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INTRODUCTION

This Guide will briefly introduce you to the CFSAN Online Submission
Module (COSM) and illustrate how to assemble an OFAS Regulatory
submission. COSM presents you with questions in a simple and consistent
format to assist you in assembling OFAS submissions with ease.

Note: Prior to using this Guide, you should familiarize yourself with the
COSM Registration Help Guide.

This Guide gives information relevant to the following OFAS
submissions:

—

. Food Contact Notification (FCN) (Form 3480)

Food Master File (FMF) for a Food Contact Substance (Form 3480)
Pre-Notification Consultation (PNC) (Form 3480)

Color Additive Petition (CAP) (Form 3503)

Color Master File (CMF) (Form 3503)

Food Additive Petition (FAP) (Form 3503)

FMF for Food Additives (FMF) (Form 3503)

Biotechnology Final Consultation (BNF) (Form 3665)

New Protein Consultation [NPC) (Form 3666)

10. Generally Recognized as Safe Notice [GRAS) (Form 3667)

N C L O


https://www.fda.gov/media/130377/download

OFAS Submission ; : ; . Assemble FOA
Quick Start Guide Introduction Registration ) ( Login W ( Contacts ) ( Submission W .

Step 1. Create an Account Registration continued on next page... n of b

The first time you use the COSM you must create an account with a username, password and three security
questions. In addition, the COSM registration process will require your name, address and company information.
Optionally, you will be allowed to enter a list of contacts, agent or attorney information, which can be used for
future submissions. These contacts will go into your personal contact list. The contact list will be available
whenever you assemble a new submission. Instead of manually entering contact information for each new
submission, you will have the option of selecting a contact from the list. All contact information will then be
prepopulated from the selected contact. The contact list is available to you through a “Manage Contacts” link and
can be updated or amended at any time after the registration process. Finally, you will be required to select the
type(s) of submissions you will typically be sending to the FDA. These can also be updated or amended after the
registration process.

CFSAN Online Submission Module @ About @ Quick Start Guide
L . The CFSAN Online Submission Module (COSM) was developed to assist industry partners when filing Regulatory
Og n r for Food Safety and Applied

e currently supported, the Office of Food

— o
® Ip Guic
Click Here for the Click Here for the
OFAS ; : Quick Start Guide! Quick Start Video!
COSM OFAS Submissions Help Guide
— New Registrant
tructure Functi New users will click the "Register” button.
Forgot Username?  Forgot Password?
For more information please refer to the COSM Introduction.
For Privacy information please refer to the FDA Privacy Policy.

Please use your credentials to log-in to the

CFSAN Online Submission Module. - - - WARNING - - WARNING - - WARNING - - WARNING - - WARNING - - -

is information system is provided for U.S. Government-authorized use onty.

System User Agreement
FURLS User Registration f avernmen tem, the CFSAN Online 5u

Please begin the registration process by providing the E-mail
address associated with your FURLS login.

E-Mail Address *

Previous FURLS Users

Users that previously had a FURLS
login should enter their FURLS email
address in allocated space and then
click the “Submit” button.
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Registration continued on next page... a of b

The registration screen has 3 separate tabs: Login Information, Address Information and Submission Selection. All
required fields under each tab must be filled out correctly to complete the registration process. When you complete
all the required information under a tab and click the “Continue” button, COSM automatically proceeds to the next
section. Fields with an “*” are mandatory.

Step 2. Complete the Login Information Tab

Login Information
Complete the required information on the
Login Information tab.

e User Name*

User Name must be between 8-24 characters and it
ﬂ CFSAN Online Submission Module (@ About @ Quick start Guide must start with a letter. All remaining characters can

be a mixture of letters and numbers. Only the hyphen

(-) special character is allowed. User Name is not
case-sensitive.
FURLS Users: User Name will be prepopulated with the
Login Information name that you created in the FURLS environment. You
will be able to change your User Name at this time. Once
the registration process is complete, you cannot modify
your user name.

Registration

e E-mail Address*
Hyphens and underscores are allowed. E-Mail is not
Security Questions case-sensitive. FURLS Users: Email address will be
prepopulated. You will not be able to change it until the
Registration process is complete.

e Password *
Password must be at least 15 characters and contain
at least one special character, one uppercase letter

- and one number. Password is case-sensitive.

e New Password Confirmation*
Must match the Password field.

e Security Questions*
Select any 3 security questions from the list and
provide an answer for each selected question.
Answers are not case sensitive.

Continue
Click continue button to proceed to next screen
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Registration continued on next page... q of b

The registration screen has 3 separate tabs: Login Information, Address Information and Submission Selection. All
required fields under each tab must be filled out correctly to complete the registration process. When you complete
all the required information under a tab and click the “Continue” button, COSM automatically proceeds to the next
section. Fields with an “*” are mandatory.

Step 3. Complete the Address Information Tab

W CFSAN Online Submission Module @

Registration

ddress Information Address Information
Address Informatlon Complete the information on the Address
Information tab for the following fields:

e First Name*

e Middle Initial

e Last Name*

e Company*

o Title*

e Doing Business As (If applicable)
e Mailing Address*

e Mailing Address2

e City*
e Country*
o State*

e Zip Code*

e Telephone Number*
e Fax Number
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Step 4. Complete the Submission Selection Tab

The Submission Selection screen allows you to select the type of submissions you will be submitting to the FDA.
When you complete all the required information under a tab and click the “Submit Registration” button, your COSM
registration is complete.

Registration

Submission Selection
I — Select the type of submissions you will be submitting

to the FDA in the future.

Select Submission Types

arss cose Use the “slide” bar icon to select the submission types
) e - - that you will be completing through the COSM. When the
¢ . * m ren _ slide bar is moved to the rgi]ght, it 3vill turn blue indicating
' . o SRR RENe S that the submission type has been selected. The text will
. (ip) & @ i change from “Inactive” to “Active”. These selections can
be updated at any time after the Registration process is
complete.
L [

The submission types you select here will be displayed
on your “Home" screen the next time you log in to the
COSM.

Ot OFAS SLBMISSIONS

H

&,
-

Submit Registration

| Click the “Submit Registration” button to complete your
[ @ s g | =3 registration. You may have to scroll your browser window
to see this button. You will receive an email notification
confirming your registration.
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Login continued on next page... n of p

Login to COSM using the Username and Password that was set up during the Registration process.

Step 1. Login Username and Password

ﬁ CFSAN Online Submission Module @ About @ Quick Start Guide

L . The CFSAN Online Submission Meadule (COSM) w
Ogl n Submissions. It is specifically designed to aid users

Nutri ( ). COSM is available 24 hours, 7 days a week. Two offices are currently supported, the Office of Food

1 e Additive Sa
Jsername

Please refer to the Help Guides below for instructions on how to use the COSM.

eveloped to assist industry partners when filing Regulatory

shing to file submissions with the Center for Food Safety and Applied

FAS) and the Office of Dietary Supplement Programs (ODSF).

Login with

S Username and Password

I apr] 0 COSM Registration Help Guide
Click Here for the Click Here fur_the

oras . Quick Start Guide! Quick Start Video!

COSM OFAS Subi

- - ODsSP
Legin Register
MNew Diel ier p-by-Step Help Guide

c tep-by-Step Help Gu

e

St

Forfjot Username?  Forgot Password?

For more information please refer to the COSM Introduction. Select “ Login” Button

Please use your credentials to Iog-in to the For Privacy information please refer to the FDA Privacy Policy.

CFSAN Online Submission Module - - - WARNING - - WARNING - - WARNING - - WARNING - - WARNING - - -

This infarmation system is provided for U.5. Government-authorized use only.
System User Agreement

formation system, the CFSAN On,

FURLS User Registration

Please begin the registration process by providing the E-mail .
address associated with your FURLS login. 7 ttached to ! mputer on this network. A
fi n as well as civil and criminal penalties. By using this

nge of this

E-Mail Address *

ge may be monitored, recorded, a t to gudit. Anyone using information systern

m - " ionin
expressly consents fo mol

ring and is advised that if s

wrmn el e | it g ‘M?“‘wmiw‘ﬂ"?’ff o i A, et A g

g reveals possible criminal a . system personnel




Assemble

- Send to FDA FOA
Submission

OFAS Submission Introduction Registration Login Contacts

Quick Start Guide

Login continued on next page... of

Step 2. Login Authentication

After verifying the login and password, COSM will send an email to you with a 6-digit authentication code.
The authentication code will expire in 5 minutes.

ﬁ CFSAN Online Submission Module @ About @ Quick Start Guide

ed to assist industry partners when filing Regulatory
g to file submissions with the Center for Food

The CFSAN Online Submission Module (COSM) was d

Confl rm AUthentlcatlon COd e Submissions. It is specifically designed to aid users

shi

d Applied

A security code has been sent to the email address Nutrition (CFSAN). COSM is available 24 ho days a week. Two offices are currently supported, the Of f Food
shown bélow Please enter the code sent to your Additive safety (OFAS) and the Office of Dietary Supplement Programs (QDSP). A h . . C d I .
i i ! : : uthentication Code Instructions
email address and click Submit. Please refer to the Help Guides below for instructions on how to use the COSM
@ gmai\.com COSM Registration Help Guide
m oFAS Click Here for the Click Here for the
Quick Start Guide! Quick Start Video!

COSM OFAS Submissions Help Guide
oDsp 5 - DFAS SUbin scdien Help Guite
P Mew Dietary Ingredient Notification Step-by-
e

The code expires in 5 minutes. Function Claim

Resend - . .
For more information please refer to the COSM introduction.

For Privacy information please refer to the FDA Privacy Policy.

Forgot Username?  Forgot Password?

- - - WARNING - - WARNING - - WARNING - - WARNING - - WARNING - - -

: his information system is provided for U.S. Government-authorized use only.
Please use your credentials to log-in to the This information system is provided for U.S. Government-authorized use only

: —— System User Agreement
CFSAN Online Submission Module.

formation system, the CFSAN Online Submission Mo

The information system
. and (4) all devicx
roper usage of
{ penalties. By

FURLS User Registration

Please begin the registration process by providing the E-mail
address associated with your FURLS lagin.

E-Mail Address *

governme; o5,

g or stored on this information system.

red mitnaitn g o ph st ommet e Glaslosedgmuse i Qo LB, oo e

® DoNotReply.CFSAN-FARM-eSubmission@fda.hhs.gov
® - -

Here's your six-digit authentication code:
305008

This code will only be active for [5] minutes. If you are unable to enter this code within this time, please request another code.

PP WG VSN T DYYT W UV VG  weasgmgpe W
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Step 3. Login

You must enter the 6-digit code from the email into the space allocated on the login page.
Click the Submit button and you will enter COSM.

CFSAN Online Submission Module @ About @ Quick Start Guide

The CFSAN Online Submission Module (COSM) was developed to assist industry partners when filing Regulatory

Submissions. It is specifically designed to aid users wishing to file submissions with the Center for Food Safety and Applied
Nutrition (CFSAN). COSM is available 24 hours, 7 days a week. Two offices are currently supported, the Office of Food )
Additive Safety (OFAS) and the Office of Dietary Supplement Programs (ODSP). Enter Received

Authentication Code

Confirm Authentication Code

A security code has been sent to the email address
shown below. Please enter the code sent to your

email address and click Submit. Please refer to the Help Guides below for instructions on how to use the COSM.

@gmail.com COSM Registration Help Guide

— e Clicks Hans fns tha — Select “Submit” Button
305008 m o Quick Start Guide! Quick Start Video!

COSM OFAS Submissions Help Guide
oDsP
New Dietary Ingredient Notifi

BFS Submmisssian Hatp Guide

Step-by-Step Help Guide

The code expires in 5 minutes,

Forgot Username?  Forgot Password?

Structure Function Claims A ation Step-by-Step Help Guide

For more information please refer to the COSM Introduction.

For Privacy information please refer to the FDA Privacy Policy.

- - - WARNING - - WARNING - - WARNING - - WARNING - - WARNING - - -

: : This information system is provided for U.S. Government-authorized us iy
Please use your credentials to log-in to the s information system is provided for U.S. Government-authorized use only.

CFSAN Online Submission Module.

System User Agreement

he CFSAN Online Submission Module. The inform,
d (4) all
s unauthorized or improper usage of this

You are acce rament information sys ion system

devices and

ing a U.S. Gove,
includes (1) this computer, (
storage media attached to this network or to @ computer on this net
FURLS User Registration information system is prohibited and may result in disciplinary action as well as civil and criminal penalties. By using this
information system, you understand and consent to the following:

[}

lis computer netwol computers connected to this network, an

Please begin the registration process by providing the E-mail o o ) ) ) o
address associated with your FURLS login. - Anyone who makes a materially false, fictitious, or fraudulent statement fo the U.S. Government (s subject to criminal

See Title 18 US.C. 7001,
usage may be monitored, recorded, and subject to audit. Anyone using t

penalfies.
- Any information syste,

information system

E-Mail Address *

expressly consents to monitoring and is advised that if such monitoring reveals possible criminal activit

may provide the evidence of such monitoring to law enforcerent offic
tion of privacy regarding any communications or data transiting or stored on this

m - You have no reasonable expectat
information system. At any time, and for any lawful government purpose, the go

and seize any communication or data transiting or stored on this informatior

stem personnel

ment may monitor, intercept, and search

cations or data transiting or stored in this information system may be disclosed or used for any lawful

[1.1:3

- Any communi

government pu

PP . PR W N g Y ... SO SN U S SO P
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Contacts continued on next page... n of b
Step 1. Click the Manage Contacts Menu Tab

The “Manage Contacts” feature allows you to add and store one or more contacts. Some submissions require
multiple contacts and if you have a list of contacts that you have previously entered, this feature will provide quick
access to them when you are assembling your submission. Click the “Profile” menu button on the top right of the
screen and then click “Manage Contacts”.

When the Manage Contacts screen appears, click the blue “Add New Contact” button. When you click the button, a
new address form opens, and you can enter the new contact information.

ﬂ CFSAN Online Submission Module #% Hom: @ ~oout 3 Manage Subrm n & Manage User A pProfile ~ () Logou

Manage Profile

B Manage Contacts

Please enter your relevant contacts on this page. You can use this page as a virtual Rolodex. All the CFSAN submissions require at lef] —
I g s . o Wlanage Contacts Manage Contacts
require two or more. Entering your contacts here will save your time during the application process.

Click the “Add New Contact” button to enter a new contact. Mandatory fields have an asterisk (*) next to them. Add as many contacts as you like. Once you

have completed your contact list, click the “Save” button on the bottom left of the page. All your contacts are saved.
To edit a contact, simply click on the Contact Name, type in your updates and click “Save”

All CFSAN forms have a list box on the right side of the Contact Information section. The list box contains all the contacts you entered here. You can select a

name from the list box and the remaining contact information will be completed.

Add New Contact
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Contacts continued on next page...a of b

Complete the mandatory address fields shown on the screen and then click the “Save” button. Add as many
contacts as you like by clicking the blue "Add New Contact” button. Fields with an “*" are mandatory.

ﬁ CFSAM Online Submission Module # Home @ kot § wasna =1 £ S U

B8 Manage Contacts

Step 2. Complete the Contact Information

- Contact Information
8 - Complete the information for the following fields:

e First Name*

e Middle Initial

e Last Name*

e Company*

o Title

e Doing Business As (If applicable)
e Mailing Address*
e Mailing Address2
o City*

e Country*

o State*

e Zip Code*

m m e Telephone Number*

e Fax Number
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Contacts continued on next page...q of b

Step 3. Use Previously Entered Contacts when Completing Submissions

Use the Contact list whenever you begin a new application so that you don’t have to enter the address information
every time you assemble a new filing. Click the “Update” button for the “Contact Information” section of the filing.

CFSAN Online Submission Module # Home @ ~oout s3% Manage Submissions B Manage Users 6 profile ~ () Logout
For submissions sent to CFSAN’s Office of Food Additive Safety (OFAS), please read the following instructions: (Click to Expand) v
H H Paperweork Reduction Act Notice
Food Contact Notification (FCN) P )
Form Approval: OME Mo. 0910-0495
Tracking Number: OLS_FCN_5487 Expiration Date: 3/31,/2022
Instructions for Completing Form FDA 3480 Guidance for Preparation of Food Contact Notifications (Administrative)

File Naming Conwventions for Food Contact Notifications

Contact Information

= The person (i.e., the indvidual, partnership, corporation, association or other legal entity) who is responsible for
- s The ct person within any partnership, corporation, association, or other legal entity and L
u * Any agent or attorney who is authorized to act on behalf of the person who is responsible for the submission

~eneral Infedmatisn
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Step 4. Complete Contact Information with a Single Click

Use the Contact list whenever you begin a new application so that you don’t have to enter the address information
every time you create a new filing. Click the “"Update” button for the “Contact Information” section of the filing.

ﬁ CFSAN Online Submission Module # Home (@ About 2 Manage Submissior B Manage User O profile v (1) Lo
Food Contact Notification (FCN)

Tracking Number: OLS_FCN_5487

’.I‘ Information about the Notifier and the Agent/Attorney @

Motifier Information R : 2

Marley, Labs, Inc

Contact List

Complete your Notifier/Agent Attorney
information by clicking the “Auto-fill
the data” list box. All your contacts
will appear here. Select a contact. All
the remaining information is prefilled
with the information from your
contacts list.

United States of America -
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Assemble Submission continued on next page... n of b
Step 1. Select a Submission Type

The following information is common for all OFAS submissions. After logging in to the COSM you are presented with
your “Home"” page. Click on one of the available submission types on the Home page. The submission types were
selected during the Registration process and are represented by “Menu Cards”. The following example illustrates the
Biotechnology Final Consultation (Form 3665] summary page and available sections.

ﬂ CFSAN Online Submission @ Aot i#1 Manage Submissions 6 Profile (1) Logout

Selected Submission Types

Home Page Button

Please click on one of the Menu Cards below to create a new submission

"
= -
. . " !
T " ‘1

Color Additive Petition

Biotechnology Notifications File for FDA Color Additive Petition for FDA OFAS Food Additive Petition for FDA OFAS

OFAS

O A
Biotechnology Notification File

(BNF Form 3665) Biotechnology Final
Consultation Submission Button
Select submission type.

Fc;od Contact Notification

Generally Recognized As Safe

Food Contact Notification Substance for Natice Notification
FDA OFAS Generally Recognized As Safe Notice for New Dietary Ingredient Notification for
FDA OFAS FDA ODSP
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Assemble Submission continued on next page... a of b

Upon selecting the submission type from the Home page, the system will open the Summary page
for the selected submission. Each OFAS submission type has different sections.
You may go to any section in any order you choose.

Step 2. Enter Data into Summary Sections

A

CFSAN Online Submission Module # Home o About i:i Manage Submissions B} Manage Users ' Quick Start Guide 8 Profile v o () Logout

Biotechnology Notification File (BNF) ‘ Paneork Reduction At Notice ‘

Form Approval: OME No. 0910-0583 Tracking Number
’ : : The COSM will create a unique tracking

General Instructions for BNF Form Guidance for BNF num b er fO reac h Su b m | SS | on.

I Tracking Number: OLS_BNF_16889 }

Contact Information

s The person (ie., the individual, partnership, corporation, association or other legal entity) who is responsible for the Update Button
,,‘ . :4:25;:1 persen within any partnership, corporation, association, or other legal entity and 0 YOU may update data IntO SeCtIOﬂS Of a SmeISSIOn,
u & Any agent or attorney who is authorized to act on behalf of the person who is responsible for the submission. “leaveu the Submiss|0n in a draft StatUS and return
Introductory Information to complete the submission later.

& Whether your submission is a new submission, or is an amendment or supplement to a previously submitted FDA

A * The date of your most recent meeting (i vith FDA before transmitting a new submission and -
9 & The date of any correspondence, sent to ¢ FDA, relevant to an amendment or supplement you are transmitting I com pletlon Icon
Each section on the Summary page will
Information about the Food and the New Plant Variety . . .
P e display a check mark upon its completion.
s Describe the various applications or uses of food derived from the new plant variety, including animal feed uses
e Tell us the common name and scientific name (genus and species) of the new plant variety
» Tell us the distinctive designation and/or unigue identifier used to identify the transformation event and
* Describe the purpose or intended technical effect of the modification and any expected effect on the compaosition or

characteristic properties of the food

Identity of New Substances

Summary Sections Restrictions

* Provide information about any new substances (proteins and other metabolic products) made in the new plant variety

including the name and function of the new substance Update
e Also include any registry designations

3

Mandatory Fields

Certifications All Mandatory fields/questions are designated by

The accuracy of the statements you make in this submission should reflect your best prediction of the anticipated facts regarding an asterisk sym bol [* ] . Mandato ry fields must be

the chemical substance described herein. Any knowing and willful misinterpretation is subject to criminal penalty pursuant to 18 .

U.S.C. 1001. The notifying party certifies tkat‘tke n’c-r:r\atc'v provided ke':r sz accurate aJr*d complete to the :ést of his/her Bt com p lEtEd bEfo re movin g on tO th en EXt screen. If
o any of the required fields are not completed, you

List of Attachments will be prompted to enter the missing information

Review the folder structure and file contents of your submission. Add attachments not explicitly required or asked for in previous befo re p roceed | n g to th en eXt se Ct | on.

sections of the submission View

2\

Date Selection
Download Final Submission You are prevented from entering a future date when
A Download the final PDF, sign it and send it to the FDA. Completlng a date f|e|.d

......
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Attach Documents continued on next page...q of b

Supporting documentation can be attached as questions are being answered. All documents are placed in their
relevant folders as they are being uploaded. Additional documents can be attached as part of the completion
process. At that time, you can upload documents not explicitly asked for within the submission. Using that option
also allows you to place documents in folders that you specify.

Step 3. Attach Documents

8. Specifications *
Attach a listing of physical and chemical specifications for the FCS such as density, melting point, maximum impurity levels, and solubility in
food simulants. For new polymers, provide glass transition temperatures, intrinsic or relative viscosity, melt flow indices, morphology and
crystallinity. Provide minimum or maximum specification limits or a range, as appropriate. In addition, include specification test results for at
least three production batches of the FCS and the analytical methods for establishing compliance with specifications.

See Other FDA File(s)

See Relevant Attachment(s)

select Referenced Documents -

Notes

Add Documents In-Line

1 As questions are being answered drag
and drop supporting documentation onto
the “Drag and Drop or Select File” header.

(P@. @Oty sy arty Uthatthe' s ae A . = best o his, A dab

List of Attachments

Review the folder structure and file contents of your submission. Add attachments not explicitly required or asked for in previous

sections of the submission. View LiSt Of AttaChmentS SeCtion
Click the View button to see all documents

ﬁ@

Download Final Submission l

e that have been uploaded. From here you
w can also add documents to folders that
L you specify.
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Step 3. Attach Documents continued

The image below shows the folder structure for the Biotechnology Final Consultation (Form 3665) notification. Each
submission type will have a different set of folders.
Note: Documents cannot be renamed once they have been uploaded to the COSM.

» I= Main Directory

~ & Administrative ‘r‘ Cloud Icon for Adding Documents
Click on the “cloud” icon next to the intended folder. COSM
2] COVERLETTER.pdf J then allows you to select a file from your local machine. Once

uploaded the document will appear in the selected folder.

3@ 3665.pdf

Trashcan Icon for Deleting Documents
Only documents that are uploaded from the List of

» & Incoming Correspondence % Attachments page can be deleted from the List of
Attachments page. Those documents will display a red
B Amendment &% trashcan icon next to them.

For documents that were added from the question and answer
sections you must return to those sections to delete them.

@ Submission Form &
i Supplement &%

@ Submission €%



OFAS Submission Introduction Registration Login

Quick Start Guide

Assemble

Submission sendto FDA

To Send Package to FDA

1. Download Final Submission Package

Once you complete all sections, download your submission package by clicking the

Download Final Submission” button.
e~ T Ao Hing v - - + —vrpeTT— a2 Nt 1o%y ‘ .
U.S.C. 1001, The netifying party certifies that the information provided herein is atturate and complete to the bestot his/her =
/ knowledge.

List of Attachments

Review the folder st

ﬂ sections of the sul

Download Final Submission

ure and file conts

your submission. Add attachments not explicitly required or asked for in previous

ssion. View

Download the final PDF, sign it and send it to the FDA,
Download Final Submission
Please ensure that all the above sections are complete before attempting to download your submission.

2. Send your documents directly to the FDA

Your submission is almost complete

Prior to completing your submission, please ensure that:

1. All questions have been answered accurately
2. All attachments have been included

If you would like to view or make further changes to this submission or your other submissions, please go

to the Manage Submissions tab on the CFSAN Online Submission Menu.

*Please Note*

Your submission will not be sent to the FDA until you complete all the following steps.

1. Please download your PDF by clicking this button.
v}, Download PDF

2|5ign your PDF. IPlease click here for more information on how to sign your PDF.

3. Upload your signed PDF by clicking this button.

Choose File

4. Please click the *Send To FDA' button below to complete your submission.
The accuracy of the statements you make in this submission should reflect your best
prediction of the anticipated facts regarding the chemical substances described herein. Any
knowing and willful misinterpretation is subject to criminal penalty pursuant to 18 U.S.C 1001.
The notifying party certifies that the information provided herein is accurate and complete to
the best of his/her knowledge.

O | Agree.*

= Send to FDA

I

To create another submission please click the Home tab on the CFSAN Online Submission Menu above.

Download Final Submission Button
You should ensure that all sections are
accurate before downloading the final
submission package.

Download your PDF.
Download your completed PDF to your PC.

Sign your PDF.

Upload your PDF back to COSM.
After signing your PDF upload it back to COSM
so it can be sent directly to the FDA.

Click the “l Agree” checkbox.
Click the “Send to FDA” button.
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