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Learning Objectives

• Describe the listing certification requirements
• Identify who needs to certify
• CDER Direct Demonstration 

https://www.fda.gov/
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What are Listing Certification Requirements? 

• Each drug not initially listed/updated during the calendar year 
must be updated or certify that the data has not changed since 
the last update (21 CFR 207.57(b)(2))

• Blanket No Change SPL:
– Available during the annual period of drug listing certification window
– October 1 – December 31

• Blanket No Change SPLs will only be accepted during the annual 
certification window
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What are Listing Certification Requirements?

• Outside of window, update of the drug listing SPL submission for each NDC is 
required for certification
– Drug listing SPLs received for NDCs during the current calendar year are 

considered up-to-date and do not require additional certification
• Drug listings not certified will be considered expired and may be inactivated 

and removed from NDC Directory and DailyMed 
– Only way to restore listing to submit an updated full product listing SPL 

(with the same SET ID)
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Who Needs to Certify?

• Certification of drug listings is responsibility of registered 
establishments

• Authorized agents for registered establishments may submit 
certification SPL files for drug listings
– Private Label Distributors
– Vendors
– U.S. agents
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Demonstration

Blanket No Change Certification Demonstration
https://direct.fda.gov

https://direct.fda.gov/
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Challenge Question #1

True or False: Blanket No Change Certifications can be completed 
at any time of the year.

True
False
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Challenge Question #2 

True or False: Private Label Distributors (PLD) can act as 
authorized agents on behalf of the establishment for a PLD’s drug 
listing and certification requirements?

True
False
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Summary

• During the calendar year, drug listings must be updated via a 
new SPL submission, or certified through a Blanket No Change 
Certification that the data has not changed since the last 
update. 

• If the October 1 – December 31 annual certification window is 
passed, a new SPL submission is required in order to certify a 
listing.

• Please keep your drug listings current!



Thank you!

edrls@fda.hhs.gov

mailto:edrls@fda.hhs.gov
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