
Reference Guide:
Drug Establishment Registration

Click here to access the FDA Direct Portal

Welcome to Drug Establishment Registration in the FDA Direct Portal
This guide provides the essential information you need to register, re-register, or de-register a drug establishment via FDA Direct. 

For technical support, email the eDRLS Help Desk at CDERdirect@fda.hhs.gov. 

https://direct.fda.gov/
mailto:CDERdirect@fda.hhs.gov
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Registering an Establishment



Step 1 Navigate to FDA Direct by accessing: https://direct.fda.gov 

Step 2 Enter your login credentials, accept the terms of service, and click Login

Registering an Establishment

https://direct.fda.gov/


Step 3

Click on Establishment 
Registration

Step 4
Click on Create New/Upload File

Registering an Establishment



Step 5

Click on Create a New 
Establishment Registration 
using a blank form and then 
click Continue

Registering an Establishment

Step 6

In the Document Type drop-
down menu, select 
Establishment Registration

The other information under 
Header Details (Set ID, Root 
ID, Version Number, Effective 
Date) will be automatically 
populated

NOTE: Effective Date is not 
associated with the date the 
SPL is effective. The date an 
SPL is received is considered 
the date it is effective



Step 7

Enter the information for 
Registrant Details

Registering an Establishment

Quick Tip!

Clicking on a fieldname that 
has a dotted underline will 
bring up Help Text to provide 
more information as to the 
type of information being 
requested



Step 8

Click on Add Establishment

Registering an Establishment

Step 9

Enter the information for 
Establishment Details*

NOTE: Ensure that the 
Establishment Name and 
Establishment Address 
exactly match what is in the 
DUNS record. The 
Establishment Contact 
Address does not need to 
match the DUNS record 
address

*In the initial registration, 
Establishment FEI can remain blank 
as it will only be assigned several 
weeks AFTER registration



Step 10a

If the Establishment is 
located outside of the 
United States, enter the US 
Agent information

Step 10b

If the Establishment is 
located out of the United 
States, click on Add 
Importer to enter Importer 
information

NOTE: US Agent and 
Importer information is only 
required for an 
Establishment located 
outside of the United States

Registering an Establishment



Step 11

Click on Add Business 
Operation to indicate the 
business operations taking 
place at the specific 
Establishment

Registering an Establishment

Step 12

Select the Business 
Operation(s) and associated 
Qualifier(s) performed at 
this establishment

Click Save and Add to 
quickly choose multiple 
business operations

Click Save once completed

NOTE: Qualifier is required 
for all Business Operations 
except for Analysis, API 
Manufacture, and SIP 
Foreign Seller 



Step 13

Click on Save Establishment 

Registering an Establishment

Step 14

If you have more 
establishments to register, 
click on Add Establishment 
and repeat steps 9-13

Step 15a

If there is still data to enter, 
click on Save as Draft to finish 
your submission later

Step 15b

If completed, click on 
Submit SPL to submit to FDA



What happens after I click 
“Submit SPL”?

After clicking on Submit SPL, 
the submission undergoes an 
automated, technical 
validation indicated by the 
status of “Awaiting 
Acceptance”. This process 
takes approximately 15 
minutes. 

If the submission passes 
technical validation, the 
status will change to 
“Submission Accepted”. 

If the submission fails 
technical validation, the 
status will change to 
“Submission Failed”. Click on 
Submission Failed to view 
and correct the errors 
identified. Then click on 
Submit SPL to resubmit.

Registering an Establishment
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Re-Registering or Updating an Establishment



Step 1 Navigate to FDA Direct by accessing: https://direct.fda.gov 

Step 2 Enter your login credentials, accept the terms of service, and click Login

Re-Registering or Updating an Establishment

https://direct.fda.gov/


Step 3

After logging in, click on 
Establishment Registration 
from the navigation pane on 
the left

Re-Registering or Updating an Establishment

Step 4

Click on Submission Accepted 
for the most recently accepted 
Establishment Registration to 
renew



Step 5

Click on Create New Version, 
unlocking the SPL to review 
the SPL and make any 
updates

NOTE: After clicking Create 
New Version. The Header 
Details section will be 
automatically updated with 
the correct information

Re-Registering or Updating an Establishment

Step 6

Review the information in 
the SPL. Make any updates 
(ie contact information, 
business operations etc) 
if/as needed

After review and/or updates, 
click on Submit SPL



What happens after I click 
“Submit SPL”?

After clicking on Submit SPL, 
the submission undergoes an 
automated, technical 
validation indicated by the 
status of “Awaiting 
Acceptance”. This validation 
process takes approximately 
15 minutes. 

If the submission passes 
technical validation, the 
status will change to 
“Submission Accepted”. 

If the submission fails 
technical validation, the 
status will change to 
“Submission Failed”. Click on 
Submission Failed to view 
and correct the errors 
identified. Then click on 
Submit SPL to resubmit.

Re-Registering or Updating an Establishment
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Re-Registering via No Change Notification*

*This option is only available October 1 – December 31



Step 1 Navigate to FDA Direct by accessing: https://direct.fda.gov 

Step 2 Enter your login credentials, accept the terms of service, and click Login

Re-Registering via No Change Notification

https://direct.fda.gov/


Step 3

Click on Establishment 
Registration from the 
navigation pane on the left

Re-Registering via No Change Notification

Step 4

Click on Submission Accepted 
for the most recently accepted 
Establishment Registration to 
renew



Step 5

Click on Create New Version, 
unlocking the SPL to review 
the SPL and make any 
updates

NOTE: After clicking Create 
New Version, the Header 
Details section will be 
automatically updated with 
the correct information

Re-Registering via No Change Notification

Step 6

Change Document Type to 
“No Change Notification”

NOTE: The option for “No 
Change Notification” is only 
available October 1 – 
December 31.

Step 7

Click on Submit SPL



What happens after I click 
“Submit SPL”?

After clicking on Submit SPL, 
the submission undergoes an 
automated, technical 
validation indicated by the 
status of “Awaiting 
Acceptance”. This validation 
process takes approximately 
15 minutes. 

If the submission passes 
technical validation, the 
status will change to 
“Submission Accepted”. 

If the submission fails 
technical validation, the 
status will change to 
“Submission Failed”. Click on 
Submission Failed to view 
and correct the errors 
identified. Then click on 
Submit SPL to resubmit.

Re-Registering via No Change Notification
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De-Registering an Establishment



Step 1 Navigate to FDA Direct by accessing: https://direct.fda.gov 

Step 2 Enter your login credentials, accept the terms of service, and click Login

De-Registering an Establishment

https://direct.fda.gov/


Step 3

After logging in, click on 
Establishment Registration 
from the navigation pane on 
the left

De-Registering an Establishment

Step 4

Click on Submission Accepted 
for the most recently accepted 
Establishment Registration 
containing the Establishment(s) 
to de-register



Step 5

Click on Create New Version, 
unlocking the SPL to review 
the SPL and make any 
updates

De-Registering an Establishment



Step 6a

To de-register ALL 
Establishments in this 
registration, change the 
Document Type to 
Establishment De-
Registration

To indicate that the 
Establishment(s) is(are) 
out of business, select Out 
of Business Notification

De-Registering an Establishment

Step 6b

To de-register less than all 
the Establishments in this 
registration, simply click on 
the edit tool next to the 
Establishment(s) to de-
register and click on Delete 
Establishment 

Ensure only the 
Establishment(s) you want 
registered are still in the SPL



De-Registering an Establishment

Step 7

Click on Submit SPL



What happens after I click 
“Submit SPL”?

After clicking on Submit SPL, 
the submission undergoes an 
automated, technical 
validation indicated by the 
status of “Awaiting 
Acceptance”. This validation 
process takes approximately 
15 minutes. 

If the submission passes 
technical validation, the 
status will change to 
“Submission Accepted”. 

If the submission fails 
technical validation, the 
status will change to 
“Submission Failed”. Click on 
Submission Failed to view 
and correct the errors 
identified. Then click on 
Submit SPL to resubmit.

De-Registering an Establishment
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Uploading an Establishment Registration  SPL  File



Step 1 Navigate to FDA Direct by accessing: https://direct.fda.gov 

Step 2 Enter your login credentials, accept the terms of service, and click Login

Uploading an Establishment Registration SPL File

https://direct.fda.gov/


Step 3

After logging in, click on 
Establishment Registration 
from the navigation pane on 
the left

Uploading an Establishment Registration SPL File

Step 4

Click on                           
Create New/Upload File



Step 5

Click on Import an existing 
Establishment Registration 
SPL and then Continue

Uploading an Establishment Registration SPL File

Step 6

Click on Establishment 
Registration File

Locate and select the 
Establishment Registration 
ZIP file to upload into CDER 
Direct and click Upload



Reference Guide:
Drug Establishment Registration

For assistance with errors received in CDER 
Direct, contact CDERdirect@fda.hhs.gov. 
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