creation Site_00000089
Step 4:

Please contact the IRB Office at (801) 581-3655 or irb@hsc.utah.edu for additional guidance.
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summary document that outlines participating site differences/progress/changes as applicable.
Please review this document and verify if the information is approvable. You may choose to base
your board member checklist summary off this document. In your board member checklist summary,
please note any participating site study specifics that are different from the main study. After
opening and reviewing all applicable sites, you are now prepared to fully complete your board

member checklist.
- ‘[Formatted: Font: 10 pt

[f reviewing the application at board, please make mention of the fact that this is a study where the _

considerat

Step 5:
University of Utah is acting as the Single IRB, and note any site differences that may need special
ion during your presentation.Review-each-participatingsite-application-as-you-would-any

A

otherapplication:
- ‘[Formatted: Font: 10 pt
. e -

o ‘[Formatted: Normal, No bullets or numbering

A

AMENDMENT: - { Formatted Table
Step 16: | Click on the link of the study (either in your board member inbox or the email assignment from | { Formatted: Font: 10 pt
ERICA). The main Amendment application you are reviewing will remain the same; open the “Printer . P

Version” of this and conduct your review as you would any other application, filling out your board

- {Formatted: Normal, No bullets or numbering

member checklist per usual.

— - ‘{Formatted: Font: 10 pt

-
While still in the “print view,” you will scroll down to the to Section 5, “Site Controlled

Step 2:

Amendments”.
,[ Formatted: Font: 10 pt

— 5. Site Controlled Amendments
1
!

Study locations that are affected by these changes.
Site Name Link Status ,/
Children's Hospital Colorado Site_00000069_AM_03 In Review ,/
Nationwide Children's Hospital Site_00000068_AM_03 In Review !
University of Pittsburgh Medical Center Site_00000071_AM_02 In Review ,/
Children's Hospital of Michigan Site_00000070_AM_03 In Review /
Children's Hospital of Philadelphia Site_00000065_AM_03 In Review ,/
Children's National Medical Center Site_00000067_AM_04 In Review /
University of California San Francisco Site_00000066_AM_04 In Review ,/
i
1

- ‘{Formatted: Font: 10 pt

you can review the participating site specifics and the corresponding documents and attachments.

Please contact the IRB Office at (801) 581-3655 or irb@hsc.utah.edu for additional guidance.
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= [ vaiidate &J8 Compare L. .
w Edltlng: Site_00000010_AM_03
~ Site Information
The ERICA System has two options for managing site information:
1. Default Option: ERICA application and ERICA activities for the site are //
1
I

Documents and
Rifschmaris =1
completely controlled by the Responsible PI.
2. Site Control Option: ERICA application and ERICA activities for the site
can be controlled by the Responsible PI, but can also be controlled by the
1
]

Site PI. The UU IRB staff must activate this option in ERICA. To learn more
about this option, visit the IRB website.

1

I

1. Site Name:
University of California Los Angeles (UCLA)

2. Site Principal Investigator
[ Mark if Same as Responsible Investigator (syncs with

- {Formatted: Font: 10 pt

Step 3:

reviewing attached documents (such as site-specific consent forms). Repeat this process for

reviewing each site, taking notes (as applicable) to add to your main board member checklist. You do
not need to fill out an individual checklist for each site.

- {Formatted: Font: 10 pt

Step 4:

The IRB Staff should have provided you a summary document that outlines participating site

differences/changes as applicable. Please review this document and verify if the information is
approvable. You may choose to base your board member checklist summary off this document. In
your board checklist summary, please note any participating site study specifics that are different

from the main study. After opening and reviewing all applicable sites, you are now prepared to fully

complete your board member checklist.

- {Formatted: Font: 10 pt

Step 5:

If you are reviewing the application at board, please make mention of the fact that this is a study

where the University of Utah is acting as the Single IRB, and note any site differences that may need

special consideration during your presentation.

Please contact the IRB Office at (801) 581-3655 or irb@hsc.utah.edu for additional guidance.
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