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code request

Complete a labeler code assignment

Update labeler contact or address information
Inactivate a labeler code as necessary

Learning Objectives FoA
 |dentify the purpose and use of labeler codes
« Demonstrate the process of submitting a labeler

N i

fda.gov/cdersbia A


https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-assistance-sbia?utm_medium=email&utm_source=govdelivery

Labeler Code

The first segment of the NDC is the labeler
code and currently consists of 4 or 5 digits. k
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Labeler Code — General Info

Purpose of labeler code request: To list drugs manufactured or
distributed in the United States.

Do | need to apply for a labeler code?: If your company does not have
ané/ drugs requiring FDA listing, you may not need to apply for a labeler
code.

i

e |nactivation of labeler codes:

months.

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

— Firms may inactivate their FDA-assigned labeler code.

= — Labeler codes without any listed drugs will be automatically INACTIVATED after 24
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Labeler Code Document Types

NDC Labeler Code Request

B

2. NDC Labeler Code Inactivation
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Cosmetics

Password:

Quick Links:

fda.gov/cdersbia

FEorgot your password?

Laccept the Terms of Senice

LOGIN

CREATE NEW ACCOUNT

I | I
a

Resources | Tutorials | FAQs | CDER
Direct Help Desk | Cosmetic Direct Help
Desk

rLive Demo of CDER Direct
y
Q
h

WELCOME TO FDA DIRECT

FDA Direct is U.S. Food and Drug Administration’s web-based and free structured product labeling (SPL) authoring tool. Previcusly CDER Direct,
FDA, Direct now includes CDER Direct and Cosmelics Direct, Users can create separate accounts, depending on drugs or cosmetics
submissions, or a single account that includas both CDER Direct submissions as well as Cosmetics Direct submissions

CDER Direct

CDER Direct allows users to easily create and submil data direclly to the FDA. This sysiem will provide information lo FDA/CDER about drug
manutacturers and private label distributors, outsourcing facilities, wholesale drug distributors and third-party logistics, and generic drug facilities,
along with their drugs in U.S. commaercial distribution. CDER Direct has several sections which allows submission of the following data to the
FDA: Establishment Registration and Drug Listing, including NDC Labeler Code Reguests and NDC Reservations, Cutsourcing Facility and
Product Reporting, DSCSA Annual Reporting, and Generic Drug Self-Idenfification.

Cosmetics Direct

On December 20, 2022, the President signed the Consolidated Appropriations Act, 2023 (Pub. L. 117-328) into law, which included the
Modernization of Cosmetics Reagistration Act of 2022 (MoCRA). Among other provisions, MoCRA added section 607 to the Federal Food, Drug,
and Cosmetic Act (FD&C Act), establishing requirements for cosmetic product facility registration and cosmetic product listing.

Seclion 607(a) of the FD&C Acl requires every person thal owns or operates a facility thal engages in the manufacturing or procassing of a
cosmetic product for distribution in the United States to register each facility with FDA. Section 607(c) of the FD&C Act requires that for each
cosmetic product, the responsible person submit to FDA “a cosmetic product listing.” Cartain small businesses, as defined in section 612 of the
FD&C Act, are exempt from the registration and listing requirements.Click here to learm more about MoCRA.

This free tool allows you lo create and submit the following types of data direclly lo the FDA: Registration of Cosmetic Product Facility and
Cosmetic Product Listing. This system will provide information to FDAIOffice of Cosmetics and Colors (OCAC) about cosmetic product
mant ors and cosmelic products on the market

Note: Seclion 508 of the Rehabilitation Act of 1973 (29 U.S.C. T94d), as amended by the Workforce Invesiment Act of 1293, requires that all
electronic and infermation technology (EIT) products and services developed, acquired, maintained, or used under this contractiorder must
comply with the "Electronic and Information Technology Accessibility Provisions” set forth by the Architectural and Transportation Barriers
Compliance Ecard (also referred to as the “Access Board”) in 36 CFR part 1194, Information about Section 508 is available at
hitp:fiwww.section508.govl.

https://direct.fda.gov



https://direct.fda.gov/apex/f?p=100:LOGIN_DESKTOP

FDA

Requesting a Labeler Code

A FDA

CDER Cosmetics

Eis';:NBéls"“ENT REGISTRATION & DRUG ALL SUBMISSIONS

For assistance with drug related validation errors please

1 CDERDirect@{da.hhs. gov and for cosmetic related va n emors please contact CosmeticsDirect@{da hhs.gov.,

Establishment Registration

For gener ablishment registral

t eDRLS @ da.hhs, gov, For gen

5 regarding electronic registration and listing of cosmetic pr facilities, contact eRLCE@Mda hihs gov.

NDC Labeler Code Request

Drug Listing and Certification

NDC Reservation

LAST LAST

OUTSOURCING FACILITY REGISTRATION AND SUBMISSION ID VERSION DOCUMENT LABEL MODIFIED MODIFIED
PRODUCT REFORTING USER DATE

Outsourcing Facility Registration anad
DRAET  20a

20a1 7 HUMAN OTC DRUG LABEL Lainunpuil Huber  28.AUG

Compeunded Drug Reporting

DSCSA ANNUAL REPORTING

Wholesale Drug Distributor and Third-Party Logistics
Provider Reports

GENERIC DRUG SELF-DENTIFICATION

Generic Facllity GDUFA Self-Identification

fda.gov/cdersbia 7
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== LABELER DETAILS

Labeler Name: * FDA Drug Company Labeler Code:

Labeler DUNS: * 987654321

Requesting a Labeler Code

LABELER CONTACT DETAILS LABELER CONTACT ADDRESS

Contact Name: * Puii Huber Country: *

o 5
Contact Email: puii@fda.gov Street Address: *

United States

10903 New Hampshire Ave

Contact Phone: * 1-333-333-3333 Egrmat
[} City: * Silver Spring
Phone Extension:
State: * Maryland w
Postal Code: * 20803
== ADDITIONAL LABELER DETAILS (Optional - Including the following information will expedite the pr ing of your request)

LABELER ADDRESS U.S. AGENT
Same as Labeler Contact Address Agent Name:
. W -, | o
Country: Select Country Vv Agent DUNS:
Street Address: * Agent Emall:

FDA

p
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Postal Code: * 20903

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

Same as Labeler Contact Address
Country: * United States w

G 10803 New Hampshire Ave
Street Address:

City: * Silver Spring

State: Maryland v

Postal Code: * 20903

~ BUSINESS OPERATIONS)
N

DELETE TATIO QUALIFIER

Z E 4 MANUFACTURE = MANUFACTURES HUMAN PRESCRIPTION DRUG PRODUCTS

Contact Name: * Puil Huber Country: * United States w
Contact Email: * puii@fda.gov A 10903 New Harmpshire Ave
“
Contact Phone:*  1-333-333-3333 Eormal
City: * Silver Spring
Fhone Extension:
State: * Maryland -

BN i 4
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NDC Labeler Code Request

Mote: Chick on the Data Element Name for each field below to display in

== HEADER DETAILS

Document Type: *  MDC LABELER CODE REQUEST ~

SetiD: * 20ab53d1-82b8-45¢6-2063-6204a90a413a  Generate New

RootID: * 20ab5341-52b8.45¢6-e063-6294a80a413a  Generate New

== LABELER DETAILS

Labeler Name: * FDA Drug Company

Labeler DUNS: * 987654321

LABELER CONTACT DETAILS

Contact Name: * Puil Huber

Contact Email: * puil@fda.gov

Contact Phone: * 1.333.333-3333 Format

Phone Extension;

and heipful hints for filking out this Labeler Code Request

Requesting a Labeler Code

sav s o

mission form. Red astersk indicate required halds

Version Number: *

Effective Date: * 08-27-2024

Labeler Code:

LABELER CONTACT ADDRESS

Country: * United States w

. 10803 New Hampshire Ave
Street Address:

City: Silver Spring

State: * Maryland -

FDA




FDA

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: 31-August-2023
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 p 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 hall drug list,
tdearyginng wdhensheeial distribution within 5 days after the beginning of operation. Labeler Codes are assigned by FDA and may be inactivated i
of the Federal Food, Drug and Cosmetic Act.
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Confirm Labeler Code
Assignment

additional validation and processing. Check the status of your submission after a few minutes by refreshing the page or legging back into the system. You will also receive an 4

NDC LABELER CODE REQUEST
For assistance with validation errors in CDER Direct, contact CDERdwecti@fda hhs gov. For general questions regarding electronsc establishment registration and drug ksting, contact aDRLS@ida bhs gov

= The purpose of requesting a labeler code s 1o kst drugs that are manufactured o distibuted in the US. Firms should apply for a labeler code once they ane ready to launch drugs for commercial destrbution in the U
5207 33 (c).(1) provides information on who must oblain an NDC labeler code and how the code is assigned and updated

The processing time for initial NDC Labeler Code Ry 15 can take 1o 21 days. After processing, the contact email provided in the Labeler Code Request will receive an emad notificaton

* AlLabeler Code (LC) is not site specific and can be used for multiple sites if under one common ownership (parent, subsidiary, and/or affiiate). The labeler is usually the company that the drug product is marketed |

site specific, and each site should be assigned its unique applicable identifier
I FDA assigns a iabeler code because the initial request provided fatse information 1o the agency, the labeler code will be inactivaled withoul prior notice. Under 18 US.C. 1001, anyone who makes a matenally falk
s subject 1o criminal penalties

Govermmen

LABELER LAST
SETID ROOT ID SUBMISSION ID VERSION DOCUMENT LABEL DUNS 5 LABELER NAME MOD

wf co Elléll‘ID 3;;?27‘b‘22r5;’2: msz;:s"izgglig' €d392145786 6719058342, 1 ﬁE&II'I’_.‘EFLER S 987654321 Drug Company
SUBMISSION S9ce009-d615-4500. 59ice009-061c-4590 " y . . NDC LABELER CODE i Lalnunpui
ACCEPTED 2053.2091aa0a83bc €053.2001aa0a83bc OIZ0EAONT 4508314 uc 4 REQUEST 887654321 | Drug Nere Huber

FDA
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Labeler Code Request
Rejections

Why would a labeler code request get
rejected’>

— Requesting firm is not required to register and k
list

= — The product they manufacture or distribute Is A

i

not a drug
— Requesting firm is already assigned a labeler .

code '
fda.gov/cdersbia A 13




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

fda.gov/cdersbia A
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CDER

Cosmetics

LOGIN

Username:
Password:

FEorgot your password?

Laccept the Terms of Service

LOGIN

OR

CREATE NEW ACCOU

Resources | Tutorials | FAQs | CDER
Direct Help Desk | Cosmetic Direct Help
Desk

Quick Links:

fda.gov/cdersbia

Labeler Code — How to

lnactivate

WELCOME TO FDA DIRECT

FDA Directis U.S. Food and Drug Administration’s web-based and free struclured product labeling (SPL) authoring tool, Previously CDER Direct,
FDA Direcl now includes CDER Direct and Cosmelics Direct, Users can create separate accounts, depending on drugs or cosmetics
submissions, or a single account that includes both CDER Direct submissions as well as Cosmetics Direct submissions.

CDER Direct

CDER Direct allows users lo easily create and submil data directly lo the FDA. This system will provide information lo FDA/CDER about drug
manufacturers and private label distributors, outsourcing facilities, wholesale drug distributors and third-party logistics, and generic drug facilities,
along with their drugs in U.S. commercial distribution. CDER Direct has several sections which allows submission of the following data to the
FDA: Establishment Registration and Drug Listing, including NDC Labeler Code Reguests and NDC Reservations, Outsourcing Facility and
Product Reporting, DSCSA Annual Reporting, and Generic Drug Self-ldenfification.

Cosmetics Direct

On December 28, 2022, the President signed the Consolidated Appropriations Act, 2023 (Pub. L. 117-328) into law, which included the
Medernization of Cosmetics Registration Act of 2022 (MoCRA). Among other provisions, MoCRA added section 607 to the Federal Food, Drug,
and Cosmetic Act (FD&C Act), establishing requirements for cosmetic product facility registration and cosmetic product listing

Seclion 607(a) of the FDAC Acl requires every person thal owns or operates a facility thal engages in the manufacturing or processing of a
cosmetic product for distribution in the United States to register each facility with FDA. Section 607(c) of the FD&C Act requires that for each
cosmetic product, the responsible person submit to FDA “a cosmetic product listing.” Certain small businesses, as defined in section 612 of the
FD&C Act, are exempt from the registration and listing requirements.Click here to learn more about MoCRA.

This free tool allows you lo create and submit the following types of dala direclly lo the FDA: Registration of Cosmetic Product Facility and
Cosmetic Product Listing. This system will provide information to FDA/Office of Cosmetics and Colors (QCAC) about cosmetic product
manu p ors and cosmelic products on the market

Note: Seclion 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d), as amended by the Waorkforce Investimenl Act of 1293, requires that all
alectronic and information technology (EIT) products and services developed, acquired, maintained, or used under this contract/order must
comply with the “Electronic and Information Technology Accessibility Provisions” set forth by the Architectural and Transportation Barriers
Compliance Board (also referred to as the “Access Beard”) in 36 CFR part 1194. Information about Section 508 is available at
hitp:/fwww.section508.gow/.

https://direct.fda.gov



https://direct.fda.gov/apex/f?p=100:LOGIN_DESKTOP
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SUBMISSION ID VERSION DOCUMENT LABEL :STJ?‘ELER LABELER NAME

SUBMISSION

. ACCEPTED

SUBMISSION
ACCEPTED

B TRELT Lalnunpui
987654321 D ¥

Hi

€d392145786 6719058342 @dwect 1 Company

NDC LABELER
REQUEST

Lalnunpui

Huber

087654321 Drug Name

cd8320549617 850632149

Labeler Code — How to —
Inactivate

fda.gov/cdersbia




Labeler Code — How to
Reactivate

Industry-initiated inactivation :

i

fda.gov/cdersbia

SPL has been successfully cloned

Al Subrmi

PREVIE!

soomr v | swensomrr | oaere

Note: Chck on the Data Element Name for each feld below to display in ns and helpful hents for filling out thes Labeder Code Request submission form. Red asterisk indicate required fiekds.

== HEADER DETAILS

Document Type: * INDC LABELER CODE INACTIVATION ~

SetiD: * 5ac5274b-8015-0730-e053-2a013a0aae64 Ganerale Ne Version Number: * 2
Roat ID; * 20ac158b-a19¢-cd3c-2083-6304a80a0c49 Generate New Effective Date: * 08-27-2024
i
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Summary E22

e Labeler Code SPL should be submitted when
drugs are ready to be launched for U.S.
commercial distribution.

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

. assignment
* Use the original Set ID Root that was used

to request the labeler code.

fda.gov/cdersbia A 18
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Summary

 Labeler codes without listed drugs are
automatically inactivated after 24 months.

 To Inactivate a labeler code, submit a NDC k
. Labeler Code Inactivation SPL.

fda.gov/cdersbia A 19



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.

N 44



Challenge Question 2

A labeler code is a component of the National Drug
Code (NDC) used to identify the manufacturer or
distributor of a drug product. What does the labeler
code represent in the NDC?

a) The dosage form of the drug
. b) The specific product formulation
c) The package size and type
. d) The manufacturer or distributor of the drug

fda.gov/cdersbia A
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Challenge Question 3

Which of the following is a reason why a labeler code
request might be rejected?

a) The requesting firm is required to register and list. k
b) The product they manufacture or distribute is classified
. as a drug.

c) The requesting firm is not required to register and list. A

d) The requesting firm has not been assigned a labeler .
code. ‘

fda.gov/cdersbia A
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