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Learning Objectives

• Describe drug listing update and listing 
certification requirements  

• Describe what information must be 
submitted 

• Explain who needs to update and certify

https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-assistance-sbia?utm_medium=email&utm_source=govdelivery
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Drug Listing Updates Requirements

• Under 21 CFR 207.57(b)(1), each registrant must 
review and update their drug listing information no 
later than June and December of each year:
– Any drug manufactured that was not previously listed

– Any drug discontinued

– Any previously discontinued drug which manufacturing has 
resumed

– Any material change to previously submitted information
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Drug Listing Updates Requirements

• Under 21 CFR 207.57(c), registrants are 
encouraged to update listing information at 
the time of any change affecting information 
previously submitted.
• This will assist FDA in maintaining the most up-to-

date information about drugs in U.S. commercial 
distribution 
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 Listing Updates Live Demonstration

             https://direct.fda.gov

https://direct.fda.gov/
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How often must a registrant review and update their 
drug listing information?

a. Once a year
b. Every month
c. As soon as possible
d. June and December each year 

Challenge Question # 1
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Listing Certification Requirements

• Under 21 CFR 207.57(b)(2), drugs not initially 
listed or updated during the calendar year must be 
updated or certified that the data has not changed 
since the last update. 

• Blanket No Change SPL:
Available October 1 – December 31, during the 

annual period of registration renewal and drug 
listing certification window
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Listing Certification Requirements

• Outside the annual certification window, an update or 
revision of the drug listing SPL submission for each 
NDC is required for certification

• Drug listings not certified will be considered expired in 
January and may be inactivated and removed from 
databases

• An inactivated listing record DOES NOT cover 
delisting requirements 
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  Blanket “No Changes” Certification 
Demonstration 

https://direct.fda.gov

https://direct.fda.gov/
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Challenge Question # 2
When can a Blanket “No Changes” Certification SPL 

be submitted? 

a. Once a year
b. October 1 – December 31  
c. At any point in the year
d. June and December each year  
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Challenge Question # 3
To delist your product, you should change 
marketing status from active to complete.

a. True 

b. False
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Resources

• https://www.fda.gov/drugs/guidance-
compliance-regulatory-
information/electronic-drug-registration-
and-listing-system-edrls

https://www.fda.gov/drugs/guidance-compliance-regulatory-information/electronic-drug-registration-and-listing-system-edrls
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Summary

• Update your drug listing no later than June and 
December each year

• Blanket “No Changes” Certifications window available 
annually from October 1 – December 31 

• Delist your product if its no longer in U.S. commercial 
distribution. An inactivated listing data is not in 
compliance, even if the drug is discontinued. 



Questions?

Division of Labeling, Registration and Unapproved Drugs, OUDLC
CDER | US FDA

eDRLS@fda.hhs.gov

mailto:eDRLS@fda.hhs.gov
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