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Learning Objectives

• Understand the Labeler Code Verification, Inactivation, 
and Reactivation process.

• Differentiate between FDA and Industry-initiated 
Labeler Code Inactivation.

• Learn the steps to reactivate an FDA initiated labeler 
code.
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Labeler Code

• Purpose of Labeler Code Request: To list drugs manufactured or distributed 
in the United States.

• Do I need to apply for a Labeler Code?: If your company does not have any 
drugs requiring FDA listing, you may not need to apply for a labeler code.

• Inactivation of Labeler Codes: 

– Labeler codes without any listed drugs will be automatically INACTIVATED after 24 
months.

– Labeler codes not assigned by FDA, or obtained by providing false information to 
FDA, may be inactivated without prior notice.
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Labeler Code - Verification

Prior to FDA-Initiated Labeler Code Inactivation for LCs not Used in any Drug 
Listings

• An email will be sent to the contact email associated with the labeler code 
assignment.

• Notification: Labeler code inactivation will be initiated in 30 days from the 
date of the email.

• Action required: To avoid inactivation, either list a product associated with 
the labeler code or provide a valid reason for not having any products listed.



5

Labeler Code – Verification Email

Labeler Code 
Verification Email
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Verification Email Response

If you receive the inactivation notification, please respond within 30 days by 
emailing us at eDRLS@fda.hhs.gov.

• State the reason for your continued need for the labeler code.

• If you no longer require the labeler code because you don't manufacture or 
distribute drugs for US commercial distribution, state so in your response and 
proceed with inactivating your labeler code.

Note: Timely and accurate responses are essential to maintain an active labeler 
code.

mailto:eDRLS@fda.hhs.gov
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Labeler Code Inactivation Notification

• Labeler codes that have no products listed 

for two years are sent a notification 30 days 

prior to inactivation.

• If there is no response to the notification, 

then your labeler code is inactivated.
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Labeler Code – How to Reactivate

For FDA-initiated inactivation:

• Only FDA is able to reactivate a labeler code that is inactivated by FDA.
• To reactivate, send a request with the following information to 

edrls@fda.hhs.gov for review and approval:
1. Drug product name
2. Active ingredient(s)
3. Strength
4. Drug labeling
5. Anticipated start marketing date of the drug
6. Proposed NDC for each drug

mailto:edrls@fda.hhs.gov
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Industry-Initiated Labeler Code Inactivation

• Labeler code is no longer needed due to:

– Out of business/ change in business

– Mergers/ acquisitions 

– Application for a drug in development did not get 
approved by FDA
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Labeler Code – How to Inactivate
 Step 1: Open the previously submitted and accepted Labeler Code Request 

Step 2: Click 

Create New 

Version
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Labeler Code – How to Inactivate

• Step 3 – Select Document type and Submit SPL

Select Document Type: NDC Labeler 

Code Inactivation



12

Labeler Code – How to Reactivate

• Industry-initiated inactivation:

– Reactivate using the same SET ID

– Industry can only reactivate the same labeler code it 
had inactivated in the past
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Challenge Question 1

What happens if a labeler code does not have any products 
listed for two years?

a) It will be automatically reactivated by the FDA. 

b) It will be permanently inactivated by the FDA.

c) It will receive a notification 30 days prior to inactivation.

d) It will be transferred to a different regulatory agency.

www.fda.gov
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Challenge Question 2

Who has the authority to reactivate an industry-
initiated inactivated labeler code?

A) FDA 

B) Industry 

C) Both A and B

D) Regulatory agencies
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Summary
• Labeler codes without listed drugs are automatically 

inactivated after 24 months.

• Before inactivation, a notification email is sent, and a 30-day 
response window is provided.

• To inactivate a labeler code, submit a NDC Labeler Code 
Inactivation SPL.

• For FDA-initiated inactivation, contact eDRLS@fda.hhs.gov for 
reactivation.

mailto:eDRLS@fda.hhs.gov
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Thank you for your attention and engagement!

Questions?

Contact Us: 
eDRLS@fda.hhs.gov 

mailto:eDRLS@fda.hhs.gov
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