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Learning Objectives

 Determine when to update your
Establishment Registration

* Create and submit an updated
Establishment Registration
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When to Update Your Registration

* Annual registration renewal to be submitted between Oct.
1 and Dec. 31

 Expedited updates to be provided within 30 days of a
change

— Closing or selling an establishment (De-Registration / Out of
Business Notification)

— Changing an establishment's name or physical address

— Changing the name, mailing address, telephone number, or email
address of the official contact or the United States agent.
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Document Types for
Establishment Registration

* Establishment Registration

* No Change Notification
e Establishment De-Registration

e Qut of Business Notification
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https://direct.fda.gov

LIVE DEMO
on
CDER Direct
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Home Establishment Registration
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Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this E it Registration ission form. Red asterisk indicate required fields.

By = HEADER DETAILS

Document Type: * | ESTABLISHMENT REGISTRATION v

SetID: * 953312a1-cac3-4ec8-e053-2995af0abd24 Generate New Version Number: * 2

Root ID: * 042a764f-be14-4920-e063-6a94af0ae554 Generate Mew Effective Date: * 08-30-2023

== REGISTRANT DETAILS

Registrant Name: * | Wonder Pharma

Registrant DUNS: * | 987654321

REGISTRANT CONTACT DETAILS REGISTRANT CONTACT ADDRESS
. v

Contact Name: * Regie Samuel Country: United States

P 123 FDA Drive
ContactEmail: * | samuel@fda hhs.gov Street Address: )
Contact Phone: * 1-240-343-3344 Format city: * Direct Gity

: State: * Alabama ~
Phone Extension: e
Postal Code: * 11111
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Challenge Question

If | submitted my establishment re-registration on
September 30, 2023, until what date is my
registration current?

A. October 1, 2023

B. September 30, 2024
C. December 31, 2023
D. December 31, 2024
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Thank You for
Re-Registering and
De-Registering!
Contact Us:
eDRLS@fda.hhs.gov
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