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2.1 FDA C}O|H E URL: https://direct.fda.gov/

oA FDA

CDER Cosmetics

LOGIN WELCOME TO FDA DIRECT

FDA Direct is U.S. Food and Drug Administration's web-based and free structured product labeling (SPL) authoring tool. Previously CDER Direct,
FDA Direct now includes CDER Direct and Cosmetics 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 to easily create and submit data directly to the FDA. This system will provide information to FDA/CDER about drug
manufacturers and private label distributors, outsourcing facilities, wholes: ics, and generic drug facil
along with their drugs In U.S. commercial distribution. CDER Direct has several ibmission of the following data to the
FDA: Establishment Reglstration and Drug Listing, including NDC Labeler Code Requests and NDC Reservations, Outsourcing Facllity and
Product Reporting, DSCSA Annual Reporting, and Generic Drug Self-Identification

Username:

Password:

a ? i
Forgot your password? Cosmetics Direct

On December 28, 2022, the President signed the Consolidated Appropriations Act, 2023 (Pub. L. 117-328) into law, which included the
Modermnization 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

ry person that owns or operates a facility that engages in the manufacturing or processing of a
roduct for distribution in the United S! to re r each facility with FDA. Section 607(c) of the FD&C Act requir hat for e:
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.

Section 607(a) of the FD&C Act requires ev

This free tool allows you to create and submit the following types of data directl
Cosmetic Product Listing. This system will provide information to FDA/Office of C
manufacturers/processors and cosmetic products on the market

the FDA: Registration of Cosmetic Product Facility and
netics and Colors (OCAC) about cosmetic product

CREATE NEW ACCOUNT
Note: Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 7944), as amended by the Workforce Investment Act of 1993, requires that all
electronic 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
. Resources | Tutorials | FAQs | CDER Compliance Board (also referred to as the “Access Board") in 36 CFR part 1194, Information about Section 508 is available at
Quick LInKS: o0t Help Desk | Cosmetic Direct Help hitp:/www.section508.gov/.

Desk

WARNING: This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal guidance for accessing this Government system, which includes all devices/storage media attached
to this system. This system is provided for Government authorized use only. Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or civil and criminal penalties. At any time, and for any lawful
Government purpose, the Government may monitor, record, and audit your system usage and/or intercept, search and seize any communication or data transiting or stored on this system. Therefore, you have no reasonable expectation of
privacy. Any communication or data transiting or stored on this system may be disclosed or used for any lawful Government purpose.

FDAHome | BrowserRequirements | Resources | Tutorials | HelpDesk | FAQs

Follow FDA | FDAVoiceBlog | Privacy | Vulnerability Disclosure Policy

2390 B9 ofttof= cidet FHof tiet =7t XS Mg + A= F 37 ULt

a2 - YA SPL 28 =M 2 JE 550 ZE FDASl FstE HE
E 2

|24 mO|X| &=

[ ]
&
[El
]
|>
I}
e
O
m
po)
n!
o
i
[m
sl
ot
02
o
n!
o
1=
[m
net

lZHA30] O ol

. FAQ- AY Jb5% XF 2& R



https://direct.fda.gov/
https://www.fda.gov/industry/fda-data-standards-advisory-board/structured-product-labeling-resources
https://www.fda.gov/industry/fda-data-standards-advisory-board/structured-product-labeling-resources

AR R} 7H0|E

22 AHHE MM

M AdS 228 o8 HAE MECL

1. FDA CHO[EE OOl HO|X|2 O35t M A8 48= S=stct

LOGIN

Username:

Password:

Forgot your password?

| accept the Terms of Service

OR

CREATE NEWACCOUNT

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

Quick Links:
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ORGANIZATION TYPE

What type of Account are you creating ?
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ORGAMIZATION TYPE

What type of Account an you craating 7 GDER Direct

ree types of accounl that can be crealed on FOA

inissiona A

ORGANIZATION INFORMATION

HEma:

ouKs: *

ORGANEZATION ADDRESS

Counirg: * United Stabes

Sirait Address: *

iy *

~Sabect Slale -

Perital Soda: ©

Cosmetics Dineci a Sombined |CDER Direcd and Cosmedies Diract)

COMTACT INFORMATION
First Hame:; ™

Wididle Manm:

Last Namay; ©

St Titha:

Comzzt Emait

CONTACT PHONE

Couniry Goda: * Liribad Statea [#1)
Frona Humber: *

Prera Exiession:
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FOA IRECT (CDER DIRECT AND COSMETICS DIRECT)
F¥ih an FOA Direct sccoan [COER Direct ang' Cosmatios Dinect]
H ESTABLIEHMENT REGISTRATION AND CRLUIG LISTING
« ESTABLISHWENT REGISTRATICH
+ MDG LABELER CODE REGUEST
+ DRUG LIETIKG AND CERTIFICATION
s BLANKET WO CHANGES CERTFICATION OF FRODUCT
ISTING
a BAILE INGREDIENT
a  CELLULAR THERAFY

= FLAZMEDERN
= ETANDARDIE
s WACCIME L
+ MDC RESERWATION

ALLERGEMNIC

ﬂ COSMETIC REGIETRATION ARD LIETNG
« REGISTRATION OF COSMETIC PRODUCT FACILITY
« COSWETIC PRODUCT LISTING

fve Podawing submissions can So maoe o the FOWL Foo o

H CRUG REFORTIHG BY DUTSOURCING FACILITY

« CUTSOURCING FACILITY REGISTRATION
« CONPOUNDED DRUG REPOATIMNG

B CscssanbUAL R

RTIMG

WHOLESALE DRLEG
Ft FORTS

n GENERSC DR LS SELFADEN TIFICATION

QESERIC FACLITY G3OUFA SELF-IDEMTIFE
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Under 18 U.5.C. 1001, anyone who makes a materially false, fictitious, or fravduwlent stafement fo the U.S. Gowvernment (s subfect fo criminal penalfies

have read and agree to the Terms and Conditions stated above.
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ACTIVATE ACCOUNT
Ligwmame rmus! os of mart § chasciess and' mo mere fhan 17 chasciees 1 can cooma! of ety conbeeicn of casval md DeeTens mes, nomierr, 8 pancd, o 87 anowssomn
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Pasamord: ©

Sondine Password: *

Selmc] ang anyww sedunty quaiioTd ¥ oo forgael your oaddson o sl neec o orosios P efrmals o AT

Secury Suestion 1; . —Salard Orse-— .

Facursy Anwer 1; °
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Securty Answer I
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Sacuriy Answer 3
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CONTACT INFORMATION ORGANIZATION INFORMATION
First Name: * Amara Hama: * Compary 123
Ll ous: 121212128
et Mame: © Brown
ol Tithe:
Contact Email; * amarabrown@abe,com
CONTACT PHOME ORGANIZATION ADDRESS
Couniry Sode: * Uniled Slales (+1) w Cauniry: * Urilesd Slales w
Phors Murmksr: * 1-123-456-TR0 Streel Addreasn: * Sirsal Ln
ciy: Washinglon
Etabe: * District OF Columbia
SECURITY QUESTIONS
Fostal Coda: 10005
SO ANswers
‘Security Question 1: What s your lbeary cand numbse? e
‘Security Answar 12 *
‘Security Question 2: * What was your first pals nama? [
Security Answar & * e
‘Security Guestion 3: * ‘What ks your Tavorive Tood? -
Security Answar 3 * e
Password: * Change Passwod
1 (o] (¢] AE o) Ol 5= o HAES El EH 3 kel
222, YA AMAE HASID RSHE HZ SY HAE MEl/HE SR ST
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FDA DIRECT (CDER DIRECT AND COSMETICS DIRECT)

With an Fi Ovect acooon! {COER (vect and Cosmedos Dimecl), fe inlowing submissioes can be made jo fe FOA Yo can wecheck any subovssion fipes that ame nod reeded’

= HUMAN PRESCRIFTION DRUG LABEL
+ NOM-STANDARDIZED ALLERGENIC LABEL
= PLASMA DERNVATIVE
= STAMDARDNZED ALLERGENC:
= WADCIME LABEL
+* NOC RESERWATION

. COEMETIC RECISTRATION AND LISTING
+* REGISTRATION OF COSMETIC PRODUCT FACLITY
+ COSMETIC PRODUCT LISTING

Linder 15 L2 C 1007, amynoe who makos & matenaly false, foitvous. or raudulant sfalemant io Me U5 Govemnment 1s seiec fo cimieal penaias

| e resael B mgres 8o the Teemes and Condibons stated sbove

. ESTABLISHMENT REGISTRATION AND DRUG LISTING . DRUG REPORTING BY QUTSOURCING FACILITY

» ESTAALISHMENT REGISTRATION »  OUTSOURCING FACILITY REGISTRATION

» NDC LARELER CODE REQUEST »  COMPOUNDED DRUG REPORTING

+ DAUG LISTING AND CERTIFIGATION
+  BLAMKET N CHAMGES CERTIFICATION OF PROOUCT (B DECEA ANNUAL REFORTING
LISTING = WHOLESALE DRUG DISTRIBUTOR AND THRDGRAATY LOGISTICS PROVIDER
+ UK INGREDVENT REFUHTS
+ GELLULAR THERAFY
= DRLIG FOR FURTHER FROCESSING B CEMERIC DAUG BELF-DENTIFICATION
»  HLIMAN OTC DRLIG LABEL = GEMERIC FACILITY GOUFA SELF-IDEMTEICATION
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Edit User Profile

Manage Users
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CONTACT INFORMATION

First Maime * User Role: ™ LEER =~ Country Godw; *  -Sakect Col

ny Prons Code- -
Misdcle Na—a; Jub Title:

Phons keamibes: ©

Land Mams; * Centact Emal: * Extension:
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CDER DIRECT ACCESS

PRI A GOER' D alifuedl, e i sl San 9 mads &0 M FOA W S onidadh sy Sonei ook Jroe sd and D08 s

ESTASLISHMENT RECISTRATION AND DRLG LISTIMG OUTSDURCING FACILITY RECISTRATION AKD PRODUGT REFORTING
=  ESTABLESHMENT REGIETRATION = DUTSOURCING FACILUTY REGISTRATION
+ HNOC LABELER CODE REGLIEST «  COMPOUNDED DRLKS REFORTING

« [DRLEG LESTING AND CERTIFICATION
. BLANKET NGO CHANGES CERTIRCATION OF FRODUCT DSCEA ANHUAL REPOATING
Lz « WHOLEEALE DAUG DRSTRIBLITCA AND THIRD-PARTY LOGISTICS PROMDER
+ BULK MG REFCRTS

GEMERC DRUG SELF-IDENTIFICATION
+  GEMERIC FACILITY GOUFS SELFIDENTIFICATION

+  NOC RESEAMATION

COSMETICS DIRECT ACCESS
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PRODUCT DATA ELEMENTS

MDE Product Code: ® Proprietary Hame:

Mon Proprietary Name: L Sufix:

— Selact DEA Sc -
DEA Schedubs; tOE fiadule

Dosage Form: ™ =Select Dosage Fom: w

NDC Product Code

PRODUCT DATA ELEMENTS
The NDC is the official FDA 10-digit 3 segmeant number assigned to all

L drug products. It is different from the 11 digit altermate version of the
NDC Product Code: MDC used by CMS and the payer indusiry. The NDC Product Code is
the first 2 segments of the NDC. It is the 4 or 5 digit MDC Labeler Code
assigned fo the company whose name is on the label and the 3 or 4
digit product code segment of the NDC identifying the formulation and
dosage form, separated by a hyphen. Before entering the NDC Product

Men Proprietary Name: *

Code, make sure the leading zero added to any segment to create the i
11 digit version has baean removead,
Dosage Form: * -Salect Dosa Examples: 12345-678, 23456-7890, 0576-1234
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(a) Baby shampoos
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= DOCUMENT TYPE DETAILS
Document Typa: COSMETIC PRODUCT LISTIMNG £
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I Document Type |

COSMETIC PRODUCT LISTING-{INITIAL): The responsible person of a cosmetic product that is marketed on
December 20, 2022, must submit a cosmetic product listing, or ensure such submission is made, not later than
December 29, 2023, or for a cosmetic product that 1s first marketed after December 29, 2022, within 120 days of
marketing such product in interstate commerce (section 607{c)2) of the FDAC Act). Consistent with the approach
fior registration of a facility that starts manufacturing or processing cosmetic products after December 29, 2022
(section G07(a)1)(B) of the FD&C Act), FDA expects the product listing for a cosmetic product to be submitted within
120 days after marketing the product, or within 120 days after December 29, 2023, whichever is later

Mote: On November 8, 2023, FDA issued a guidance for industry titled "Compliance Policy for Cosmetic Product
Facility Registration and Cosmetic Product Listing.” This guidance explains that FDA does not intend to enforce the
requiremants under section 607 of the FDAC Act related to cosmetic product listing untl July 1, 2024.

COSMETIC-UPDATE(CHANGES TO LISTING or DISCONTINUATION OF LISTING)(annual): The responsible
person must prowide any updates to such listing annually (CHANGES TO LISTING or DISCONTINUATION OF
LISTING) (section 607{c)5) of the FD&C Act). This includes an update that the product was discontinued

COSMETIC-ABBREVIATED RENEWAL: FDA is providing for an abbreviated process for the renewal of any
cosmetic product listing, as required under section 607(c)(3), for which there has been no change since the
responsible person submitted the previous listing
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