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Step 1: Log into 
your CDER 
Direct Account
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Step 2: Click on 
Establishment 
Registration

Step 3: Open the 
previously submitted 
and accepted 
Establishment 
Registration 
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Step 4: Click 
Create New 
Version
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Step 5: Update any 
information as needed
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Step 6: Click here to 
update establishment 
information
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Step 7 : 
Update any 
information as 
needed
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Step 9 : The FEI 
number is required after 
initial registration. If your 
firm has previously 
obtained an FEI 
number, you may enter 
the number here.
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Step 10: Click here to save 
Establishment information before 
returning to the previous screen
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Step 11: Submit SPL
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Document Types
• Establishment Registration 

• to register your establishment(s)
• No change notification

• each year when the information is updated, if 
there is no change 

• Out of Business 
• if the registrant goes out of business 

• Establishment De-Registration
• de-register your establishment(s)



For more information

Log on to CDER Direct: direct.fda.gov
Compatible with the following browsers:

 Microsoft Edge
 Firefox version 28 and above
 Google Chrome
 Safari 10.0.1 and above

Help Desk: CDERdirect@fda.hhs.gov

CDER Direct: direct.fda.gov 

mailto:CDERdirect@fda.hhs.gov
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