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Who Must Register?

• Any establishment that manufactures, 
repackages, relabels, or salvages drugs for 
distribution in the U.S.

• Certain exemptions are listed on the eDRLS
website.

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/DrugRegistrationandListing/ucm078801.htm
https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/DrugRegistrationandListing/ucm078801.htm
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When to Register?
§207.21   When must initial registration information be 
provided?

• (a) Registrants must register each domestic establishment no later 
than 5 calendar days after beginning to manufacture, repack, 
relabel, or salvage a drug or an animal feed bearing or containing 
a new animal drug at such establishment.

• (b) Registrants must register each foreign establishment before a 
drug or an animal feed bearing or containing a new animal drug 
manufactured, repacked, relabeled, or salvaged at the 
establishment is imported or offered for import into the United 
States.
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LIVE DEMO 
on 

CDER Direct

https://direct.fda.gov

https://direct.fda.gov/


Example I
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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)

– 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 
Renewal

• Establishment Registration

• No Change Notification
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LIVE DEMO 
on 

CDER Direct Continued

https://direct.fda.gov

https://direct.fda.gov/


Example II



Example III



Thank You for 
Registering and Re-Registering!

Contact Us: 
eDRLS@fda.hhs.gov

mailto:eDRLS@fda.hhs.gov


Thank You!
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