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IREx) IRB Reliance Exchange HOW TO UPLOAD A SITE AMENDMENT
&/ YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW APPROVAL IN IREx

IREx can be used to document and communicate the approval of Site Amendments that only affect a single site, such as Pl
changes. Study-wide Amendments, which are changes affecting ALL sites, are also captured in IREx (see quick guide).

UPLOADING A SITE AMENDMENT

Follow the steps below to upload a site amendment for a | maperovar: [ TP RSO
site that already has initial approval in IREx.
1. From the Approval History tab View As menu, select | ##Pova

a S|te Study-wide IRB Approvals AppmvaIHislory
2. From the menu (stacked lines) click + Add Site e A

Amendment ‘ Camegie University Medical Center i

Amendments Continuing Reviews

Choose the
appropriate site here.

(" Click to drop
down menu.

Carnegie University Medical Center

Protocol Version: 10.20.2020 V1 =

 Initial Study: Full Board (approved 8/2/2023) + Aad Site Amendment |

+ Add Site Closure
< Add Study Team Access

i= Siudy Info & Key Dates
3_ |n the Create Slte Amendment dlalog’ Create Site Amendment for Camegie University Medical Center
a. Enter a Change Summary describing the changes; D 2 & = v
b. Confirm the Review Type is correct; and Study Information
c. Complete other fields as needed. S0 Do
Ay
%
Type of Study ;mafer‘th;n minimal risk
02 O N6
0mo3) o om
0o 0 me)
Is Site ® Yes
4. Continue to update new Site Contacts. If a new Pl | ... Site Amendment for Camegie University Medical Center
was approved in the site amendment, you can add
the new PI. New Study Team Members can also be = = = v
added.
Site Contacts
Select
Contact type

Only site personnel can delete access for contacts at their site (share

this Add [ Remove Study Team Cuick Guide ). Add A Contact
=,

Type of contact ...
Email *  Name Role
email address
coordinator@camegie.cdu Camegie Study Team o
Coordinator Member first name
studypi@camegie. cdu Study PI x
Investigator last name

A
Enter contact info and
L click +Add Contact
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5. Enter the Key Dates: Submittedto Reviewing IRB, Reviewed, and Approved by sIRB, and click Continue.
6. U pload the |RB Approval DOCU me ntation for- the Create Site Amendment for Carnegie University Medical Center

amendment and any other new or updated documents for — o s D v
. . = -
the site. Remove any documents that are no longer in use.
. . . . Upload Documents
(Documents that are removed remain available in previous .,
rag file into document type or click a document type to upload.
approvals.) Then click Continue. P— PRSI — Pr—
Documentation Advertisements
A Required

& Additionai IRB Approved & Others
Documents

Uploaded Documents

Date
Type Document Approved
=™ Protocol [Protocol V3] R Protocol V3.pdf 97172021
™ Consents & Assents R Consent-V1 Site-specific. pdf X Delete
Continue =
7 ReViEW the approval information Any SeCtion Wlth Create Site Amendment for Carnegie University Medical Center
missing information will be highlighted. Click Save. -
= [ ] shele r~—
= an :::) -
IREx will notify the Reviewing IRB Liaison, IREx Study Review and Submit
Manager, Site Liaison(s), and site’s study contacts of the - Site Conacts
new approval. The documents will appear on the site’s 1 Change - New PL s o Amela et mesiosors
. Summary Study Investigator
Approval History tab. pamer
St Comegte Coorinator
Review Type Site Amendment: Full Board
Tvee of Study Minimal Risk
Key Dates
ves Date Submitted. 03/01/2024
Date Reviewed: 03/12/2024
Date Approved: 03/19/2024
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