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Learning Objectives

• Importance of De-Registration

• When to De-Register

• De-Registration Document Types

• Demo of CDER Direct

• Challenge Question
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Importance of De-Registration

• Preserve integrity of the system when 
companies are no longer manufacturing 

• Assists the agency in inspection planning

– Rely on database for internal and external programs

• Alerts business partners when changes are 
made
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When to De-Register

• Expedited registration updates to be provided 
within 30 calendar days of a change                 
(21 CFR 207.29)



www.fda.gov 5

Document Types for 
Establishment De-Registration

• Establishment De-Registration SPL

• Out of Business Notification SPL
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Establishment De-Registration SPL

• De-register because the firm 
is no longer manufacturing 
drug products for commercial 
distribution in the US

FD
A
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Out of Business Notification SPL

• Firm is no longer in business
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DEMO 
of 

CDER Direct

https://direct.fda.gov

https://direct.fda.gov/
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Challenge Question
How do I de-register one of the three establishments on 
my Establishment Registration SPL?

A. Submit an Establishment De-Registration SPL

B. Submit an Out of Business Notification SPL

C. Delete the entire Establishment Registration SPL from 
CDER Direct

D. Delete the particular Establishment I want to de-register 
from the Establishment Registration SPL and submit
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Summary

• De-register on time – it’s easy!

• Submit an Establishment De-Registration or an Out 
of Business Notification SPL to de-register all 
Establishments in an Establishment Registration

• Do not submit an Establishment De-Registration or 
Out of Business Notification to de-register only one 
of many establishments



Thank You for De-Registering!

Contact Us: 
eDRLS@fda.hhs.gov

mailto:eDRLS@fda.hhs.gov



