2 U.S. FOOD & DRUG

ADMINISTRATION

CDER Direct Labeler Code Request
Demo k

Puil Huber

Technical Information Specialist
Division of Labeling, Registration, and Unapproved Drugs
Office of Unapproved Drugs & Labeling Compliance
OC | CDER | US FDA

eDRLS Using CDER Direct 2024 — September 12, 2024 ‘

VN




Learning Objectives FoA

ldentify the purpose and use of labeler codes

Demonstrate the process of submitting a labeler
code request

« Complete a labeler code assignment

l « Update labeler contact or address information
* |nactivate a labeler code as necessary

fda.gov/cdersbia A
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Labeler Code

The first segment of the NDC Is the labeler
code and currently consists of 4 or 5 digits. k

ssigned by the FDA __selec dbthbl
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National Drug Code
bICd roduc Cd Pkg Code
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Labeler Code — General Info

Purpose of labeler code request: To list drugs manufactured or
distributed in the United States. &5

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.

 |nactivation 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.

— Firms may inactivate their FDA-assigned labeler code.

fda.gov/cdersbia



FDA

Labeler Code Document Types

1. NDC Labeler Code Request

2. NDC Labeler Code Inactivation

== HEADER DETAILS

Document Type: *  NDC LABELER CODE REQUEST v
~Select One--

Set1D: * NDC LABELER CODE REOUEST Generale New
NDC LABELER CODE INACTIVATION

Root ID: * d82d-b40b-28a30-e063-6294290a864 Genorafo Now

fda.gov/cdersbia



CDER Cosmetics

Live Demo of CDER Direct
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Requesting a Labeler Code

Cosmetics

ESTABLISHMENT REGISTRATION & DRUG
LISTING

Establishment Registration
NOC Labeler Code Request
Drug Listing and Certification

NDC Reservation

OUTSOURCING FACILITY REGISTRATION AND
PRODUCT REPORTING
Outsourcing Facility Registration

Compounded Drug Reporting

DSCSA ANNUAL REPORTING

Wholesale Drug Distributor and Third-Party Logistics
Provider Reports

GENERIC DRUG SELF-IDENTIFICATION

Generic Facllity GDUFA Self-identification

fda.gov/cdersbia
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FDA

Requesting a Labeler Code

== LABELER DETAILS

Labeler Name: * FDA Drug Company Labeler Code:

Labeler DUNS: * 987654321

LABELER CONTACT DETAILS LABELER CONTACT ADDRESS
Contact Name: * Puil Huber Country: * United States v
Contact Email: * puii@fda.gov ST iy 10903 New Hampshire Ave
%

Contact Phone: * 1-333-333-3333 Format

City: * Silver Spring

[

Phone Extension:

State: * Maryland v

Postal Code: * [20903 ]
== ADDITIONAL LABELER DETAILS (Optional - Including the following information will expedite the pr ing of your req )
LABELER ADDRESS U.S. AGENT

Same as Labeler Contact Address Agent Name:

Country: * --Select Country-- v Agent DUNS:
Street Address: * Agent Email:

fda.gov/cdersbia




FDA

Requesting a Labeler Code

Contact Name: * Puil Huber Country: * United States v
. i oy 10903 New Hampshire Ave
Contact Email: puii@fda.gov Street Address: *
&

Contact Phone: * 1-333-333-3333 Format

City: * Siiver Spring
Phone Extension.

State: * Maryland v

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 v

p: 10803 New Hampshire Ave
Street Address:

City: * Silver Spring
State: * Maryland v
Postal Code: * 20903
== BUSINESS OPERATION(S) ADD BUSINESS OPERATION
<
EDIT DELETE BUSINESS OPERATION QUALIFIER
1”1 -~ MANUFACTURE * MANUFACTURES HUMAN PRESCRIPTION DRUG PRODUCTS

fda.gov/cdersbia




Note: Click on the Data Element Name for each fieid

== HEADER DETAILS

Document Type: *  NDC LABELER CODE REQUEST v

Setio: * 20ab53d1-82b8-45¢6-e063-6294a80a4 13a

RootID: * 20ab53d1-82b9-45¢6-e063-6294a%0a4 13a

=« LABELER DETAILS

Labeler Name: * FDA Drug Company

Labeler DUNS: * 987654321

LABELER CONTACT DETAILS

Contact Name: * Puli Huber

Contact Email: * puli@tda.gov

Contact Phone: * 1.333.333.3333

Phone Extension:

fda.gov/cdersbia

Al Submissions  NDC Labeter Code Request

Generate New

Generate New

Eomat

and helplul hints for filfing out this Labele:

Requesting a Labeler Code

savens e

chicab

Code Request submission form. Red aste

o required fields

IR
L
Version Number: *
Effective Date: * 08-27-2024
Labeler Code:
LABELER CONTACT ADDRESS
Country: * United States -

% 10903 New Hampshire Al
Street Address:

City: * Silver Spring

State Maryland v

FDA

10



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,
tdayging tchenstieeial distribution within 5 days after the beginning of operation. Labeler Codes are assigned by FDA and may be inactivated n violation 11
of the Federal Food, Drug and Cosmetic Act.




Confirm Labeler Code —
Assignment

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

. NDC LABELER CODE REQUEST
& with vatidation errors in CDER Direct. contact GDERdwect@{da hhs gov. For general questions regarding electio

For assista c establishiment registrabion and drug ksting, contact eDRLS@ida hhs gov

« The purpase of requesting a labeler code & 10 st drugs that are manutactured or distributed in the US. Firms should apply for a labeler cocde once they are ready ta launch drugs for commercial destabution in the U
* §207 33 (€).(1) provides information on who must obtain an NDC fabeler code and how the code is assigned and u d

« The processing time for imtial NDC Labeler Code Requests can take 1o 21 days. After processing, the contact emad provided in the Labeler Code Request will recerve an emad notification

Cods {L.C) is not site specific and can be used for multiple sites f under one common ownership (parent, subsidiary, and/or affiiate). The labeler is usually the company that the drug product is marketed |
ific. and each site should be assigned its unique applicabie identifier

« I FDA assigns i labeler code bacause the inikal request provided faise information to the agency, the lab

l Government nafhos

code will be inactivated without prior notice. Under 18 US C 1001, anyone who makes a matetially fak

ubject 1o cnminal p

. v . STATUS = "SUBMISSION ACCEPTED'

ROOT ID SUBMISSION ID VERSION DOCUMENT LABEL ;ﬁ?ﬁ;sn LABELER NAME

SUBMISSION 5ac5274b-8015 58¢5274b-8086.0730 o e C ELER CODE 2 5 3 F )
Zggggmlp 053 ]74}:1;1) o ?}; ,f.)-:f »?, ‘.{1 : €d362145786.671905834 1 :?Qll”'\sfum 0E 987654321  Drug Company h’"'“"“”
005 af 053-20918a08ae64 > b
SUBMISS! 009.061-45690. S NDC LABELER CODE ) Lalnunpui
cd8320549617 85 49 act 1 e T
ACCEPTED 53.299 1830a83bc 0B320540017.8500321497 0 REQUEST Dyug Name Huber
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Labeler Code Request
Rejections

 Why would a labeler code request get

rejected?
list

— The product they manufacture or distribute is

— Requesting firm is already assigned a labeler ‘
code A

— Requesting firm is not required to register and k
not a drug
fda.gov/cdersbia A 13




Industry-Initiated Labeler Code
Inactivation

Labeler code is no longer needed due to:

— Out of business/change in business k

fda.gov/cdersbia A 14

— Mergers/acquisitions

— Application for a drug in development did
not get approved by FDA
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Labeler Code — How to
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Labeler Code — How to —
Inactivate

' NDC LABELER CODE REQUEST

For assistance with validation efrors in CDER

questions regarding electronic establishmen

sting, contact eDRESE@ida hhe goy

) aunch dngs for commercial dist

Dly for

d in the Labeler

sidiary, and/or affiate)

fod without prior nof 1. anyone

o oo |

ROOTID SUBMISSION ID VERSION DOCUMENT LABEL ;?;ESLER LABELER NAME

ABELER CODE

98765432 Drug ¢
REQUEST i 2) »

987654321  Drug Name

BELER CODE
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Labeler Code — How to —
Reactivate

* Industry-initiated Iinactivation :

SPL has been successfully cloned
Al Sub NOC Labokor Codo Roquest
swvens oot | —oeere | <evaen
= o - = ——" % thes L " 0 form. Red asterisk mas eqy IS

== HEADER DETAILS

Document Type: * | NDC LABELER CODE INAGTIVATION v]

setiD: * 53c5274b-8b15.0730-e053-2a8 133023664 Ganerate New Version Number: * 2

Root D: * 203c158b-319e-0d3c-0062-6394350a0c49  Generate New Effective Date: * 08-27-2024

fda.gov/cdersbia
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Summary S

 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




Summary

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

 To Inactivate a labeler code, submit a NDC k

l 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. k
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. ‘




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

fda.gov/cdersbia A 21




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.

d) ;ll'he requesting firm has not been assigned a labeler
code.

fda.gov/cdersbia A 22
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