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Overview
• Who must list 

• When

• How to submit a Drug Listing SPL using CDER Direct

• Updating listing and Delisting

• Summary

• Do’s & Don’ts/ Helpful Resources

www.fda.gov
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“Who”

• Unless exempt, ALL registrants must list all drugs 
manufactured for commercial distribution

• Contract manufactures (CMO) must list under their 
own labeler code

• CMO who manufacture for private label distributors 
(PLD) must also list for PLDs, using the PLD’s labeler 
code. PLDs may list their own products as an 
authorized agent.

www.fda.gov
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“When”

• Initial- Listing information must be submitted 
within 3 days of the initial registration

• Updates- You can update any changes to the listing 
every June and December, preferably ASAP.

• Annual listing certification- Accepted updates to 
the listing certifies your listing for the calendar 
year and the next calendar year

www.fda.gov
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How to submit a Drug Listing SPL using 
CDER Direct

www.fda.gov
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section i

www.fda.gov
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Updating a Previous listing

www.fda.gov

• Create a new version of the most recent 
accepted submission

• Do not change the Set ID!

• A new Root ID and version number will 
generate automatically 
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• Modify all listing data elements and labeling 
information as appropriate

• Submit

www.fda.gov
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• Create a new version of the most recent accepted 
submission

• Change the marketing status from “Active” to 
Complete

• Enter the end marketing date for the product (e.g., 
Expiration date of last lot in distribution)

• Submit

www.fda.gov

Delisting a product
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Summary

• Listing allows FDA to maintain an inventory of all drugs 
commercially distributed in the U.S and their representative 
labeling

• Listing data is also used by the public and other organizations in 
academia and industry

• Remember to delist when no longer in commercial distribution

• Have a standard operation procedure or system in place to 
verify the accuracy of listing at least twice a year

www.fda.gov
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WE ALL NEED THIS INFORMATION TO BE
ACCURATE, COMPLETE AND UP TO DATE!

www.fda.gov
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Do’s & Don’ts
Product Listing

www.fda.gov
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Do’s

• Visit our website- Electronic Drug Registration and Listing 
instructions

• Provide the Set ID/Submission ID of the failed submission

• Submit SPL 

• Ask questions

www.fda.gov
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Don’ts

• Provide inaccurate data

• Make any change to the SPL file

• Modify data elements

• Include multiple email addresses when requesting for 
assistance 

www.fda.gov
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Helpful resources

• Electronic Drug Registration and Listing instructions

• Strength Conversion in Drug Listing

• OTC Active Ingredients

• Electronic Code of Federal Regulations

• edrls@fda.hhs.gov

www.fda.gov

https://www.fda.gov/drugs/drug-registration-and-listing-system-drls-and-edrls/electronic-drug-registration-and-listing-instructions
https://www.fda.gov/drugs/drug-registration-and-listing-system-drls-and-edrls/strength-conversion-drug-listing
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.ecfr.gov/cgi-bin/text-idx?SID=24bd12b55721210e31bb9921427d9390&mc=true&tpl=/ecfrbrowse/Title21/21cfr207_main_02.tpl
mailto:edrls@fda.hhs.gov


36

Challenge Question #1

True or False: You are required to provide 
establishment information in product listing.

• True

• False
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Challenge Question #2

True or False: A product listing can be listed 
without labeler code.

• True

• False


