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A Walkthrough of the FDA Website

• The National Drug Code (NDC)Directory

– Inclusion in the NDC Directory does not indicate that FDA has verified the information 
provided. The content of each NDC Directory entry is the responsibility of the labeler 
submitting the SPL file. 

– The NDC Directory does not contain all listed drugs. It does not include animal 
drugs, blood products, drugs manufactured under contract or drugs that are 
marketed solely as part of a kit or combination product or inner layer of a multi-
level packaged product not marketed individually.

– Assignment of an NDC number does not in any way denote FDA approval of the 
product. 

https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
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NDC Directory
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Example of NDC Directory
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NDC Directory II
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DECRS
• Drug Establishments Current Registration Site (DECRS)

https://www.accessdata.fda.gov/scripts/cder/drls/default.cfm
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DECRS Continued
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Registered Outsourcing Facilities

• 503B Facilities

https://www.fda.gov/drugs/human-drug-compounding/registered-outsourcing-facilities
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Information for Outsourcing Facilities 

• Information for Outsourcing Facilities – link to 
reporting

https://www.fda.gov/drugs/human-drug-compounding/information-outsourcing-facilities#reporting
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Example
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Outsourcing Facility Product Report
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Points of Contact

• Points of Contact for Drug Registration and 
Listing

https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/points-contact-drug-registration-and-listing
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Points of Contact contd.
• Electronic Submission Gateway (ESG) account

– Contact ESGHelpDesk@fda.hhs.gov for ESG technical inquiries regarding opening 
a new gateway account.

• Structured Product Labeling (SPL)

– Contact spl@fda.hhs.gov for technical help and inquiries regarding XForms.

• Establishment registration status

– Contact edrls@fda.hhs.gov for questions and assistance with registration. See the drug 
establishment current registration site to check a facility’s current registration.

mailto:ESGHelpDesk@fda.hhs.gov
mailto:spl@fda.hhs.gov
mailto:edrls@fda.hhs.gov
http://www.accessdata.fda.gov/scripts/cder/drls/default.cfm
http://www.accessdata.fda.gov/scripts/cder/drls/default.cfm
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Points of Contact I
• Drug listing status

• See NDC Directory for human drugs and biologics listing status

• Contact edrls@fda.hhs.gov with questions about human drug listings

• Contact CBERSPL@fda.hhs.gov with questions about biologic listings

• See the electronic animal drug product listing directory for animal drug
listing status. Contact AskCVM@fda.hhs.gov or call 240-276-9300 with
questions

• Contact reglist@cdrh.fda.gov with questions about device registration or
listing

https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
mailto:edrls@fda.hhs.gov
mailto:CBERSPL@fda.hhs.gov
https://www.fda.gov/industry/structured-product-labeling-resources/electronic-animal-drug-product-listing-directory#:~:text=What%20is%20the%20Electronic%20Animal%20Drug%20Product%20Listing,part%20of%20the%20FDA%20Amendments%20Act%20of%202007.
mailto:AskCVM@fda.hhs.gov
mailto:reglist@cdrh.fda.gov
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Points of Contact II

• Regulatory questions or request for general 
information

• For human drugs, contact edrls@fda.hhs.gov

• For animal drugs, contact AskCVM@fda.hhs.gov or 
call 240-276-9300

• For biologics, contact CBERSPL@fda.hhs.gov or call 301-

827-0373

mailto:edrls@fda.hhs.gov
mailto:AskCVM@fda.hhs.gov
mailto:CBERSPL@fda.hhs.gov
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SPL Resources
• Structured Product Labeling Resources

• SPL Guidance Documents

• SPL Terminology

• SPL Implementation Guide and Validation Procedures

• SPL Schema and Stylesheet information

• GDUFA SPL Step-by-Step Instructions & Technical Specifications

• Questions regarding SPL submissions should be directed to: spl@fda.hhs.gov.

https://www.fda.gov/industry/fda-resources-data-standards/structured-product-labeling-resources
mailto:spl@fda.hhs.gov
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DRLS Instructions Page
• DRLS Instructions Page 

• SPL Process

• SPL Authoring Tools

• Registration, Labeler Codes, Listing

• Updating SPL submissions

• Blanket No Change Certification for product listing 
data

https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/electronic-drug-registration-and-listing-instructions
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FEI Search Portal
• FEI Search Portal

https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login
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Strength Conversion

• Strength Conversion in Drug Listing

https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/strength-conversion-drug-listing
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Resources
• The National Drug Code (NDC)Directory

– https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm

• Drug Establishments Current Registration Site (DECRS)

– https://www.accessdata.fda.gov/scripts/cder/drls/default.cfm

• 503B Facilities

– https://www.fda.gov/drugs/human-drug-compounding/registered-outsourcing-facilities

• Information for Outsourcing Facilities – link to reporting

– https://www.fda.gov/drugs/human-drug-compounding/information-outsourcing-
facilities#reporting

https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
https://www.accessdata.fda.gov/scripts/cder/drls/default.cfm
https://www.fda.gov/drugs/human-drug-compounding/registered-outsourcing-facilities
https://www.fda.gov/drugs/human-drug-compounding/information-outsourcing-facilities#reporting
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Resources I
• Structured Product Labeling Resources

• https://www.fda.gov/industry/fda-resources-data-standards/structured-
product-labeling-resources

• DRLS Instructions Page 

• https://www.fda.gov/drugs/electronic-drug-registration-and-listing-
system-edrls/electronic-drug-registration-and-listing-instructions

https://www.fda.gov/industry/fda-resources-data-standards/structured-product-labeling-resources
https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/electronic-drug-registration-and-listing-instructions
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Resources II
• Points of Contact for Drug Registration and Listing

– https://www.fda.gov/drugs/electronic-drug-registration-and-
listing-system-edrls/points-contact-drug-registration-and-listing

• FEI Search Portal

• https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?a
ction=portal.login

• Strength Conversion in Drug Listing

– https://www.fda.gov/drugs/electronic-drug-registration-and-
listing-system-edrls/strength-conversion-drug-listing

https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/points-contact-drug-registration-and-listing
https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login
https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/strength-conversion-drug-listing


Thank You!
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