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1 FDADIRECT

1.1 Overview

FDA Direct is the U.S. Food and Drug Administration's web-based and free Structured Product Labeling
(SPL) authoring tool. Previously titled ‘CDER Direct,” the newly upgraded FDA Direct platform now
includes two modules: CDER Direct and Cosmetics Direct. Users can create separate accounts in CDER
Direct or in Cosmetics Direct, or a single ‘Combined’ account that allows access to both CDER Direct
submissions and Cosmetics Direct submissions.

Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d), 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 Compliance Board (also referred to as the “Access Board”) in 36 CFR part 1194.
Information about Section 508 is available at http://www.section508.gov/.

1.2 Account Types

1.2.1 CDER Direct Account
CDER Direct can submit the following types of data directly to the FDA/CDER:
(Not to be used for CVM/CDRH registration and listing)

e FEstablishment Registration & Drug Listing
o Establishment Registration
o NDC Labeler Code Request
o Drug Listing and Certification
o NDC Reservation
e Qutsourcing Facility Registration and Product Reporting
o Outsourcing Drug Facility Registration
o Compounded Drug Reporting
e DSCSA Annual Reporting
o Wholesale Drug Distributor and Third-Party Logistics (WDD/3PL) Provider Reports
o WNDD/3PL Facilities
o WDD/3PL Licenses
e Generic Drug Self-Identification
o Generic Facility GDUFA Self-ldentification

1.2.2 Cosmetics Direct Account

Cosmetics Direct allows users to submit the following types of data directly to the FDA:

e Registration of Cosmetic Product Facility
e Cosmetic Product Listing

1.2.3 Combined’ Account — CDER Direct & Cosmetics Direct


http://www.section508.gov/
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Combined accounts have access to all CDER Direct and Cosmetics Direct submission types listed
in Sections 1.2.1 and 1.2.2 above and should be used by companies that manufacture/distribute

both drugs and cosmetics. For help with changing your account type, visit the Section 2.4.1: Edit
Profile.
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2 ACCOUNTS
2.1 FDA Direct URL.: https://direct.fda.gov/

LY

CDER Cosmetics
LOGIN WELCOME TO FDA DIRECT
Usaroames: EDADiectis US. Food and Drug Adminisizaion's weo-basea and e sructured p eling (SPL) authoring tool. Previously CDER Direct
: FDA Direct now includes CDER Direct and Cosmetics Direct. Users can create separate unts, depending on drugs or cosmetics

SubMsions, of a singe account hat wcudes b0t COER Direct submissions 2 metics Direct submissions.
CDER Direct

Password: CDER Direct allows users to easily create and submit data directly to the FDA. This system will provide informati 'DA/CDER about drug
m urers and private fabel distributors, outsourcing facilties, wholesale drug distributors and third-party log neric arug faciltes

ir drugs in U S. commercial distribution. CDER Direct has several sections which allows s
hment Registration and Drug Listing, including NDC Labeler Code Requests and NDC R
rting, DSCSA Annual Reporting, and Generic Drug Self-Identification

Eorgot your password?

osmetics Iemsra\cn»« of 2022 (M
ablishing requirements 1

Laccept the Terms of Service

fopistraion and cosmetic productstin,
t engages in the manufacturing or processing of a
of hé FD&C Act redin

Sdalgaliis e

ct
Wers to barm more about MoCRA

This free tool allows you to create and e f ypes of data directly to the FDA: Registration of Cosmetic Product Facllity and
duct Listing. This system will provide information to FDA/Office of Cosmetics and Colors (OCAC) about cosmetic product
processors and cosmetic products on the market

OR
CREATE NEW ACCOUNT

Setforin by the Arch
Compliance Board (also referred o as the “Access Board’) in 36 CFR part 1194. Information about Section 508 is available at

Resources | Tutorials | FAQs | CDER hitp:/www section508 gov/.
Quick Links: - byrect Help Desk | Cosmetic Direct Help

NARNING: This waming banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal guidance for accessing this Govemment system, which includes all devices/storage media attached to this system. This system is provided fo
Sovemment authorized use only. Unauthorized or improper use of this system is prohibited and may resultin disciplinary action and/or civil and criminal penallies. At any time, and for any lawful Government purpose, the Govermment may monitor, record, and audit your system usa|
ind/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 Govemment purpose.

FDAHome | BrowserRequirements | Resources | Tutorials | CDER DirectHelpDesk | Cosmetic DirectHelpDesk | FAQs

FDA

FollowFDA | FDAVoiceBlog | Privacy | Vulnerability Disclosure Policy

At the bottom of the Login area, there are Quick Links that can provide you with further assistance on
various topics:

e Resources - Links to the FDA’s Structured Product Labeling (SPL) Resources page, which
includes an extensive list of SPL help documents and information.

e Tutorials - List of walkthrough documentation for various areas of FDA Direct (submissions,
registration, etc.).

e FAQs - Frequently asked questions, searchable.
e Help Desk - Email contact for the CDER Direct and Cosmetics Direct helpdesks.
2.2 Account Creation
You must either be a part of the company that is subject to submission requirements, such as:
e Drug establishment registration and drug listing submissions (registrant)

e Cosmetic product facility registration and cosmetic product listing submissions (owner, operator,
or responsible person)

or its authorized agent sending the data on behalf of the company.

Note: FDA also accepts voluntary cosmetic product facility registrations and cosmetic product listings from
entities not required to register under MoCRA


https://direct.fda.gov/
https://www.fda.gov/industry/fda-data-standards-advisory-board/structured-product-labeling-resources
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Follow these steps to create a new account:

1. Navigate to the FDA Direct main page at https://direct.fda.gov/ and select Create New Account

LOGIN

Username:

Passwerd:

Forgot your password?

accept the Terms of Service

OR

CREATE NEW ACCOUNT

Resources | Tulorials | FAQs | CDER
Direct Help Desk | Cosmetic Direst Help
Dask

Quick Links:

2. Selectyour desired account type. This can be changed after account creation:

ORGANIZATION TYPE

NOTE: FXistng GOER Direct LSArs fo Nnk Need 1o Aeate 3 NEw aceol Nt FXISING Ac6CLMTS fan ha AONVered 0 a GOMBINAs aconling, by going 10 "E0IT USER PROFILE" aTar iging t your existing assoint

What type of Account are you creating ? GOFK Direst Cnmbined [COFR Direct 2nd Cosmietics Diract) Gosmetics Direct

Thers arc thres types of account et can be croated on “DA Dircet: CDER Dires!, Coametics Dircct, d a combincd account (COER Dircet & Coamctica Diccct). A combincd aczount is intended for companics that
have both drugs and cosmetics submigsions. A combined accourt streamlines both drugs and ubmission requirements and scves time and effot. DUNS number is only a required fizid if you create a
CDER Direct sccount of a combinec acccunt (CDER Drect and Cosmetics Direct). DUNS number is NOT required bul requesied if you create only a Cosmetics Direct account

e CDER Direct — Select this option to submit information on register human drug or
biological products. You will have access to drug drug-related submission forms
including Establishment Registration and Drug Listing, Outsourcing Facility
Registration and Product Reporting, DSCSA Annual Reporting, and Generic Drug Self-
Identification. A complete list of all forms will be shown upon selecting this option.

e Cosmetics Direct — Select this option to submit data on Registration of Cosmetic Product
Facility and Cosmetic Product Listing. You will have access to Cosmetic Registration and
Listing submission forms. A complete list of all forms will be shown upon selecting this option.

e Combined - Full access to both Cosmetics Direct and CDER Direct submission forms.
This account should be used by companies that manufacture/distribute both drugs and
cosmetics. A complete list of all forms will be shown upon selecting this option.

3. Fill out your details in the fields that appear:


https://direct.fda.gov/

ORGANIZATION TYPE

What type of Account are you creating ?

There are three types of account that can be created on FDA Direct: CDER Direct, Cosmetics Direct,
have both drugs and cosmetics submissions. A combined account streamiines both drugs and cosm

'ORGANIZATION INFORMATION

Name: *

DUNS: *

ORGANIZATION ADDRESS

Country: * United Stales v
Street Addrass: *

City: *

State: * -Select State- ~

Postal Code: *

FDA DIRECT (CDER DIRECT AND COSMETICS DIRECT)

B ESTABLISHMENT REGISTRATION AND DRUG LISTING
+ ESTABLISHMENT REGISTRATION
« NDC LABELER CODE REQUEST
+ DRUG LISTING AND CERTIFICATION

+ BLANKET NO CHANGES CERTIFICATION OF PRODUCT
LISTING

+ BULK INGREDIENT
« GELLULAR THERAPY
+ DRUG FOR FURTHER PROCESSING
HUMAN OTG DRUG LABEL
+ HUMAN PRESCRIPTION DRUG LABEL
NON-STANDARDIZED ALLERGENIC LABEL
+ PLASMA DERIVATIVE
+ STANDARDIZED ALLERGENIC
« VACCINE LABEL
+ NDC RESERVATION

COSMETIC REGISTRATION AND LISTING
+ REGISTRATION OF COSMETIC PRODUCT FACILITY
+ COSNETIC PRODUCT LISTING

| have read and agree to the Terms and Condijons stated above.

CDER Direct o Combined (CDER Direct and Cosmetics Direct)

NOTE: Existing CDER Direct users do not need to create a new account. Existing accourts can be converted to a Combined account, by going te 'EDIT USER PROFILE' after logging to your existing account.

Cosmetics Direct

d a combined account [COER Direct & Cosmetics Direct). A combined accountis intended for companies that
submission requirements and saves time and effort. DUNS number is only a raquired field if you create a

CDER Direct account or a combined account (CDER Direct and Cosmetics Direct). DUNS number is NOT required but requested if you creale only a Cosmetics Direct account

CONTACT INFORMATION

First Name: *

Middle Name:

Last Name: *

Job Title:

Contact Email: *

CONTACT FHONE

Country Code: * United States (+1) v

Phone Number: *

Phone Extension:

With an FDA Cirect account (CDER Direct and Cosmetics Direct), the bilowing submissions can be made tothe FDA. You can uncheck any submission types that are not needed.

DRUG REPORTING BY OUTSOURCING FACILITY
« OUTSOURCING FACILITY REGISTRATION
= COMPOUNDED DRUG REPORTING

DSCSA ANNUAL REPORTING

» WHOLESALE DRUG DISTRIBUTOR AND THIRD-PARTY LOGISTICS PROVIDER
REPORTS

GENERIC DRUG SELF-IDENTIFICATION
= GENERIC FAGILITY GDUFA SELF-IDENTIFIGATION

Under 18 U.S.C. 1001, anyone who makes a materiaily false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penafties

User’s Guide

*The DUNS field is optional for the Cosmetics Direct account creation only.

A list of available submission forms will be automatically selected for you at the bottom of the
page. If there are any unwanted submission forms in the list, de-select any of the boxes as
desired. After account creation, you still have the ability to select other forms based on your account

type.
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FDA DIRECT (CDER DIRECT AND COSMETICS DIRECT)
With an FDA Cirect account (CDER Direct and Cosmetics Direct), the following submissions can be made to the FDA. You can uncheck any submission types that are nof needed.

ESTABLISHMENT REGISTRATION AND DRUG LISTING DRUG REPORTING BY OUTSOURCING FACILITY
= ESTABLISHMENT REGISTRATION * OQUTSOURCING FACILITY REGISTRATION
= NOC LABELER CODE REQUEST = COMPOUNDED DRUG REPORTING
= DRUG LISTING AND CERTIFICATION
= BLANKET NO CHANGES CERTIFICATION OF PRODUCT DSCSA ANNUAL REFORTING
LISTING = WHOLESALE DRUG DISTRIBUTOR AND THIRD-PARTY LOGISTICS PROVIDER
= BULK INGREDIENT REPORTS

« CELLULAR THERAPY
« DRUG FOR FURTHER PROCESSING GENERIC DRUG SELF-IDENTIFICATION
IMAN OTC DRUG LABEL - GENERIC FACILITY GDUFA SELF-IDENTIFICATION
TION DRUG LABEL
ED ALLERGENIC LABEL
= PLASMA DERIVATIVE
« STANDARDIZED ALLERGENIC
« VACCINE LABEL
« NOC RESERVATION

COSMETIC REGISTRATION AND LISTING
= REGISTRATION OF COSMETIC PRODUCT FACILITY
= COSMNETIC PRODUCT LISTING

5. Select the ‘I have read and agree to the Terms and Conditions stated above’ checkbox at the end of

the page. Then select ‘Submit’:

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.

| have read and agree ta the Terms and Conditions stated above.

SUBMIT

An account activation email will be sent from FDADirect@fda.gov to the email address you used

in Step 3. Activation links are valid for 48 hours. If your link has expired, you must re-do Steps 1-
5 above.

*Activation email missing or delayed: Check your spam/junk folder first. There may also be a
slight delay for DUNS verification, if entered.

If you still have not received your activation email after 5-10 minutes, you can contact the Help
Desk at:

e CDERDirect@fda.hhs.gov (CDER Direct, Combination accounts)
OR

e CosmeticsDirect@fda.hhs.gov (Cosmetics Direct accounts)

7. Selectthe link in the activation email:


mailto:FDADirect@fda.gov
mailto:cderdirect@fda.hhs.gov
mailto:cosmeticsdirect@fda.hhs.gov
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Cosmetics Direct - Enable User Account

o FDADirect@fda.hhs.gov
~ [

Thank you for registering with Cosmetics Direct.

Click herejto verify your email address and activate your account.

If clicking the link above does not work, copy and paste the URL below in a new browser window:
https://direct.fda.gov/apex/f2p=100:2:::::P2_A:3B2764F6900996BCE0636394A90A41AD

Once your email address has been verified, you will receive a confirmation message that you have successfully activated your account.
For questions or concerns regarding your account, email us at cosmeticsdirect@fda.hhs.gov.

Regards,

FDA Direct Team

(CDER Direct & Cosmetics Direct)

Please do not reply to this email. This message was sent to you using an automated system. It is not monitored for replies.

8. The link will open the FDA Direct website in your browser. Enter your desired Username and
Password:

A FDA

CDER Cosmetics

ACTIVATE ACCOUNT

Username must be at least 8 characters and no more than 32 characters. It can consist of any combination of capital and lowercase letters, numbers, a period, or an underscore ("_').
Username: *
Password must be at least 15 characters and no more than 32 characters. It must include a capital letter, a lowercase letfer, a number, and a special character.

Password: *

Confirm Password: *

SuBMIT «

Usernames must be within 8-32 characters in length. Passwords must be between 15-32
characters long, and include at least one of the following:

e Capital letter

e Lowercase letter
e Number

e Special character

A green checkmark will indicate that your username is acceptable:
ACTIVATE ACCOUNT

Username must be at least 8 characters and no more than 32 characters. It can consist

Username: * ]

10
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9. Select ‘Submit’ when all fields have been filled.

10. You will be redirected to the FDA Direct login page. A green banner at the top of the page will
confirm your account activation. Enter your new username and password:

A FDA
CDER Cosmetics

‘Your account has been activated. Login by entering your Username and the Password you selected.

LOGIN WELCOME TO FDA DIRECT
U=arnarme: FDA Direct is U.S. Food and Drug Administration's web-based and free str|
: FDA Direct now includes CDER Direct and Cosmetics Direct. Users can
_ submissions, or a single account that includes both CDER Direct submissi
CDER Direct
Password: CDER Direct allows users to easily create and submit data directly to the H
LT B manufacturers and private label distributors, outsourcing facilities, wholesg

along with their drugs in U.S. commercial distribution. CDER Direct has se]
FDA: Establishment Registration and Drug Listing, including NDC Labeler
Product Reporting, DSCSA Annual Reporting, and Generic Drug Self-Iden

Eorgol your password? Cosmetics Direct

On December 29, 2022, the President signed the Consolidated Appropriati

I accept the Terms of Service Modernization of Cosmetics Registration Act of 2022 (MoCRA). Among ol
and Cosmetic Act (FD&C Act), establishing requirements for cosmetic pro

Section 607(a) of the FD&C Act requires every person that owns or operat
cosmetic product for distribution in the United States to register each facilil
cosmetic product, the responsible person submit to FDA “a cosmetic prod
FD&C Act, are exempt from the registration and listing requirements. Click

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

OR
CREATE NEW ACCOUNT

Note: Section 508 of the Rehahilitation Act of 1973 (2911 S C_794d) as a

11. Check the ‘I accept the Terms of Service’ box and a warning banner will display. Then select
‘I Agree’ to proceed.

w FDA

CDER Cosmetics This warning hanner provides privacy and seciriy notees consistant with

applicable fedar ws, directives, and other feder:
Goverament system, which includes (1) this computer network, (2] all zomputers
connested to this network, and (3) all devices and storags media atiached to this
nerwnork of 10 a COMPULET on this Nefwark.

nes for acceesing this

. et i
This syste is provided for Governmeni-autherized use only. b
55 Co

Unzuthorized o Improper use of this system Is oronibiied and may result in

disciplinzry action andfor civil and criminal penzities.

istem
Personal use of social media anc networking sites on this system (s limited as to m":‘ﬁ:
€ with cfficial work duties and is subject o monitoring. s

o not int;
By using this eystem, you understand and consant fo the folowing:
ermment may monitor, record, and audit your systam usage, including
Je of personal devices and emall systems for officlal dutles of to conduct HHS
business. Therefore, you have no reascnable expect

on of privacy egarding
any cemmunication or data transiting or stored on this sysiem. At any time, and

for any lawful Bovarnment purpose. the goverament may monitor, intercept, and
search and selze any communication or data transliting or stored on this system.
Ary eomTLAILAAN OF 4313 UArSiting of Siofed oA Tis systern may be dlsciosed
or used for any lawlul Gevernmant purpose.

oR Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or
fraudulent statement to the U.S. Governmant is subject to criminal

penaltios.
CREATE NEWA
Quick Links; | Resaurces | Tulorias | FAQS] W

Direct Help Desk | Cosmetic Oi

Desk r

12. The FDA uses MFA (Multi-Factor Authentication) for security verification. The ‘Verify Email
Address’ screen below will only display once, immediately after your initial login to your new
account:

11
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VERIFY EMAIL ADDRESS

FDA Direct will begin using Multi Factor (MFA) in ing login attempts for added account security.
Please enter the One Time Passcode (OTP) sent to The OTP will be valid for the next 10 minutes.
Note: The email ining the will be from FDADI

hhs.gov and may take several minutes to arrive. In addition to your email inbox, be sure to check your spam folder. If you did not
receive the email, click the Request New Passcode link. If after multiple attempts, you have still not received the OTP, contact helpdesk.

Contact Email: ] # | Select the Pencil Icon ONLY if you need to change the email address associated with this username.

One-Time Passcode (OTP):

* Select the pencil icon beside your email address to update your email address, or change it later in the
Manage Account settings (see Section 2.4)

13. To retrieve your One-Time Passcode (OTP), check your email. If you still have not received a
passcode after several minutes, select the ‘Request New Passcode’ link (shown above) to
send another code, then check your email again.

FDA Direct - One-Time Passcode

< .
FDADirect@fda.hhs.gov © 9% > ®

Your one-time passcode (OTP) for FDA Direct is:

536472

If you do not recognize this request, we recommend you immediately change your password to
protect your account from unauthorized access.

Regards,
FDA Direct Team
(CDER Direct & Cosmetics Direct)

Please do not reply to this email. This message was sent to you using an automated system. It is not
monitored for replies.

14. Enter the passcode from your email into the OTP field:

Contact Email I = s 0ov | # | selectner

One-Time Passcode (OTP):

SUBMIT CANCEL

15. Select ‘Submit.” If you have a Combined Account or a Cosmetics Direct account, a
Paperwork Reduction Act notice will display. Select ‘OK’:

12
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PAPERWORK REDUCTION ACT NOTICE
MB Control No. 0910-0599
Expiration Date: December 31, 2026

Public reporting burden for this collection of information is estimated to average
between15 to 60 minutes per response, including the time for reviewing instructions, searching
existing data sources, gathering, and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding this burden estimate or any
other aspect of this collection of information, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAstaff@fda.hhs.gov

An agency may not conduct or sponsor, and a person is not required to respond to, a collection
of information unless it displays a currently valid OMB control number.

PLEASE NOTE: The system will automatically time out if there is no activity for 30 minutes.

16. Once the main page displays, you now have access to your FDA Direct account. Continue to the
next section for help with regular login and password recovery.

All Submissions |4

ESTABLISHMENT REGISTRATION &

For assistance with drug related validation errors please contact CDERDirect@fda hhs.gov and for cosmetic related validation errors please contact CosmeticsDirect@fda.hhs.gov.
Establishment Registration

For general questions regarding electronic establishment registration and drug listing, contact eDRLS@fda.hhs.gov. For general questions regarding electronic registration and listing of cosmetic
NDC Labeler Code Request product facilities and products, contact eRLC@fda hhs gov.

Drug Listing and Certification

NDC Reservation
Qv ACTIONS v

2.3 Account Login

Once you have completed account activation in the steps above, you can return at any time to the FDA
Direct homepage (https://direct.fda.gov).

To log in to FDA Direct and access your account:
1. Enter your username and password.

2. Check the ‘I accept the Terms of Service’ box and a warning banner will display. Then select
‘I Agree’.

13
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Cosmetics privacy and security nctees corsistent
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3. Select the ‘Login’ button. If this is your first time logging in for the day, you will be redirected

to the ‘Verification Code’ page:

VERIFICATION CODE

e e

Nete: The emall containing the p
recelve the emall. click the Req

Wil be from F
link. H after multiple attempts. you have still not recelved the O TP, contact helpdesk.

Username:

Remember this Device for & hours

SUBMIT CANCEL

1l hihis puv. Tha one-time passcode you received is valid for the next 10 minutes.

.hhs.gev and may take several minutes to arrive. In acddition to your emall Inbex, be sure to check your spam felder. If you cid net

4. Check your email for a One-Time Passcode (OTP). If you still have not received a passcode after
several minutes, select the ‘Request New Passcode’ link (shown above) and check your email

again.

FDA Direct - One-Time Passcode

FDADirect@fda.hhs.gov

" I
.

Your one-time passcode (OTP) for FDA Direct is:

536472

protect your account from unauthorized access.
Regards,

FDA Direct Team
(CDER Direct & Cosmetics Direct)

monitored for replies.

@ 9 % > |#

If you do not recognize this request, we recommend you immediately change your password to

Please do not reply to this email. This message was sent to you using an automated system. It is not

5. Enter the number from your email into the OTP field, then check the box ‘Remember this device
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for 8 hours’:

One-Time Passcode (OTP):

Remember this Device for 8 hours

SUBMIT CANCEL

Selecting this box will prevent the verification step from appearing within an 8-hour timeframe. If you
do not check the box, you must re-do this verification step every single time you log in to FDA Direct!

IMPORTANT: All accounts are subject to a 30-minute session timeout. If you are inactive for
longer than 30 minutes, you will automatically be logged out of FDA Direct.

6. Select ‘Submit.’ You will then be taken to your account homepage.

7. If you have a Cosmetics account or a Combined account, a Paperwork Reduction Act (PRA) banner
will display. Select ‘OK’ to continue.

You are now logged in to your account.

2.3.1 Forgot Password
If you forgot your password, do the following:

1. Go to the FDA Direct homepage (http://direct.fda.gov/) and select ‘Forgot Password’:

Cosmetics

LOGIN

Username:

Password:

Forgot your password?

I accept the Terms of Service

2. Enter your username and your email address in the next page:
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USER INFORMATION

Username: *

Email Address: *

IMPORTANT: If you do not remember one or both of these details, you must contact the Help

Desk by returning to the FDA homepage and selecting one of the Help Desk links in the Quick
Links section:

LOGIN

Username:

Password:

Forgot your password?

I accept the Terms of Service

OR
CREATE NEW ACCOUNT

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

‘s P

Quick Links:

3. Onthe ‘Recover Account’ page, you will be notified that a One-Time Passcode (OTP) has been
emailed to the email address associated with your account:

RECOVER ACCOUNT
A one-time passcode (OTP) has been sent to-ma.hhs.gov. The one-time passcode you received is valid for the next 10 minutes.

Note: The email containing the passcode will be from FDADirect@fda.hhs.gov and may take several minutes to arrive. In addition to your email inbox, be sure to check your spam folder. If you did not
receive the email, click the Request New Passcode link. If after multiple attempts, you have still not received the OTP, contact helpdesk.

— —
Email Address: * I 2. hs.gov

One-Time Passcode (OTP):

4. Check your email address for the OTP. If you have not received an email after several minutes, you
can select the ‘Request New Passcode’ link (shown above) to send another code.
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FDA Direct - One-Time Passcode

< .
o FDADirect@fda.hhs.gov ElelldiL..

Your one-time passcode (OTP) for FDA Direct is:

536472

If you do not recognize this request, we recommend you immediately change your password to
protect your account from unauthorized access.

Regards,
FDA Direct Team
(CDER Direct & Cosmetics Direct)

Please do not reply to this email. This message was sent to you using an automated system. It is not
monitored for replies.

5. Enter the OTP and you will be returned to the FDA homepage with a confirmation notice:

A FDA
CDER Cosmetics

An email has been sent to your email address. Click on the link in the email to reset your password.

WELCOME TO FDA DIRECT

a Admin

6. Check your email inbox for the reset email and select the link to reset your password:

Your Password Change Request

4 eee
FDADirect@fda.hhs.gov Sl lndiL

oear I

This email was sent because we received a request to change your password. If you did not request to
change your password, please contact the appropriate Help Desk cderdirect@fda.hhs.gov (CDER
Direct) or cosmeticsdirect@fda.hhs.gov (Cosmetics Direct).

To change your passwordj Click here.

If clicking the link above does not work, copy and paste the following URL in a new browser window:
https://direct.fda.gov/apex/f?2p=100:4:::::P4 A:3B27BABF36443062E0636294A90AF9FE

Regards,
FDA Direct Team
(CDER Direct & Cosmetics Direct)

Please do not reply to this email. This message was sent to you using an automated system. It is not
monitored for replies.

7. Enter a new password in the ‘Reset/Change Password’ field then select ‘Save’:
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CHANGE PASSWORD
Username: * | ]

Password must be at least 15 characters and no more than 32 characters. It must include a capital letter, a lowercase letter, a number, and a special character.

New Password: *

Confirm Password: *

8. Another confirmation will display:

oA FDA
CDER Cosmetics

The password has been successfully changed. Please log in with your Username and Password.

LOGIN WELCOME TO FDA DIRECT

Username: FDA Direct is U.S. Food and Drug Administration's web-based and fre
- FDA Direct now includes CDER Direct and Cosmetics Direct. Users ¢
submissions, or a single account that includes both CDER Direct subi

CDER Direct

CDER Direct allows users to easily create and submit data directly to
manufacturers and private label distributors, outsourcing facilities, wh

Password:

9. Login with your username and your new password. The ‘Verification Code’ page will display:

VERIFICATION CODE

A one-time passcods (OTP) has bean sant ta _ﬁ [da.hhs.gov. Tha ti you ivad is valid for tha next 10 minutes.

Note: The emall contalning the passcode wlll be from FDADIrect@fda.hhs.gov and may take several minutes to arrlve. In additlon to your emall Inbox, be sure to check your spam folder. If you did not
recelve the emall, click the Request New Passcode link. If after multiple attempts, you have stll not recelved the OTF, contact helpdesk.

sasrmems: [

Remember thig Device for 8 hours

SUBMIT CANCEL

10. Check your email one last time for a One-Time Passcode. Enter the passcode from that email,
check the ‘Remember This Device For 8 Hours’ box, and finally select ‘Submit.’

You will now have access to your account.
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Your account main page will display each time you log in to FDA Direct:
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<sions | 3

COSMETIC REGISTRATION AND

Registration of Cosmetic Product Facility

el with validation errers in Cosmatie Direct contact CosmaticsDiracti®ida hihs 00y For general questions 1egarsing alectionic regisirat and fisting of cosmatie product
ducts, contact eRl Cébida hhs gow

Gosmetic Prosdust Listing

= [ o
ESTABLISHMENT REGISTRATION &
DRUG LISTING

OUTSOURCING FACILITY
REGISTRATION AND PRODUCT
REPORTING

DSCEA ANNUAL REPOR TING

GENERIC DRUG SELF-
IDENTIFICATION

SELF HELP

Structured Product Labeling Resources
NI Search

Requast UNII

DUNS Search

FE) Search Portal

Registra

Product Fa
Guidanes

and Listing of Cosmetic
cilities and Products Industry

Tutorials

MANAGE ACCOUNT

Edit User Profile

Mansge Usars

The left menu displays all available submission forms in FDA Direct. Access to certain forms is
limited based on both your account type (Cosmetic/CDER/Combined) and any de-selections
made in Section 2.2: Account Creation. Greyed out areas of the menu indicate you do not
have access to a particular form or group of forms.

The ‘Self Help’ section links to the FEI Portal (FEI number lookup), Dun & Bradstreet (DUNS
number lookup), FDA Direct tutorials/user guides, and other useful information.

The ‘Manage Account’ section allows you to edit your profile (such as changing account type or
account information) and manage your users.
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2.4.1 Edit Profile
To change your account type (Cosmetics Direct, CDER Direct, or Combined) log in to FDA Direct.

Scroll down to the bottom of the page. Select ‘Edit User Profile’ under the Manage Account section on
the left side:

MANAGE ACCOUNT
Edit User Profile

Manage Users

*The ‘Manage Users’ option only displays for certain account types. See Section 2.5: Subaccounts for more
information.

Select the desired account type:

ORGANIZATION TYPE
Organization Type: CDER Direct Combined (CDER Direct and Cosmetics Direct) o Cosmetica Direct
There aie liree lypes of accounl thal can be crzaled on FDA Direcl. CDER Direct, Cosmelics Direct, and & combined account (GDER Direcl & Cousmelics Direcl). A combined account is intended for companies hia

have koth drugs and cosmetics submissions. A combined account streamlines both drugs and cosmetics submission requrements and saves time and effort. DUNS number is only a required field if you create a
CDER Direct account or a combined account (CDER Direct and Cosmetics Direct). DUNS number is NCT required but requested T you create only a Cosmetics Drect account

*If you are converting from a Cosmetics Direct account to a CDER Direct or Combined account, you must enter
a valid DUNS number to successfully switch accounts.

You can modify the following in the next section:
e Contact Information
e Organization Information

e Account Password
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Ansupmissions 3 EITRECI>

ORGANIZATION TYPE

Organization Type: cI

R Direct Combined (CDER Direct and Cosmetics Direct) () Cosmetics Direct

There are thiee types of account that can be created on FOM Direct CDER Dinect, Cosmetics Direct, and a combined account (CDER Direct & Cosmetics Direct) A combinad account is intended for companies. that
hawe beth drugs and cosmebcs submissions. A combined accounlt slreanmings both dnags and cosmelics submission fequirements and savas tme and effort. DUNS number 15 only a requated field (f you creale s
CDER Direci account or @ combined accoun! (CDER Direct and Cosmetics Dwect). DUNS numbar is NOT requsred bul requested if you creale only @ Cosmetics Direct account

CONTACT INFORMATION ORGANIZATION INFORMATION

First Name: * Anya Name: * WATERMELON COSMETICS
Middle Name: F DUNS:

Last Name: * Mansour

Job Tithe

CONTACT PHONE ORGANIZATION ADDRESS
Country Code: * Uniteg States (+1) w Country: * United States e
Phone Number: * 123.123.1234 Stroet Address: * 123 Street Rd
Extension; City: ™ Parland
State. * Maing =
CHANGE PASSWORD
Postal Code: * 04018
Username: * I
Fassword: * Change Password
COSMETICS DIRECT ACCESS

With 8 COSMETICS Diect account, the following sibmissions can be made io the FDA

B COSMETIC REGISTRATION AND LISTING
« REGISTRATION OF COSMETIC PRODUCT FACILITY
o COSMETIC PRODUCT LISTING

Finally, inspect your form accesses and check/uncheck form boxes as desired:

FDA DIRECT (CDER DIRECT AND COSMETICS DIRECT)

With an FDA Direct account [CDER Direct and Cosmetics Direci), the fallowing submis 1e can be made to te FDA. You can uncheck any submission types that are nof needed.
ESTABLISHMENT REGISTRATION AND DRUG LISTING [ CUTSOURGING FAGILITY REGISTRATION AND PRODUGT REFORTING
- ESTABLISHVENT REGISTRATION - DUTSOURGING FACILITY REGISTRATION
« NDC LABELER CODE REQUEST « COMPOUNDED DRUG REFORTING
+ DRUG LISTING AND GERTIFICATION
+ BELANKET NO CHANGES CERTIFICATION OF PRODUGT [ DsCSA ANNUAL REPORTING
LISTING - WHOLESALE DRUG DISTRIBUTOR AND THIRD-PARTY LOGISTICS PROVIDER
- BULK INGREDIENT REPORTS
+ CELLULAR THERAPY
+ DRUS FOR FURTHER PROGESSING [ GENERIC DRUG SELF-IDENTIFICATION
= HUMAN CTC DRUG LABEL » GENERIC FACILITY GDUFA SELF-IDENTIFICATION

HUMAN PRESCRIPTION DRUG LABEL
NOM-STANDARDIZED ALLERGENIC LABEL
FLASMA DERIVATIVE
STANDARDIZED ALLERGENIC

+ VAGGIME LABEL
« NDZ RESERVATICN

COSMETIC REGISTRATION AND LISTING
« REGISTRATION OF COSMETIC FRODUCT FACILITY
« COSMETIC FRODUCT LISTING

Select ‘Submit’ to finalize all changes made, or ‘Cancel’ to abandon your changes.
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2.5 Subaccounts

If you are the first person to create an account for your organization, you are considered an ‘Admin’
user by default. Only Admin users can create subaccounts, which are limited-access accounts for
other users within your organization. Subaccounts can be customized in a few ways:

e Form Access: Subaccounts can be limited to one or many submission forms.
e User Roles: Subaccounts can have either ‘User’ or ‘Admin’ roles.

e Status: Subaccounts can be inactivated by Admin users at any time. Inactivated accounts can
also be reactivated.

Log in to FDA Direct. Scroll to the bottom of your account main page and select ‘Manage Users’ under
Section 2.4: Manage Account section:

MANAGE ACCOUNT

Edit User Profile

If you have already created subaccounts, they will display in a list. Otherwise, the page will be empty:

All Submissions

LIST OF USERS - CURCUMIN SOLUTIONS

H ACTIONS CREATE sUBACCOUNT i

None

2.5.1 Creating A Subaccount

1. Selectthe ‘Create Subaccount’ button

CREATE SUBACCOUNT

2. Enterall required fields for the subaccount user:
All Submissions Manage Lsers

CONTACT INFORMATION

First Name: * User Role: * USER ~ Country Code: * | -Select Country Phone Code- >
Middle Name: +ob Title: Phone Number: *
Last Name: ™ Contact Email: Extension:

3. Select the ‘User Role’ dropdown. This will determine whether the subaccount will have full
access (Admin) or limited access (User).
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User Role:
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4. Select which forms the subaccount will have access to. This view will differ based on your
organizational account type, which is modifiable in Section 2.4.1: Edit Profile. Select the form

checkboxes then select ‘Submit.’

CDER DIRECT ACCESS

Wilfr & COER Divetd aueound, (e INOwing subrissions car e made (v the FDA. You car unchieck ary submission (rpes ifial ere nof needed.

HUMAN PRESCRIPTION DRUG LABEL
NON-STANCARDIZFN Al FRGENIC | ARFI
PLASMA DCRIVATIVE

SIANDARDIZED ALLERGENIC

VACCINE LABEL

+ NDC RESERVATION

ESTABLISHMENT REGISTRATION AND DRUG LISTING OUTSCURCING FACILITY REGISTRATION AND PRODUCT REPCRTING
» [CSTADLISI IMCNT RCGISTRATION = QUTSOURCING FACILITY RCGISTRATICN
NDC LABELER CODE REQUEST - COMPOUNDED DRUG REPORTING
+ DRUG LISTING AND CERTIFICATICN
»  BLANKET NO CHANGES CERTIFICATION OF PRODUCT DSCSA ANNUAL REFORTING
LISTING *  WHULESALE URUG DIS TRIBUTOR AND THIRDEAR TY LUGISTCS PROVIDZR
+ BUIKINGRFIOIFNT REFURIS
» CLCLLULARTIICRAPY
v DRUG FOH FURTHER PROCESSING GENERIC DRUG SELF-DENTIFICATION
» HUMAN CTC CRUG LABEL » GFNFRIC FACIH ITY SNLIFA SFI F-INENTIFICATION

COSMETICS DIRECT ACCESS

With a COSMETICS Direct account, the following submissions can be made to the FDA

COSMETIC REGISTRATION AND LISTING
« REGISTRATION OF COSMETIC PRODUCT FACILITY
« COSMETIC PRODUCT LISTING

SUBMIT CANCEL

FDA DIRECT (CDER DIRECT AND COSMETICS DIRECT)

With an FDA Direct account (CDER Direct and Cosmetics Direct), the following submissions can be made to the FDA. You can uncheck any submission types that are not needed.

HUMAN PRESCRIPTION DRUG LABEL
NON-STANDARDIZED ALLERGENIC LABEL
PLASMA DERIVATIVE

STANDARDIZED ALLERGENIC

VACCINE LABEL

« NDC RESERVATION

’ COSMETIC REGISTRATION AND LISTING
+ REGISTRATION OF COSMETIC PRODUCT FACILITY
+ COSMETIC PRODUCT LISTING

SUBMIT CANCEL

ESTABLISHMENT REGISTRATION AND DRUG LISTING OUTSOURCING FACILITY REGISTRATION AND PRODUCT REPORTING

+ ESTABLISHMENT REGISTRATION + OUTSOURCING FACILITY REGISTRATION

+ NDC LABELER CODE REQUEST + COMPOUNDED DRUG REPORTING

+ DRUG LISTING AND CERTIFICATION
- BLANKET NO CHANGES CERTIFICATION OF PRODUCT DSCSA ANNUAL REPORTING
LISTING + WHOLESALE DRUG DISTRIBUTGR AND THIRD-PARTY LOGISTICS PROVIDER
» BULK INGREDIENT REPORTS
» CELLULAR THERAPY
« DRUG FOR FURTHER PROCESSING GENERIC DRUG SELF-IDENTIFICATION
- HUMAN OTC DRUG LABEL + GENERIC FACILITY GDUFA SELF-IDENTIFIGATION
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5. Subaccount creation confirmation will display at the top of the page, and the new user will be
listed immediately:

Al Submiggions Manage Users

LIST OF USERS - CURCUMIN SOLUTIONS

o] o —
USERNAME FIRST NAME MIDDLE NAME LAST NAME ﬂ STATUS EMAIL PHONE

Aydin Pending eda@lighthouselc,com +80-9C-111-111-11-11

6. An activation email is sent to the subaccount user’s email. The Username field will remain empty
until the account has been activated.

2.5.2 Managing A Subaccount

To edit a user’s details, including their email and role, select the pencil icon to the far left of the user’s
entry:

Aydin User Pending edai@llghthouse/.c.com +30-90-111-111-11-11

You may edit the following information on this page:

e |nactivate/Reactivate Account - Select the ‘Status’ dropdown and choose ‘Inactive.” To
reactivate an inactive account, choose ‘Active.’ Inactivating an account will prevent the user
from logging in and accessing organizational data. Subaccounts cannot be deleted.

e User Roles —Select the ‘User Role’ dropdown and choose either ‘Admin’ or ‘User.” Admins have
the ability to create and manage subaccounts, while Users do not.

e Contact Information — All fields are editable.

e Form Access — To limit users to specific forms, check or uncheck the boxes. Unchecked boxes
will show as greyed out text on the subaccount user’s homepage and will not be selectable.
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All Submissions  Manage Users St

CONTACT INFORMATION

First Name: * User Role: * USER + Country Code: *  -Select Country Phone Code- ~
Middle Name: Job Title: Phone Number: *

Last Name: * Contact Email: * Extension:

FORM ACCESS

With a COSMETICS Direct account, the following submissions can be made to the FDA.

COSMETIC REGISTRATION AND LISTING
« REGISTRATION OF COSMETIC PRODUCT FACILITY
« COSMETIC PRODUCT LISTING

Select ‘Submit’ to confirm changes.
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3 SUBMISSION INFORMATION

Please read this section fully before starting a submission!

This section contains general submission information that applies to all account types (Combined, CDER
Direct, Cosmetics Direct).

3.1 Submission Options

There are three ways in FDA Direct to submit information to the FDA:
1. Create a new submission via the standard SPL submission templates in FDA Direct.

Recommended if you have never submitted an establishment registration, product listing, etc. FDA
Direct has several blank templates available for different types of submissions. See Sections 4 — 8
for walkthroughs based on specific submission types. See Sections 4 — 7 for walkthroughs based

on specific submission types.
2. ‘Clone’ or copy a previously submitted FDA Direct SPL submission.

Recommended if you have previously submitted using one of the templates in FDA Direct and your
submission was accepted by the FDA. An exact copy of your previous submission will be
generated, and you can make updates as needed.

To clone a submission:

a. Navigate to your account main page (by selecting the FDA logo at the top left of the
page) and select on any submission with the ‘Submission Accepted’ status:

STATUS SETID ROOTID SUBMISSION ID VERSION DOCUMENT LABEL ‘

SUBMISSION 06fh25ba-h23¢- 061h25ba-b23d- \S‘;g.?é ‘EBSU'A.\FLOERDSRAUNGD

R T 92ab-e063- 92ab-e063- €d3879016452.2394681507 @direct 1

ACCEPTED 95b40a8a24 b95b40a8a24 THIRD-PARTY LOGISTICS
FACILITY REPORT

b. Select ‘Create New Version’ at the top of the page:
All Submissions  WDD!3PL
v |

Note: Click on the Data Element Name for each fleld below {If applizable) to display Instuctions and helpful hints for filling cut this WDD/3PL farm. Red asterisk Inzlczle required fleids.

c. Make any necessary changes, then return to the top and select ‘Submit.’
3. Upload an FDA-accepted SPL submission file using a third-party tool.

Recommended if you already have a completed SPL submission file that is ready for submission to
the FDA. The file must be in XML format and compressed into a zip file. Changes can be made to
the file once it has been uploaded to FDA Direct.

To upload a completed SPL file into FDA Direct:
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a. Select your submission category from the menu on the left:

All Submissions

ESTABLISHMENT REGISTRATION

For assistance witl
Establishment Registration

For general questi
NDC Labeler Code Request listing of cosmetic

Drug Listing and Certification

NDC Reservation

OUTSOURCING FACILITY
REGISTRATION AND PRODUCT STATUS

REPORTING

Outsourcing Facility Registration

DRAFT
Compounded Drug Reporting
DRAFT
DSCSA ANNUAL REPORTING
Wholesale Drug Distributor and Third-
Party Logistics Provider Reports VALIDATION
FAILURE

‘GENERIC DRUG SELF- DRAFT
IDENTIFICATION

Generic Facility GDUFA Self-
Identification DRAFT

COSMETIC REGISTRATION AND SLEMIZRION
e FAILED

Registration of Cosmetic Product
Facility DRAFT

Cosmetic Product Listing

DRAFT

b. Select ‘Create New/Upload File’:

ESTABLISHMENT REGISTRATION

P e For 352 £5anc= witn valkdation enors 1 GOE Drect, conce GOEd ectEda hie gox. For o

& questons -egarding elctoni
T e Erions, T A MR IER, e TR

Drug Listing ord Carteation

[EH

ervatioe

ng F2que TN ana QMETSrT AN dEACe FegETELan and 1 U L Iegrrator,

= 7 T
s sl THLICA Sl sy b Dhsnse con i e tespen fi [TIA e der sned M B eies s con s s e e sarer s, § el ebie:

QUTSOURGING FAGILITY REESTRATION
AND PRODUGTREPGRTING

utswun vy Fuidy Reysdration

fampounded g Repoeing SEARCH ESTABLISHMENT CREATE NEW/ UPLOAD FILE

LAST LAST
DSCEA ANHLAL REFORTING STTUS SETID ROGTID SUBMIESION 1D VEREION "rj" TRANT | REQISTRANTNAME  DOCLMENTLABEL | DETALS ED  MODIFIED H
Wi et 1 AR 309 1 Ry 1 DATE

c. Select the ‘Import an existing’ option then select ‘Continue’:

CREATE NEW ESTABLISHMENT REGISTRATION

Create New Establishment Reqistration using a blank form
| Import an existing Establishment Registration SPL |
Note: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard.

d. Select the upload area to select an SPL submission file from your computer, or drag
the file from your computer onto this area:
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UPLOAD ESTABLISHMENT REGISTRATION FILE

Establishment Registration File I:CTJ

Select a file or drop one here

Note: Please upload a zip file that contains the SPL file with the name as the root id fellowed by ".xmi” and any associated image files that are referenced in the xml whose names
end in" jpg"

UPLOAD

e. Once the file has been selected from your computer, select the ‘Upload’ button:

UPLOAD ESTABLISHMENT REGISTRATION FILE

Establishment Registration File [@
©717525k-8d18-Ted2-6053-079 1b40ad882 zjp

Nete: Please upload a zip file thel coniaing tne SPL file with 1he name as the root id followad by " xml” and any asscciated image files that are referenced in the xml whose names end in
i

UPLOAD

f.  Your file will be ready for editing. Make any changes necessary.

For more information on editing existing data in your uploaded SPL submission file or
how to add new details, skip to the appropriate walkthrough (Sections 4 — 7) of this
guide.

3.2 Submission Statuses

Your submissions will always be in one of the following statuses:
e Draft: An in-progress submission that has been started but has not been sent to the FDA.

e Awaiting Acceptance: A submission that is sent to FDA and is undergoing FDA’s automated
technical validation. This status appears immediately after an SPL is submitted. At this stage,
the submission is viewable, but not editable.

e Validation In Progress: A submission that is being screened and pre-validated via the FDA’s
automated technical validation for potential errors prior to being sent to the FDA. This status
will display after selecting ‘Save And Validate,” and will typically last only a few minutes
before changing to ‘Validation Failure’ or ‘Ready For Submission.’

e Validation Failure: The submission did not pass the FDA’s pre-validation checks during the ‘Save
And Validate’ process and is rejected. Review and correct the errors before resubmitting.

e Ready For Submission: A submission that has passed the initial screening and pre-validation
check and is ready to be sent to the FDA. This status does not indicate an accepted submission. The
SPL has not been submitted and accepted into the FDA system. If you receive this status after
selecting ‘Save And Validate,” you must open your submission and select ‘Submit’ to complete the
process.

e Submission Accepted: A submission that has been accepted by the FDA after passing the automated
technical validation.
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o For NDC labeler code requests only: If you did not enter the optional labeler details in
an initial NDC Labeler Code Request submission, you will receive an email from the FDA
to supply the data.

e Submission Failed: A submission that has not successfully passed the FDA’s automated
validations and has been rejected. You must open your submission to review error
messages and update the data to correct them. Submit again and your submission will once
again be in ‘Awaiting Acceptance’ status.

e Submission Overridable: (Status available only for GDUFA submissions) If you are unable
to resolve a failed submission because you are correcting a previous error, the data may
need to be manually loaded.

o A manual override request for GDUFA documents can be forwarded
CDEReFacility@fda.hhs.gov.

o For non-GDUFA documents, the “Submission Overridable” status does not
display. Manual override requests for non-GDUFA documents can be forwarded
to spl@fda.hhs.gov.

A manual override is a lengthy process and may need approval from the respective FDA
component before the data is loaded. If your request is granted, the file will be accepted by the
FDA. A successfully overridden submission will change to the ‘Submission Successful’ status

3.3 Submission Header Information

At the top of every submission is a pre-generated set of information:

HEADER DETAILS

Document Type: *  HUMAN OTC DRUG LABEL Version Number: * 1
setD: * 0ac4630f-6fa2-a749-063-fag5b40a3a84 Generate New Effective Date: * 11-22-2023
Root ID: * 0ac46301-6fa3-a749-6063-fag5b40a3284 Senerate New

1. SetID: A ‘Globally Unique Identifier’ (GUID) that remains the same for each submission
‘set,” which is a group of submission versions. When you submit a different version of a
submission, the set ID stays the same through each new version.

2. Root ID: A GUID that is generated uniquely for every single submission that is submitted
to the FDA. When you create a new submission or submit a new version of a previous
submission, the root ID will change every time (unlike the set ID).

3. Generate New: The system automatically generates a Root ID for you. Select
“Generate New” only if you need to create a new Globally Unique Identifier (GUID).

e Please note: The system automatically generates a Set ID for you. This
feature is disabled for subsequent SPL submissions when using Cosmetics
Direct. The Set ID must remain the same across all versions.

4. Version Number: A number greater than zero that provides a sequence to the versions
of the document. Any number can be inputted here, and the next version will
automatically continue upward from that number (e.g., 23, 24, 25, etc).

5. Effective Date: The date this form is created.
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3.4 Submission Help

There are many ways to find assistance during the submission process:

1. Help Text/Tool Tips: You can select on the underlined title text beside every field in any FDA

Direct submission. An informational box will display to help you understand what to enter into
each field:

PRODUCT DATA ELEMENTS

NDC Product Code: * Proprietary Name: *

Non Proprietary Name: * Suffix:

DEE -- Select DEA Schedule -- v

Dosage Form: * -Select Dosage Form- v

NDC Product Code

PRODUCT DATA ELEMENTS
The NDC is the official FDA 10-digit 3 segment humber assigned to all
drug products. It is different from the 11 digit alternate version of the
------------------------------------------ NDC used by CMS and the payer industry. The NDC Product Code is
the first 2 segments of the NDC. It is the 4 or 5 digit NDC Labeler Code
Non Proprietary Name: * assigned to 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
Code, make sure the leading zero added to any segment to create the iAl
11 digit version has been removed.

Dosage Form: * -Select Dosa Examples: 12345-678, 23456-7890, 0576-1234

2. Tutorials/User Guide: This User Guide provides complete and detailed information on all
aspects of FDA Direct. It is recommended for first-time users of FDA Direct.

Tutorials will show you how to complete specific actions like creating an account or submitting
a drug listing. They are less detailed than this User Guide, and in slideshow format.
Recommended for users familiar with FDA Direct who may want a quick refresher.

Both the User Guide and tutorials can be found in a few places:

a. Atthe bottom of the page anywhere on fda.direct.gov:

MANAGE ACCOUNT

Edr User Proflle

Mansge Users

FDAHome | BrowserRequirements | Resources | Tniorials | CDERDiectHelpDesk | CosmetiDirsctHolpDesk | FADS
FollowFDA | Privacy | Vidnerabilty Disclosuure Policy
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b.

C.

In the Quick Links section below the login area on the FDA Direct homepage:

oA FDA

CDER Cosmetics

LOGIN

Username:

Password:

Eorgot your password?

L accept the Terms of Service

OR

CREATE NEWAC  INT

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

Quick Links:

Under the Self Help section on the left menu (after you log in):

SELF HELP

Structured Product Labeling Resources
UNII Search

Request UNII

DUNS Search

FEI Search Portal

Registration and Listing of Cosmetic Product
Facilities and Products Industry Guidance

eCFR :: 21 CFR Part 207

Tutorials

User’s Guide

3. Resources: Useful links to official submission-related guidance, DUNS & FEl numbers, and so on.

4. FAQs: Answers to the most commonly asked questions about FDA Direct. You can use the
keyword search bar at the top of the page to find a question related to your issue. The user
guide, tutorials, and other helpful information can also be accessed from this page (right side

menu).

31


https://direct.fda.gov/

User's Guide

SEARCH KEYWORDS HELP

Contact Us
a Search.. ®

Resources
Tutorials
Help Desk

RESULTS

1. What are the different document types that can be submitted through the CDER Order By

DIRECT portal?

CEED oW | ki [ DOCUMENT TYPES I FORMS ] Relevance TAG CLOUD

"The following document types are curre.. (Read more) 1S standards Sp! Register Wdd/3p! Product

2. Can more than one person use a single login at the same time? Listing Administration BFOWSGT Ndc Labeler
3 views IIGE I I

Code Userid Access DOCU me nt
Types Ndc Labeler Gode Request General

No. CDER DIRECT allows a person to login fro.. (Read more)

3. How can users be added to the Organization? Product Labeling Account Setup Users Software
|0 “ | [l ADMINISTRATION J USERS ] Establishment Registration

Once a user has created an account with CDER DIREC.. (Read more)

5. Help Desk: If none of the above resources can help with a particular error or question, you may
contact the Help Desk at either CDERDirect@fda.hhs.gov (CDER Direct, Combination accounts),
or CosmeticsDirect@fda.hhs.gov (Cosmetics Direct accounts).
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4 COSMETIC REGISTRATION AND LISTING
4.1 Cosmetic Registration and Product Listing SPL

On December 29, 2022, the President signed the Consolidated Appropriations Act, 2023 (Pub. L. 117-
328) into law, which included the Modernization 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.

Section 607(a) of the FD&C Act requires every person that owns or operates a facility that 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 to create and submit the following types of data directly to the FDA:
Registration of Cosmetic Product Facility and Cosmetic Product Listing. This system will provide
information to FDA about cosmetic product manufacturers/processors and cosmetic products on the
market.

COSMETIC REGISTRATION AND
LISTING

Registration of Cosmetic Product Facility

Cosmetic Product Listing

The Cosmetic Registration and Listing SPL submission template can be used for the following purposes:

4.2 Document Types
4.2.1 Registration of Cosmetic Facility

e Cosmetic Product Facility Registration: Every person that, on December 29, 2022, owns or
operates a facility that engages in the manufacturing or processing of a cosmetic product for
distribution in the United States must register each facility no later than December 29, 20231
(section 607(a)(1)(A) of the FD&C Act).

Every person that owns or operates a facility that first engages, after December 29, 2022, in
manufacturing or processing of a cosmetic product for distribution in the United States, must
register such facility within 60 days of first engaging in such activity or by February 27, 2024,*
whichever is later (section 607(a)(1)(B) of the FD&C Act).

o PLEASE NOTE: Cosmetic Product Facility Registration document type is preselected
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when creating a new submission using a blank form.

e Cosmetic Product Facility Registration - Abbreviated Renewal : FDA is providing for an
abbreviated renewal of registrations when there have not been any updates to the

registration since the most recent facility registration submission, as required under section
607(a)(5) of the FD&C Act.

o PLEASE NOTE: This document type can be submitted to renew a Cosmetic Product
Facility Registration without changes. Additionally, cosmetic product registration
renewals can be submitted earlier than two years.

e Cosmetic Product Facility Registration - Amendment: Every person who is required to
register must update their registration within 60 days of any changes to the information
required for registration (section 607(a)(4) of the FD&C Act) (an “amended” registration).

e Cosmetic Product Facility Registration — Biennial Renewal: Every person who is required
to register a facility must renew such registration biennially (i.e., every two years) (section
607(a)(2) of the FD&C Act).

o PLEASE NOTE: This document type can be submitted to renew a Cosmetic Product
Facility Registration with changes. Additionally, cosmetic product registration
renewals can be submitted earlier than two years.

e Cosmetic Product Facility Registration - Cancellation: Every person who is required to register
must update their registration within 60 days of any changes to the information required for
registration (section 607(a)(4) of the FD&C Act). This includes any changes that result in
cancellation of the registration.

4.2.2 Cosmetic Product Listing

e COSMETIC PRODUCT LISTING: The responsible person of a cosmetic product that is marketed
on December 29, 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 is first marketed after
December 29, 2022, within 120 days of marketing such product in interstate commerce (section
607(c)(2) of the FD&C Act).! Consistent with the approach for registration of a facility that
starts manufacturing or processing cosmetic products after December 29, 2022 (section
607(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.

o PLEASE NOTE: Cosmetic Product Listing document type is preselected when creating a new
submission using a blank form.

e COSMETIC PRODUCT LISTING - 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.

o PLEASE NOTE: When making this selection an ALERT box will appear, “By selecting this
document type, you are certifying that no changes have been made to your product
listing since the previous listing was submitted.”

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

o PLEASE NOTE: This document type can be used to relist a cosmetic product that was
previously discontinued.

4.3 Registering a New Cosmetic Product Facility

1.
2.

Log in to FDA Direct

Select ‘Registration of Cosmetic Product Facility’ under Cosmetic Registration and Listing section on
the left-hand side. This will take you to the ‘Registration of Cosmetic Product Facility’ Home Page,
where you can view all previously submitted facility registrations, based on your access level.

T —— iekome XYLA AJOSEOCACOCAC RLC PAPER SUBMSSON | Loget

A FDA
Cosmetics
egstation of Cosmelic Product Faciky

PUETSESISS Rooiciaion of C

L L REGISTRATION OF COSMETIC PRODUCT FACILITY
Fora

Listing

ESTABLISHMENT REGISTRATION & DRUG LISTING.

[co [ rcrons scancnoawo [ crenrenew s

= =

OUTSOURCING FACILITY REGISTRATION AND
PRODUCT REPORTING.

READY FOR
SUBMISSION

DSCSAANNUAL REPORTING
DRAFT

Navigate to the Registration of Cosmetic Product Facility Home Page AFTER selecting
‘Registration of Cosmetic Product Facility’ under Cosmetic Registration and Listing section,
on the left side of the FDA Direct menu. This will navigate the user to the Registration of
Cosmetic Product Facility Home Page. The Registration of Cosmetic Product Facility
Listing Home Page will provide the ability to view all the previous facility registration
submissions based on the user’s accessibility.

REGISTRATION OF COSMETIC PRODUCT FACILITY
For assistance with validation errors in Cosmetics Direct, contact cosmeticsdirect@fda hhs. gov. For general questions regarding electronic registration of cosmetic product facilities, contact eRLC@fda hhs gov.

Asummary of registration information for cosmetic product facilities is provided below. For more information, please also refer to: Registration & Listing of Cosmetic Product Facilities and Products.

In general, every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribution in the United States must register each facility (section 607(a)(1) of the FD&C Act). Please refer to FDA's guidance document for
the description of “facility” and exemptions, such as for “small business" in the registration context: Guidance for Industry: Registration and Listing of Cosmetic Product Facilities and Products. For more information, please also refer to: Registration & Listing of Cosmetic
Product Facilities and Products.

To facilitate the registration process, the owner or aperator of a facility will need to obtain an FEI number before submitting the facility registration. To determine if an entity already has an FEI number, please refer to the FEI Search Portal. I your firm does not have an FEI
number assigned by FDA, see How can | request an FEI? at FEI Search Portal (fda.gov)

ﬂ ACTIONS v SEARCH BRAND CREATE NEW / UPLOAD FILE

RENEWAL/ LAST LAST
STATUS SETID ROOTID SUBMISSION ID VERSION FACILITY NAME ENCILIRV [RECESTRATION CANCELLED DOCUMENT TYPE MODIFIED MODIFIED
(] STATLS DATE USER DATE

a. For additional information on the descriptions for each column, refer to Section 4.5.1.

b. A Self-Help box is also available at the bottom of the left side underneath all
the submission boxes. This box contains articles and weblinks for additional
information. It is also available on the FDA Direct home pages.
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SELF HELP

Structured Product Labeling Resources
UNII Search

Request UNII

DUNS Search

FEI Search Portal

Registration and Listing of Cosmetic
Product Facilities and Products
Industry Guidance

Tutorials

c. The Search bar is available on the Registration of Cosmetic Product Facility Listing home page.
To choose a specific column for searching, click the arrow located next to the magnifying glass
to search.

e A user can search any previous submission or current submission by
providing the Facility Name, FEI, Registration Status, Set ID, Root ID,
or the submission ID number. Additional selections can be searched
when the magnifying glass icon is selected:

PLEASE NOTE: Searches for Brand Name can only be performed by selecting the
‘SEARCH BRAND’ button located to the right of the Registration of Cosmetic Product
Facility Listing Home Page.

‘ SEARCH BRAND

4. Click ‘Create New/Upload File’:

CREATE NEW / UPLOAD FILE

This will open a new window where you will be given two options: Create a new Cosmetic Product
Facility Registration using a blank form or Import (upload) an existing Cosmetic Product Facility
Registration SPL using a SPL stored on your computer in a valid XML zip file.

CREATE NEW REGISTRATION OF COSMETIC PRODUCT FACILITY

Create a new Cosmetic Product Facility Registration using a blank form
Import an existing Cosmetic Product Facility Registration SPL

Note: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard
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SPL (Structured Product Labeling) is a document markup standard approved by Health Level Seven
(HL7) and adopted by FDA as a mechanism for exchanging product and facility information.

a. If you are importing (uploading) an existing Cosmetic Product Facility Registration SPL file,
make sure that the file is in the correct SPL format. Once the file has been uploaded, a user
can SAVE AND VALIDATE to run a system validation check or SUBMIT SPL.

b. This is an example of a zip file. Please ‘UPLOAD’ a zip file that contains the SPL file with the
name as the ROOT ID followed by ‘.xml’.

UPLOAD REGISTRATION OF COSMETIC PRODUCT FACILITY FILE

. 2e5dalBs-fe0b-5169-2063-6234a30a731e. zip o

1.56 KB

5. Select ‘Create a new Cosmetic Product Facility Registration using a blank form’ then click
‘Continue’:

CREATE NEW REGISTRATION OF COSMETIC PRODUCT FACILITY

o Create a new Cosmetic Product Facility Registration using a blank form

Import an existing Cosmetic Product Facility Registration SPL

Note: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard

6. Ablank template will display with required fields marked with a red (*) and optional fields:
All Submissions  Registration of Cosmetic Product Faciity ISP

SAVE AS DRAFT
Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filing out this Registration of Cosmetic Product Facility submission form. Ared asterisk (*) indicales a
required fieic
For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilties and products, contact cosmeticsdirect@fda hhs.gov

* DOCUMENT TYPE DETAILS

Document Type: * COSMETIC FACILITY REGISTRATION L
Set ID: * 10e45b71-e2b0-e571-e063-6a94af0a439¢ Generate New Version Number: *
Root ID: * 10e45b7f-e2b1-e571-e063-6a94af0ad39¢ Generate New Effective Date: * 02-08-2024

REGISTRATION DETAILS

Is this a facility registration for a small business (optional registration)?: m

Facility Name: * Facility Country: * -Select Country- v

e
Facility FEI Number: Facility Street Address: *
Facility D&B D-U-N-§ Number.

Facility City: *

Parent Company Name (if

applicable): Facility State or Province:

Facility Zip/Postal Code:
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7. Selecting the ‘Save As Draft’ button on the top right will save your work without submitting it.
The ‘Return’ button will send you back to the main Cosmetic Product Facility Registration SPL
page without saving your changes.

SAVE AS DRAFT

8. Cosmetic Product Facility Registration document type is preselected. The Set ID, Root ID,
Version Number, and Effective Date fields will always auto-populate:

DOCUMENT TYPE DETAILS

Document Type: * COSMETIC FACILITY REGISTRATION v
SetID: * 10e45b7f-e2b0-e571-e063-6a94af0a439¢c Generate New Version Number: * 1

Root ID: * 10e45b7f-e2b1-6571-6063-6a94af0ad39¢ Generate New Effective Date: * 02-08-2024

Select words are underlined and provide definitions; select them to open the tool tip.

a. SetID”: This field is auto generated by the system. The Set ID uniquely identifies a
group of versions of an SPL submission. Upon modification of an SPL submission, a
new Root ID is generated for the updated submission, while the Set ID remains the
same across all versions. The Set ID is a Globally Unique Identifier (GUID). A GUID is a
string of numbers and lower-case letters generated using a specifically defined
mathematical algorithm to ensure a very low probability of identical GUID used in the
same system. An example is: 9aa9d2e6-6982-48e5-831d- dbe7c04alded. PLEASE
NOTE: When an SPL file is uploaded, you have the ability to change the SET ID.

b. Root ID": This field is auto generated by the system. The Root ID uniquely identifies a
specific SPL file. Each new version of an SPL file has a new id root. The id root is a
Globally Unique Identifier (GUID). A GUID is a string of numbers and lower-case letters
generated using a specifically defined mathematical algorithm to ensure a very low
probability of identical GUID used in the same system. An example is: 9aa9d2e6-6982-48e5-
831d-dbe7c04alded.

c. Version Number™: The Version Number gives sequential order to the different versions
of an SPL submission. The version number is a whole number greater than zero, such
as 6, 7, or 8. The version number is increased with each change to the SPL submission.
Enter a number greater than zero (0) in the Version Number field.

d. Effective Date”: The date the submission is created, which can be edited by users until
the SPL is submitted to FDA. However, the system will only use the actual
registration date accepted by FDA. It also provides a date reference to the SPL
version. Select the date by clicking on the calendar icon.

e. Generate New: This feature automatically generates a new Set ID or Root ID when
selected.
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DOCUMENT TYPE DETAILS

Document Type: ™ COSMETIC FACILITY REGISTRATION v
SetID: * 1bb80082-e487-099e-2063-6394a90a3f48 Generate New Version Mumber: ™ 3
Root ID: * 396cc0fb-2088-2e41-063-6a94afla2edf Generate New Effective Date: 07-08-2025 B

9. Fillin the blank fields in the Registrant Details and Facility Contact Details section:

REGISTRATION DETAILS

13 thia  faclity registration for a small business (optionai registration)?: [ SR Tl

Facility Name: * Facility Country: * -Select intry- v

Facility FEI Number: * Facility Street Address: *

Facility D&B D-U-N-S Number:
Facility City: *

Parent Company Name (if

applicable) Facility State or Province

Facility Zip/Postal Code

a. Is this a facility for a small business (optional registration)?: (Optional field) Indicate
whether this registration is for a small business (optional registration) as defined in
section 612 of the FD&C Act. Section 612 of the FD&C Act provides exemptions to
certain small businesses from the requirements of section 607 (Registration and
Product Listing). However, such exemptions from the requirements of section 607 of
the FD&C Act do not apply to any responsible person or facility engaged in the
manufacturing or processing of any of the following products listed in section 612(b) of
the FD&C Act:

e (1) Cosmetic products that regularly come into contact with mucus
membrane of the eye under conditions of use that are customary or
usual.

e (2) Cosmetic products that are injected.
e (3) Cosmetic products that are intended for internal use.

e (4) Cosmetic products that are intended to alter appearance for more than 24 hours
under conditions of use that are customary or usual and removal by the consumer is not part
of such conditions of use that are customary or usual.

b. Facility Name": Enter the name of the existing facility.

c. Facility FEl Number®: Enter the existing 7 to 10-digit facility FEl number. The FDA
Facility Establishment Identifier (FEI) number is a unique identifier assigned by
the FDA to identify firms associated with FDA-regulated products. To facilitate the
registration process, the owner or operator of a facility will need to obtain an FEI
number before submitting the facility registration.

e Todetermine if an entity already has an FEI number, please refer to the FEI
Search Portal.

e If your firm does not have an FEI number assigned by FDA, see “How can |
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request an FEI?” at FEI Search Portal.

Parent Company Name (if applicable): (Optional field) Enter the parent company's
name if applicable.

Facility D&B D-U-N-S Number: (Optional field) Enter the existing 9-digit facility
DUNS number. You can obtain a DUNS number at: https://www.dnb.com.

Name of the Owner and/or Operator of the Facility”: Enter the facility owner's name
and/or the name of the facility operator.

Facility Email™: Enter the facility's email address.

Facility Phone Number™: Enter the facility's phone number including the country code and the
area code. The format for Phone number should be <Country Code>-<Area Code>-<Subscriber
Number>. For example, in the U.S. the phone number would be 1-999-999-9999.

Facility Country™: Select facility's country name where the facility is physically located.

Facility Street Address”: Enter the information of the street where the facility is
physically located.

Facility City": Enter the name of the city where the facility is physically located.

Facility State or Province: Enter the name of the state or province where the facility is
physically located.

. Facility Zip/Postal Code: Enter the postal code or the zip code where the facility is

physically located.

10. Fill in the blank fields in the U.S. Agent Contact Information section (for foreign facilities):

US AGENT

U.S. Agent Name

{for foreign facilities): * (Include Country/Area Code): *

U.S. Agent Email

(if not available, enter "N/A") *

U.S. Agent Phone Number

U.S. Agent Phone Extension

a.

U.S. Agent Name (for foreign facilities) *: For foreign facilities, enter the business name
of the U.S. agent.

*

U.S. Agent Email (if not available, enter “N/A”) ": For foreign facilities, enter the email
address for the US agent contact person. If email address not available, enter N/A.

U.S. Agent Phone Number (Include Country/Area Code) *: For foreign facilities, enter
the U.S. agent telephone number including the country code and the area code. The

format for Phone number should be <Area Code>-<Subscriber Number>. For example, in the
U.S. the phone number would be 1-999-999-9999.

U.S. Agent Phone Extension: (Optional field) For foreign facilities, enter U.S.
agent phone extension, if any.

PLEASE NOTE: With respect to a foreign facility, a United States agent (“U.S. agent”) is
required for registration purposes. The U.S. agent is the person, which includes an individual
or business entity, that resides in the U.S. or maintains a U.S. place of business and is
physically present in the U.S. A U.S. agent should not be a mailbox, answering machine or
service, or other place where an individual acting as the foreign facility’s agent is not physically
present.

11. To add brand names to your SPL template, click the ‘Add Brand Name’:
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ADD ERAND NAME

12. A blank template titled Brand Information will display.

ibmission Brand Information

All Submissions  Registration of Cosmetic Product Faclity ~ SPL S

BRAND INFORMATION

Brand Name of Cosmetic Products: *

Responsible Person (As listed on the label): *
Product Category Code(s) (Select all that apply): '

+(01) Baby products

+(02) Bath preparations

+(03) Eye makeup preparations (other than children's eye makeup preparations
+(04) Children's eye makeup preparations

+(05) Fragrance preparations

+(06) Hair preparations (non-coloring)

+(07) Hair colc
+(08) Make

s (not eye)(other than makeup preparations for children)
+(09) Makeup preparations for children (not eye)

+(10) Manicuring preparations

+(11) Oral products

+(12) Personal cleanliness

+(13) Shaving preparations

+(14) Skin care p

ns (creams, lotions, powder, and sprays)
+(15) Suntan preparations
+(16) Tattoo preparations

(17) Other preparations (i.e., those preparations that do not fit another category)

a. Brand Name of Cosmetic Product”: Enter brand names under which cosmetic products
manufactured or processed in the facility are sold.

b. Responsible Person (As listed on the label) *: Enter the responsible person’s name as
it appears on the product label.

c. Product Category Code(s) (Select all that apply) *: Select the applicable product
category or categories for this brand name. Each primary product category has a
secondary product category. A secondary product category can have a tertiary
product category (e.g., Leave on or rinse-off).

13. Fill in the blank fields in the Brand Information section.

14. Select all ‘Product Category Code(s)’ that apply. Click on the plus (+) icon in front of each Primary
Product Category to display additional Secondary and/or Tertiary Product Categories (when
applicable).
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Product Category Code(s) (Select all that apply): *

+ (01) Baby products
— (02) Bath preparations
(A) Bath cils, tablets, and salts
(B) Bubble baths
(C) Bath capsules
(D) Other bath preparations
+ (03) Eye makeup preparations (other than children’s eye makeup preparations)
+ (04) Children’s eye makeup preparations
+ (05) Fragrance preparations
+ (06) Hair preparations (non-coloring)
— (OT) Hair coloring preparations
(A) Hair dyes and colors (all types requiring caution statement and patch test)
(B) Hair tints
+ (C) Hair rinses (coloring)
— (D) Hair shampoos (coloring)
1. Leave-on
2. Rinse-off
(E) Hair color sprays (aerosol)
(F) Hair lighteners with color
(G) Hair bleaches
(H) Eyelash and eyebrow dyes
+ (1) Other hair coloring preparations

a. Primary Product Categories are represented by codes (01) through (17).
b. Secondary Product Categories are represented by letters (A) through (K).

c. Tertiary Product Categories, (e.g., Leave-on or Rinse-off), appear when a plus symbol (+) is
shown next to a Secondary Product Category. Click the symbol to expand and select the
appropriate Tertiary Category (when applicable).

15. Click 'SAVE BRAND’, located at the top right of the page:

SAVE BRAND

16. The platform will return to the SPL Submission page with the verification banner ‘Product
brand saved.’

| Product brand saved.

Under ‘FACILITY BRAND NAMES' the inputted information will be present.

EDIT BRAND MAME RESPONSIBLE PERSON NAME PROCUCT CATEGORY CODELS)

» (06) Hair preparations (non-colonng] - (b) Hair sprays (aevosol fxatives)

& [06) Haif reparakons (Mon-Coanng) - (C) Hair sraigranss
= (0) Hai preparabions (Hom-coiomg) Ringess (No-Coloding)
J_’ Company Namea Resporsible Person (a5 isted on the labsl] a [06) Hair praparabions: (mon-cosarng] - (1) Shampoos (non-cotonngl - 2. Rinse-off

= (0T) Hai coloring peepas Bir dyes and colors (all typas requaring caution statement and patch test)
= (0T} Hak coloring pesparations - ( air tints
= (0T} Hak coloring preparations - () Hair color sprays (aerosed)

To edit the information, select the pencil icon under the ‘EDIT’ column.

EDIT

Z

To add more Brand Names, go to ‘FACILITY BRAND NAMES’ and select ‘"ADD BRAND NAME.’
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17. In the ‘CONFIRMATION STATEMENT’ section, fill in the following optional blank fields: Click on the

calendar icon to select the date. Enter the full ‘NAME OF THE SUBMITTER’. Click ‘AGREE’ after
reading and understanding the confirmation statement.

PLEASE NOTE: If you enter information into any field in this section, all other fields in the section
will also need to be entered.

I CONFIRMATION STATEMENT I

The data and information in this submission have been reviewed and, to the best of my knowledge, are certified to be frue and accurate. | agree to report changes to this information and renew as required
under section 607 of the Federal Food, Drug and Cosmetic Act.

WARNING: A willfully falze statement is a criminal offense, U.S. Code, Title 18, Section 1001.

18. If you would like to list additional contact information for an authorized agent, go to the
‘Additional Contact Information For Authorized Agent’ section and fill in the following blanks:

ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

= Fhone Humber
dditional Contact Name: . -
Addiicnst Cortact Wemrw. {Include Country/Area Code)

Email; Phane Extension;

a. Additional Contact Name: (Optional field) Enter additional contact information
for individuals associated with the registration.

b. Email: (Optional field) Provide the additional contact person’s email address.

c. Phone Number (Include Country/Area Code): (Optional field) Enter the additional
contact person's phone number including the country code and the area code. The
format for Phone number should be <Country Code>-<Area Code>-<Subscriber
Number>. For example, in the U.S. the phone number would be 1- 999-999-9999.

d. Phone Extension: (Optional field) Enter additional contact person's phone extension, if any.

PLEASE NOTE: If you enter information into any field in this section, all other fields in
the section will also need to be completed.

19. Return to the top of the SPL Submission page where you can do the following:

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE m

a. ‘SUBMIT SPL’

e Submit SPL will send the submission to FDA for additional validation and
processing.

b. ‘SAVE AS DRAFT’

e The Save As Draft button allows you to save your work, preserving your
progress without submitting it to the FDA.

e PLEASE NOTE: Clicking ‘SAVE AS DRAFT’ from any screen during the process
of registering the cosmetic product facility process saves all entered
information and redirects you to the homepage. The status will display
‘DRAFT'.
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C. ‘SAVE AND VALIDATE’

e You can check your SPL for an initial validation before submitting to FDA. This
option scans for certain errors prior to the actual submission but does not
automatically submit your SPL to FDA, even if it passes the initial validation.

d. ‘DELETF’
e Delete will remove the submission from your account.

e NOTE: Submissions with the status ‘SUBMISSION ACCEPTED’ cannot be deleted.

20. Click ‘RETURN’ at any time to return to the Registration of Cosmetic Product Facility main
page.

4.3.2 Save and Validate

1. Click ‘SAVE AND VALIDATE’ if you want to check for errors within your SPL. To submit your SPL
to FDA, skip to section 4.3.2 Submit to FDA.

a. PLEASE NOTE: This option is only for an initial validation of your SPL before submitting
to FDA. It scans for certain errors prior to the actual submission but does not
automatically submit your SPL to FDA, even if it passes the initial validation. To
submit your data to the FDA, select “Submit SPL".

2. The Registration of Cosmetic Product Facility homepage will have the following details. The
status of your SPL will be in ‘VALIDATION IN PROGRESS’. A yellow message will appear
across your screen stating, “Additional in-depth validation by the FDA is in progress. Check

back on the status after a few minutes by refreshing the page or logging back into the
system.”

o
off s Departmenit of Hoalth & Human Services

Cosmetics

3. Once the system has completed validation, the status, ‘VALIDATION IN PROGRESS’, will change
to ‘READY FOR SUBMISSION’.

RENEWAL/ LAST LAST
STATUS ROOT ID SUBMISSION ID VERSION FACILITY NAME ERCIENG HESASE LR CANCELLED DOCUMENT TYPE MODIFIED MODIFIED
s SR DATE USER DATE

READY EOR 1belcbae-8a2a- 4a19945f-a5b-

COSMETIC FACILITY 05-FEB-2026
FACILITY NAME 1234567890 = USER =
sumission  ob76-e063- 2643 o6 REGISTRATION 12:00:00
6294a80a4fal 6af4aflaseae

a. Ifthe system finds any errors, the status field will change to ‘VALIDATION FAILURE’, see
section 4.3.5 Validation Failure for additional details.
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Click ‘READY FOR SUBMISSION’, the homepage will change to reflect the following:

AR Sunmissinns Registration of Cosmatic Frodisct Faciey 5P| Submission

Moie: Chck on ihe Daia Elemenl Mama for each el baow o czplay

¥ msrucions and hadplul Fents for kg out this Regisration of Cosmehc Product Fadity submission foem. A red asberse (") indicaies a
rescpainesd Mkl

For asmsiance with validaion errors and general sueshons regardng clecdronc regsiration and izang of cesmebe product faokies and products. contad! cosmefcdue cigiida. iz gox.

Haite: This submission has passed the infiiol validaton bt e not been actually submited 1o D&, Clck on “Swbmit $L° o submit

= DOCUMENT TYPE DETAILS

Dacument Typa: ©
Sef i " DelbEcab-fda-b44d o063 addaflahTak

wersion Number: * 1

Hoot 10: elGEcab-dh-bdd-al6iGa3daflanT ah

Effective Uabe: ©

+ REGISTRATION DETAILS
+ CONFIRMATION STATEMENT

4 ADDITIOMAL CONTACT INFORMATION FOR AL THORIZED AGENT

a. The system will generate a message stating that, ‘This submission has passed the initial
validation but has not been actually submitted to FDA. Click on “Submit SPL” to submit.

4.3.3 Submit SPL to FDA

1. Click ‘SUBMIT SPL’ if you are ready to submit your SPL to FDA.

SUBMIT SPL

A green message will appear across your screen stating, “Your submission has been sent
to FDA for 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 email from FDA when the processing is complete.”

Your subamfzsion has bien sentin FOA for ddfinal ¥abdatian and processing. Gheck te status mmmnn;,mmwmlnwammnmmmimmnonrmmn

b. The status field should read ‘AWAITING ACCEPTANCE'.

STATUS

AWAITING ACCEPTANCE

A SUBMISSION ID’ will be generated automatically when an SPL is submitted to FDA.

Please Note: A ‘SUBMISSION ID’ does not always mean that the submission was accepted by FDA.
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The ‘Submission ID’ will also appear when the status is ‘Awaiting Acceptance’ and ‘Submission
Failure’.

4.3.4 Submission Accepted
1. When your submission has been validated by the FDA, you will receive an automatically generated
email to your account email address when the submission status changes.

Cosmetic Facility Registration Submission

e FDADirect@fda.hhs.gov
To

Thank you for submitting a Cosmetic Facility Registration to the FDA.
Your submission has gone through the FDA validation process. Click here to return to your account to check the status of your submission,

If clicking the link above does not work, copy and paste the URL below in a new browser window:
https://direct.preprod.fda.gov

If your request needs to be modified, please follow the instructions on the screen and then resubmit your request.

If you have gquestions, please contact the Help Desk at cosmeticsdirect@fda.hhs.gov.

Regards,
FDA Direct Team
(CDER Direct & Cosmetics Direct)

Please do not reply to this email. This message was sent to you using an automated system. It is not monitored for replies.

a. PLEASE NOTE: This email does NOT imply endorsement or approval. Cosmetic Product
Facility Registration and Cosmetic Product Listing is neither a cosmetic approval program
nor a promotional tool. FDA does not issue “certificates” for Cosmetic Product Facility
Registrations or Cosmetic Product Listings.

2. Re-enter into the FDA Direct platform to view your dashboard. The status column will change to
‘SUBMISSION ACCEPTED.’

RENEWAL/ LAST LAST
STATUS SETID ROOTID SUBMISSION ID VERSION FACILITY NAME RN (EL LS NEATION | e il DOCUMENT TYPE MODIFIED | MODIFIED
& ST DATE USER DATE

1bedchag-ga2a- 4a19945f-a5Th-
SUBMISSION COSMETIC FACILITY 05-FEB-2026
5. FACILITY NAME 1234567890 09-FEB-38 USER
ACCEPTED E‘b;’j eﬂu"j' 7 Eg: 063 CHRRENE REGISTRATION 12:00:00

a. PLEASE NOTE: At this point the process is finished and there is no further action
needed unless you need to make any changes to your registration.

i. Once a submission is accepted, the REGISTRATION STATUS will auto-
populate with the REGISTRATION STATUS set to CURRENT. If this is your
initial cosmetic product facility registration, the RENEWAL DATE will
also auto-populate. These fields appear only on the latest version of the
submission.

3. Clickon ‘SUBMISSION ACCEPTED’ to VIEW SPL and DOWNLOAD SPL.
4. Toview your SPL, click ‘VIEW SPL’

VIEW SPL
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5. Todownload your SPL for your records, click ' DOWNLOAD SPL’

DOWNLOAD SPL

4.3.5 Submission Failed

If the status column changes to ‘SUBMISSION FAILED’, your submission has not passed the
FDA’s automated validations and has been rejected.

RENEWAL/ LAST LAST
STATUS SETID ROOT ID SUBMISSION ID VERSION FACILITY NAME R SISO CANCELLED DOCUMENT TYPE MODIFIED MODIFIED
LH2] Ul DATE USER DATE

1.

48354bi4-ci0b- 48354bac-8bde-
summeaon (57 Sk POUTNAME  1psaseraso COBMENI FACILTY
6b94afaf242 Ga94afda32d4

a. You can open your submission at this stage to review error messages and update your

submission to correct them.

2 ERRORS HAVE OCCURRED

Telephone numbers must have any extensions separated by ";ext="{see Uniform Resource Identifier (URI) for Telephone Numbers RFC 3366). (Go to error)

US telephone numbers must have the format +1-aaa-bbb-cccc where "aaa™ must be the area code, and "bbb-cccc” the usual digit grouping of a local phone number.
(Go to error)

b. Submit again and your submission will once again be ‘AWAITING ACCEPTANCE.

If the status column changes to ‘SUBMISSION ACCEPTED’, refer to section 4.3.3 Submission
Accepted for additional information.

2.

4.3.6 Validation Failure

1. Afterclicking ‘SAVE AND VALIDATE’, the registration of cosmetic product facility home page
will have the following details. The status column will be in VALIDATION IN PROGRESS.
However, if the system finds any errors the status will change to VALIDATION FAILURE.

RENEWAL/ LAST LAST
STATUS SETID ROOT ID SUBMISSION ID VERSION FACILITY NAME EACK IRV RECISTRATION CANCELLED DOCUMENT TYPE MODIFIED MODIFIED
tE ALk DATE USER DATE

COSMETIC FACILITY

VALIDATION ?32315026;53“' ;eﬁyizz‘;z e FACILITY NAME
3 5 1234567850
FALURE 6294a90a7a31 6b94af0aedbd RESISTRATION

2. Click ‘VALIDATION FAILURFE’, the system will provide a list of errors that need to be fixed
before submitting the SPL:

2 ERRORS HAVE OCCURRED

Enter a valid Facility Phone Number. The phone number format should be <CountryCodes-<AreaCodes-< Subscriberbumbers (Go fo error]
= Facility Zip/Postal Code should be § digits with optionally a dash followed by 4 digits. (G0 10 emor)

After reviewing and fixing the errors, you can select ‘SUBMIT SPL’ to resubmit or ‘SAVE
AND VALIDATE' to check for any additional errors.

SUBMIT SPL SAVE AND VALIDATE
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4.3.7 Amending a Cosmetic Product Facility Registration
This document type should be selected if you are updating your registration within 60 days of any
changes to the information required for registration (section 607(a)(4) of the FD&C Act).

1. Loginto FDA Direct

2. Select ‘Registration of Cosmetic Product Facility’ under Cosmetic Registration and Listing section on
the left-hand side.

[ ——

oA FDA
Cosmetics

SSSI) Reoisiraton of Cosmeic Product Facilty

A e REGISTRATION OF COSMETIC PRODUCT FACILITY

Registration of Cosmetic Product Facility For assistance with vaidation errors in Cosm

rect, contact cosmeicsdirect@fda.hins,gov. For general Questions regarding electronic registration of cosmetic product aciltes, contact eRLC@Ia s, 00v.

‘Cosmetic Product Listing Asummary of registration information for

 product faciites is provided below. For more information, please also refer to: Registration & Listing of Cosmeic Product Facifties and Products.

in general,

Y
the description of “faciity” and exi
ESTABLISHMENT REGISTRATION & DRUG LISTING. e ke

uring or processing of a cosmetic product for distribution in the United States must register each facilty (sect
tion context: Guidance for Industry: Registration and Listing of Cosmetic Product Faciities and Products. For mor

for o FDAS guidance document for
o: Registration & Listing of Cosmetic

mation, p

lon process, the owner o
ed by FDA, see How can | request an

a facity will need o obtain an FEI number before subiting the faciy regisiration. To defermine if an entiy already has an FEI number, please refer to the FEI Search Portal. If your firm does not have an FEl
a1 FEI Search Portal fda.gov).

s

‘OUTSOURCING FACILITY REGISTRATION AND
FaciTy | ReGisTRation | SN S —
STATUS SETID ROOT ID UBMISSION ID VERSION FACILITY NAME CANCELLED DDOCUMENT TYPE MODIFIED FED | @
o . FEI | saTus DATE USER [

a O READY FOR
SUBMISSION

DSCSAANNUAL REPORTING
DRAFT

DRAFT

3. Navigate to the Registration of Cosmetic Product Facility Home Page to find your SPL
submission(s).

REGISTRATION OF COSMETIC PRODUCT FACILITY
For assistance with validation errors in Cosmetics Direct, contact cosmeticsdirect@fda hhs.gov. For general questions regarding electronic registration of casmetic product facilities, contact eRLC@fda.hhs.gov.

Asummary of registration informatien for cosmetic preduct facilities is provided below. For more information, please also refer to: Registration & Listing of Cosmetic Product Facilities and Products.

In general, every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribution in the United States must register each facility (section 607(a)(1) of the FD&C Act). Please refer to FDA's guidance document for

the description of “facility” and exemptions, such as for “small business" in the registration context: Guidance for Industry: Registration and Listing of Cosmetic Product Facilities and Products. For more information, please also refer to- Registration & Listing of Cosmetic
Product Facilities and Products.

To facilitate the registration process, the owner or operator of a facilty will need to obtain an FEI number before submitting the facility registration. To determine if an entity already has an FEI number, please refer to the FEI Search Portal. If your firm does not have an FE
number assigned by FDA, see How can | request an FEI? at FEI Search Portal (fda.gov)

ﬂ ACTIONS v SEARCH BRAND CREATE NEW / UPLOAD FILE

RENEWAL/ LAST LAST
STATUS SETID ROOTID SUBMISSION ID VERSION FACILITY NAME EACILIRGY ([REGISTRATION CANCELLED DO ENT TYPE MODIFIED MODIFIED
L7z] SIS ATE USER DATE

e For additional information on the descriptions for each column, refer to Section
4.5.1.

e A Self-Help box is also available at the bottom of the left side underneath
all the submission boxes. This box contains articles and weblinks for
additional information. It is also available on the FDA Direct home pages.
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SELF HELP

Structured Product Labeling Resources
UNII Search

Request UNII

DUNS Search

FEI Search Portal

Registration and Listing of Cosmetic
Product Facilities and Products
Industry Guidance

Tutorials

¢ The Search bar is available on the Registration of Cosmetic Product Facility Listing home
page. To choose a specific column for searching, click the arrow located next to the
magnifying glass to search.

e A user can search any previous submission or current submission
by providing the Facility Name, FEI, Registration Status, Set ID,
Root ID, or the submission ID number. Additional selections can
be searched when the magnifying glass icon is selected:

PLEASE NOTE: Searches for Brand Name can only be performed by selecting the
‘SEARCH BRAND’ button located to the right of the Registration of Cosmetic Product
Facility Listing Home Page.

‘ SEARCH BRAND

4. Click on the SPL submission you wish to amend.

5. Under Document Type, select ‘'COSMETIC PRODUCT FACILITY REGISTRATION —
AMENDMENT'.

== DOCUMENT TYPE DETAILS

Document Type: * COSMETIC FACILITY REGISTRATION w
--Select One--
setD: ™ COSMETIC FACILITY REGISTRATION

COSMETIC FACILITY REGISTRATION - ABBREVIATED RENEWAL

_ COSMETIC FACILITY REGISTRATION - AMENDMENT
Root ID; * COSMETIC FACILITY REGISTRATION - BIENNIAL RENEWAL

""""""""""""" COSMETIC FACILITY REGISTRATION - CANCELLATION

6. Update the submission details by following the instructions provided in Section 4.3 steps 9 - 20.

7. Submit the SPL to FDA by following the instructions provided in Section 4.3.2.
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4.3.8 Canceling a Cosmetic Product Facility Registration

This document type should be selected if you are updating your registration within 60 days of any

changes to the information required for registration (section 607(a)(4) of the FD&C Act), which includes
any changes that result in cancellation of the registration.

1. Loginto FDA Direct

2. Select ‘Registration of Cosmetic Product Facility’ under Cosmetic Registration and Listing section on
the left-hand side.

A FDA

LS Regisiration of Cosmeic Product Facilty

g electronic regisration of cosmetic product facilies, contact gRLC@fda.hhs. gov.

prod efer to: Registration & Listing of Cosmeic Product Facilties and Products

s or operates a facity that engagy
cemptions, such s for “small busin

he manufacturing or osi
inthe

meic product for distibution in the Urited States must register each facity (section 607(a)(1) of the FD&C Acl). Please refer to FDA's guidance document for
n context: Guidance for Industry: Registration and Listing of Cosmetic Product Faciities and Products. For more information, please also refer to: Registration & Listing of Cosmetic

ESTABLISHMENT REGISTRATION & DRUG LISTING.

ation process, the operator of a facilty will ieed to obtain an FEI number before submitting the facity registraton. To determine

ocess, the owner o an entity aiready has an FEI number, please refer to the FEI Search Porta. Ifyour fim does not have an FE
DA, see How can | request an FEI? at FE Search Portal (1da.gov).

[co [ rcrons scascnonawo 1 CrenTenew oo

RENEWALI s | Last
status serio RooTID Ep— Version | ecumywawe | FACLTY | REGISTRATON | Glceilen | pocumewtTvpe | mooiiED | MooRED | @
) SIS DATE USER DATE

READY FOR
SUBMISSION

OUTSOURCING FACILITY REGISTRATION AND
PRODUCT REPORTING

DSCSAANNUAL REPORTING

3. Navigate to the Registration of Cosmetic Product Facility Home Page to find your SPL
submission(s).

REGISTRATION OF COSMETIC PRODUCT FACILITY
For assistance with validation errors in Gosmetics Direct, contact cosmeticsdirect@fda hhs.gov. For general questions regarding electronic registration of cosmetic product facilities, contact eRLC@fda hhs.gov.

Asummary of registration information for cosmetic product faciliies s provided below. For more information, please also refer to: Registration & Listing of Cosmetic Product Facilities and Products.

In general, every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribution in the United States must register each facility (section 607(a)(1) of the FD&C Act). Please refer to FDA's guidance document for

the description of “facility” and exemptions, such as for “small business" in the registration context: Guidance for Industry: Registration and Listing of Cosmetic Product Facilities and Products. For more information, please also refer to: Registration & Listing of Cosmetic
Product Facilities and Products

To facilitate the registration process, the owner or operator of 2 facility will need to obtain an FEI number before submitting the faciity registration. To determine if an entity already has an FEI number, please refer to the FEI Search Portal. If your firm does not have an FE
number assigned by FDA, see How can | request an FEI? at FE| Search Portal (fda.gov),

E ACTIONS v SEARCH BRAND CREATE NEW / UPLOAD FILE

RENEWAL/ LAST LAST
STATUS SETID ROOTID SUBMISSION ID FACILITY NAME BRI | LAga e ] CANCELLED DOCUMENT TYPE MODIFIED MODIFIED
FEI STATUS DATE

e For additional information on the descriptions for each column, refer to Section
4.5.1.

e A Self-Help box is also available at the bottom of the left side underneath
all the submission boxes. This box contains articles and weblinks for
additional information. It is also available on the FDA Direct home pages.
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SELF HELP

Structured Product Labeling Resources
UNII Search

Request UNII

DUNS Search

FEI Search Portal

Registration and Listing of Cosmetic
Product Facilities and Products
Industry Guidance

Tutorials

¢ The Search bar is available on the Registration of Cosmetic Product Facility Listing home
page. To choose a specific column for searching, click the arrow located next to the
magnifying glass to search.

e A user can search any previous submission or current submission
by providing the Facility Name, FEI, Registration Status, Set ID,
Root ID, or the submission ID number. Additional selections can
be searched when the magnifying glass icon is selected:

PLEASE NOTE: Searches for Brand Name can only be performed by selecting the
‘SEARCH BRAND’ button located to the right of the Registration of Cosmetic Product
Facility Listing Home Page.

‘ SEARCH BRAND

4. Click on the SPL submission you wish to cancel.
5. Under Document Type, select ‘COSMETIC PRODUCT FACILITY REGISTRATION — CANCELLATION'.

= DOCUMENT TYPE DETAILS
Document Type: * COSMETIC FACILITY REGISTRATION - CANCELLATION w
--Select One--
SetID: ™ COSMETIC FACILITY REGISTRATION

COSMETIC FACILITY REGISTRATION - ABBREVIATED RENEWAL
_ COSMETIC FACILITY REGISTRATION - AMENDMENT
Root ID: * COSMETIC FACILITY REGISTRATION - BIENNIAL RENEWAL

""""""""""""""""" COSMETIC FACILITY REGISTRATION - CANCELLATION

a. PLEASE NOTE: The following message will appear, “By selecting this document type, any
changes made to the submission will be lost and the submission details will be reverted
to the previous submission.” Select ‘OK’:
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By selecting this document type, any changes
made to the submission will be lost and the
submission details will be reverted to the
previous submission.

owee [ ox_

6. Afterselecting ‘OK’, the fields for Registration Details and Additional Contact Information for
Authorized Agent will be grayed out and can no longer undergo changes.

7. Inthe ‘CONFIRMATION STATEMENT’ section, fill in the following optional blank fields: Click on the
calendar icon to select the date. Enter the full ‘NAME OF THE SUBMITTER’. Click ‘“AGREE’ after
reading and understanding the confirmation statement.

I CONFIRMATION STATEMENT I

The data and information in this submissicn have been reviewed and, to the best of my knowledge, are cerlified fo be frue and accurate. | agres to report changes o this information and renew as required
under section 607 of the Federal Food, Drug and Cosmetic Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.

[ o | £ e

Name of Submitter

PLEASE NOTE: If you enter information into any field in this section, all other
fields in the section will also need to be entered.

8. Click ‘SUBMIT SPL’ to submit your cancellation request to FDA.

| SUBMIT SPL |
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4.3.9 Biennial Renewal of a Cosmetic Product Facility Registration

This document type should be selected to renew your registration biennially (i.e., every two years) with
changes.

1. Loginto FDA Direct

2. Select ‘Registration of Cosmetic Product Facility’ under Cosmetic Registration and Listing section on
the left-hand side.

A FDA

Cosmetics

PUETSE=SS Reoisivaion of Cosmeiic Product Facilty

i S L REGISTRATION OF COSMETIC PRODUCT FACILITY

‘Cosmetic Product Listing

Asummary of registration information for cosmeti product faciltes is p

ided below. For more information, please also refer to: Registration & Listing of Cosmeic Product Faciltes and Products

In general, every person that owns or operates a facity that engages in th facturing or processing of a cosmetic product or distibution i the United States must register each facily (section 607(a)(1) of the

FDAC Act). Please refer to FDA's guidance document for

BTN REGETRATION S ORUE LIETRG the description of ‘facity” and exemptions, such as for “small business” i the jon context: Guidance for Industry: Registration and Listing of Cosmetic Product Facilies and Products. For more information, ple er to: Registration & Listing of Cosmefic
Product Facilties and Products.
To faciftate the process, the owner or operator of a facilty will need to obtain an FEI number before submitting the facity registration. To determine if an entiy already has an FEI number, please refer to the FE Search Portal.If our rm does not have an FE}
number assigne How can | request an FEI? at FEI Search Portal (fda.gov).

[co [ rcrons- scancnouawo [ crenrenew s

‘UTSOURCING FACILITY REGISTRATION AND
PRODUCT REPORTING FACILITY | REGISTRATION | RENEWAL! i bl
sTaTUS SETID ROOTID SUBMISSION ID VERSION | FACILITY NAME CANCELLED DOCUMENT T MODIFIED | MODIFIED
. il i DATE USER [

" READY FOR
SUBMISSION

DSCSAANNUAL REPORTING
DRAFT

DRAFT

3. Navigate to the Registration of Cosmetic Product Facility Home Page to find your SPL
submission(s).

REGISTRATION OF COSMETIC PRODUCT FACILITY
For assistance with validation errors in Cosmetics Direct, contact cosmeticsdirect@fda hhs.gov. For general questions regarding electronic registration of cosmetic product facilities, contact eRLC@fda.hhs.gov.

A summary of regisiration information for cosmetic product facilities is provided below. For more information, please also refer to: Registration & Listing of Cosmetic Product Facilities and Products.

In general, every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribution in the United States must register each facility (section 607(a)(1) of the FD&C Act). Please refer to FDA's guidance document for

the description of “facility” and exemptions, such as for “small business” in the registration context: Guidance for Industry: Registration and Listing of Cosmetic Product Facilities and Products. For more information, please also refer to: Registration & Listing of Cosmetic
Product Facilities and Products.

To facilitate the regisiration process, the owner or operator of a facility will need to obtain an FEI number before submitting the facility registration. To determine if an entity already has an FEI number, please refer to the FEI Search Portal. If your firm does not have an FEI
number assigned by FDA, see How can | request an FEI? at FEI Search Portal (fda.gov)

ﬂ ACTIONS v SEARCH BRAND CREATE NEW / UPLOAD FILE

RENEWAL/ LAST
STATUS SETID ROOTID SUBMISSION ID VERSION FACILITY NAME FACIL Y | HEGESTRATY CANCELLED NT TYPE MODIFIED MODIFIED
(=] SEAILS DATE USER \TE

e For additional information on the descriptions for each column, refer to Section
4.5.1.

e A Self-Help box is also available at the bottom of the left side underneath
all the submission boxes. This box contains articles and weblinks for
additional information. It is also available on the FDA Direct home pages.
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¢ The Search bar is available on the Registration of Cosmetic Product Facility Listing home
page. To choose a specific column for searching, click the arrow located next to the
magnifying glass to search.

e A user can search any previous submission or current submission
by providing the Facility Name, FEI, Registration Status, Set ID,
Root ID, or the submission ID number. Additional selections can
be searched when the magnifying glass icon is selected:

PLEASE NOTE: Searches for Brand Name can only be performed by selecting the
‘SEARCH BRAND’ button located to the right of the Registration of Cosmetic Product
Facility Listing Home Page.

‘ SEARCH BRAND

4. Click on the SPL submission you wish to submit for biennial registration. The ‘Document Type’ will
be defaulted to ‘Select One’ when creating a new version.

All Submissions Registration of Cosmetic Product Facility SPL Submission .!,

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@ida hhs gov.

- DOCUMENT TYPE DETAILS

Document Type: * —Select One— v
setip: * ‘1belcbae-8a2a-9b76-e063-6294a90a4fal Generate New Version Number: ¥ 5
Root ID: * 39a8d13d-63d1-5d18-e063-6b94af0a53da Generate New Effective Date: * 07-11-2025

5. Under Document Type, select ‘COSMETIC PRODUCT FACILITY REGISTRATION —
BIENNIAL RENEWAL'.
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All Submissions Registration of Cosmetic Product Facility SPL Submission ,i,

SUBMIT SPL SAVE AS DRAFT m

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product f
required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and productd

= DOCUMENT TYPE DETAILS

Document Type: * ~Select One— v

—-Select One-

COSMETIC FACILITY REGISTRATION

COSMETIC FACILITY REGISTRATION - ABBREVIATED RENEWAL
COSMETIC FACILITY REGISTRATION - AMENDMENT

COSMETIC FACILITY REGISTRATION - BIENNIAL RENEWAL

COSMETIC FACILITY REGISTRATION - CANCELLATION
= REGISTRATION _ . __

Is this a facility registration for a small business (optional registration)?: m

e PLEASE NOTE: The following message will appear, “Every person who is required to
register a facility must renew such registration biennially (i.e., every two years) (section
607(a)(2) of the FD&C Act). You have until the renewal date to renew your facility
registration. Cosmetic product registration renewals can be submitted earlier than two
years.” Select, ‘OK’ to proceed.

Every person who is required to register a
facility must renew such registration biennially
(Le., every two years) (section 607(a)(2) of the
FD&C Act). You have until the renewal date to
renew your facility registration. Cosmetic
product registration renewals can be
submitted earlier than two years.

6. Update the submission details by following the instructions provided in Section 4.3 steps 9 - 20.

7. Submit the SPL to FDA by following the instructions provided in Section 4.3.2.
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4.3.10 Abbreviated Renewal of a Cosmetic Product Facility Registration

FDA is providing for an abbreviated renewal of registrations when there have not been any updates to

the registration since the most recent facility registration submission, as required under section
607(a)(5) of the FD&C Act.

1. Loginto FDA Direct

2. Select ‘Registration of Cosmetic Product Facility’ under Cosmetic Registration and Listing section on
the left-hand side.

[ ——

A FDA

Cosmetics

e

PUETSESS Reo:siration of Cosmetc Product Facilty

O R e REGISTRATION OF COSMETIC PRODUCT FACILITY

Registration of Cosmetic Product Facility For assistance with vaidation errors in Cosmefic

ect, contact cosmelicsdirect@ida hhs.gov. For general questions regarding electronic registrtion of cosmetic product faciities, contact eRLC@ida.hhs. gov.

efer to: Registration & Listing of Cosmeic Product Facilties and Products.

‘Cosmetic Product Listing

Asummary of registratin information

osmetic product facilies is provided below. For more information, plea
In general, every person that owns or operates a faciy that engages

S TABLISMENT REGISTRATION & DRUC LISTHG] the description of faciity” and exemptions, such as for ‘small business” n the

Product Facilties and Products.

facturing or processing of a cosmeti product for distibution in the United States must register each facilty (section 607(a)(1) ofthe FD&C Act). Please refer to FDA's guidance document for

straion context: Guidance for Industry: Registration and Listing of Cosmetic Product Facilties and Products. For more information, please also refer to: Registration & Listng of Cosmetic

tion process, the owner or operator of a facilty ill need to obtain an FEI number before submitting the faciity registration. To determine if an entiy already has an FEI number, please refer to the FEI Search Portal. Ifyour fim does not have an FE
/20 by FDA, see How can | request an FEI? at FEI Search Portal (fda.gov).

OUTSOURCING FACILITY REGISTRATION AND.
PRODUCT REPORTING FACIITY | REGISTRATION | RENEWAL! bl kel
STATUS SETID ROOT ID SUBMISSION ID VERSION FACILITY NAME CANCELLED DDOCUMENT TYPE MODIFIEI oDIFIED | @
ut s =) QLU DATE USER DATE

IH

READY FOR
SUBMISSION

DSCSAANNUAL REPORTING
DRAFT

3. Navigate to the Registration of Cosmetic Product Facility Home Page to find your SPL
submission(s).

REGISTRATION OF COSMETIC PRODUCT FACILITY
For assistance with validation errors in Cosmetics Direct, contact cosmeticsdirect@fda hhs.gov. For general questions regarding electronic registration of cosmetic product facilities, contact gRLC@fda hhs.gov.

A summary of regisiration infoermation for cosmetic product facilifies is provided below. For more information, please also refer to: Registration & Listing of Cosmetic Product Facilities and Producis.

In general, every person that owns or operates a facility that engages in the manufacturing or processing of a cosmetic product for distribution in the United States must register each facility (section 607(a)(1) of the FD&C Act). Please refer to FDA's guidance document for

the description of “facility” and exemptions, such as for “small business" in the registration context: Guidance for Industry: Registration and Listing of Cosmetic Product Facilities and Produls. For more information, please also refer to: Registration & Listing of Cosmetic
Product Facilities and Products.

To facilitate the registration process, the owner or operator of a facility will need to obtain an FEI number before submitting the facility registration. To determine if an entity already has an FEI number, please refer to the FEI Search Portal. If your firm does not have an FEI
number assigned by FDA, see How can | request an FEI? at FEI Search Portal (fda.gov)

ﬂ ACTIONS v~ SEARCH BRAND CREATE NEW / UPLOAD FILE

RENEWAL/ LAST LAST
STATUS SETID ROOTID SUBMISSION ID FACILITY NAME EACILING [|MEGESTRATRON CANCELLED DOCUMENT TYPE MODIFIED MODIFIED
FEI STATUS DATE USER

e For additional information on the descriptions for each column, refer to Section
4.5.1.

e A Self-Help box is also available at the bottom of the left side underneath
all the submission boxes. This box contains articles and weblinks for
additional information. It is also available on the FDA Direct home pages.
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¢ The Search bar is available on the Registration of Cosmetic Product Facility Listing home
page. To choose a specific column for searching, click the arrow located next to the
magnifying glass to search.

e A user can search any previous submission or current submission
by providing the Facility Name, FEI, Registration Status, Set ID,
Root ID, or the submission ID number. Additional selections can
be searched when the magnifying glass icon is selected:

PLEASE NOTE: Searches for Brand Name can only be performed by selecting the
‘SEARCH BRAND’ button located to the right of the Registration of Cosmetic Product
Facility Listing Home Page.

‘ SEARCH BRAND

4. Click on the SPL submission you wish to abbreviate. The ‘Document Type’ will be defaulted to
‘Select One’ when creating a new version.

SPL has been successfully cloned.

All Submissions  Registration of Cosmetic Product Facility S aRmus 3

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE m m

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@ida hhs gov.

= DOCUMENT TYPE DETAILS

Document Type: * —Select One— v
setip: * 1belcbae-8a2a-9b76-e063-6294a90a4fa’ Generate New Version Numpber: * 5
Root ID: * 39a8d13d-63d1-5d18-e063-6b94af0a53da Generate New Effective Date: * 07-11-2025 |53

5. Under Document Type, select ‘COSMETIC PRODUCT FACILITY REGISTRATION — ABBREVIATED
RENEWAL'.
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SPL has been successfully cloned.

All Submissions Registration of Cosmetic Product Facility SPL Submission j,

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE @ m

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field.

For assistance with validation errors and general questions regarding electronic regi: 1 and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda.hhs.gov.

== DOCUMENT TYPE DETAILS

Document Type: * ~Select One— v

—Select One—
COSME EACIITY REGISTIRATION

COSMETIC FACILITY REGISTRATION - ABBREVIATED RENEWAL
Root ID: * Effective Date: * 07-11-2025 B

COSMETIC FACILITY REGISTRATION - BIENNIAL RENEWAL
COSMETIC FACILITY REGISTRATION - CANCELLATION

Setip:*

Version Number: * 5

== REGISTRATION

e PLEASE NOTE: The following message will appear, “Every person who is required to
register a facility must renew such registration biennially (i.e., every two years)
(section 607(a)(2) of the FD&C Act). You have until the renewal date to renew your
facility registration. Cosmetic product registration renewals can be submitted
earlier than two years.”

Every person who is required to register a
facility must renew such registration biennially
(L.e., every two years) (section 607(a)(2) of the
FD&C Act). You have until the renewal date to
renew your facility registration. Cosmetic
product registration renewals can be
submitted earlier than two years.

e PLEASE NOTE: The following message will appear, “By selecting this document type,
you are certifying that no changes have been made to your registration since the
previous registration was submitted. Any draft changes made to your submission
will be lost, and submission details will be reverted to the previous submission.”
Select, ‘OK’ to proceed.
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By selecting this document type, you are
cerifying that no changes have been made to
your registration since the previous
registration was submitted. Any draft changes
made to the submission will be lost, and
submission details will be reverted to the
previous submission.

6. After selecting ‘OK’, the fields for Registration Details and Additional Contact Information for
Authorized Agent and Facility Brand Names will be grayed out and can no longer undergo
changes.

7. Inthe ‘CONFIRMATION STATEMENT section, fill in the following optional blank fields: Click on the
calendar icon to select the date. Enter the full ‘NAME OF THE SUBMITTER’. Click ‘AGREE’ after
reading and understanding the confirmation statement.

I * CONFIRMATION STATEMENTI

The data and information in this submission have been reviewed and, o the best of my knowledge, are cerdified to be frue and accurate. | agree to report changes to this information and renew as required
under section 607 of the Federal Food, Drug and Cosmetic Act

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.

PLEASE NOTE: If you enter information into any field in this section, all other
fields in the section will also need to be entered.

8. Click ‘SUBMIT SPL’ to submit your request to FDA.

| SUBMIT SPL |
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roduct Listing

2. Select ‘Cosmetic Product Listing’ under the Cosmetic Registration and Listing section, on the

left side of the FDA Direct menu.

A FDA
Cosmetics

Ml Submigsicns Cosmetic Product Listing

A FDA
Cosmetics

All Submissions Cosmefic Product Listing

Registration of Cosmetic Product Facility For assistance with validation erors in Cosmetice Direct, contact cosmeticsg

Cosmetic Product Listing A summary of listing information for cosmetic products is provided below. Fol

In general, for each cosmetic product, the responsible person must submit a

ESTABLISHMENT REGISTRATION & DRUG LISTING ;tgmittl:ns, such as for “small business” in the product listing context: Guidz

Establishment Registra

(]

STATUS SETID ROOTID
QUTSOURCING FACILITY REGISTRATION AND

el Sl SUBMISSION 3a0ecehb-4576-4467-2063-  3asEbGee-dadb-ac

| comenc eosranon anousme | g —
COSMETIC REGISTRATION AND LISTING Outso: ST tion
COSMETIC PRODUCTLISTING Ouzcurcag Far g e 32c123e0-cT10-68fa-063-  3a87d702-1571-12
Registration of Cosmetic Product Facility For assistance with validation errors in Ccsmetics T v 6394a90a3495 6b94af0alfed
Cosmetic Product Listing A summary of iisting information for cosmetic pred SUBMISSION 32c123e0-c710-68fa-e063-  3a87d32a-a16f-d6
ACCEPTED 63942903495 Bb94af0asiag

3. Navigate to the Cosmetic Product Li

sting Home Page AFTER selecting ‘Cosmetic Product

Listing’ under the Cosmetic Registration and Listing section, on the left side of the FDA
Direct menu. This will navigate the user to the Cosmetic Product Listing Home Page. The
Cosmetic Product Listing Home Page will provide the ability to view all the previous

product listing submissions based o

n the user’s accessibility.

COSMETIC PRODUCT LISTING

(@fda hhs gav.

o0 [ scrovs~

For assistance with validation errors in Cosmetic Direct contact cosmeticsdirect@ida hhs.gov. For general questions regarding electronic registration and listing of cosmetic product facilities

LAST
STATUS SETID ROOTID SUBMISSION ID VERSION DOCUMENT TYPE HESLON e DETAILS MODIFIED
PERSON NAME USER

contact

SEARCH PRODUCT CREATE NEW / UPLOAD FILE

LAST
MODIFIED
DATE

e Status: The status of each submission within Cosmetics Direct. The status types are
draft, validation in process, validation failure, ready for submission, and submission

accepted.

e A Self-Help box is also available at the bottom of the left side underneath all

the submission boxes.
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e This box contains articles and weblinks for additional information. It is also
available on the FDA Direct home pages as well.

e A Search Bar is available on the Cosmetic Product Listing home page. To choose a specific
column to search, click the arrow located next to the magnifying glass.

O ==

e Auser can search any previous submission or current submission by providing
the Responsible Person Name, Set ID, Root ID, or the submission ID number.

e A product can be searched by select the SEARCH PRODUCT box next to CREATE
NEW/UPLOAD FILE.

SEARCH PRODUCT

e Select ‘CREATE NEW/UPLOAD FILE’ to begin the Cosmetics Product Listing submission
process.

CREATE NEW / UPLOAD FILE

4. Click ‘Create New/Upload File’:

CREATE NEW COSMETIC PRODUCT LISTING

Create a new Cosmetic Product Listing using a blank form
Import an existing Cosmetic Product Listing

Note: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard.

5. Click on the 'CREATE NEW/UPLOAD FILE’ button. This will open a new window where you will
be given two options: Create a new Cosmetic Product Listing using a blank form or Import
(upload) an existing Cosmetic Product Listing using a SPL stored on your computer in a valid
XML zip file. Importing an existing Cosmetic Product Listing SPL will be beneficial for bulk
submission of multiple product listings under one submission.

SPL (Structured Product Labeling) is a document markup standard approved by Health Level
Seven (HL7) and adopted by FDA as a mechanism for exchanging product and facility
information.
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e If you are importing (uploading) an existing Cosmetic Product Listing SPL file containing
multiple product listings, make sure that the file is in the correct SPL format. This file
may contain both the XML file and image (jpg) files, for bulk submission. Once the file
has been uploaded, a user can SAVE AND VALIDATE to run a system validation check or
SUBMIT SPL.

e Thisis an example of a zip file. Please ‘UPLOAD’ a zip file that contains the SPL file with
the name as the ROOT ID followed by ‘.xml’.

UPLOAD COSMETIC PRODUCT LISTING FILE

Cosmetic Product Listing File
O BaER- 105807 1 T-aDi-ob IR 02 ob), am E'ﬂ

Hots:

[ _vreono  [EERRS

Select ‘Create a New Cosmetic Product Listing using a blank form’ then click ‘Continue’:

CREATE NEW COSMETIC PRODUCT LISTING

o Create a new Cosmetic Product Listing using a blank form

Import an existing Cosmetic Product Listing SPL

Note: To update an existing submission, click on CANCEL and SELECT a submission with the status SUBMISSION ACCEPTED from the table in the prior page / Dashboard

e This will allow users to create a new product listing for a cosmetic product using a blank
form.
A blank template will display with required and optional fields, a red asterisk (*) indicates a
required field throughout the submission process:
All Submissions Cosmetic Product Listing ‘L

SUBMIT SPL SAVE AS DRAFT saveanovaoare - peere | <creuRN |

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda.hhs.gov.

+ DOCUMENT TYPE DETAILS
* PRODUCT, INGREDIENT AND FACILITY LISTING OF THE COSMETIC PRODUCT
* CONFIRMATION STATEMENT

* ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

Enter the required information as indicated by red asterisk (*) throughout the submission
process.

PLEASE NOTE: For assistance with validation errors in Cosmetics Direct contact
CosmeticsDirect@fda.hhs.gov. For general questions regarding electronic registration and listing of
cosmetic product facilities and products, contact eRLC@fda.hhs.gov.
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9. Atour guide '==2lis available to walk a user through the submission icon.
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SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE DELETE m

SUBMIT SPL: Submit SPL will send the submission to FDA for additional validation and

processing.

e SAVE AS DRAFT: The Save As Draft button allows you to save your work,

preserving your progress without submitting it to the FDA.

e SAVE AND VALIDATE: You can check your SPL for an initial validation before
submitting to FDA. This option scans for certain errors prior to the actual submission
but does not automatically submit your SPL to FDA, even if it passes the initial

validation.

e DELETE: This will remove the submission from your account.

e RETURN: This will guide the user to Cosmetics Product Listing Submissions home page

without saving your changes.

10. Select the “ +’ to open or ‘-

‘to close the DOCUMENT TYPES section of the COSMETIC

PRODUCT LISTING to focus one section at a time. A red asterisk (*) indicates a required field

throughout the submission process: l_‘|:|

Note: Click on the Data Element Name for each field below to display instructions
required fieid

and helpful hints for filling

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirsCt/@1da hhs. gov.

= DOCUMENT TYPE DETAILS

Document Type: * GOSMETIC PRODUCT LISTING ~

setiD: OcTddbff-bfe9-3dab-2063-fa95bdDaadcs Generate New Version Number: *

Root ID: * 0c7ddbfi-bfea-3dab-e063-fa95b40aadcs Generate New

12-14-2023

Effective Date: *

+ PRODUCT, INGREDIENT AND FACILITY LISTING OF THE COSMETIC FRODUCT

+ CONFIRMATION STATEMENT

= ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

out this Registration of Cosmetic Product Facility submission form. A red asterisk (%) indicat

e PLEASE NOTE: The DOCUMENT TYPE of the DOCUMENT TYPE DETALILS section is
preselected to COSMETIC PRODUCT LISTING, which is the initial or new submission. The
Set ID, Root ID, Version Number, and Effective Date fields will always auto-populate:

11. Select ’'DOCUMENT TYPE DETAILS’. A red asterisk (*) indicates a required field throughout the

submission process:

* DOCUMENT TYPE DETAILS

Document Type: * COSMETIC PRODUCT LISTING v

SetD: * Oc7ddbff-bfe8-3dab-e063-fagbb40aadch Generate New Version Number: * 1

Root ID: * 0c7ddbff-bfea-3das-e063-fad5b40aadced Generate New Effective Date: * 12-14-2023
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e PLEASE NOTE: Selecting the dotted underlined words throughout the system will pop up
a tooltip with brief explanation/definitions, along with the link to FDA’s Guidance for
Industry: Registration and Listing of Cosmetic Product Facilities and Products.

12. Select one of the ‘DOCUMENT TYPE’ by selecting the drop-down icon, a red asterisk (*)
indicates a required field throughout the submission process:

e DOCUMENT TYPES INFORMATION*:

e COSMETIC PRODUCT LISTING: The responsible person of a cosmetic product
that is marketed on December 29, 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 is first marketed after December 29, 2022,
within 120 days of marketing such product in interstate commerce (section
607(c)(2) of the FD&C Act).! Consistent with the approach for registration of a
facility that starts manufacturing or processing cosmetic products after
December 29, 2022 (section 607(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.

e PLEASE NOTE: Cosmetic Product Listing is preselected when
creating a new cosmetic product listing SPL application form.

e COSMETIC PRODUCT LISTING - 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.

e PLEASE NOTE: When making this selection an ALERT box will appear,
“By selecting this document type, you are certifying that no changes
have been made to your product listing since the previous listing was
submitted.”

By selecting this document type, you are
certifying that no changes have been made to
your Cosmetic Product Listing since the
previous submission was submitted. Any
changes made to the submission will be lost
and the submission details will be reverted to
the previous submission.

I 8

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

e PLEASE NOTE: Selecting this document type will allow you to make
changes to your submission. For more information visit: Registration and
Listing of Cosmetic Product Facilities and Products: Guidance for Industry

(fda.gov)

¢ Discontinue: The discontinuation of cosmetic product listing
feature provides responsible persons the option to discontinue
cosmetic products previously listed in Cosmetics Direct that are no
longer on the market.

e Relist: The relist feature provides responsible persons the
option to relist cosmetic products that were previously
discontinued in Cosmetics Direct.

13. The Set ID, Root ID, Version Number, and Effective Date fields will always auto-populate for
the INITIAL SUBMISSION. When an SPL submission changes, a new Root ID is assigned to the
new SPL submission along with a NEW VERSION NUMBER.

SetID: * 0ae8f51{-68ca-38ff-e063-fa95b40ac7 58 Generate New Version Number: * 1

Root ID: * 0ae851f-68cb-38ff-6063-fag5b40ac758 Generate New Effective Date: * 11-24-2023

o PLEASE NOTE: Select words are underlined and provide definitions. Select each field and
a tool tip will pop up with additional information related to that specific field.

e There are four elements under section one: Document Type Details
e SetlID
e RootID
e Version Number
e Effective Date
e INFORMATION on these four elements:

e SET ID*: This field is auto generated by the system. The Set ID uniquely
identifies a group of versions of an SPL submission. Upon modification of an
SPL submission, a new Root ID is generated for the updated submission, while
the Set ID remains the same across all versions. The Set ID is a Globally Unique
Identifier (GUID). A GUID is a string of numbers and lower- case letters
generated using a specifically defined mathematical algorithm to ensure a very
low probability of identical GUID used in the same system. An example is:
9aa9d2e6-6982-48e5-831d-dbe7c04alded.

SetID: * 0ae8f51f-68ca-38ff-e063-fa95b40ac758 Generate New

e ROOT ID*: This field is auto generated by the system. The Root ID uniquely
identifies a specific SPL file. Each new version of an SPL file has a new id root.
The id root is a Globally Unique Identifier (GUID). A GUID is a string of numbers
and lower-case letters generated using a specifically defined mathematical
algorithm to ensure a very low probability of identical GUID used in the same
system. An example is: 9aa9d2e6-6982-48e5-831d- dbe7c04alded.
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e 0ae8f51f-68cb-38ff-e063-fa95b40ac758

Generate New

VERSION NUMBER*: The Version Number gives sequential order to the different
versions of an SPL submission. The version number is a whole number greater
than zero, such as 6, 7, or 8. The version number is increased with each change
to the SPL submission. Enter a number greater than zero (0) in the Version
Number field.

Version Number: * 1

EFFECTIVE DATE*: The date the submission is created, which can be edited by
users until the SPL is submitted to FDA. However, the system will only use the
actual registration date accepted by FDA. It also provides a date reference to the
SPL version. Select the date by clicking on the calendar icon.

Effective Date: * 11-06-2023

14. Fill in the blank fields in the PRODUCT, INGREDIENT AND FACILITY LISTING OF THE
COSMETIC PRODUCT section. A red asterisk (*) indicates a required field throughout the
submission process:

Responsible Person
f=BsiEl ou falel)

Responsible Person

PRODUCT, INGREDIENT AND FACILITY LISTING OF THE COSMETIC PRODUCT

Is this 2 product listing for a small business (optional product listing)?:

Type of Business:

[ vANUFACTURER | i} PACKER | [l DISTRIBUTOR

PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

Add all required information by selecting ADD PRODUCT(S), INGREDIENT(S), AND FACILITY(IES).

Responsible Person Phone
Number

(Include Country/Area Code): *

Responsible Person
B mbi

umber for
on the Product

AADD PRODUGT(S), INGREDIENT(S), AND FACILITY(IES)

e PLEASE NOTE: By selecting the dotted underlined words throughout the system will pop
up a tooltip with brief explanation/definitions, along with the link to FDA’s Guidance
for Industry: Registration and Listing of Cosmetic Product Facilities and Products.

15. Fill in the blank fields in the RESPONSIBLE PERSON section of the PRODUCT, INGREDIENT
AND FACILITY LISTING OF THE COSMETIC PRODUCT section. A red asterisk (*) indicates a
required field throughout the submission process:

{if applicable):

PRODUCT, INGREDIENT AND FACILITY LISTING OF THE COSMETIC PRODUCT

Is this a product listing for a small business (optional product listing)?:

Type of Business:

[l vanurAcTURER | [ PACKER | [l DISTRIBUTOR

Parent Company Name

Responsible Person Phone
Number

PRODUCT, INGREDIENT AND FACILITY LISTING OF THE COSMETIC PRODUCT section. A
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red asterisk (*) indicates a required field throughout the submission process:

e Isthis product listing for a small business?: (Optional field) Indicate whether you are
listing the product(s) for a small business as defined in section 612 of the FD&C Act.

e Section 612 of the FD&C Act provides exemptions for certain small
businesses from the requirements of section 607 (Registration and Product
Listing). However, such exemptions from the requirements of section 607 of
the FD&C Act do not apply to any responsible person or facility engaged in
the manufacturing or processing of any of the following products listed in
section 612(b) of the FD&C Act:

e Cosmetic products that regularly come into contact with mucus
membrane of the eye under conditions of use that are customary or
usual.

e Cosmetic products that are injected.

e Cosmetic products that are intended for internal use.

e Cosmetic products that are intended to alter appearance for more than
24 hours under conditions of use that are customary or usual and
removal by the consumer is not part of such conditions of use that are
customary or usual.

e PLEASE NOTE: For more information, visit: Registration and Listing of
Cosmetic Product Facilities and Products: Guidance for Industry (fda.gov)

Is this a product listing for a small business (optional product listing)?: m

e Responsible Person Type of Business (as listed on the label): (Optional field) The
manufacturer, packer, or distributor of a cosmetic product whose name appears on
the label of such cosmetic product.

e PLEASE NOTE: ANY of the combination can be selected (one, none, or all).

Type of Business:

Responsible Person
{as listed on Tabel): [ VANUFACTURER | ] PACKER | [ DISTRIBUTOR

e Responsible Person Name (as listed on the label) *: Enter the responsible person’s
name as it appears on the product label.

Responsible Person
Name

(as listed on label): *

e Parent Company Name (if applicable): (Optional field) Enter the name of the parent
company if applicable.

Parent Company Name
(if applicable):

17. Information on the elements toward the RIGHT side of the webpage section of the
PRODUCT, INGREDIENT AND FACILITY LISTING OF THE COSMETIC PRODUCT section. A red
asterisk (*) indicates a required field throughout the submission process:

e Responsible Person Phone Number (Include Country /Area Code) *: Enter the
responsible person's phone number including the country code and the area code. The
format for Phone number should be <Country Code>-<Area Code>-<Subscriber
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Number >For example, in the U.S. the phone number would be 1-999-999-9999.

Responsible Person Phone
Number

(Include Country/Area Code): *

e Responsible Person D&B D-U-N-S Number for Address Listed on the Product Label:
(Optional field) Enter the existing 9-digit DUNS number of the address listed on the
product label. You can obtain a DUNS number: https://www.dnb.com

Responsible Person

D&B D-U-N-S Number for
Address Listed on the Product
Label:

e PLEASE NOTE: For more information on any of the fields above, visit:
Registration and Listing of Cosmetic Product Facilities and Products: Guidance for
Industry (fda.gov)

To add PRODUCT(S), INGREDIENT(S), AND FACILITY(IES) to your SPL template, click the ‘ADD
PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)’ button in the PRODUCT, INGREDIENT AND
FACILITY LISTING OF THE COSMETIC PRODUCT section, a red asterisk (*) indicates a required
field throughout the submission process:

ADD PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

- PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

ADD PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

A blank template titled PRODUCT(S), INGREDIENT(S), AND FACILITY(IES) will display. Fill in the
blank fields and select all that apply. A red asterisk (*) indicates a required field throughout the
submission process.

Fill in the blank fields in the COSMETIC PRODUCTS section of the PRODUCT(S), INGREDIENT(S),
AND FACILITY(IES) section. A red asterisk (*) indicates a required field throughout the
submission process:
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All Submissions Cosmetic Product Listing Cosmetic Products Product(s), Ingredient(s), and Facility(ies)

s moover | —<cherum |

COSMETIC PRODUCTS

Product Webpage Link:

Fragrance or Flavor: ™ — Select - v

Professional Use Only : - Select - v

= PRODUCT CATEGORY CODE(S)

MANAGE CATEGORIES

= INGREDIENTS

MANAGE INGREDIENT $

Mote that any update regarding Fragrance and/or Flaver made through the ingredient upload fool, will automatfically update the above “Fragrance or Flavor” selection field
in the previous section.

= LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED

ADD FACILITY
= PRODUCT IMAGES

(Optional field) Upload an image(s) of the label, whether it be the front or back label by clicking on the drag and drop area to select an image from your computer, or dragging the file from your computer onto this
area Once the file has been selected from your computer, click the ‘Upload’ button. PLEASE NOTE: Image must be a JPG format. File name with special characters will not be accepted. The maximum size for each
image is 1MB. If uploading more than one image, ensure that the file name for each image is unigue.

~— Drag and Drop

Image of Product Label (Attach images of the front and back product labels by selecting the icon).

21. Select the ‘+’ to open or ‘- ‘ to close any sections. II”:I

PLEASE NOTE: Selecting the dotted underlined words throughout the system will pop up a
tooltip with brief explanation/definitions, along with the link to FDA’s Guidance for Industry:
Registration and Listing of Cosmetic Product Facilities and Products.

e Cosmetic Product Listing Number*: This 14-digit number will be generated by the
system for each cosmetic product submission after acceptance. PLEASE NOTE: THE
COSMETIC PRODUCT LISTING NUMBER WILL BE GENERATED AFTER A SUBMISSION
HAS BEEN ACCEPTED BY FDA.

e Product Name (As Listed on Label)*: In the product name field, enter the statement
of identity, as such name appears on the label. If the product names in the listing are
not unique, then also include distinguishing information for identification purposes,
for example brand name or a code that the responsible person uses to distinguish
the product. Such information may also be included in addition to the product name
even when product names in the listing are unique. If you believe certain
distinguishing information is confidential, include that distinguishing information in
parenthesis.
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e Product Webpage Link: (Optional field) Provide the webpage link of the product.

e Fragrance or Flavor*: Select if the product contains fragrance, flavor, fragrance and
flavor, or N/A.

e PLEASE NOTE: An INFORMATION BANNER will pop-up when FRAGRANCE OR FLAVOR
SELECTION is made:

Selection of Fragrance and/or Flavor from this
field will display in the ingredient section. Any
selection update from this field, followed by
selecting “SAVE PRODUCT” (in the upper
right-hand corner), will update the ingredient
section.

e Professional Use Only: (Optional field) Indicate whether this product is for professional
use by selecting yes or no.

22. To select all Product Category Code(s) that apply, click the ‘MANAGE CATEGORIES’ button
in Product Category Code(s) section. A red asterisk (*) indicates a required field throughout
the submission process:

MANAGE CATEGORIES

23. A selection window titled COSMETIC PRODUCT CATEGORIES will display. Select all that apply.

All Submissions Cosmetic Product Listing Cosmetic Products Product(s), Ingredient(s), and Facility(ies) Cosmetic Product Categories

SAVE CATEGORIES DELETE CATEGORIES

PRODUCT CATEGORY CODE(S) (SELECT ALL THATAPPLY): *
Select the applicable product category or categories for this product name. Each primary product category has a secondary product category. A secondary product category can have a tertiary product category
(e.g., Leave-on or rinse-off)

+(01) Baby products

+(02) Bath preparations

+(03) Eye makeup preparations (other than children’s eye makeup preparations)

+ (04) Children’s eye makeup preparations

+ (05) Fragrance preparations

+ (06) Hair preparations (non-coloring)

+ (07) Hair coloring preparations

+(08) Makeup preparations (not eye)(other than makeup preparations for children)

+(09) Makeup preparations for children (not eye)

+ (10) Manicuring preparations

+ (11) Oral products

+(12) Personal cleanliness

+ (13) Shaving preparations

+ (14) Skin care preparations (creams, lotions, powder, and sprays)

+(15) Suntan preparations

+ (16) Tattoo preparations

(17) Other preparations (i.e., those preparations that do not fit another category)

e Product Category Code(s) (Select all that apply)*: Select the applicable product
category or categories for this product name. Each primary product category has a
secondary product category. A secondary product category can have a tertiary product
category (e.g., Leave-on or rinse-off).
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PRODUCT CATEGORY CODE(S) (SELECT ALL THAT APPLY): *
Select the applicable product category or categories for this product name. Each primary product category has a secondary product category. A secondary product category can have a terfiary product category
(e.g., Leave-on or rinse-off).
+ (01) Baby products
+(02) Bath preparations
+(03) Eye makeup preparations (other than children’s eye makeup preparations)
+ (04) Children’s eye makeup preparations
+(05) Fragrance preparations
+ (06) Hair preparations (non-coloring)
— (07) Hair coloring preparations
(A) Hair dyes and colors (all types requiring caution statement and patch test)
(B) Hair tints
— (C) Hair rinses (coloring)
1. Leave-on
2. Rinse-off
+ (D) Hair shampoos (coloring)
(E) Hair color sprays (aerosol)
(F) Hair lighteners with color
(G) Hair bleaches
(H) Eyelash and eyebrow dyes
+ (1) Other hair coloring preparations
+ (08) Makeup preparations (not eye)(other than makeup preparations for children)
+ (09) Makeup preparations for children (not eye)
+ (10) Manicuring preparations
+(11) Oral products
+(12) Personal cleanliness
+(13) Shaving preparations
+(14) Skin care preparations (creams, lotions, powder, and sprays)
+(15) Suntan preparations
+ (16) Tattoo preparations
(17) Other preparations (i.e., those preparations that do not fit another category)

e Primary Product Categories are represented by codes (01) through (17).
e Secondary Product Categories are represented by letters (A) through (K).

e Tertiary Product Categories, (e.g., Leave-on or Rinse-off), appear when a plus
symbol (+) is shown next to a Secondary Product Category. Click the symbol
to expand and select the appropriate Tertiary Category (when applicable).

e PLEASE NOTE: For more information, visit Registration and Listing of Cosmetic
Product Facilities and Products: Guidance for Industry (fda.gov):
https://www.fda.gov/cosmetics/registration-listing-cosmetic- product-facilities-and-
products/cosmetic-product-categories-and-codes

24. Once completed Click 'SAVE CATEGORIES’, located at the top right of the page:

SAVE CATEGORIES

25. After clicking 'SAVE CATEGORIES’ all the selection that was made on the previous page will be
displayed under the PRODUCT CATEGORY CODE(S) tab in the PRODUCT(S), INGREDIENT(S),
AND FACILITY(IES) section with a saved banner on the top of the page:
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== PRODUCT CATEGORY CODE(S)

MANAGE CATEGORIES

PRODUCT CATEGORIES
+ (01) Baby products - (D) Other baby products - 2. Rinse-off

1-1
“ INGREDIENTS

e At this point, the option to ‘DELETE’ this product tab on the upper right hand will appear
along with ‘SAVE PRODUCT’ and ‘RETURN’.

SAVE PRODUCT DELETE << RETURN

Product categories saved.

All Submissions  Cosmetic Product Listing  Cosmetic Products i a SN e O T s )

SAVE PRODUCT DELETE

COSMETIC PRODUCTS

Cosmetic Product

Tigting Niimber:

Product Name
(As listed on label): *

Product Webpage Link:

Fragrance or Flavor: * - Select —

Professional Use Only : - Select —

== PRODUCT CATEGORY CODE(S)

MANAGE CATEGORIES
PRODUCT CATEGORIES

+ (01) Baby products - (A} Baby shampoos
« (01) Baby products - (D) Cther baby products - 1. Leave-on

1-1

26. To add PRODUCT INGREDIENTS section of the PRODUCT(S), INGREDIENT(S), AND
FACILITY(IES) section, click the ‘MANAGE INGREDIENTS’ button in INGREDIENTS section. A red
asterisk (*) indicates a required field throughout the submission process.

MANAGE INGREDIENTS

All Submissions  Cosmetic Product Listing ~ Cosmetic Products  JigrmelS N e e ]

SAVE PRODUCT DELETE

COSMETIC PRODUCTS

Cosmetic Product
Listing Number:

Product Name
{As listed on label): "

Product Webpage Link:

Fragrance or Flavor: ~ — Select -- v

Professional Use Only : - Select -- v

4 PRODUCT CATEGORY CODE(S)
4 INGREDIENTS

== LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED

ADD FACILITY

4 PRODUCT IMAGES
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27. A blank template titled COSMETIC INGREDIENTS will display. Ingredients can be searched,

added or uploaded, in the INGREDIENTS section. A red asterisk (*) indicates a required field
throughout the submission process:

All Submissions Cosmetic Product Listing Cosmetic Products Produci(s), Ingredient(s), and Facility(ies) Cosmetic Ingredients

SAVE INGREDIENTS DELETE INGREDIENTS m

INGREDIENTS
Note: Enter the common name, usual name or chemical name of each INGREDIENT that is included in this product preferably in the order as listed on the label. Optional UNII can also be entered to search

ingredient(s). Common, usual or chemical name will auto populate as you type along with its UNI. If the ingredient does not aufo-populate, continue typing and select ADD. Each row should only contain one
ingredient. Ingredients can be re-ordered using the drag and drop feature by selecting an ingredient then moving it into the new location.

Common, usual, chemical name * or UNII: Search Ingredients m
COMMON, USUAL OR CHEMICAL NAME
i HERE R 18 (PREFERABLY IN THE ORDER AS LISTED ON THE LABEL) =
x 1

UPLOAD INGREDIENT FILE

Note:To download a template with the current ingredient list, select Download Current Ingredient List. Edit the ingredient list, if necessary, then upload the completed template to replace the previous ingredient list
UNIIs should be entered in the first column and ingredient names in the second column. Please do not enter CAS numbers instead of UNIIs. CAS numbers will not be recognized by the system

Any update regarding Fragrance and/or Flavor made through the ingredient upload tool will automatically update the “Fragrance or Flavor® selection field in the previous section

@ Drag and Drop

Select a file or drop one here.

e PLEASE NOTE: Fragrance and/or Flavor selection made in the previous section
(PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)) will be auto filled in the
INGREDIENTS section:

COSMETIC PRODUCTS

Cosmetic Product
Listing Number:

Product Name
(As listed on label): *

Product Webpage Link:

Fragrance or Flavor: * Fragrance & Flavor v

Professional Use Only : -- Select -- v
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All Submissions Cosmetic Product Listing Cosmetic Products Product(s), Ingredient(s), and Facility(ies) Cosmetic Ingredients

[ swvemruoons |
INGREDIENTS

Note: Enter the common name, usual name or chemical name of each INGREDIENT that is included in this product preferably in the order as listed on the label. Optional UNII can also be entered to search
ingredient(s). Common, usual or chemical name will auto populate as you type along with its UNIL. If the ingredient does not auto-populate, continue typing and select ADD. Each row should only contain one
ingredient. Ingredients can be re-ordered using the drag and drop feature by selecting an ingredient then moving it into the new location.

Common, usual, chemical name * or UNII: Search Ingredients m
COMMON, USUAL OR CHEMICAL NAME
INGREDIENT UNII CODE(S) (PREFERABLY IN THE ORDER AS LISTED ON THE LABEL) E
1

FLAVOR

FRAGRANCE 2

UPLOAD INGREDIENT FILE

Note: To download a template with the current ingredient list, select Download Current Ingredient List. Edit the ingredient list, if necessary, then upload the completed template to replace the previous ingredient list.
UNIIs should be entered in the first column and ingredient names in the second column. Please do not enter CAS numbers instead of UNIIs. CAS numbers will not be recognized by the system

Any update regarding Fragrance and/or Flavor made through the ingredient upload tool will automatically update the “Fragrance or Flavor® selection field in the previous section

m Drag and Drop

Select a file or drop one here

28. Enter the common name, usual name or chemical name of each INGREDIENT that is
included in this product preferably in the order as listed on the label. Optional UNII can also
be entered to search ingredient(s). Common, usual or chemical name will auto populate as
you type along with its UNII. If the ingredient does not auto-populate, continue typing and
select ‘ADD’.

e PLEASE NOTE:

o |f there are multiple ingredients, each ingredient needs to be entered separately.

INGREDIENTS

Note: Enter the common name, usual name or chemical name of each INGREDIENT that is included in this product preferabl
ingredient{s). Common, usual or chemical name will auto populate as you type along with its UNIL. If the ingredient does not 3|
ingredient. Ingredients can be re-ordered using the drag and drop feature by selecting an ingredient then moving it into the nej

Common, usual, chemical name * or uNII:Iwatd l m
L
&~
(059QF0KO0R) WATER
INGREDIENT UNII CODE(S}

(6WBEYHS8PH) WATER YAM

~  (63MBRYN44N) WATER O-15 | 1
— (231473QB6R) WATERMELON E
(KS8TTMWOLE) WATERCRESS
(TQVEF8BYNJ) WATER O-18
(0A4PWBCRAI) WATER BUFFALO

HEEOADINGRED ENTIFILE (267F5YBINT) COCONUT WATER

Note:To download a template with the current ingredient list, i

UNIIs should be entered in the first column an EAS numbers in:
(N364973Y9Q) WATERMELON SEED

Any update regarding Fragrance and/or Flava ate the “Fragran|

(MVY7P518D2) CETYL TALLOWATE
m Drag and Drop (R61P41G501) FRESHWATER DRUM

Select a file or drop one hen
(WT98ZP314X) FRESHWATER CLAM

TCURN  cances | (O7RIKEQMEW) SODIUM TALLOWATE
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e PLEASE NOTE: An ingredient can be deleted by selecting the ‘X’ on the left-most

column:
(@] wommETBMCODS | preremrma oot s on ey | =
FLAVOR 1
FRAGRANCE 2
K 059QFO0KQOR WATER 3

e PLEASE NOTE: Any updates to Fragrance and/or Flavor will need to be made in the
previous section, PRODUCT(S), INGREDIENT(S), AND FACILITY(IES). Changes made
there will automatically appear in the ingredient list.

COSMETIC PRODUCTS

Product Webpage Link:
Fragrance or Flavor: Fragrance & Flavor ~
Professional Use Only : -- Select -- A

e PLEASE NOTE: Ingredients can be re-ordered using the drag and drop feature.
Select an ingredient then move it into the new location:

- . = COMMON, USUAL OR CHEMICAL NAME
INGREDIENT UNE CODE(S) (PREFERABLY IN THE ORDER AS LISTED ON THE LABEL)

COMMON, USUAL OR CHEMICAL NAME
[PREFERABLY IN THE ORDER AS LISTED ON THE LABEL)

29. You can download the current ingredient list from the INGREDIENTS section by clicking the
‘DOWNLOAD CURRENT INGREDIENT LIST’. This will download an EXCEL template (.xlsx)
prefilled with the current ingredient list for your review and/or reference. The EXCEL
ingredient template can then be edited and uploaded into the system. A blank ingredient

EXCEL template can also be downloaded to create and upload the ingredient list if creating a
new cosmetic product listing.
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DOWNLOAD CURRENT INGREDIENT LIST

SAVE INGREDIENT § DELETE INGREDIENTS

INGREDIENTS

Note: Enter the common name, usual name or chemical name of each INGREDIENT that is included in this product preferably in the order as listed on the label. Optional UNII can also be entered to search
ingredient(s). Common, usual or chemical name will auto populate as you type along with its UNIL. If the ingredient does not auto-populaie, continue typing and select ADD. Each row should only contain one
ingredient. Ingredients can be re-ordered using the drag and drop feature by selecting an ingredient then moving it into the new location.

Common, usual, chemical name * of UNII: Search Ingredients m
COMMON, USUAL OR CHEMICAL NAME
. Lt I XEL w2 ) {PREFERABLY IN THE ORDER AS LISTED ON THE LABEL) B

FLAVOR
FRAGRANCE 2
* | 059QF0KO0R WATER 3

UPLOAD INGREDIENT FILE

Note: To download a template with the current ingredient list, select Download Current Ingredient List. Edit the ingredient list, if necessary, then upload the completed template to replace the previous ingredient list
UNIIs should be entered in the first column and ingredient names in the second column. Please do not enter CAS numbers instead of UNIIs. CAS numbers will not be recognized by the system.

Any update regarding Fragrance and/or Flavor made through the ingredient upload tool will automatically update the “Fragrance or Flavor™ selection field in the previous section.

m Drag and Drop

Select a file or drop one here

e Example of downloaded EXCELtempIate prefilled with the current ingredient list.

T = mm) — ——— — EgWergewTenTer
Clipboard [ Font [ Alignment E
B13 - f

A B
1 INGREDIENT UNIl CODE(S) - |COMMON, USUAL OR CHEMICAL NAME -
2 059QF0KOOR WATER
3 FLAVOR
4 FRAGRANCE
5 —
6 —
7

30. If needed, edit the ingredient list. Any UNIIs should be entered in the first column and
ingredient names in the second column.

e PLEASE NOTE: DO NOT enter CAS numbers instead of UNIIs. CAS humbers will not be
recognized by the system.

e SAVE it on to the computer.

e To upload the completed template to replace the previous ingredient list, click the
‘DRAG AND DROP’ button in the ‘UPLOAD INGREDIENT FILE’ section. Select the
ingredient EXCEL FILE saved on the computer, then select the ‘UPLOAD’ button.

UPLOAD CANCEL
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DOWNLOAD CURRENT INGREDIENT LIST
UPLOAD INGREDIENT FILE

Note:To download a template with the current ingredient list, select Download Current Ingredient List. Edit the ingredient list, if necessary, then upload the completed tempiate to replace the previous ingredient list.
UNIIs should be entered in the first column and ingredient names in the second column. Please do not enter CAS numbers instead of UNIls. CAS numbers will not be recognized by the system

Any update regarding Fragrance and/or Flavor made through the ingredient upload tool will automatically update the “Fragrance or Flavor” selection field in the previous section.

m Drag and Drop

- Select a file or drop one here.

31. Once all the INGREDIENT(S) are listed, select ‘'SAVE INGREDIENTS'.

The ingredient list can also be deleted by selecting ‘DELETE INGREDIENTS'.

If selected, a warning message will appear:

Are you sure you want to delete all
ingredients?

oz J - ox

If ‘RETURN’ is selected instead, a warning message will appear:

To save your data, click Cancel and then click Save Ingredients.

Click OK to continue without saving.
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32. After clicking 'SAVE INGREDIENTS’ all the INGREDIENTS that were listed on the previous page

will be listed under the ingredients tab in the PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)
section with a saved banner on the top of the page:

Product Ingredients Saved.

All Submissions Cosmetic Product Listing Cosmetic Products

Product(s), Ingredient(s), and Facility(ies)

SAVE PRODUCT DELETE m

COSMETIC PRODUCTS

Baby Shampoo Name

Fragrance or Flavor: Fragrance & Flavor ¥

Professional Use Only : No

4 PRODUCT CATEGORY CODE(S)
== INGREDIENTS

MANAGE INGREDIENTS
Mote that any update regarding Fragrance andfor Flavor made through the ingredient upload fool, will automatically update the above “Fragrance or Flavor® selection field
in the previous section

COMMON, USUAL OR CHEMICAL NAME
B S D E (PREFERABLY IN THE ORDER AS LISTED ON THE LABEL)
FLAVOR

FRAGRANCE

059QF0KO0R WATER

row(s) 1-30f3

33. To add your facility(ies) where the cosmetic product is manufactured or processed,
under the PRODUCT(S), INGREDIENT(S), AND FACILITY(IES) section, click the ‘ADD FACILITY’
button in LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR

PROCESSED section. A red asterisk (*) indicates a required field throughout the submission
process.

ADD FACILITY
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34. Fill in the blank fields in the LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED
OR PROCESSED section of the PRODUCT(S), INGREDIENT(S), AND FACILITY(IES) section. A
red asterisk (*) indicates a required field throughout the submission process:

All Submissions Cosmetic Product Listing Cosmetic Products Product(s), Ingredient(s), and Facility(ies) Cosmetic Facility

Is the facility where the product is manufactured or processed exempt from registration (for example because it is a small business)? * m
Facility FEI: Facility Country: -Select Country- v
EacilityjNamo: Facility Street Address:

Facility City:

Facility State or Province:

Facility Zip/Postal Code:

e Is the facility where the product is manufactured or processed exempt from
registration (for example because it is a small business)?*: Indicate by selecting one of
the options, whether the facility where the product is manufactured or processed is
exempt from registration (for example because it is a small business as defined in
section 612 of the FD&C Act).

SMALL BUSINESSES. — Under section 612(b) of the FD&C Act, regardless of their
average gross annual sales, businesses that engage in the manufacturing or processing
of the following are not exempt from the registration and listing requirements:

e Cosmetic products that regularly come into contact with mucus membrane of
the eye under conditions of use that are customary or usual;

e Cosmetic products that are injected;
e Cosmetic products that are intended for internal use; or

e Cosmetic products that are intended to alter appearance for more than 24 hours
under conditions of use that are customary or usual and removal by the
consumer is not part of such conditions of use that are customary or usual.

35. If YES is selected for question, “Is the facility where the product is manufactured or
processed exempt from registration (for example because it is a small business)?” then
the remaining data fields are optional:
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Is the facility where the product is manufactured or pr exempt from registration (for example because it is a small business)? * m
Facility FEI: Facility Country: -Select Country- v
EacilityiNarne: Facility Street Address:

Facility City:

Facility State or Province:

Facility Zip/Postal Code:

e Facility FEI: (Optional field) Enter the existing 7 to 10-digit facility FEI number. The
FDA Facility Establishment Identifier (FEI) number is a unique identifier assigned
by the FDA to identify firms associated with FDA-regulated products. To facilitate
the registration process, the owner or operator of a facility will need to obtain an
FEl number before submitting the facility registration.

e PLEASE NOTE: To determine if an entity already has an FEl number, please refer
to the FEI Search Portal. If your firm does not have an FEI number assigned by
FDA, see How can | request an FEI? at FEI Search Portal.

e Facility Name: (Optional field) Enter the name of the existing facility.

e Facility Country: (Optional field) Select the facility's country name where the
facility is physically located.

e Facility Street Address: (Optional field) Enter the information of the street where the
facility is physically located.

e Facility City: (Optional field) Enter the name of the city where the facility is physically located.

e Facility State or Province: (Optional field) Enter the name of the state or province
where the facility is physically located.

e Facility Zip/Postal Code: (Optional field) Enter the zip code or postal code where the
facility is physically located.

e PLEASE NOTE: For more information, visit: Registration and Listing of Cosmetic
Product Facilities and Products: Guidance for Industry (fda.gov)

36. If NO is selected for the question, “Is the facility where the product is manufactured or
processed exempt from registration (for example because it is a small business)?” then the
FEl is mandatory, and the name/address is greyed:
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SAVE FACILITY << RETURN

Is the facility where the product is manufactured or pr exemptfrom registration (for example because itis a small business)? *
Facility Registration Number: * Facility Country: -Select Country- v
Facility Name: Facility Street Address:

Facility City:

Facility State or Province:

Facility Zip/Postal Code:

°

Facility Registration Number: Enter the existing 7 to 10-digit facility registration
number. The FDA Facility Establishment Identifier (FEI) number. FEl is a unique
identifier assigned by the FDA to identify firms associated with FDA-regulated
products and it serves as the Facility Registration Number in this system.

If you need to look-up the FEI number or request an FEI number, visit: FEI Search

Portal

PLEASE NOTE: To determine if an entity already has an FEI number, please refer

to the FEI Search Portal. If your firm does not have an FEI number assigned by

FDA, see How can | request an FEI? at FEIl Search Portal.

37. Once complete, click 'SAVE FACILITY’ and the FACILITY will be saved on the previous page
under the LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED tab
in the PRODUCT(S), INGREDIENT(S), AND FACILITY(IES) section with a saved banner on the

top of the page:

Cosmetic Product Facility Saved.

All Submissions Cosmetic Product Listing

[SLSVBISERIE e Product(s), Ingredient(s), and Faciiity(ies)

T
COSMETIC PRODUCTS

Cosmetic Product

Listing Number:

ErodstiName|

(As listed on label): * Baby Shampoo Name

Product Webpage Link:

Fragrance or Flavor: * Fragrance & Flavor

Professional Use Only : Ne

% PRODUCT CATEGORY CODE(S)
4 INGREDIENTS

= LIST OF FACILITIES WHERE THE COSMETIC 1S MANUFACTURED OR PROCESSED

ADD FACILITY

IS THIS FACILITY FACILITY FEL/
ﬂ SMALL BUSINESS? REGISTRATION NUMBER EACIIIVRAN EACRIGADORESS
7 No

1234567880

1-1
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38. If any edits need to be made in the LIST OF FACILITIES WHERE THE COSMETIC IS
MANUFACTURED OR PROCESSED, after coming back to the PRODUCT(S), INGREDIENT(S),
AND FACILITY(IES), select the icon under the EDIT tab:

EDIT

* LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED

ADD FACILITY

IS THIS FACILITY FACILITY FEI /
rd No
50

1234567890

e Multiple FACILITY(IES) can be added by selecting the ADD FACILITY on the top right, as
shown above.

39. In the PRODUCT IMAGES section of the PRODUCT(S), INGREDIENT(S), AND FACILITY(IES) section,
images of the product label(s) can be uploaded.
e (Optional field) You may upload an image(s) of the label, whether it be the front or
back label by clicking on the drag and drop area to select an image from your
computer or dragging the file from your computer onto this area. Once the file has
been selected from your computer, click the ‘UPLOAD’ button. The image must have
a file extension of .jpg.

PRODUCT IMAGES

{Optional field) Upload an image(s) of the label, whether it be the front or back label by clicking on the drag and drop area to select an image from your computer, or dragging the file from your computer onto this
area. Once the file has been selected from your computer, click the ‘Upload’ bution. PLEASE NOTE: Image must be a .JPG format. File name with special characters will not be accepted. The maximum size for each
image is 1MB. If uploading more than one image, ensure that the file name for each image is unigue.

m— Drag and Dro
[&] g p

Image of Product Label (Attach images of the front and back product labels by selecting the icon)

PLEASE NOTE: It is important that the image uploaded is in .JPG format. The max image size allowed
is 1MB. The .jpg file must be a valid .jpg file format and the name should consist of letters (a-z, A-Z)
and/or numbers (0-9). Special characters and symbols are not allowed. Additionally, if you are
uploading more than one image, the name for each image file should be unique.

™, PRODUCT LISTING IMAGE DEMO.jpg o
—  49.06 KB

e Theimage will display under the PRODUCT IMAGES section under PRODUCT(S),
INGREDIENT(S), AND FACILITY(IES):

PRODUCT IMAGES
Optional field) Upload an image(s) of the label, whether it be the front or back label by clicking on the drag and drop area to select an image from your computer, or dragging the file from your computer onto this
area. Once the file has been selected from your computer, click the ‘Upload’ bution. PLEASE NOTE: Image must be a .JPG format. File name with special characters will not be accepted. The maximum size for each
mage is 1MB. If uploading more than one image, ensure that the file name for each image is unique.

r— Drag and Dro
[ g P

Image of Product Label (Attach images of the front and back product labels by selecting the icon)

IMAGE IMAGE PREVIEW DELETE

PRODUCT LISTING IMAGE DEMO.jng i i £
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40. Select SAVE PRODUCT after completing all the required sections of the PRODUCT(S),

INGREDIENT(S), AND FACILITY(IES):

SAVE PRODUCT

All Submissions  Cosmetic Product Listing ~ Cosmetic Products SN ]

SAVE PRODUCT m << RETURN

COSMETIC PRODUCTS

Cosmetic Product
Listing Number:

Product Name
(As listed on label): *

Product Webpage Link:

Fragrance or Flavor: * -- Select — v

Professional Use Only : -- Select -- hd

+ PRODUCT CATEGORY CODE(S)

+ INGREDIENTS

+ LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED
* PRODUCT IMAGES

41. AFTER selecting SAVE PRODUCT, an overall product detail will be displayed under PRODUCT(S),
INGREDIENT(S), AND FACILITY(IES):

* PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

ADD PRODUCT(S), INGREDIENT( 5}, AND FACILITY{IES)

rowis) 1-1of1

EDIT / UPDATE COSMETIC PRODUCT PRODUCT NAME ERUDUC A NGE AL CLONE
PRODUCT LISTING NUMBER {AS LISTED ON LABEL)
e Baby Shampoo Name LISTED v |_—_|
rowi(s) 1-1of1

e Additional PRODUCT(S) can be added by selecting the ADD PRODUCT(S),
INGREDIENT(S), AND FACILITY(IES)on the top right, as shown above.

ADD PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

e [fany edits need to be made, select the icon under the EDIT tab:

EDIT

42. ANY PRODUCT within the submission can be CLONED by selecting the CLONE icon. If any edits
need to be made, select the icon under the EDIT tab:
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43. In the CONFIRMATION STATEMENT section, fill in the following blank fields: Click on the calendar

icon to select the date. Enter the full ‘NAME OF THE SUBMITTER’. Click ‘AGREE’ after reading and
understanding the confirmation statement.

I CONFIRMATION STATEMENT I

The data and information in this submission have been reviewed and, to the best of my knowledge, are cedified to be frue and accurate. | agree to report changes to this information and renew as required
under section 607 of the Federal Food, Drug and Cosmetic Act.

WARNING: A willfully false statement is a criminal offense, LS. Code, Title 18, Section 1001.

=3 T 2

Name of Submitter

PLEASE NOTE: If you enter information into any field in this section, all other fields in the section
will also need to be entered.

44, If you would like to list additional contact information for an authorized agent, go to the
‘Additional Contact Information for Authorized Agent’ section and fill in the following blanks.
These elements are optional.

ADDITIONAL CONTACT INFORMATION FOR AUTHORIZED AGENT

Phone Number
{include Country’Area Code)

Email; Phone Extension:

e Additional Contact Name: (Optional field) Additional contact information for
individuals associated with the listing. For more information visit: Registration
and Listing of Cosmetic Product Facilities and Products: Guidance for Industry

(fda.gov).

e Email: (Optional field) The additional contact person’s email address.

e Phone Number (Include Country/Area Code): (Optional field) The additional contact
person's phone number including the country code and the area code. The format for
Phone number should be <Country Code>-<Area Code>-<Subscriber Number>.

e Phone Extension: (Optional field) Additional contact person's phone extension, if any.

PLEASE NOTE: If you enter information into any field in this section, all other fields in
the section will also need to be entered.

45. After filling in all the required information, return to the top of the SPL submission page, select
SAVE AND VALIDATE to identify any errors OR select SUBMIT SPL for the form to be
submitted to FDA.

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE DELETE

SUBMIT SPL: Submit SPL will send the submission to FDA for additional validation and
processing.

e SAVE AS DRAFT: The Save As Draft button allows you to save your work,
preserving your progress without submitting it to the FDA.

e Clicking ‘SAVE AS DRAFT’ from any screen during the cosmetic product listing
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process saves all entered information and redirects you to the homepage. The
‘STATUS’ will display ‘DRAFT’.

ORAFT

e SAVE AND VALIDATE: You can check your SPL for an initial validation before submitting
to FDA. This option scans for certain errors prior to the actual submission but does not
automatically submit your SPL to FDA, even if it passes the initial validation.

e DELETE: This will remove the submission from your account.
e RETURN: This will guide the user to Cosmetics Product Listing Submissions home page.

46. Click ‘RETURN’ at any time to return to the Cosmetic Product listing home page.

4.41 Save and Validate

1. Click ‘SAVE AND VALIDATE’ if you want to check for errors with your SPL. To submit your SPL to
FDA, select “Submit SPL”.

a. PLEASE NOTE: This option is only for an initial validation of your SPL before submitting
to FDA. It scans for certain errors prior to the actual submission but does not
automatically submit your SPL to FDA, even if it passes the initial validation. To
submit your data to the FDA, select “Submit SPL”.

2. The status of your SPL will be in ‘VALIDATION IN PROGRESS'. A yellow message will appear
across your screen stating, “Additional in-depth validation by the FDA is in progress. Check back
on the status after a few minutes by refreshing the page or logging back into the system.”

3. Once the system has completed validation the status, ‘VALIDATION IN PROGRESS’, will change
to ‘READY FOR SUBMISSION’.

ROOT ID SUBMISSIONID | VERSION
2 fadb-b44c
1

READY FOR
SUBMISSION

4. Click ‘READY FOR SUBMISSION’, the homepage will change to reflect the following:
| con | [ crerunn |

=dneCfahz ag.

a. The system will generate a message stating that, ‘This submission has passed the initial
validation but has not been actually submitted to FDA. Click on ‘Submit SPL’ to submit."
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4.4.2 Submit SPL to FDA

1. Click ‘SUBMIT SPL’ if you are ready to submit your SPL to FDA.

SUBMIT SPL

a. Agreen message will appear across your screen stating, “Your submission has been sent
to FDA for 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 email from FDA when the processing is complete.”

b. The status field should read ‘AWAITING ACCEPTANCE'.

STATUS

AWAITING ACCEPTANCE

c. A ‘SUBMISSION ID’ will be generated automatically when an SPL is submitted to FDA.

Please Note: A ‘SUBMISSION ID’ does not always mean that the submission was accepted by
FDA. The ‘Submission ID’ will also appear with “Awaiting Acceptance’ and ‘Submission Failure’.

4.4.3 Submission Accepted

1. The status column will change to ‘SUBMISSION ACCEPTED’ after the submission has been
successfully completed and ACCEPTED BY FDA.

STATUS SETID ROOT ID SUBMISSION ID M\

SUBMISSION 433e15a0-1d84-091b- 485287 2e-0cd7-4cda-
ACCEPTED e063-6b24aflaetid e0iE63-6b04af0ad5h7

2. Click on ‘SUBMISSION ACCEPTED’ to VIEW SPL and DOWNLOAD SPL.

a. Tocloneand create a new version of your successfully submitted SPL, click
‘CREATE A NEW VERSION’

CREATE NEW VERSION

e PLEASE NOTE: After selecting, your SPL will be successfully cloned but the
ROOT ID, VERSION NUMBER, and EFFECTIVE DATE will change. All other
fields will retain the same information from the initial successfully submitted
SPL.

Sed1D: *

Roat 10: *

Ganerale Nev Effective Date: ~ 12-06-2023
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b. To view your SPL, click ‘VIEW SPL’

VIEW SPL

c. Todownload your SPLfor your records, click ' DOWNLOAD SPL’

DOWNLOAD SPL

d. When your submission has been validated by the FDA, you will receive an
email to your account email address when the submission status changes.
At this point, the process is finished and there is no further action needed
unless you need to make any changes to your listing. Please allow time for
the system to update, changes are reflected every 20 — 24 hours.

4.4.4 Submission Failed

1. Ifthe status column changes to ‘SUBMISSION FAILED’, your submission has not passed the
FDA’s automated validations and has been rejected.

STATUS SET ID ROOT ID SUBMISSION ID M‘

SUBMISSION 485¢15a0-1d34-091b-  485e872e-0cd7-4c8a-
FAILED £063-6b94aflaetfd £063-6094af0a95h7

a. You can open your submission at this stage to review error messages and update your
submission to correct them. Click on (GO TO ERROR) and the system will direct right to the
error.

2 ERRORS HAVE OCCURRED

+ Emor in Cosmetic Product - shanpoo (Go to error)
+ After reviewing these errors and still want to submit your data, click on Submit SPL.

ADD PRODUCT]S), INGREDIENT]S), AND FACILITY[IES]

15 THIS PRODUCT
FRAGRANCE OR FLAVOR FOR PROFESSIONAL
USE OMLY?

COSMETIC PRODUCT PRODUCT NAME

LISTING NUMBER (A5 LISTED ON LABEL)

& Shanpoc: Fragrance & Flavor A

b. Submitagain and your submission will once again be ‘AWAITING ACCEPTANCE.’

2. Ifthe status column changes to ‘SUBMISSION ACCEPTED’, refer to section 4.4.3 for additional
information.
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4.4.5 Validation Failure

1. After clicking ‘SAVE AND VALIDATE’, the product listing of cosmetic product listing home
page will have the following details. The status column will be in VALIDATION IN PROGRESS.
However, if the system finds any errors the status will change to VALIDATION FAILURE.

VALIDATION 0c066cab-f8da-bd4d-e063- 0c066cab-f8db-b44d-2063-
FAILURE 6a94af0ab7ab 6a%4af0ab7ab

2. Click ‘VALIDATION FAILURE’, the system will provide a list of errors that need to be
fixed before submitting the SPL:

2 ERRORS HAVE OCCURRED

= Ermror in Cosmetic Product : shanpoo (Go to error)
» After reviewing these errors and still want to submit your data, click on Submit SPL.

a. After reviewing and fixing the errors, you can select ‘SUBMIT SPL’ to resubmit or
‘SAVE AND VALIDATE' to check for any additional errors.

SUBMIT SPL SAVE AND VALIDATE
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4.4.6 Cosmetic Product Listing — 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.

1. Loginto FDA Direct

2. Select ‘Cosmetic Product Listing’ under the Cosmetic Registration and Listing section, on the left
side of the FDA Direct menu

oA FDA
Cosmetics

PUETRIVEEWLEy  Cosmetic Product Listing

Registration of Cosmetic Product Facility For assistance with validation errors in Cosmetics Direct, contact cosmetics¢

Cosmetic Product Listing A summary of listing informatien Tor cosmetic products is provided belovi. Fol

In general, for each cosmetic product, the responsible person must submit a

ESTABLISHMENT REGISTRATION & DRUG LISTING 2?;“5;:”5 such as for “small business” in the product listing context: Guids

oA FDA Drg s and Cortiaton [ oo |
Cosmetics NDC Reservatio

PUELBEINENY  Coomeiic Product Listing

QUTSOURCING FACILITY REGISTRATION AND T 320208604576 4467-2063- noes-4adt
EESTE T Ea——— = =
COSMETIC REGISTRATION AND LISTING Outs 2 stration
COSMETIC PRODUCTLISTING J ot P 320123e0-cT10-68f-063-  3a874702-157F12,
Registration of Cosmetic Product Facility For ass stance with validation eors in Cesmatics e i 639429023495 6bodatdatied
Cosmetic Praduct Listing Asummary o isting information for cosmetic prod SUBMISSION 32012300-cT10-68fa-063-  3a87032a-0161-06:
ACCEPTED 639429023495 6b94atIaciag

3. Navigate to the Cosmetic Product Listing Home Page AFTER selecting ‘Cosmetic Product Listing’
under the Cosmetic Registration and Listing section, on the left side of the FDA Direct Menu. This
will navigate the user to the Cosmetic Product Listing Home Page, where all the previous product
listing submissions can be viewed, based on the user’s access.

COSMETIC PRODUCT LISTING

For assistance with validation errors in Cosmetic Direct contact cosmeticsdirect@fda hhs gov. For general questions regarding electronic registration and listing of cosmetic product facilities,

eRLC@fda hhs.gov.

contact

m ACTIONS ~ SEARCH PRODUCT CREATE NEW / UPLOAD FILE

- =
RESPONSIBLE L] LAST
STATUS SETID ROOTID SUBMISSION ID VERSICN DOCUMENT TYPE DETAILS MODIFIED MODIFIED
PERSON NAME USER DA

a. Status: The status of each submission within Cosmetics Direct. The status types are
draft, validation in process, validation failure, ready for submission, and submission
accepted.

b. Self-Help box is also available at the bottom of the left side underneath all the
submission boxes.

89



User’s Guide

Structured Product Labeling Resources
UNII Search

Request UNII

DUNS Search

FEI Search Portal

Registration and Listing of Cosmetic
Product Facilities and Products
Industry Guidance

Tutorials

e This box contains articles and weblinks for additional information. It is also
available on the FDA Direct home pages as well.

c. Search Bar is available on the Cosmetic Product Listing home page. To choose a specific
column for searching, click the arrow located next to the magnifying glass. to search.

B ==

e Auser can search any previous submission or current submission by providing
the Responsible Person Name, Set ID, Root ID, or the submission ID number.

d. A product can be searched by select the SEARCH PRODUCT box next to CREATE
NEW/UPLOAD FILE.

SEARCH PRODUCT

e. Select ‘CREATE NEW/UPLOAD FILE’ to begin the Cosmetics Product Listing submission
process.

CREATE NEW / UPLOAD FILE

Click on the SPL submission you wish to abbreviate. Please note, the ‘Document Type’ will be
defaulted to ‘Select One’ when creating a new version.

SPL has been successfully cloned.

All Submissions Cosmetic Product Listing Cosmetic Products

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda.hhs.gov.

== DOCUMENT TYPE DETAILS

Document Type: * —Select One— v
SetID:* 1187¢a46-293e-5ee0-0063-6394a90ad2f7 Generate New Version Number: * 9
Root ID: ¥ 39a7c5f6-6d69-62cc-e063-6a%4af0aaacd Generate New Effective Date: * 07-11-2025 B

Under Document Type, select ‘COSMETIC PRODUCT LISTING — ABBREVIATED RENEWAL'.
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SPL has been successfully cloned.

All Submissions Cosmetic Product Listing ;

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE m << RETURN

Neote: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda.hhs.gov.

== DOCUMENT TYPE DETAILS

Document Type: * —Select One— v

—Select One—
SetID: * Generate New Version Number: * 9
COSMETIC PRODUCT LISTING [ SenerateNew - Version Number;

COSMETIC _ UPDATE

Root ID: *
COSMETIC - ABBREVIATED RENEWAL

Generate New Effective Date: * 07-11-2025 B

a. PLEASE NOTE: The following message will appear, ‘By selecting this document type, you
are certifying that no changes have been made to your cosmetic product listing since
the previous submission was submitted. Any draft changes made to the submission will
be lost, and submission details will be reverted to the previous submission.” Select ‘OK’
to proceed.

By selecting this document type, you are
certifying that no changes have been made to
your cosmetic product listing since the
previous submission was submitted. Any draft
changes made to the submission will be lost,
and submission details will be reverted to the
previous submission.

e J[oc ]

6. After selecting ‘OK’, the fields for Product, Ingredient and Facility Listing of the Cosmetic
Product and Additional Contact Information for Authorized Agent will be grayed out and can no
longer undergo changes.

7. Inthe ‘CONFIRMATION STATEMENT section, fill in the following optional blank fields: Click on the
calendaricon to select the date. Enter the full ‘NAME OF THE SUBMITTER’. Click ‘AGREFE’ after reading
and understanding the confirmation statement.

I— CONFIRMATION STATEMENT I

The data and information in this submission have been reviewed and, to the best of my knowledge, are cedified to be frue and accurate. | agree to report changes to this information and renew as required
under section 607 of the Federal Food, Drug and Cosmetic Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.

[ o | £ B

Name of Submitter
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PLEASE NOTE: If you enter information into any field in this section, all other fields in the section
will also need to be entered.

8. Click ‘SUBMIT SPL’ to submit your request to FDA.

| SUBMIT SPL |
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4.4.7 Cosmetic Product Listing — Update

This document type should be selected if the responsible person has any updates to such listing
annually (section 607(c)(5) of the FD&C Act). This includes an update that the product was
discontinued. PLEASE NOTE, this document type can also be used to relist a cosmetic product
that was previously discontinued (i.e., the product marketing status can be changed from
‘DISCONTINUED’ to ‘LISTED’).

1. Loginto FDA Direct
2. Select ‘Cosmetic Product Listing’ under the Cosmetic Registration and Listing section, on the left

side of the FDA Direct menu
Cosmetics

PUECTLIVEERLEN.  Cosmetic Product Listing

Registration of Cosmetic Product Facility

For assistance with validation errors in Cosmetics Direct, contact cosmeticsc

Cosmetic Product Listing A summary of listing information for cosmetic products is provided below. Foi

In general, for each cosmetic product, the responsible person must submit a
exemptions, such as for “small business” in the product listing context: Guide
Products.

Cosmetics NDC Reservat
“

ESTABLISHMENT REGISTRATION & DRUG LISTING

AiSuemsiens
: e : iy =
PRODUCT REPORTING e e s

32c12380-c710-68fa-e063-  3a87d702-157H-12

= = = DRAFT =

oS Tatiofef| Cus el ProUNCEEAC Iy For assstance wiih validation errors in Cesmetics e w 630430023495 6b94ailatied

Cosmetic Product Listing A summary of isting information for cesmetic prod SUBMISSION 32012360-c7T10-68fa-c063-  3a87d32a-d16f-d6:
ACCEPTED 6394a90a3495 6b94afdasfad

3. Navigate to the Cosmetic Product Listing Home Page AFTER selecting ‘Cosmetic Product Listing’
under the Cosmetic Registration and Listing section, on the left side of the FDA Direct Menu. This
will navigate the user to the Cosmetic Product Listing Home Page. The Cosmetic Product Listing
Home Page will provide the ability to view all the previous product listing submissions based on the
user’s accessibility.

a. Status: The status of each submission within Cosmetics Direct. The status types are
draft, validation in process, validation failure, ready for submission, and submission
accepted.

b. Self-Help box is also available at the bottom of the left side underneath all the
submission boxes.

SELF HELP

Structured Product Labeling Resources

UNII Search

Request UNII

DUNS Search

FEI Search Portal

Registration and Listing of Cosmetic
Product Facilities and Products
Industry Guidance

Tutorials

e This box contains articles and weblinks for additional information. It is also
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available on the FDA Direct home pages as well.

c. Search Bar is available on the Cosmetic Product Listing home page. To choose a specific
column for searching, click the arrow located next to the magnifying glass. to search.

e Auser can search any previous submission or current submission by providing
the Responsible Person Name, Set ID, Root ID, or the submission ID number.

d. A product can be searched by select the SEARCH PRODUCT box next to CREATE
NEW/UPLOAD FILE.

SEARCH PRODUCT

e. Select ‘"CREATE NEW/UPLOAD FILE’ to begin the Cosmetics Product Listing submission
process.

Click on the SPL submission you wish to update. Please note, ‘Document Type’ will be defaulted to
‘Select One’ when creating a new version.

SPL has been successfully cloned.

All Submissions Gosmetic Product Listing Cosmetic Products ‘i

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE m m

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda.hhs gov.

== DOCUMENT TYPE DETAILS

Document Type: * —Select One-- v
SetID: * Generate New Version Number: ¥ 9
RootID: * 39a7c5f6-6d69-62cc-e063-6ad4af0aaacd Generate New Effective Date: * 07-11-2025 B

Under Document Type, select ‘COSMETIC PRODUCT LISTING — UPDATE'.

SPL has been successfully cloned.

All Submissions Cosmetic Product Listing Cosmetic Products i

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE m << RETURN

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Registration of Cosmetic Product Facility submission form. A red asterisk (*) indicates a
required field.

For assistance with validation errors and general questions regarding electronic registration and listing of cosmetic product facilities and products, contact cosmeticsdirect@fda.hhs.gov.

= DOCUMENT TYPE DETAILS

Document Type —Select One-—- v
—-Select One—-
SetID:* Generate New Version Number: * 9

COSMETIC PRODUCT LISTING

RootID: *

Generate New Effective Date: * 07-11-2025 ()
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* DOCUMENT TYPE DETAILS

Document Type: * COSMETIC - UPDATE v
-Select One—-
SetID: * COSMETIC PRODUCT LISTING Generate New

COSMETIC - UPDATE
COSMETIC - ABBREVIATED RENEWAL |

Roct |D ® Pl TUCIAE T T O G U TGO U OIS T T OO T e~ Genel’ate New

6. Update any information to your SPL submission. Please refer to sections 4.4 — 4.4.1 to make
additional updates to the SPL submission.

a. PLEASE NOTE: The following cannot be updated:
1. Product Name
2. Ingredients (including fragrance, color, and flavor)

3. Responsible Person Name

If you need to update one of the above fields, then you will need to submit a NEW
Cosmetic Product Listing. Then, you will need to discontinue the products from the
previous submission when they are no longer on the market (see 4.4.7.1 Discontinue).

7. Referto the steps from Sections 4.4.1 —4.4.5 for Submit to FDA instructions

4.4.71 Discontinue

The discontinuation of cosmetic product listing feature provides responsible persons the option to
discontinue cosmetic products previously listed in Cosmetics Direct that are no longer on the
market. A product can be discontinued in Cosmetics Direct using either of the three options that
includes an option for deleting. When a product is discontinued, it remains in the SPL file and can
be relisted. Conversely, once a product is deleted, it is permanently removed from the SPL file and
cannot be retrieved for relisting. To discontinue a product from your SPL submission:

1. Open an existing submission that has been previously accepted.
2. Click ‘CREATE NEW VERSION’

CREATE NEW VERSION

3. Under Document Type, select ‘COSMETIC PRODUCT LISTING — UPDATE.’
» DOCUMENT TYPE DETAILS

Document Type: * COSMETIC - UPDATE v
—-Select One—-
SetID: * COSMETIC PRODUCT LISTING Generate New

COSMETIC - UPDATE

COSMETIC - ABBREVIATED RENEWAL |

Root ID: L TG TG T U S W S U O O G N Gl Tt Generate New
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Option 1 — Edit/Update Product

a. Locate the EDIT/UPDATE PRODUCT column under the PRODUCT(S),
INGREDIENT(S), AND FACILITY(IES) section.

= PRODUCT(S), INGREDIENT(|S), AND FACILITY(IES)

ADD PRODUCT] 5}, NGREDIENT] 5\ AND FACILITYTIES)
e Y PRODUCT MARKETING STATUS
T e | CHANGE STATUS FOR ALL FRODUCTS ]
WH-XHNHHH-NHNHHH PRODUCT NAME LISTEL a
REEY EEE R PRODUCT NAME LISTEL W

b. Click on the pencil icon of the product you would wish to discontinue.

c. Select ‘DISCONTINUE PRODUCT to discontinue the product.

‘ DISCONTINUE PRODUCT

i. PLEASE NOTE: The following message will appear, “Are you sure you want to
discontinue the Product?” Select, ‘OK’ to proceed.

Are you sure you want to discontinue the
Product?

e I o

d. After selecting ‘OK’, a green message will appear across your screen stating, “Cosmetic
Product Discontinued.” The discontinued product will be shaded red, and the Product
Marketing Status will list the product as DISCONTINUED.

‘ Cosmetic Product Discontinued.

EDIT / UPDATE COSMETIC PRODUCT PRODUCT NAME PRODUCT MAR NG STATUS CLONE
PRODUCT LISTING NUMBER (AS LISTED ON LABEL) CHANGE STATUS FOR ALL PRODUCTS

ASODODH-MO000 FRODUCT NAME DISCONTINUED »

HOSODOD-O0000 PRODUCT NAME LISTED o

rowis) 1-2of2

Using the pencil icon, you can re-enter the selected DISCONTINUED product to view its details. A yellow
highlighted message “Product marked as discontinued!” will also appear next to the Cosmetic Product
Listing Number to mark the product as discontinued

96




User’s Guide

COSMETIC PRODUCTS

EEph B

Peodacd macked iy deatoninued

FRODUCT NAME

PRODUCT CATEGORY CODE([S)
= (02) Ba preparaticnd - (A) Bam oldi 1ablefi and A8l

INGREDIENTS

IRGREDIEMT UNl OO0DE|S) COMMON, USUAL OR CHEMSCAL NAKME

(AS LISTED OM THIE LARIL)

= LIST OF FACILITIES WHERE THE COSMETIC IS MANUFACTURED OR PROCESSED

15 THIS FACILUITY

SMALL DL SINE S5 FRCILITY Fill

FACILITY ADDFESS

PRODUCT IMAGES
cad imagnis) of the bk, ary wides of

Option 2 — Product Marketing Status

e. Locatethe PRODUCT MARKETING STATUS column under the PRODUCT(S),
INGREDIENT(S), AND FACILITY(IES) section.

PLEASE NOTE: Once a product is discontinued, no additional edits can be made on the page unless the
product is RELISTED. Please see section 4.4.7.2 Relist for additional instructions.

PRODUCT(S), INGREDIENT(S). AND FACILITY(IES)

P CT A § i}
COSMETIC PROOLCT PRODUGCT MAME RODUCT MARKETING STATUS
LISTING NUMBE R (AS LISTED ON LABEL)
HHHCO00M-H0000 FRODUCT NAME TEL w
J-HOCOCO-X00000( PRODUCT NAME STE o

i. Identify the listed products you wish to discontinue. In the PRODUCT STATUS

column, click the drop-down menu and select 'DISCONTINUED".
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PRODUCT MARKETING STATUS

CHANGE STATUS FOR ALL PRODUCTS

DISCONTINUED

rowi(s) 1

ii. If you wish to discontinue all the LISTED products, select ‘DISCONTINUE ALL
PRODUCTS'

PRODUCT MARKETING STATUS

CHANGE STATUS FOR ALL PRODUCTS w

CHANGE STATUS FOR ALL PRODUCTS
LISTALL PRODUCTS

DISCONTINUE ALL PRODUCTS

g. Afterselecting, the Product Marketing Status for all the listed cosmetic products will
change to DISCONTINUED.

FRODUCT MARKETING STATUS
ECAT / UPDATE COSNMETIC PRODUCT PRODUC T MAME ' 5 oty
PROOUCT LIS TING NUMRER (AS LISTED ON LAREL)

PRODLICT NAME

IO(=D00000-D00000C FRODCUT NAME

h. Click ‘SAVE AS DRAFT’ or ‘SAVE AND VALIDATE’ located at the top right of this page to
save your selection(s). This will change your products to ‘DISCONTINUED’. To submit your
data to the FDA, select ‘SUBMIT SPL’.

SUBMIT SPL

Option 3 — Delete

i. Locatethe EDIT/UPDATE PRODUCT column underthe PRODUCT(S),
INGREDIENT(S), AND FACILITY(IES) section.

PRODUCT(S), INGREDIENT(S). AND FACILITY[IES)
ADD PRODUCT| 5}, NGREDIENT] 51 AND FACILITYJIES)

EDIT | UPDATE COSMETIC PRODUCT PRODUCT MAME
PRODUCT LIS TING NUMBER (AS LISTED ON LABEL)

PROCUCT MARKETING STATUS

FRODUCT NAME
FRODUCT NAME
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j.  Click on the pencil icon of the product you would wish to discontinue.

L)

k. Select “DELETE’, to delete the product from the SPL file.

SAVE PRODUCT DISCONTINUE PRODUCT I DELETE

i. PLEASE NOTE: The following message will appear, “Are you sure you want to
delete the Product?” This will remove the product from the SPL file permanently.

Are you sure you want to delete the Product?

ii. Once the product is deleted, it cannot be relisted. If the deleted product needs
to be relisted, a new Cosmetic Product Listing SPL submission is required. Select

‘OK’ to proceed.

I.  Afterselecting ‘OK’, the product will be removed from your SPL submission. A green
message will appear across your screen stating, “Cosmetic Product Deleted.”

Cosmetic Product Deleted.

Under PRODUCT(S), INGREDIENT(S), AND FACILITY(IES), the cosmetic product selected for

deletion will no longer be visible.

= PRODUCT([S), INGREDIENT(S), AND FACILITY(IES)

EDIT / UPDATE COSMETIC PRODLET

PRODUCT LIS TING NUMBER

LR R RS

ADD PRODUCT] 5). INGREDIENT] 5], AMD FACLITY{IES)

PRODUCT NAME PRODUCT MARKETING STATUS
[AS LISTED OM LABEL)

PRODUCT MAME USTED "

4. Referto the steps from Sections 4.4.1 —4.4.5 for Submit to FDA instructions.

PLEASE NOTE: The SPL must contain at least one product in order to pass validation.
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4.4.7.2 Relist

The relist feature provides responsible persons the option to relist cosmetic products that were

previously discontinued in Cosmetics Direct. There are two ways to relist a product from your SPL
submission:

1. Open an existing submission that has been previously accepted.
2. Click ‘CREATE NEW VERSION’

CREATE NEW VERSION

3. Under Document Type, select ‘COSMETIC PRODUCT LISTING — UPDATE.’

* DOCUMENT TYPE DETAILS

Document Type: . COSMETIC - UPDATE v
--Select One--
SetID: * COSMETIC PRODUCT LISTING Generate New

COSMETIC - UPDATE
COSMETIC - ABBREVIATED RENEWAL

Root]D 2 IO T UL ™ U T VD U Ua O T U I U I e T Generate New

Option 1 — Edit/Update Product

a. Locatethe EDIT/UPDATE PRODUCT column under the PRODUCT(S), INGREDIENT(S), AND
FACILITY(IES) section. Click on the pencil icon of the product you want to relist.
* PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

ADD PRODUCT(S), INGREDIENT( S}, AND FACILITY{IES}

EDIT { UPDATE COSMETIC PRODUCT PRODUCT NAME PRODUCT MARKETING STATUS CLONE
PRODUCT LISTING NUMBER (AS LISTED ON LABEL) CHANGE STATUS FOR ALL PRODUCTS w
1 OO0 000000 PRODLUCT NAME DISCONTINUED w D

b. Click on ‘RELIST PRODUCT'.

RELIST PRODUCT m I

COSMETIC PRODUCTS

e et XX XXXXKK-XXXKXX Product marked as discontinusd!

Product Name

(As listed on label): * = BHCTRARE

Product Webpage Link: WWW . PRODUCTLINK.COM
Fragrance or Flavor: * N/A ~
Professional Use Only : - Select -- v
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c. Torelist the product, click ‘OK’ when prompted.

Are you sure you want to relist the Product?

d. After clicking ‘OK’, you will be taken back to the Cosmetic Product Listing page and a green
message will appear across your screen stating, “Cosmetic Product Relisted.”

Lo

Cosmetic Product Relisted.

Under PRODUCT(S), INGREDIENT(S), AND FACILITY(IES), the product will now show as ‘LISTED’

= PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

ADD PRODUCT(S), INGREDIENT(S), AND FACILITY(IES)

row(s)1-1of1

EDIT / UPDATE COSMETIC PRODUCT PRODUCT NAME ERODUCERARKEZING SEAILS CLONE
PRODUCT LISTING NUMBER (AS LISTED ON LABEL)

CHANGE STATUS FOR ALL PRODUCTS v
LISTED v

XX-XXXKHH-XHHKHX PRODUCT NAME B

row(s)1-1of1

Option 2 — Product Marketing Status

a. Locate the PRODUCT MARKETING STATUS column under the PRODUCT(S),
INGREDIENT(S), AND FACILITY(IES) section.

EDIT / UPDATE COSMETIC PRODUCT PRODUCT NAME PRODUCT MAR NG STATUS CLONE
PRODUCT LISTING NUMBER (AS LISTED ON LABEL) CHANGE STATUS FOR ALL PRODUC
7 B

HSDODN0C0 PRODUCT ONE DISCONTINUED »

RHKAODOL XD PRODUCT TWO DISCONTINUED w i

row(s) 1-2of 2

b. Identify the discontinued product you want to relist. In the PRODUCT STATUS column, click
the drop-down menu and select ‘LISTED’.

PRODUCT MARKETING STATUS

EDIT/ UPDATE COSMETIC PRODUCT PRODUCT NAME
PRODUCT LISTING NUMBER (AS LISTED ON LABEL)
1 JOE20OCOOC-XXHKX PRODUCT ONE DISCONTINUED v
O0-X00C-XUKXXX PRODUCT TWO LISTED v
LISTED

DISCONTINUED

c. If youwant to relist all discontinued products, click the drop-down menu and locate
‘LIST ALL PRODUCTS.’
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PRODUCT MARKETING STATUS

PRODUCT NAME
(AS LISTED ON LABEL)

CHANGE STATUS FOR ALL PRODUCTS v
CHANGE STATUS FOR ALL PRODUCTS

LIST ALL PRODUCTS

DISCONTINUE ALL PRODUCTS

EDIT / UPDATE COSMETIC PRODUCT
PRODUCT LISTING NUMBER

JOH-NOOOD-MO000 PRODUCT OME

FORRODODO D000 PRODUCT TWO

4. Referto the steps from Sections 4.4.1 —4.4.5 for Submit to FDA instructions.

4.5 Headers and Filters
451 Cosmetic Product Facility Registration

On the Cosmetic Product Facility Registration page, there is a default header:

el s = = = [FE|E= I
Status: The current status of your submissions. Status types include Draft, Validation in Process,
Validation Failure, Ready for Submission, Submission Failed, and Submission Accepted. For
further explanation of the different status types, see Section 3.2 — Submission Statuses.

2. Set ID: A ‘Globally Unique Identifier’ (GUID) that remains the same for each submission ‘set,’
which is a group of submission versions. When you submit a different version of a submission,
the set ID stays the same through each new version.

3. Root ID: A GUID that is generated uniquely for every single SPL submission that is submitted to
the FDA. When you create a new submission or submit a new version of a previous
submission, the root ID will change every time (unlike the set ID).

4. Submission ID: Unique identifier generated per submission. This is also known as the ‘Core ID.’

5. Version: A number greater than zero that provides a sequence to the versions of the document. A

1’ in this column indicates that it is the first submission. Subsequent version numbers will
increment upwards.

6. Facility Name: The name of the existing facility.

7. Facility FEI: A unique identifier assigned by the FDA to identify firms associated with FDA-
regulated products.

8. Registration Status: Indicates the current state of the facility registration. Possible statuses include
Current and Cancelled.

9. Renewal Date: The date by which the facility registration needs to renew.

10. Facility DUNS: The existing 9-digit facility DUNS number.

11. Document Type: The submission type. For example, ’Cosmetic Product Facility Registration’ or
‘Cosmetic Product Facility Registration - Amendment.’

12. Last Modified User: The username of the person who last made changes to a submission.

13. Last Modified Date: The most recent date that changes were made to a submission.

4.5.1.1 Search Brand
A brand can be searched by name:

1. Click ‘SEARCH BRAND’ box next to ‘CREATE NEW/UPLOAD FILE’.

SEARCH BRAND

2. Enterthe brand name of the product and click ‘SEARCH’.
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Search Brands

3. This page will update immediately with your filter.

4.5.2 Cosmetic Product Listing

On the Cosmetic Product Listing page, there is a default header:

9.

Status: The current status of your submissions. For further explanation of the different status
types, see Section 3.2 Submission Statuses.

Set ID: A ‘Globally Unique Identifier’ (GUID) that remains the same for each submission ‘set,’
which is a group of submission versions. When you submit a different version of a submission,
the set ID stays the same through each new version.

Root ID: A GUID that is generated uniquely for every single SPL submission that is submitted to
the FDA. When you create a new submission or submit a new version of a previous
submission, the root ID will change every time (unlike the set ID).

Submission ID: Unique identifier generated per submission. Thisis also known as the ‘Core ID.

Version: A number greater than zero that provides a sequence to the versions of the document. A
‘1’ in this column indicates that it is the first submission. Subsequent version numbers will
increment upwards.

Document Type: The submission type. For example, ‘Cosmetic Product Listing - Update’ or ‘Cosmetic
Product Listing.’

Responsible Person Name: The manufacturer, packer, or distributor of a cosmetic product
whose name appears on the label of such cosmetic product.

Details: Provides the user with more information pertaining to the cosmetic product listing. When
the ‘bell symbol’ is present, it is notifying the user that a cosmetic product listing number has
been assigned to the submission.

Last Modified User: The username of the person who last made changes to a submission.

10. Last Modified Date: The most recent date that changes were made to a submission.

4.5.2.1 Search Product
A product can be searched by name:

1.

Click ‘SEARCH PRODUCT’ box next to ‘CREATE NEW/UPLOAD FILE’.

SEARCH PRODUCT
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2. Enter the name of the product and click ‘SEARCH’.

thoo 8754 F— SN
>

& Search Product i
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b §

¢  Product Name | b

af

€ 5N

af

3. The page will update immediately with your filter.

4.6 Filtering Submissions
You can click on any of the above headers directly to filter out submissions:

User’s Guide

1. Clicking the ‘Status’ header will display a dropdown of all status types tied to your submissions:

STATUS SETID '
Te = 0O = | =
1ced
b95

O\ Filter...
cc2
DRAFT B
b95
SUBMISSION ACCEPTED cd2]
971
SUBMISSION FAILED b95
VALIDATION FAILURE cd3
19b5
295
cc3

Select an option—Draft, for example—and all your submissions currently in that status will be

displayed:

LAST

STATUS SETID ROOT ID SUBMISSION ID | VERSION DOCUMENT LABEL MODIFIED
USER

DB;‘FT COSMETIC PRODUCT LISTING

DRAFT COSMETIC - L TE

DRAFT COSMETIC PRODUCT LISTING

DRAE COSMETIC PRODUCT LISTING

DRRAET 1 COSMETIC PRODUCT LISTING

DRAFT COSMETIC FACILITY REGISTRATION

DRAFT COSMETIC PRODUCT LISTINC

DRAET REGISTRATIO!

LIS

LAST
MODIFIED ﬂ
DATE

02-JUL-2024

2. Youcan also use the dropdown buttons to further sort your data:
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DOCUMENT TYPE RESPONSIBLE

PERSON NAME

T= = x = —
! f | Icon Description
Q_ Filter...
COSMETIC - UPDATE abc = Sort ascending
COSMETIC PRODUCT LISTING _ .
for & Sort descending
Ox Hide column
for
_ Clearly separate each
COSMEIIC responsible submission
PRODIICT I ISTING nersnn

4.7 Adjusting the Number of Rows Per Page
1. To adjust the number of submissions visible per page:
Click the ‘Actions’ button and select ‘Rows Per Page’:

m AGTIONS v
Select Columns
v . Status = 'DRAFT' Ll
LAST LAST
B 7 Fitter VERSION DOCUMENT LABEL MODIFIED MODIFIED a8
USER DATE
e = 02-JUL-2024
DRAET Rows Per Page METIC - UPDATE P
02-JUL-2024
DRAFT 5 METIC PRODUCT LISTING et
08:03:16
; 27-JUN-2024
DRAF METIC PRODUCT LIS 3
- METIC PRODUCT LISTING e
27-JUN-2024
DRAET METIC PRODUCT LISTING ‘): ABI‘:.)U?
1 ]
® 15 ‘
17-JUN-2024
DRAFT METIC PRODUCT LISTING i a0s
13:26:14
20
17-JUN-2024
DRAFT METIC FACILITY REGISTRATION Unbdii
12:50:55
25 14-JUN-2024
=y METIC PRODUCT LISTING T 2
DRAFT 0:12.37
METIC FACILITY REGISTRATION - 12-JUN-2024
; 50 ‘
DRAFT NDMENT 13:31.07
~ — I 03-JUN-2024
DRAFT 100 METIC PRODUCT LISTING Hesin
NBAFT 4 COSMFTIC PRONDLICT LISTING Hlita0id

2. You can choose to have 1-100 submissions viewable per page. The page will update immediately
after your selection is made.
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