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Overview

* Labeler Code Request Process — Who, When, How

— Update Labeler Code
— Labeler Code Rejections
— Live Demo
* Labeler Code Inactivation Process
— FDA-initiated inactivation
— Industry-initiated inactivation

— Live Demo



Labeler Code

consists of 4 or 5 digits. The labeler code is assigned by

The first segment of the NDC is the labeler code and

FDA.
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Labeler Code - Who

§207.33 (c) (1) provides information on who must

obtain an NDC labeler code and how the code is
assigned and updated.

e Each person who engages in manufacturing,
repacking, relabeling, or private label distribution
of a drug subject to listing under this part must
apply for an NDC labeler code


https://www.ecfr.gov/cgi-bin/text-idx?SID=a3e95f4db83081f311b99a7ab1aacd4f&mc=true&node=pt21.4.207&rgn=div5#se21.4.207_133

Labeler Code - When

* Labeler Code Request must be requested before a drug listing
must be submitted, which is 5 days within going into
commercial distribution.

— Labeler Code Request must be submitted and completed prior to
drug listings.

* |f you do not have to list any drugs with FDA, you do not need
to apply for a labeler code .

* Labeler codes that are NOT utilized by listing a drug product
are automatically INACTIVATED after 24 months.



When should a labeler code
information be updated?

* Information must be updated within 30 calendar days
after any change:

— Physical address, email and other information -:Dmt
URE

* Per §207.33(c)(2)

 FDA uses this information for official communication
regarding
the listing.
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Labeler Code — Rejections

If you are not required to list drugs

If you already have a LC assigned

* Asecond one may be granted if first labeler code is running out of available NDCs

If your labeler code was automatically inactivated
If your Information does not match D&B data
If you are a veterinarian drug manufacturer or distributor

- Submit an NDC Labeler Code Request-Animal Drug (LOINC Code-72871-7)



Labeler code Document Types

st

1. NDC NHRIC Labeler Code Request

2. NDC Labeler Code Inactivation
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Labeler Code - How
e Live Demo of CDER Direct

https://direct.fda.gov

— Requesting a labeler code
— Completing a labeler code process

— Updating Labeler Contact or address


https://direct.fda.gov/

FOA

Requesting a Labeler Code
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COVID-19 Update - As a courtesy, the FDA is providing standardized hand sanitizer templates that can be used to prepopulate the fisting, and customize for your product. Additional information can be
obtained after logging in. (Not applicable to 5038 outsourcing or compounding facilities)

LOGIN QUICK LINKS

Ussmame
huber088 Create Account
Password: Resources
Tutorials
Under 18 U.S.C. 1001, anyone who makes a matenally faise, ictiious, or fravdisent statement fo the U S Govemment [2 subject 10 criminal penalties Help Desk
Understand
FAQs

GETTING STARTED NOTIFICATIONS

To make submissions to FDA (¢.g.. Establishment Registration, Product Listing and Selt-iD, eta.) you must first create an account. Cick here to create a new acoount 12-5EF-14 new! Welcome
to CDER Direct:
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Enter Labeler Details

Root 10: * 12c186d0-3449-2674-2054-0014411a2ccd Generale New

== LABELER DETAILS
Labeler Name: * Drug Nama

Labeler DUNS: * QR7654321

LABELER CONTACT DETAILS

Contact Name: * Puii Huber
Contact Email; * purhubsr@cusiomersarvice . com
Contact Phone: * Egrmat

Phone Extension:

Effactive Date: * 10-01-2021

Labeler Code:

LABELER CONTACT ADDRESS
Country: * United States

10203 New Hampshire Ave
Street Address: *

City: * Sivar Spring
State: * Marytand v
Postal Code: * 208903

~« ADDITIONAL LABELER DETAILS (Optional - Including the following information will expedite the processing of your request)

LABELER ADDRESS

Ml cacnn ae | ahalar Aantant Addennn
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Labeler Code - Assigned

FDA will send an email to the contact email on the request with the assigned number.
eDRLS - Electronic Drug Registration & Listing System

Current Date: 08-Oct-2021
Labeler DUNS: 000000000
Labeler Name: A1 Drug Company
Labeler Code Assigned: 00000

The Food and Drug Administration (FDA) has assigned the above Labeler Code to your firm. The number cannot be used until you have confirmed the assignment. Please revise and
resubmit your Labeler Code Request SPL to include the assigned number above to complete the process. To do this, open the previous Labeler Code Request SPL file and fill in the new
information (your assigned Labeler Code) without changing the other existing information. Fill in a new root id and new version number with the original set id and the appropriate effective
time.

For CDER Direct Users: Open the previously submitted and accepted Labeler Code Request, click Create New Version, enter the Labeler Code assigned in the field for "Labeler Code",
and Submit SPL.

This Labeler Code should be used to create the NDC (National Drug Code) assigned to all drugs you manufacture or distribute for U.S. commercial distribution. The assignment of NDC is
extensively discussed in Title 21 of Code of Federal Regulations (CFR) 207.35. The NDC for each drug must be submitted as part of drug listing information submitted to FDA. Per 21 CFR
Part 207, owners or operators of an establishment entering into the manufacture or processing of a drug or drugs shall drug list, every drug in commercial distribution within 5 days after the
beginning of operation. Labeler Codes are assigned by FDA and may be inactivated at any time upon violation of the Federal Food, Drug and Cosmetic Act.

Note that receipt of this letter is not to be construed as Federal Government endorsement or approval of the establishment or its products.

For additional information please visit Drug Registration and Listing System or reply back to this email (edris@fda.hhs.gov).
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Confirm Labeler Code Assignment

SUBMISSIONS
(ADD SUBMISSION TYPE) For assistance with \
eDRLS@1da.hhs.gov

NDCNHRIC Labeter Code

Request

Establishment Registraton

GCODUFA Seifddentification

Product Listing and
Certification

STATUS
WOO/3PL

NDC/NHRIC LABELER CODE REQUEST

vaiica

CDER Due CDERdirectfifda hhs. ooy For gensral guestions regarding electrond

LABELER
NAME

LABELER

SUBMISSION DOCUMENT
VERSION DUNS

0 LABEL

LAST
MODIFIED
USER

CREATE NEW /UPLOAD FI

LAST
MODIFIED
DATE

REQUEST
PROGRESS

13



Labeler Code — Inactivation Process

— FDA-initiated inactivation

— Industry-initiated inactivation
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Labeler Code - Verification

 Prior to FDA Initiated labeler code inactivation

- An email is sent to the contact email associated with
the labeler code assignment, announcing that in 30 days
the labeler code will be inactivated unless the company
lists a product or provides a valid reason for remaining
active.
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Labeler Code — Verification Email

Labeler Code
Verification Email

Anveriion: Ml Hebes
L30 10N Oviee

W Spneg WD

S Ladeler Code 00000 venifcanion

Dwar Pud Huber
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mugred to FOA 3ver tA0 years ags

of the dug luting dete A recont chech of cur datadese ndiates that there ore fo thug ivoduct 83 For the ‘ebstier cosie seferenied sbove, wingh

Secticn S10) of the Fecdersl Focd, Crug ane Cosmety Act (TDCA] pravweder that avery pacton regured 12 rageter with FOA meat,
.

Srme of bal registratian dut ol Srugs which srw being mansfazsimd, Srepares, propegated, compcunded, ar Erocesaed by i dor commenz trisution Orug bating Irfarmatos shic et be usdatad n e
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Verification Email Response

We request that you respond to this notification by emailing us at
eDRLS@fda.hhs.gov within 30 days of receipt to state the reason for your
continued need for this labeler code.

* |f you do not manufacture or distribute drugs for US commercial distribution
and do not need the labeler code anymore, please state so in your response.

* |If you do not have any drugs listed with FDA, but believe you need to have an

active labeler code, please state in your response the reason you believe your
labeler code should remain active.
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Labeler Code Inactivation Notification

Man &/ 3172020 10418 A

Huber, Lanunpui Labeler codes that have no products listed for

Labeter Code 00000 inactivation notification

TS two years are sent notification 30 days prior to
con inactivation. If there is no response to the

Attention: Puil Huber

FDA Drive notification then your labeler code is
Siver Spring, MO Inactivated.

RE: Labelar Code 00000 inactivation notification
Dear Janine Ellenberger:
This 18 an FDA aulomatically generaled email o notify you that Labeler Code 00D00 assigned previously by FDA to Puii is now inactivated

Labeler codes that have no products listed for two years are sent nolification 30 days prior to inactivation. |f thers is no response fo the notification then your labeler code is inactivated. This Labeler Code
cannot be used for NDC assignment fo drugs or drug listing with FDA. If you have a drug or drugs that you are about to enter in US commercial distribution, please provide us with details for each drug in an
email, We requast informabion on product name, active ingredientis), sirength, labeling, star marketing date and intended NDC for sach drug in order for us to determine 4 the labeler code should be

If you think you received this letter in error, please contact the Drug Regstration & Listing (DRLS) team at the email address below

Sincerely,

Drug Registration and Listing Staff
FDA'CDER/Offica of Compliance
edris@fda.hhs gov

FOA
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Labeler Code — How to Reactivate

For FDA-initiated inactivation:

Only FDA is able to reactivate the labeler code

Send a request with the following information to edrls@fda.hhs.gov:

—Product name

—Active ingredient(s)

—Strength

—Labeling

—Anticipated start marketing date of the drug
—Intended NDC for each drug

19
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Industry-Initiated labeler code Inactivation

* Labeler code is no longer needed:
— Out of business/ change in business
— Mergers/ acquisitions

— Application for a drug in development did not get
approved by FDA

20
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e Live Demo of CDER Direct

— How to Inactivate

— How to Reactivate
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How to Inactivate a Labeler Code

NOC/NHRIC Labeler Code
Request

Establishment Registration

GOUFA Self identification

Product Listing and
Certification

WODOD/PL

£DRLS@1da.hhs ooy

ROOCTID

LAST
MODIFIED
USER

SUBMISSION
10

DOCUMENT LABELER LABELER

VERSION LABEL DUNS NAME

FOA

CREATE NEW / UPLOAD

LAST
MODIFIED
DATE

REQUEST
PROGRESS
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How to Reactivate a Labeler Code

(ADD SUBMISSION TYPE)

ntact COERSKeC@IaNhsS. g0y, For general QUESHONS regarcing SIeClronic orug registrat

NDCINHRIC Labeler Code Request

Establishment Registration

A [ 00 [ Acmows.

GDUFA Seifddentification

Product Listing and Certification

DOCUMENT
LABEL

LAST MODIFIED

SUBMISSION 1D USER

VERSION

WOOPL
:~ : ’ ¥ < N { f
; . ' 13 2G5l o) 1 4 o
3 : ~
MANAGE ACCOUNT
\| 5! - ; ) '| . ' ‘ : t
Ednt User Profile 1 -
Manage Users 141 ) i :
SUBMISSION s ) 3 | 1 NDCA ,
FALED . . ,

COVID-18 IOTIOR 03080 | ¢ 17611106.0420.2b00

FOA

LAST MODIFIED
DATE
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Summary

Labeler Code Request should only be submitted when drugs are ready to be launched
for US commercial distribution.

Labeler Code Information must be updated within 30 calendar days after any change

To complete the labeler code process, inactivate a labeler code or update the labeler
code assignment

* Use theoriginal Set ID Rootlthat was used to request the labeler code.

To Reactivate a labeler code inactivated by the FDA, email eDRLS@fda.hhs.gov
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Questions?

Contact Us:
eDRLS@fda.hhs.gov
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