
CDER Direct –
GDUFA Self-Identification



GDUFA Self-Identification

Click here to begin
new registration

CDER Direct: direct.fda.gov



GDUFA Self-Identification

Click here to  
create SPL from  
scratch

Click here to upload  
previously created SPL
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GDUFA Self-Identification

Please select the Self-ID  
form
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GDUFA Self-Identification
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GDUFA Self-Identification

Click here to add a  
facility
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GDUFA Self-Identification
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GDUFA Self-Identification
Note: This is the contact information for the  
Facility, not the Registrant
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GDUFA Self-Identification

Click on the “+” button to select multiple business
operations.
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GDUFA Self-Identification

More than one Business Operation Qualifier can be entered for the Business  
Operations: FDF Manufacture and PACK.



GDUFA Self-Identification
Click here to save Facility  
information before returning to the  
previous screen
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GDUFA Self-Identification

Please “Save As Draft”  
before Submitting SPL
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Where do I get more information?

CDER Direct: direct.fda.gov

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

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

Help Desk: CDERdirect@fda.hhs.gov 
eDRLS Helpdesk: edrls@fda.hhs.gov

mailto:CDERdirect@fda.hhs.gov
mailto:edrls@fda.hhs.gov
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