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How to Access the CFSAN eCATS — New Accounts
Figure 1: Creating an FDA Industry Systems Account

& U_5_ Department of Health and Human Services

EDA | U.S. FOOD AND DRUG ADMINISTRATION

IBEEE | INDUSTRY SYSTEMS FDAHome | FISHome

FDA Industry Systems @ Check System Status

FDA Industry Systems (FIS) was created to facilitate making submissions to the U.S. Food and Drug Administration (FDA), including registrations, listings
and other notifications. FIS has been available 24 hours a day, seven days a week, since October 16, 2003 6:00 p.m. EDT.

» Log-In + Create Account

FIS was created, in part, in response to the Bioterrorism Act of 2002, which gave high priority to improved information management to help protect the food
supply. The Act requires that FDA develop two systems: one fo support the registration of facilities that manufacture, process, pack, or hold food products
intended for consumption in the United States and one to receive prior notice before food is imported or offered for import into the United States. Under the
law, facilities must be registered by December 12, 2003 when Prior Notice went into effect

Systems Index

FURLS Acidified/Low Acid Canned Foods FURLS Biologics Export Certification FURLS Export Listing Module (ELM)

(LACF) Application & Tracking System (BECATS)

Form 2541/2541d/2541e/2541f12541g Form 3613 (05/18) Form 3972

OMB Approval Number 0910-0037 OMB Approval Number 0910-0498 OMB Approval Number 0910-0509 and
0910-0839

OMB Expiration Date 10/31/2020 OMB Expiration Date 04/30/2021 OMB Expiration Date 11/30/2020 and
01/31/2021

See OMB Burden Statement See OMB Burden Statement See OMB Burden Statement

Info Help Info Help Info Help

CFSAN eCATS is an FDA Industry System (FIS) and can be accessed via
https://www.access.fda.gov/. If you do not have an existing FIS account, click on the “+ Create
Account” button to create one. This will take you to the Create New Account screen where you
may select the Center and the systems you will need to access (Figure 2).

NOTE: You may wish to create a single account for all FDA submissions related to your facility

and to create subaccounts for personnel that will manage submissions to FDA. All submissions
by subaccounts will be accessible via the facility FIS account, which will allow continued access
to previous submissions in the event that an employee leaves the facility. For more information

on account management, please visit review the FDA Industry Systems User Guide: Account

Management.
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Figure 2: Establishing Access to CFSAN eCATS
Create New Account

Create New Account

You must create a separate account to create your Medical Device Registration and Listing, Tobacco Registration and Product Listing or Food Facility

Step 1: Select Application(s) for Account Creation

Do you conduct work for a State Agency under Contract with the FDA?

If you are creating an account on behalf of a manufacturer, please select "™No.”

(D Yes @ No

Registration and Listing Programs

Food

|:| Acidified/Low-Acid Canned Foods Registration D Export Listing Module
and Process Filing
D New Dietary Ingredient Notification
[] Food Facility Registration
D Shell Egg Producer Registration
[[] Qualified Facility Attestation

[ structure/Function Claims Notification

Medical Devices

|:| Device Registration and Listing Module

Tobacco Products

D Tobacco Registration and Listing System

Export Certification and Tracking

D Biologics Export Certification Application and D CDER Export Certification Application and
Tracking System (BECATS) Tracking System (CDER eCATS)
[ ] CDRH Export Certification Application and [ ] CFSAN Export Certification Application and
Tracking Systam (CECATS) Tracking System (CFSAN eCATS)
Includes FDA-regulated food and cosmetics.

FSMA Program(s)
[] Third-Party Program-Certification Body "] Third-Party Program—Accreditation Body
|:| Foreign Supplier Verification Program D Voluntary Qualified Importer Program

Check this box if you are an FSVP importer who needs o use a secure portal
fo submit FSVP records requested by FDA

Other FDA Systems

D Prior Notice System Interface
|:| Import Trade Auxiliary Communication System (ITACS)

On the Create New Account screen, select the Center for Food Safety & Applied Nutrition. In
the second section, select CFSAN eCATS as one of the systems you will need to access.
Continue filling out the application and submit. If you need detailed instructions for creating a
new account, please visit Create New Account Step-by-Step Instructions. Once you have
created an account and logged in, you will see the online account administration page for FDA
Industry Systems (see Figure 3).
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Figu

re 3: Opening CFSAN eCATS

FA ONLINE ACCOUNT

XM | ADMINISTRATION (OAA)

Account Management L
Aecount Managemert

e e— Weicome to the FDA Industry Systems. You are logged in as fda85178 for FDA,

You may choose an oplion on tha lefl to manage your account or select an FDA system below.
To oblain access to available FOA systems, choose the Update System Access option to add the FDA system 1o your account

Eood

Food Faciity Registraton

AckMied/Low-Ack] Canned Foods Registraton
and Process Fitng

SaructurerFUnction Claims Notification

Mew Dietary Ingredert Hotiication
Sheil Egg Producer Regéstration

Cualfied Faclty Aestabon

Export Certification and Tracking
tien Ay

Biokoge
Tracki

ation Appication and
TS)

CORH Expon Certification Apphication and CFS
Tracking System {CECATS) T

Thrd Party Program - Ac c reddation Bocy Third Party Program--Cetiic ation Body
Voluntary Qualfied Importer Program Laborstory Accrediabon Body Program
Fatemn Suppher Verdi ation Program Preventive Controls (PC)

Prioe Motice System interface Systems Flecogrition Program
Import Trade Ausckary Communicaton System (ITACS)

To access CFSAN eCATS, click on the name of the application (circled above).

Page 5



Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

How to Access the CFSAN eCATS — Existing FIS Account

If you have an existing FIS account, click on the blue “Log-In" button from the home page. After
logging in using your existing FIS login and password, select “Update System Access” from the
left side of the screen (see Figure 4).

Figure 4: Establ

ONLINE ACCOUNT

ADMINISTRATION (OAA)

Account Management (2

Home @ Update System Access

Update System Access

Select the systems you will need to access

Registration and Listing Programs
0 B

‘oo

Appication and

Expon Cemnification and Tracking
Oe O coerE: 1 Ay
oL

On the “Update System Access” page, select “CFSAN eCATS". Click on “Next” and then click
on “Click Here to continue”. CFSAN eCATS will now be displayed on the online account
administration page for FDA Industry Systems with a check mark (see Figure 5).
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Figure 5: Opening CFSAN eCATS

m | ONLINE ACCOUNT

ADMINISTRATION (OAA)

Account Management o8

Account Management
S oe ey Welcome to the FDA Industry Systems. You are logged in as 1da85178 for FDA,

You may choose an option on the left fo manage your account or select an FDA system below,
To obtain access to available FDA systems, choose the Update System Access option to add the FDA system to your account.

Registration and Listing Programs

Food Faciity Registration Expert Listing Module

StrctureFuncion Clams Notficabon

Mesw Diretary Ingredient Hotfication
Shell Egg Producer Regestration

Cuabied Facity Aftestaton

Expont Certification and Tracking

hon and

Third-Farty Program-—-Accredtation Body Thire-Party Program-—Certficaton Body

‘oluntary Cuaiied imporier Program Laboratory Accredeation Body Progran

Foresgn Suppber Venhcation Program Preventve Corrols (PC)
e System imerface Systerna Recogniion Progr,

mport Trade Aukary Commurscation System (TACS)

Once you have logged in, you will see the Online Account Administration (OAA) page for FDA
Industry Systems. To access CFSAN eCATS, click on the name of the application (circled
above).
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Enter New Application
Figure 6: Login to FDA Industry Systems Account and Select CFSAN eCATS
4;‘ U.S. Dep salth and

FoA | ONLINE ACCOUNT
WZXM | ADMINISTRATION (OAA)

Account Management (=

Account Management

ey Wedcome to the FDA Indusiry Systems. You are logged In as fda85178 for FDA.

You may choose an option on the lefl 1o manage your account or select an FDA sysiem below,
To obtain access to avallable FOA systemns, choose the Update System Access option to add the FDA system to your account,

Registration and Listing Programs

Eood

Food Faciity Registraon

Acusbed/Low-Acid Carned Foods Regissrabon
and Process Flng

Shell Egg Producer Regstration

Export Certification and Tracking

Biokges E C Hpphcation and

U 3h0T AR AN and
{CECATS)

Thard-Party Program.-Accreditation Body Third-Party Program-Certiic aon Body
Volutary Cusiified Imporier Program Laboratory Accredtation Body Program
Forexgn Suppler Vierficabion Program Prevertive Controts (PC)
Prioe Notice: Systom eterface Systems Recogneon Program

nport Trax pdkary Corn . 50 Syst AL

Once you have logged in, you will see the online account administration page for FDA Industry
Systems. To access CFSAN eCATS, click on the name of the application (circled above).
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Figure 7: Select CFSAN eCATS for 801e Certificates

« U.S. Department of Health and Human Services FURLS HOME

=5A | CFSAN eCATS

CFSAN Export Certification Application and Tracking System

CFSAN Export Certification Application and Tracking System 8 e

‘Welcome to the CFSAN Export Certification Application and Tracking System (CFSAN eCATS). Please select one of the certificate types from the following options:

Certificate Application Process (CAP)
The "Certificate of Free Sale" is available for dietary supplements, food for special dietary use, and medical foods that are requlated by FDA and that meet the applicable requirements of the
FD&C Act for marketing in the United States or, if they cannot be legally marketed in the United Stafes, meet the requirements of section 801(e)(1) of the FD&C Act and may be legally
exported. These certificates are not issued pursuant to section 801(e)(4) of the FD&C Act.

s The "Certificate for Cosmetics” Is issued for products that meet the definition of a cosmetic under section 201(1) of the FD&C Act (21 U.S.C. 321(1)). We do not issue these ceriificates for
products marketed with drug claims, such as cleansers with acne treatment claims. These ceriificates are not issued pursuant to section 801(e)(4) of the FD&C Act.

CFSAN Export Certification Application and Tracking System (CFSAN eCATS)
The "Certificate fo Foreign Government” is available for ct foods, food additives, food contact substances, infant formula, and seafood that meet the applicable requirements of
the FD&C Act for marketing in the United States.
The "Certificate of Exportability” is available for conventional foods, food additives, food contact substances, infant formula, and seafood that cannot be legally marketed in the United
States, but meet the requirements of section 801(e) or 802 of the FD&C Act and may be legally exported.

After logging into FIS and clicking on the CFSAN eCATS system, you will reach the landing
page where you will be asked to select one of three modules. To apply for a Certificate to a
Foreign Government or Certificate of Exportability click on the link for CFSAN eCATS (circled
above).
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Figure 8: Select “Enter New Application”

‘R’t us artment of Health and Human Senvices W Food and Drug Administration Test | FURLS HOM

FDA CFSAN eCATS
CFSAN Export Certification Application & Tracking System

CFSAN Export Certification Application & Tracking System &8 o

CFSAN eCATS Home

Welcome to the CFSAN Export Certification Application & Tracking System (CFSAN eCATS)
Enter New Application Form Approval: OME Mo, 0910-0793 OME Form Expiration date: 08/31/2021

An Agency may not conduct o sponsor, and a person is not required to respand to a collection of information unkess # displys a currently valid OMB control number

Plaase Mote: The system will sutomatically tme out if there i no activity for 30 minutes and you wil need to re-da your work fram the beginning

Draft spphcations will be canceled if net submitted within 60 days.

Yoou have access 1o the following apphcations. You may vew, clone, edit, or print an existing application by chcking on the app icon in the Action cokirmn

[[] Show Cancelled appiicatons.

Showing 010 0 of 0 entries
Clear Sort and Filter

Show 10 w | entnes B ShowHide Columns Filter

Action Application Certificate Product Type Status i Certi
Ho Type Date Due Date MName

Previous et

meni of Health and Human Services

To enter a new application, select “Enter New Application” from the menu on the left side of the
CFSAN eCATS home screen.
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Figure 9: Select Product and Certificate Type
¥ pariment of Health and Hu

CFSAN eCATS
[ CFSAN Export Certification Application & Tracking System

Enter New Application 80

CFSAN eCATS Home > Enler New Appication 3 Product Type and Certficate Type

CFSAN eCATS Home Select Product Type and Certificate Type
Please select the Product type and Certificate type for this application. You may click on the Help icon for a description of the options for each field.
Product Type (7] Corventional Food v Cenrtificate Type (7] Certificale to @ Foregn Government v

Do you wish to include "Certificate of Free Sale® as a subfitle on the certificate(s)? O Yes O No

You will be prompted to select the product type and the type of certificate for the application.
FDA acknowledges that some countries specifically require a “Certificate of Free Sale”, so you
may request to include “Certificate of Free Sale” as a subtitle on the Certificate to a Foreign
Government. If you would like this subtitle to be printed on your certificate, select Yes for the
guestion “Do you wish to include “Certificate of Free Sale” as a subtitle on the certificate(s)?”
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Figure 10: Enter and Verify Requestor Information
‘-ﬁ [T} 1 and Huma &5

FDA | CFSAN eCATS

CFSAN Export Certification Application & Tracking System

Enter New Application (=]

CFSAN eCATS Home > Enfer New Application 3 Regquestor Information

CFSAN eCATS Home Mamdacturer Information Cantificate Infarmation Shipment infarmation Artestation Hewew
Ertes New Appication Section 1: Requester Information

Some information below is pre-populated from your FDA Industry Systems (FIS) Account Profile. if you want 10 edit any mformation in the Reguestor information section, you must update
your FIS Account Profile accordingly

Requestor Information

Company Name FDA Country [ Area UMNITED STATES
Point of Contact First Foodd and Dnag Administration Address Line 1 10903 New Hampshire Ave
Hame
Paint of Contact Last lest Address Line
Mame 2 (Optional)
E-mail Address cizanexportcestiic atinngida hhs gov ZIF Code (Postal 20903
Cadas)
Telephone o 240 4022307 City Sihver Spring

Country Area Phone Numbar Ext

Fax (Optional) (1} State/Province Marytand

ITarrit
Country Area Fax Number Lokt

Billing Information

I the Billing Name and Address same as the Requestors Name and Address? O Yes O Ne

Cempany Names Country e

Billing Point of Address Line 1
Contact First Name

Billing Peint of Address Line

Contact Last Name 2 {Optional}

Billing Point of ZIP/Postal Code

Contact E-mail

Address

Telaphons City Pleace Select

Country Area Phone Number Ext

Fax (Optional) State/Province Please Select w
Country Area Fax Number [Territory
Company's Employer

Identification Number

{EIN}! Tax ID Code

B ¢ carc i satgan [ mson wot> N i >

artment of Health and Human Serices

In Section 1, Requestor Information will be auto-populated from the applicant's FDA Industry
Systems account information. You may indicate if the requestor information is the same as the
billing information, and if not, you will be prompted to provide billing information. After all
required information is entered, you may click next or select save and exit in the bottom right
corner.
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Figure 11: Manufacturer Information and other optional Facility Information

< 3. Deparir ealin and Human Senices

Weicome, Food and Drug Admintstration Test

CFSAN eCATS

CFSAN Export Certification Application & Tracking System

Enter New Application

13}
o

CFSAN eCATS Home 3 Enler New Application > Manutactuser Information

CFSAN «CATS Home Requestor Infermatan Certficate Information Steprment Information Altestabion Rewiew
Section 2: Facility Information

Yo

51 identity the manutacturer for the products that wel be isted in the apphcation. You may also kientily additional entibes or faciiles 1o be hsted on the cemficate 25 the Disinbuto,
Consgnor, or Exporter. You must select al least one entty or facity to be ksted on the certficate. A maomum of two entibes or facilbes may be isted on the certificate.

Fadility Information

Fikter
Action Display on Certificats  Header |7 Facility Nams Address
+ O Mamadacturer
+ O Exporter
+ (] Distributor
+ O Consignor

Shawing 1 to 4 of 4 entries

e [T D

U5 Depariment of Headh and Human Services

Next, you will be asked to identify the manufacturing facility for the products that will be listed on
the certificate. You will also have the option to identify an exporter, distributor, and consignor.

You may choose up to two entities to be listed on the certificate. To add a facility, click the “+”
icon in the row for the type of facility.
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Figure 12: Identification of Manufacturing Facility

EDA | CFSAN eCATS
CFSAN Export Certification Application & Tracking System

Enter New Application 8 0

CFSAN eCATS Home Enter New Application Manufacturer Information

CFSAN eCATS Home Requestor Information Certificate Information Shipment Information Attestation Review
Section 2: Manufacturer Information

Identify the manufacturer's name and address using:

O FEI Number

O Food Facility Registration

< Cancel and Start Again

You may identify the manufacturing facility by entering an FDA Establishment Identifier (FEI

number) or by selecting a Food Facility Registration (FFR) associated with your FIS/OAA
account.

If you represent a food facility, but do not see an option to identify this facility by the Food
Facility Registration, you may associate this facility with your account if you have the facility’s
Food Facility Registration number and PIN. To do this, click on the “Food Facility Registration”
link from the FURLS/FIS home page. Once the Food Facility Registration module opens, select

“Link Registration to your Account” on the left side of the screen and enter the facility’s Food
Facility Registration number and PIN.

If you choose to identify the manufacturing facility by the Food Facility Registration, the system
will display a list of all registered food facilities associated with your OAA account. Select the
correct facility for your application and click Next.
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Figure 13: Confirm Name and Address Information

¢ LS. Department of Health and Hi es Food and Drug Admin

EDA | CFSAN eCATS
CFSAN Export Certification Application & Tracking System

D
[}

Enter New Application

CFSAN eCATS Home > Enter New Appscation > Manufacturer information

CFSAN eCATS Home Requestor informatan Certdicate infarmatian Shipment infarmatian Astestanon Revew
Section 2: Manufacturer Information

You are not reguired 10 provide a contact name and ermal address for the manufacturer, Please note that f an email address is provided, it will be copied on all notific ations regardng this
appheation

Facility Mame Ghange
Facility Hame Food and Drug Adm Country / Area UNITED STATES
Contact Person First Facility Street 10903 New Hampshine fve
Mame (Optional) Address Line 1
Contact Person Last Facility Street
Mame (Optdonal) Address Line

2 {Optional)
E-mail ZIPIPostal Code
Address (Optonal)
Telephone (Optional) oot City Siver Spring
Country Area Phene Number Ext
Fax (Optianal) 001 State/Province Maryland
ITerritory

Country Ares Fax Number

= o

U.5. Departmenl of Health &

Name and address information will be prepopulated based on the FDA records for the facility.
You may also provide contact information for the facility, but please be aware that any email
address you enter will receive all email notifications regarding this application. To proceed, you
may click Next or select Save and Exit in the bottom right corner.
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Figure 14: Identification of Additional Facilities (optional)
FDA CFSAN eCATS

CFSAN Export Certification Application & Tracking System

Enter New Application =7
CFSAN eCATS Home > Enter New Appacation > Manutacturer information
CFSAMN eCATS Home Requestar information Marudacturer Information Certificate Information Shipment Infarmation Adtestation Rewew

Section 2: Exporter Information

Identify facility name and address using
) DUNS Numiber

7 FEI Numzer

() Food Facity Regrstration

) Manually Enter Facility Name and Address

You may identify additional facilities by entering a DUNS or FEI number, selecting a Food
Facility Registration (FFR) associated with your FIS/OAA account, or manually entering
information to identify the exporter, distributor, and consignor. FDA/CFSAN only issues export
certificates for products exported from the United States, so only U.S. entities are eligible to be
listed on an export certificate as the exporter or consignor. See Figure 12 for more information.
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Figure 15: Selecting Facililty Information to Display on Certificate

<¢ U.S. Depanment of Heallh @nd Human Senices Weicome, Food and Drug Admnistration Test

EDA CFSAN eCATS

T | CFSAN Export Certification Application & Tracking System

Enter New Application e e

CESAN eCATS Home 3 Enler New Appication > Manutacturer information

CFSAN &CATS Home Requestor Information Certdicate Inlarmaton Shuprment Information Altestation Rewew
Section 2: Facility Information

You must dentdy the mamdacturer for the products that will be sted in the apphcaton. You may also dently adddonal entbes or faciliies 1o be hsted on the certhicate as the Distribador

Consignor, or EXpoer You must sslect at laast one entity of facility 1o be ksted on the certficate. A maxmurm of twa enbties or faciilies may be ksted on the centficale

Facliity Information
Filter
Action Display on Certificate Header |7 Facility Name Address
+ = Manidacturer Food and Drug Administration 10803 New Hampshire Ave, Silver Spring, Maryland
o 20803 United States
+ =] Exporter Food and Drug Administration 10803 New Hampshire Ave, Silver Spring, Maryland
x 20903 United States
+ 'H| Distributor
+ 0 Cansignor

Shewing 110 4 of 4 entnes

< corctms s s I Baneonac> I e >

Once you have identified the manufacturer and any other facilities you wish to include on the
application, you must select at least one facility to be displayed on the certificate. You may
choose up to two facilities to be listed on the certificate by clicking the checkbox in the row for
desired facility. After selecting which facility or facilities should appear on the certificate, you
may click Next or select Save and Exit in the bottom right corner.
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Figure 16: Certificate Information

{ US. Department of Health and Himan Senices

FDA | CFSAN eCATS

CFSAN Export Certification Application & Tracking System

Enter New Application

CFSAN eCATS Home > Enber New Appication »  Certiicale information

CFSAM eCATS Home Requestor information Mammdacurer Information Shuprrent inforrmition Attestation Review
Section 3: Certificate Information

Intended Destination Of Shipment And Number Of Certificates

Select the name of the country and the number of certificates for each destination. The name of the country wil be pe

an the cerificate. All cenificatas for a given application
will be denbical, except for the unsgue certficate identer, the country name, and d selecled, country-spes

cerificates for each destination selected is 1

eiic product

mation (€., value, quantty). The rmimmurm number of
The tatal number of certificates cannat exceed 25 per apphcation

Country Piease Select.

Humber of
Cartificates
m <+ Add Country and Certiic ates
Shaw 10 w | entnes Filter
Action Country 13 Mumbar of Cantificatas
x 4 BAHAMAS

5

Shawing 1 1o 1 of 1 entries Prewvious MNewt

Secton B0 (e)4)(b) of the Fedaral Food Drug and Casmetic Act authorizes FDA to collect user fees for export cedificates for food, human dnugs, animal drugs, and devices The
fees are capped at $175 per cedtificate. CFSAN charges $175 for the first centificate, 5155 for the second cenificate, and $100 for each subsequent cedificate

Fees

First Certificate

(1) X 8175
Second Certificate (1) X 5155
Subzequent Cerficate(s) (31X $100
Total Fees $630

=

U.5. Departmenl of Heallh amd Human Services

Next, you will be prompted to identify the country of destination for the shipment and the number
of certificates requested for each country. All certificates associated with an application will
include the same product and shipment information; only the country name and the unique ID

for the certificate will vary. After all required information is entered, you may click Next or select
Save and Exit in the bottom right corner.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 17: Product Details

CFSAN eCATS
| CFSAN Export Certification Application & Tracking System

Enter New Application 8 e

CFRAN eCATS Home 3 Enter New Appication 3 SHipment Informaton

Ttk Mo Spp Raation Section 4.1: Product Details

Product Details
Product Name Schedule BHTS
2 Humber
Plasts rne tha roduct name & & appairs on the produes Label, ncluding the product S
¢ g (7]
Sclentific or Date of B
Chemical Name ProductionPackaging
[Optienal) (Optional)
Product Description Type of Packaging
[Dptienal) (Optianal]
Lot Number Expiration Date i
[Optional) (Optional]

Add/Remove Labels
*You must upload a label for each product.

Select the file to upioad:

o

Aftach an electronic copy of any applicable product label(s). The accepted file types include the following: jpg, Jpeqg. .doc, docx, txt, xis, xisx, pdf
agif and .nif

Country-Specific Infarmation
1 record(s) Filter

Country I Value of Goads © Cuiantity © Urit of Measure ©

BAHAMAS Plegse Select

E==m £

Section 4.1 will allow the applicant to provide product information for the products that will be
listed on the certificate. Certain fields will be required depending on the product type. After all
required information is entered, you may click Next or select Save and Exit in the bottom right
corner.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 18: Review Product Details

EDA | CFSAN eCATS

CFSAN Export Certification Application & Tracking System

Enter New Application

(=)
CFSAN BCATS Home > Enter New Application > Shipment Information
CESAN eCATS Home Requestor Informaton Marngacturer kformation Certilicie nformation Shierent Indormaton Aftestition Fewew
it Dl mien Section 4.2: Review Product Details
Review Product Detalis
 Adkel Product
Show 5 w | erines Filter
Action Product Schedule BIHTS Scientific or Product Type of Date of
Name [H Number Chaemical Name Description ging i
x & Tesd Product 123456789 Test Chermical Name Test Packisging 09Zs2018
Showing 1 to 1 of 1 entries.
Previous - Hest
« »
Product Information for Certificate
Please select the product mformation that you would ke to print on your certificate. You can choose a maximum of 4 fiekds.
Header 1 Product Nanms
Header 2 ~Flease Selecl-
Header 3 ~Please Select- e,
Header 4 ease Sel i
Header & —Please Select >
m 4 Cancel and Start Again B Save and Exit » Mest 3

¥l of Healh and Human Services

After entering all the product information for the first product, you will be able to review the
product list, edit product information and labels, and add additional products.

The applicant will also be able to select multiple headers that can be shown on the certificate
such as the value of the good(s), unit of measurement, the scientific name of the product(s), etc.
If there are multiple products in an application, headers can only be selected if all products have
information entered for the desired header. After all required information is entered, you may
click Next or select Save and Exit in the bottom right corner.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 19: Additional Information

ﬁ 1.8, Deparment of Health and Huma &s

FDA CFSAN eCATS
CFSAN Export Certification Application & Tracking System

Enter New Application 8e

CESAN eCATS Home ¥ Enler New Application >  Snipment infommation

CFSAN eCATS Home Regquestor Information Manufacturer Information Centificate Information Anestation Resiew
Section 4 3: Additional Information

Optional Shipment Details

ContaineriSeal Number Country | Area Please Select i
Means of Transport Address Line 1
Place of Loading Address Line 2
Paint of Entry ZIPPostal Code
Conditiens for Ciy ~Please Select: »
Transpert/Sterage

State/Pravince Flease Sehecl- L
Consignee/importer [Territory

Hame

Additional Information for Certificate

Emter ormabion as required. For example, Consignee/importer, Lot number, Exparation date, Number of units, etc. This nformation will be displayed on your certificate

dormation sechon

< FOA has the right to remove andlor update any remarks provided by the requestor 1o be printed on the certificate

Additional Documents

Selact the file to upload
The maxdmom abowed file size is 50 MB (Megabytes). The file types allowed for the additional documents are jpg, jpeg, doc, docx, b, s, sy, pdf, gif and nf

[+ | 0o

B < cavetms st romn J 5o > J e >

U.S. Depariment of Health and Human Services

After completing the prior section, you will have the option to add additional shipment details or
upload additional documents as may be required by the importing country. Please note that any
additional information provided in these sections will appear on all certificates associated with
an application. If you have added multiple countries on your application and require specific
shipment information for each country, then you must submit separate applications. After all
information is entered, you may click Next or select Save and Exit in the bottom right corner.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 20: Signature Page

<ﬁ U.S. Department of Health and Human Services ‘Welcome, CFSAN Export Certification | FURLS HOME

EDA | CFSAN eCATS
CFSAN Export Certification Application & Tracking System

Clone Application 8 e

CFSAN eCATS Home > Clone Application > Attestation

CFSAN eCATS Home Requestor Information Manufacturer Information Certificate Information Shipment Information Attestation Review

Enter New Application

Section 5: Attestation

As the responsible official or designee of the manufacturing/processing facllity listed on this application. | hereby certify to the United States Food and Drug
Administration that:

« the products listed on this application accord fo the specifications of the foreign purchaser;

= the products listed on this application are not in confiict with the laws of the country to which they are intended for export:

« the shipping packages for the products listed on this application are labeled on the outside that they are intended for export;
« the products listed on this application are not sold or offered for sale in the United States. and

= the products listed on this application are/will be exported from the United States.

Name CFSAN Export Certification
[] 1Agree

Making or submitting false statements on any documents submitted to FDA may constitute violations of the United States Code Title 18, Chapter 47, Section
1001 with penalties including up fo $250,000 in fines and up to 5 years imprisonment.

<€ Cancel and Start Again

U 8. Department of Health and Human

The next screen displays the signature page that will be required for submission. To proceed
you must digitally sign and check the “I Agree” box. Note: The signature text varies depending
on the type of certificate requested. You may click Next or select Save and Exit in the bottom
right corner.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 21: Application Review
After entering all the information, you will be able to review the complete application and
preview the certificate before submission.

B -
s [ o=
i
ecton & 0 - =]
= R o= A e A S
i
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 22: Confirmation Page

<f U3 Department of Health and Human Services od and Drug / siration Test | FURLS HOME

FEDA | CFSAN eCATS
CFSAN Export Certification Application & Tracking System

Enter New Application 8 e

CFSAN eCATS Home > Confirmation Page

CFSAN CATS Home Confirmation Page

Entae New Application Your Apphcation Number is 2018-01541. Please keep the Apphcation Number for your records. The Application Number is requared for all communications with LA reganding ths
apphcabon

epariment of Heallh amd Human Services

After submission, you will receive a confirmation page and an application number that can be
used for future inquiries about the application.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Editing an Application
Figure 23: Editing an Application

Form Approval: OMB No. 0910-0793 OMB Form Expiration date: 5/31/2018
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 and you will need to re-do your work from the beginning.

Drait applications will be canceled if not submitted within 60 days.

‘You have access to the following applications. You may view, clone. edit, or print an existing application by clicking on the appropriate icon in the Action column.

CFSAN eCATS Home

Enter New Application

Show Cancelled applications

Show 10 ‘ v ‘ entries Filter
Action Application Certificate Type Product Type Status Submitted Ct
No Date D
@ X 2018-00190 Certificate to a Foreign Conventional Food Pending Virus Scan 05/30/2018
Government
2018-00186 Certificate of Exportability Food Additives Pending Review 05/30/2018
% 2018-00184 Certificate to a Foreign Conventional Food Return for Action 05/30/2018
Government
® 2018-00177 Ceriificate to a Foreign Conventional Food Return for Action 04/24/2018
Government
® 2018-00170 Ceriificate to a Foreign Food Additives Return for Action 03/15/2018
Government
@ 2018-00169 Certificate to a Foreign Food for Special Dietary Rejected 03/14/2018
Govermnment Use
@ Ea % 2018-00168 Certificate of Exportability Infant Formula Return for Action 03/14/2018
@ 2018-00167 Ceriificate to a Foreign Conventional Food Rejected 03/14/2018
Government
@ E@ a8 2018-00166 Certificate to a Foreign Food Contact Substances Processed 03/14/2018
Government
@ 2018-00165 Certificate of Exportability Food Additives Rejected 03/14/2018
Showing 1 to 10 of 40 entries
Previous - 2 3 4 Next
« 11 ’

After logging into FIS and clicking on CFSAN eCATS system, you will reach the home page. To
edit an existing application, select the edit icon (resembling a pencil) next to the application of
choice on your dashboard. You may edit any draft application or previously submitted
application as long as the application is not in “Pending Review” Status.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 24: How to Edit an Application
Edit Application

CFSAN eCATS Home » Enter New Application > Product Type and Certificate Type

Select Product Type and Certificate Type

Enter New Application Please select the Product type and Certificate type for this application. You may click on the Help icon for a description of the options for each field

Product Type @ Food Additives " Certificate Type @ Certificate to a Foreign Government | ¥

After selecting the edit icon, you will start at the beginning of the application and may edit any
previously provided information. Click through all the pages to resubmit your application. If you
represent a registered food facility and you have recently made updates to your Food Facility
Registration name and address, these edits will auto-populate when you select the pencil icon.
Be sure to click through all the pages to resubmit your application.
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Step-by-Step Instructions for CFSAN eCATS

Cloning an Application

Figure 25: Cloning an Application

CFSAN eCATS Home

Enter Kew Application

After logging into FIS and clicking on CFSAN eCATS system, you will reach the home page.

Form Approval: OMB Neo. 09100733

801(e) Certificates

OME Form Expiration date: 5312018

AR Agenty may nol condutt or Sponsor, and a person & not required 19 fespond 1o a colecion of INformation unkess It dsplays a curmently vakd OME control number.

Plwase Note: The system will automabically time oul if there is no aclvity for 30 minubes and you will need 1o re-do your work from the begnning

Dwan applications wil be cancesed if not submitied within 60 days

You have access 1o the following appicabions. You may view, clone. edit, or print an extsting application by cicking on the appropdate ion in the Action column.

Action Application
Ne
= % 2018-00190
- (% 2018-00185
I » 201800184
@™ £ O ox 2018-00177
® P % 2018-00170
L 2018-00168
® & @ x PO18-00168
@ PO1B-0016T
® H O 2018-00166
- 2018-00165

Showing 1 10 10 of 40 enfries

Cartificate Type Product Type

Cerificate to a Foreign
Govemment

Conventional Food

Certficate of Exportabilty Food Adadives

Certficate to a Foreign
Government

Conventional Food

Cerficale 1o 3 Foreign
Government

Conventional Food

Certicate to a Foreign
Governmernt

Food Adatives

Certficale 10 a Foreign Food for Special Dietary
Government Use

Cenficate of Exportabiity Infant Faemuia

Certficale to a Foreign Conventional Food

Government

Certicate to a Foreign
Government

Food Contact Substantes

Certificate of Exportabiity Food Adoaves

Status

Pending Review

Pending Review

Retuen for Action

Reum for Action

Refum for Action

Rejected

Returm for Action

Repecled

Processed

Rejected

Submitted (=]
Datw

0573072018

05302018

05/30/2018

0472472016

03152018

0342018

D3N 42016

DAMAZ0B

03142ME

03142018

clone an existing application, select the “Clone Application” icon (resembling two pieces of
paper) next to the application of choice on your dashboard. You may clone any previously
submitted application if it has not been rejected.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Figure 26: Cloning Application Features

,ﬁ .S, Depanment of Health and Humai es Wescome, Food and Drug Administra

FDA CFSAN eCATS
CFSAN Export Certification Application & Tracking System

Clone Application =37}

CFSAN ¢CATS Home > Clone Appication » Requestor information

CFSAN eCATS Home Requestor Information Manufacturer Information Certificate Infarmation Shipment Information Aftestation Review

Coiter paw Apphcation Section 1: Requestor Information

Some formal

bedow 5 ulated from your FDA Industry Systems (FIS) Account Prohle ¥ you want 1o edt any n the Request sechon, you masst update

wour FIS Account Profile ac

Requestor Information

Company Name FDA Country | Area UNITED STATES
Point of Contact First Food and Drug Administration Address Line 1 10903 Mew Hampshire Ave
Name
Point of Contact Last Test Address Line
Name 2 (Optional)
E-mall Address clsanexporicertfic stiong@ida his gov ZIP Code (Postal 20803
Code)
Telephone 001 240 4022507 City Sibver Spring

Country Area Phone NHumber Ext

Fax (Optional) 001 StatalProvince Marytand

Country Area Fax Number arritoly

Eilling Information

15 the Biling Name and Asiress Same a5 the Requestors Name and Address? @ ves O Na
Company's Employer

Identification Number
(EIN) Tax ID Code

< coctns it oo [ 5ot > [ e > |

U5, Depanment of Health and Human Services

After selecting the clone button, you will be brought to the beginning of your application where
you can review the application prior to submission and make edits to the application such as
adding or changing destination country information, quantities of shipments, the exporting
company, etc. What cannot be changed is the manufacturer information and adding new
product information. You may update the exporter, distributor, and consignor. If you do not wish
to make any edits to your cloned application, you may click submit.
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Step-by-Step Instructions for CFSAN eCATS
801(e) Certificates

Appendix | — Application Status and Action Matrix

Application Status: The Y indicates an external user can take the action for the associated

application status. The N indicates the action isn’t available for the associated application
status.

Application Status View Clone Edit Delete Print
PP (Action) (Action)  (Action)  (Action) (Action)
1. Draft Y N Y N N
2. Pending Virus Y N N Y N

Scan
3. Received Y Y N Y N
4. Pending Y Y N Y N
Review
5. Processed Y Y N N Y
6. Rejected Y N N N N
7. Under Review Y Y N N N
8. Return for Y Y Y Y N
Action
9. Updated Y Y N Y N
Pending
Review
10.Canceled Y N N N N
11.Withdrawn Y Y N N N
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