Submission Upload Workflow for Google Chrome version 142 (v142 or
newer) and Microsoft Edge version 143 (v143 or newer) users

ESG NextGen Unified Submission Portal (USP) users utilizing Google Chrome v142 (or
newer) or Microsoft Edge v143 (or newer) browsers will experience a modified workflow
when uploading submissions. A new browser tab will open when FileCatalyst
TransferAgent is launched. This document outlines the step-by-step process for this
modified submission workflow.

Modified FileCatalyst TransferAgent Workflow

1. Loginto the Unified Submission Portal (USP) and click on either the +NEW
PRODUCTION SUBMISSION or Test Submission.
a. Agents/CROs/Consultants will need to select the company they are
uploading on behalf of.
2. The Create Submission page will load and if your browser is Chrome v142 (or newer)
or Edge v143 (or newer), instead of FileCatalyst TransferAgent loading within the

USP, a message will show instructing to click ‘LAUNCH NOW’ to launch FileCatalyst

TransferAgent.
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Upload test submission file(s) utilizing the TransferAgent and instructions below.
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Instructions >
o Once files and folders are added to the queue, you must click "Upload Queue” before continuing to the next step.
its own Ct

Every line item in the Queue will receive its own Core ID.
Submissions that are not within the file size threshold identified by Center guidance will result in an ACK2 rejection. View Centers” file size limits,

Chrome v142+ and Edge v143+ do not support running FileCatalyst directly in the Unified Submission Portal tab.

Please click the Launch Now button below to open FileCatalyst in a new tab and begin your file upload there

Once the upload has been started, you may close that tab and return here to compiete the wizard.
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ase to sccess your local nefwork as shown.
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3. Click ‘LAUNCH NOW’ to launch FileCatalyst TransferAgent.
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Chrome v142+ and Edge v143+ do not support running FileCatalyst directly in the Unified Submission Portal tab.

Please dlick the Launch Now button below to open FileCatalyst in a newtab and begin your file upioad there.

Once the upload has been started, you may close that tab and return here to complete the wizard.
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FileCatalyst TransferAgent will open in a new browser tab.
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Once your files have begun uploading, please close this tab and return to
the Unified Submission Portal to complete and sign your submission.

Adding files to a submission after signing is not supported.

Select the file(s) to upload and move them over to the queue and then click ‘Upload
Queue’.
Once the upload shows in progress, close the FileCatalyst TransferAgent tab.
a. FileCatalyst TransferAgent will continue to upload the file(s) in the
background as long as PC is on and connected to the internet.
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Once your files have begun uploading, please close this tab and return to
the Unified Submission Portal to complete and sign your submission.
Adding files to a submission after signing is not supported.
7. Return to the USP tab.
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Chrome v142+ and Edge v143+ do not support running FileCatalyst directly in the Unified Submission Portal tab.

Please click the Launch Now button below to open FileCatalystin a new tab and begin your file upload there.

Once the upload has been started, you may close that tab and retum here to complete the wizard,
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8. Onthe USP Upload Package Files tab, click ‘Next’.
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Every line item in the Queue will receive its awn Core ID.

o Once files and folders are added to the queue, you must click “Upload Queue” before continuing to the next step.
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Chrome v142+ and Edge v143+ do not support running FileCatalyst directly in the Unified Submission Portal tab.

Please click the Launch Now button below to open FileCatalyst in & new tab and begin your file upload there.
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9. Onthe ‘Submission Details & Submit’ tab, once all fields are completed, the
submission signed, and reviewed, click ‘Submit’ to complete the process of
uploading the submission.
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Receiving Center * Notes on Submission

Center for Drug Evaluation and Research (CDER) - This Is a place where notes for the submissions can go. This

information is not submitted to the center. Do not include any
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e-Signature

After signing, package details cannot be altered.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that | intend that all electronic signatures
executed are legally hinding and eguivalent of traditional hand-written signatures.
I hereby certify that this submission is complete and ready to be reviewsd by the FDA
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How to Determine the Version of Your Web Browser

Note: These steps apply to both Google Chrome and Microsoft Edge. The screenshots
provided are of Google Chrome, for examples.

1. Open up your web browser (Google Chrome or Microsoft Edge)
2. Inthe upperright-hand corner, click on the three (3) vertical dots and select
‘Settings’ from the menu.
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3. Anew tab will open displaying Settings. Scroll down in the left navigation menu and
select ‘About Chrome’ or ‘About Microsoft Edge’



& New Tab X ¢ Settings x 4+ (] X
> © @ Chome chrome://settings * O @ o
88 [ All Bookmarks
@ Settings Q Search settings
a
© Autofill and passwords [ Your browser is managed by your organization
@ Privacy and security You and Google
(@  Performance
®  work »
*!  Alinnovations
€ Appearance Sync and Google services >
Q  Search engine Import bookmarks and settings >
) Default browser
@ Onstartup
¥ Languages
L Downloads
T Accessibility
System
©  Reset settings
£} Extensions [/
&  About Chrome
v
& NewTab X &% Settings - About Chrome X+ — (m] X
< G & Chrome  chromey//settings/help * O @B @
28 [ All Bookmarks}
Settings Q search settings
@0 Autofill and passwords -
About Chrome
@  Privacy and security
@  Performance Google Chrome
#0  Alinnovations
@ Chromeisuprodate
@  Appearance Version 144.0.7559.97 (Official Build) (64-bit)
Q  Search engine Get help with Chrome 2]
O Default browser
Report an issue [
@ Onstartup
Privacy policy @
¥a  languages
A 9uag B Your browser is managed by your organization >
L Downloads
f Accessibility
Google Chrome
®  System Copyright 2026 Google LLC. All rights reserved.
O Reset settings Chrome is made possible by the Chromium open source project and other open source software.
Terms of Service
}  Extensions [/
&  About Chrome
v




	Submission Upload Workflow for Google Chrome version 142 (v142 or newer) and Microsoft Edge version 143 (v143 or newer) users
	Modified FileCatalyst TransferAgent Workflow
	How to Determine the Version of Your Web Browser


