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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 WDME

* Per §207.33(c)(2)

 FDA uses this information for official communication
regarding /A
the listing.

www.fda.gov 6



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

1. NDC NHRIC Labeler Code Request

2. NDC Labeler Code Inactivation




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/

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 listing, and customize for your product. Additional information can be
obtained after logging in. (Not applicable to 503B outsourcing or compounding facilities)

LOGIN

Username:
huber086

Password:

Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government Is subject to criminal penalties

UJ 1 understand.

LOGIN Eorgot your password?

GETTING STARTED

To make submissions to FDA (e.g., Establishment Registration, Product Listing and Self-ID, etc.) you must first create an account. Click here to create a new account,

I vimis Albmndis hatia An AAnaiint ARtAr Lialie

FOA

QUICK LINKS

Create Account
Resources
Tutorials

Help Desk

FAQs

NOTIFICATIONS

12.SEP-14 new! Welcome
to CDER Direct:
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Enter Labeler Details

Root ID: * 12¢186de-34d9-2674-e054-00144ffa2ccd Generate New

== LABELER DETAILS
Labeler Name: * Drug Name

Labeler DUNS: * 987654321

LABELER CONTACT DETAILS

Contact Name: * Puii Huber
Contact Email: * puiihuber@customerservice.com
Contact Phone: * Format

Phone Extension:

Effective Date: * 10-01-2021

Labeler Code:

LABELER CONTACT ADDRESS
Country: * United States

5 10903 New Hampshire Ave
Street Address:

City: * Silver Spring
State: * Maryland v
Postal Code: * 209903

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

LABELER ADDRESS

P2 carnn ac L abhalar Aontant Addrace

11



Labeler Code - Assigned e

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 NDC/NHRIC LABELER CODE REQUEST

(ADD SUBMISSION TYPE) For assistance with validation errors in CDER Direct, contact CDERdirect@fda.hhs.gov. For general questions regarding electronic drug registration and listing, contact
NDC/NHRIC Labeler Code eDRLS@fda.hhs.goy
Request

Establishment Registration pei m m CREATE NEW / UPLOAD FIL

GDUFA Self-Identification

Product Listing and

ficati
Certification SETID ROOTID SUBMISSION DOCUMENT LABELER LABELER

LAST LAST
MODIFIED MODIFIED
USER DATE

REQUEST

ID VERSION LABEL DUNS NAME PROGRESS

WDD/3PL

NDC/NHRIC

SUBMISSION DONHRIC | Drug e 04-0CT-2021
ACCEPTED 1 Lr;\.’«J.‘ “‘. :\}\ ODE 801186946 Company Puit Huber 103053
3 aQ DC LABELER
SUBMISSION ‘r\ DE S 001230762 Test Labele Puii Huber 03-0CT-2021
EALED INACTIVATION 18.05:00
NDC/NHRI
;A;LE‘[I;Q! 4.00144ffa2c 1 E/\" IY!."\‘ 00000000 Drug Name Pui Huber
c4 REQUEST
cd5321d3.dc0 NDG/NHR
SUBMISSION | 7 2053 1 y RCODE | 987654321 | DruaName | Puil Huber 21
FAILED Oabae LABSLER COL ¢ ; Dru € L L
REQUES
b1930370-3¢
- NDC/NHRIC
VALIDATION 86-592d-e05 g s ’ : . 20.SEP-2021
” o 216d-e( } LABELER CODE 001230762 Test Labeler Puii Huber g
FAILURE 3-2a05af0a9 | o 'Iu.).: H,E,u‘\ EST 2 10:40-11

91a
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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.

15
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Labeler Code — Verification Email

FW: Labeler Code 00000 ve
@ Huber, Lalnunpuii

Labeler Code
Verification Email

FDA
Attention: Puil Huber
100 FDA Drive

Silver Spring, MD

RE: Labeler Code D000D verification
Dear Puii Huber:

The Food and Drug Administration’s Drug Registration and Listing System employs a number of surveillance methods and quality control checks to ensure the completeness and accuracy of the drug listing data. A recent check of cur database indicates that there are no drug product listings for the labeler code referenced above, which was
assigned to FDA over two years ago.
Section 510(j) of the Federal Food, Drug, and Cosmetic Act (FDCA) provides that every person required to register with FDA must, at the time of initial registration list all drugs which are being manufactured, prepared, propagated, compounded, or processed by him for commercial distribution. Drug listing information also must be updated in June

and December each year to report any material change in a previously listed drug; any new drugs introduced into US commercial distribution; or any drugs being discontinued. In addition, owners or operators of establishments not otherwise required to register under section 510 of the act that distribute under their own label or trade name a
drug manufactured or processed by a registered establishment may elect to submit listing information directly to FDA and to obtain a Labeler Code. Al distributors who submit drug listing information to FDA assume full responsibility for compliance with all of the listing requirements.

The labeler code is a unique 4 or 5 digit number assigned to any company that manufactures or distributes drug(s). Firms use this FDA assigned labeler code to compose a unique National Drug Code (NDC) for drugs they manufacture or distribute for commercial distribution in the United States. This NDC number is reported by labelers as part of
their drug listing requirements. It is used by the FDA for surveillance and regulation of the pharmaceutical industry. It is also used by the Centers for Medicare and Medicaid Services (CMS) as well as other government agencies and the medical insurance industry for reimbursement and other medical benefits. Assignment of NDC numbers to non-
drug products is extremely prohibited. Furthermore, assignment of an NDC does not denote approval or endorsement of the firm or its products by the FDA. Any representation that creates an impression of such approval or ends because of the ion of an NDC is misleading and may constitute misbranding, resulting in legal action.

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 continuing need for this labeler code assignment.

«  Ifyou do not manufacture or distribute drugs for US commercial distribution and do not need the labeler code anymare, please state so in your response. In addition:

«  Ifthe labeler code was requested and assigned after June of 2009 (via Structured Product Labeling (SPL) and the electronic submissions process), then please submit an NDC Labeler Code Inactivation SPL to close it out. (For assistance in the electronic submission of registration and listing data via Structure Product Labeling SPL, please refer
to our website at www.fda.gov/edrls)

«  Ifthe labeler code was assigned prior to June of 2009 (via paper submission), no further action is necessary other thas

= Ifyou have drug(s) listed with the FDA, please provide in your response the full ten digit NDC number, proprietary/established name, and packaging for each drug product. The FDA may require a copy of the original Form 2656 for product listings that were submitted in paper prior to June 2009.

«  Ifyou do not have any drugs listed with FDA, but believe you are required to have an active Labeler Code, please state in your response the reason you believe your Labeler Code should remain active.

including it in your email response. We will administratively inactivate the labeler code.

If you have any questions, think you received this letter in error, please contact the Drug Registration & Listing (DRLS) team at the email address below.

Sincerely,
Nrug Registratinn and listing Staff
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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.

17
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Labeler Code Inactivation Notification

31/2020 10:48 AM

Zﬁﬁiﬁ’EleﬂlT,EOimMonmﬁﬁcaﬁon Labeler codes that have no products listed for
@ e, anpu two years are sent notification 30 days prior to
o inactivation. If there is no response to the
Fonome notification then your labeler code is
Silver Spring, MD Inactivated.

RE: Labeler Code 00000 inactivation notification

Dear Janine Ellenberger:
This is an FDA automatically generated email to notify you that Labeler Code 00000 assigned previously by FDA to Puii is now inactivated.

Labeler codes that have no products listed for two years are sent notification 30 days prior to inactivation. If there is no response to the notification then your labeler code is inactivated. This Labeler Code
cannot be used for NDC assignment to 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 request information on product name, active ingredient(s), strength, labeling, start marketing date and intended NDC for each drug in order for us to determine if the labeler code should be
reactivated. For more information visit: www.fda.gov/edrls

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

Sincerely,

Drug Registration and Listing Staff
FDA/CDER/Office of Compliance
edrls@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



https://direct.fda.gov

e Live Demo of CDER Direct

— How to Inactivate

— How to Reactivate
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How to Inactivate a Labeler Code

NDC/NHRIC Labeler Code
Request

Establishment Registration

GDUFA Self-ldentification

Product Listing and
Certification

WDD/3PL

eDRLS@1da.nhs.gov.

STATUS SETID

ROOTID

SUBMISSION

DOCUMENT
LABEL DUNS

LABELER

LABELER
NAME

LAST
MODIFIED
USER

FOA

CREATE NEW / UPLOAD FILI

LAST
MODIFIED
DATE

REQUEST
PROGRESS

147-e05
00144ffa2¢

SUBMISSION
FALED

SUBMISSION

FAILED

cd532fd3-de(
SUBMISSION | 7-f4 3
FAILED Oabae
VALIDATION
FAILUF

18b74d89-15
93-3147-e05
4-001441fa2¢

cd

SUBMISSION
ACCEPTED

cd7acdel-efb?
Dect

95at0a61bb

cd843017¢

27 16D

NDC LABELER
CODE 001230762
INACTIVATION

NDC/NHRI(
LABELER CODE
REQUEST

987654321

NDC/NHRI(
LAB (
REQUEST

ODE 001230762

NDC/NHRIC
LABELER CODE
REQUEST

001230762

Test Labeler

Drug Nam

Drug Name

lest Labeler

Test Labeler

Puii Hube

Puii Hube

Puii Hube

Puii Huber

Pui Hube

r

03-0CT-2021

175511

04-SEP-2020
122310
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How to Reactivate a Labeler Code

(ADD SUBMISSION TYPE) For assistance with validation errors in CDER Direct, contact CDERdirect@fda.hhs.gov. For general questions regarding electronic drug registration and listing, contact
P

NDC/NHRIC Labeler Code Request eDRLS@fda.hhs.gov

Establishment Registration p
v

GDUFA Self-ldentification

Product Listing and Certification STATUS ROOT ID SUBMISSIONID | VERSION gl EARE NODE N QL= T owas

BEL USER

WDD/3PL
SUBMISSION “d‘.’}?}', ':f.(jjﬂfjrf'ffj cdBa2cc9-8a45-7ad6- | cd6870145293 68032951 . NDC/NHRIC LABELER Puil Hube 04-0CT-2021
ACCEPTED T‘ 8U0I-£P098I08YIN | caca 2995af0a1eed 74@direct : CODE REQUEST ull Fuber 12:13.47
SUBMISSION ;"1""”',2‘ ! 5af0a0y | C9893d64-efSe-8dfe-e | cd907 342 63815097 . NODC LABELER CODE Puil Huber w-‘.x M‘I .,Jm

MANAGE ACCOUNT ACCEPTED 4 053-2a95a10ae68f 42@direct . INACTIVATION 1141 1(

~d88bc15.2502.664
SUBMISSION “.’d’:“}" ,»v,;r‘;:vx‘!h}:«;'?' 88bc19-2591-664e 1 NDC/NHRIC LABELER Puit Huber
Edit User Profile ACCEPTED & 0095259901089 | 0053-2995a10a0314 CODE REQUEST S
18b74d89-1593-314
SUBMISSION 7-0054-00144ffa2c NDC LABELER CODE Huber 03-¢
Manage Users FAILED 7 0054-00144ffa2 } INACTIVATION Puil Huber 18

12¢186de-34d8-267

SUBMISSION 4.0054.00144ffa2ce DC/NHRIC LABELER
4

de-34d9-2674 cd 1746590832 21697085

Puii Huber

FAILED 0054-00144ffa2ccd 43@direct DE REQUEST 17.07' 11
1657109b-895a-4c0b ) §

- {UMAN ( RUG )3-0 202
COVID-19 DRAET 2681.010101db500 r [f‘mi'fl it AR EDer 17 j' !
(Not applicable to 5038 outsourcing or 4 s
compounding facillities) SUBMISSION d5321d3-dc07-1468- | cd532fd3-dc08-1468-¢ | cdB597421038 40631785 g NDC/NHRIC LABELER Puil Huber 01-OCT-2021
To list Hand Sanitizers you first need to FAILED 0053.2995af0a6ae8 = 053-2995af0abae8 29@direct CODE REQUEST A 8:52:10
o t = hele = o cauest b1930370-3¢c86-592
submit a Labeler Code Request and an VALIDATION B 05 padbatonne | b1930308-ca : NDC/NHRIC LABELER St 20.SEP-2021
Establishment Registration. When these FAILURE 1a VIS VSV a053.200¢ v CODE REQUEST o 10:40.11

have been completed you can then

NNOENRAK NAN AdA
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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

24


mailto:eDRLS@fda.hhs.gov
mailto:eDRLS@fda.hhs.gov

Questions?

Contact Us:
eDRLS@fda.hhs.gov
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