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How to Access the HFP eCATS — New Accounts

Figure 1: Creating

4 U.S. Department of Health and Human Services

FOA | ONLINE ACCOUNT

ADMINISTRATION (OAA)

FDA Industry Systems

an FDA Industry Systems Account

© System Status

Upcoming Changes to the FDA Industry Systems (FIS) Account to implement Multi-Factor Authentication (MFA) during login process.

Login

Please select the "I understand” checkbox and then click the Login
button to enter your account ID and password.

Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or
tothe U.S. Is subject to criminal

penalties.

["J1 understand.

Forgot AccountID | Forgot Password

New User

B See Instructions 0 See Tutorials D Help Desk

Accessibility

Vulnerability Disclosure Policy

Getting Started

To make submissions to FDA (e.g., Food Facility Registration, Prior Notice, etc.) you must first create an
account. Select "Create New Account” towards the bottom left side of this page.

If you already have an account, please click on the Login button.

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

Is your computer secure? Before using FDA Industry Systems (FIS), FDA strongly encourages all users
to have current antivirus and antispyware software installed on your computer to help ensure the privacy
of the information being entered.

FDA retains contractors to assist the agency in maintaining its databases. If you get a call from someone
asking about your facility and you are concemned about whether the call is legitimate, get the name and
company of the caller, as well as a phone number, and contact FDA FURLS Help Desk at
1-800-216-7331 to confirm that the caller is acting on behalf of FDA.

Browser Requirements ~ FAQ ~ Help Desk  Privacy

Acidified/Low-Acid Canned Foods
Registration and Process Filing

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
1-888-INFO-FDA (1-888-463-6332)

Gontact FDA.

NO0LB0

CDER Export Certfication
Application and Tracking System

Tracking System (CVM eCATS)

Food Facility Registration

Shell Egg Producer Registration

CVM Export Certification Application and

Biologics Export Certification
Application and Tracking System

CBER Biological Product Deviation
Reporting (CBER eBPDR)

HFP Export Certification
Application and Tracking System

Export Listing Module

GDRH Export Certification
Application and Tracking System

Device Registration and
Listing Module

Prior Notice System Interface Qualified Facility Attestation

HFP 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 HFP eCATS

FUA | ONLINE ACCOUNT

ECIXM |  ADMINISTRATION (OAA)

Create New Account e s

Create New Account

You must create a separate account to create your Medical Device Registration and 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 creafing an account on behalf of a manufacturer, please select "No."

O Yes ® No

Registration and Listing Programs

Food
[ Acidified/Low-Acid Canned Foods Registration [ Export Listing Module
and Process Filing
[] shell Egg Producer Registration
(] Food Facility Registration

[ Qualified Facility Attestation

Medical Devices

[ Device Registration and Listing Module

Export Certification and Tracking

[ Biol Export Certi ion A ion and [JcDER Export Certification Application and
Tracking System (BECATS) Tracking System (CDER eCATS)

[C] CDRH Export Certification Application and [] HFP Export Certification Application and
Tracking System (CECATS) Tracking System (HFP eCATS)

" T Includes FDA-regulated food and cosmetics.
[C]CVM Export Certification Application and

Tracking System (CVM eCATS)

On the Create New Account screen, select the HFP Export Certification Application and
Tracking System. In the second section, select HFP 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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Figure 3: Opening HFP eCATS

ﬁ U.S. Department of Health and Human Services Logout

Fo/A | ONLINE ACCOUNT
IITM | ADMINISTRATION (OAA)

Account Management L2

Account Management

Edit Account Profile Welcome to the FDA Industry Systems. You are logged in as [}

‘You may choose an option on the left to manage your account or select an FDA system below.

Change My Password To obtain access to available FDA systems, choose the Update System Access option to add the FDA system to your account

Update System Access

Registration and Listing Programs
Create a Subaccount

Eood
Deactivate a Subaccount

Food Facility Registration Export Listing Module
Reactivate a Subaccount

Acidified/Low-Acid Canned Foods Registration Qualified Facility Attestation

and Process Filing

Shell Egg Producer Registration

Export Certification and Tracking

Biologics Export Certification Application and CDER Export Certification Application and
Tracking System (BECATS) Tracking System (CDER eCATS)

GDRH Export Gertification Application and HFP Export Certification Application and
Tracking System (GECATS) Tracking System (HFP eGATS)

CVM Export Certification Application and
Tracking System (GVM eCATS)

FSMA Program(s)

To access HFP eCATS, click on the name of the application as shown above.
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How to Access the HFP 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: Establishing Access to HPF eCATS

ONLINE ACCOUNT
ADMINISTRATION (OAA)

Account Management e 8

Home © Update System Access

Edit Account Profile Update System Access

Change My Password

Select the systems you will need to access
Update System Access
Registration and Listing Programs
Create a Subaccount
Eood
Deactivate a Subaccount
[ Acidified/Low-Acid Canned Foods Registration Export Listing Module

and Process Filing
Reactivate a Subaccount

[ shell Egg Producer Registration
Food Facility Registration

[ Qualified Faciity Attestation

Medical Devices

Device Registration and Listing Medule

Export Certification and Tracking

(O Biologics Export Certification Application and (] CDER Export Cerification Application and
Tracking System (BECATS) Tracking System (CDER eCATS)

() CDRH Export Gertiication Appiication and HFP Export Certiication Application and
Tracking System (CECATS) Tracking System (HFP eCATS)

() C¥M Export Certification Appiication and
Tracking System (CVM eCATS)

FSMA Program(s)

On the “Update System Access” page, select “HFP Export Certification Application and
Tracking System (HFP eCATS)". Click on “Next” and then click on “Click Here to continue”.
HFP 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 HPF eCATS

4{ U_S. Department of Health and Human Services Logout

ONLINE ACCOUNT

VAN
ECIYM | ADMINISTRATION (OAA)

Account Management e &

Account Management

R e Welcome to the FDA Industry Systems. You are logged in as fda15852 for FDA.

You may choose an option on the left to manage your account or select an FDA system below.

Change My Password To obtain access to available FDA systems, choose the Update System Access option to add the FDA system to your account.
Update System Access

Registration and Listing Programs
Create a Subaccount

Food
Deactivate a Subaccount
Food Facility Registration Export Listing Module
Reactivate a Subaccount
Acidified/Low-Acid Canned Foods Registration Qualified Facility Attestation

and Process Filing

Shell Egg Producer Registration

Export Certification and Tracking

Biologics Export Certiication Application and CDER Export Certification Application and
Tracking System (BECATS) Tracking System (CDER eCATS)

GDRH Export Gertification Application and HFP Export Certification Application and
Tracking System (GECATS) Tracking System (HFP eCATS)

GVM Export Gertification Application and
Tracking System (GVM eCATS)

FSMA Program(s)
Accredited Third-Party Certification Program-- Laboratory Accreditation for Analyses of Foods Program--
Accreditation Body Accreditation Body
Accredited Third-Party Certification Program-— Laboratory Accreditation for Analyses of Foods Program--
Certification Body Aceredited Lab
FSVP Importer Portal for FSVP Records Submission Voluntary Qualified Importer Program

Other FDA Systems

Prior Notice System Interface Systems Recognition Program
Import Trade Auxiliary Gommunication System (ITAGS) GBER Biological Product Deviation Reporting (GBER
eBPDR)

GDER Office of Manufacturing Quality (CDER OMQ e-Portal)
Observations and Corrective Action Report (OCAR)
Industry Portal

Mon Oct 20 12:52:32 EDT 2025

Accessibilty  Vulnerability Disclosure Policy ~ Browser Requirements ~ FAQ ~ HelpDesk  Privacy

U.S. Food and Drug Administration Acidified/Low-Acid Ganned Foods Biologics Export Certification GBER Biological Product Deviation
10903 New Hampshire Avenue Registration and Process Filing Application and Tracking System Reporting (CBER eBPDR)
Silver Spring, MD 20993
1-888-INFO-FDA (1-888-463-6332) CDER Export Certification CDRH Export Gertification HFP Export Certification
Application and Tracking System Application and Tracking System Application and Tracking System
u n u CVM Export Certification Application and Device Registration and Export Listing Module
Tracking System (CVM eCATS) Listing Module
Food Facility Registration Prior Notice System Interface Qualified Facility Attestation

Shell Egg Producer Registration

Once you have logged in, you will see the Online Account Administration (OAA) page for FDA
Industry Systems. To access HFP eCATS, click on the name of the application as shown above.
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Enter New Application
Figure 6: Login to FDA Industry Systems Account and Select HFP eCATS

ﬁ U.S. Department of Health and Human Services

ogout

FoA | ONLINE ACCOUNT

XM  ADMINISTRATION (OAA)

Account Management L=

Account Management

Edit Account Profile Welcome to the FDA Industry Systems. You are logged in as=

‘You may choese an option on the left to manage your account or select an FDA system below.

ClanualMyjbacsrn To obtain access o available FDA systems, choose the Update System Aceess option to add the FDA system to your account

Update System Access

Registration and Listing Programs
Create a Subaccount

Food
Deactivate a Subaccount
Food Facility Registration Export Listing Module

Reactivale a Subaccount

Acidified/Low-Acid Canned Foods Registration

Qualified Facility Attestation
and Process Filing

Shell Egg Producer Registration

Export Certification and Tracking

Biologics Export Certification Application and CDER Export Cerfification Application and
Tracking System (BECATS) Tracking System (CDER eCATS)

CDRH Export Certification Application and HFP Export Certification Application and
Tracking System (CECATS) Tracking System (HFP eCATS)

CVM Export Certification Application and
Tracking System (CVM eCATS)

FSMA Program(s)

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

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

FDA |HFP eCATS
HFP Export Certification Application and Tracking System

HFP Export Certification Application and Tracking System 8 e

Welcome to the HFP Export Certification Application and Tracking System (HFP 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 regulated 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 States, meet the requirements of section 801(e)(1) of the FD&C Act and may be
legally exported. These centificates are not issued pursuant to section 801(e)(4) of the FD&C Act
» The 'Certificate for Cosmetics” is issued for products that meet the definition of a cosmetic under section 201(i) of the FD&C Act (21 U.S.C. 321(f)). We do not issue these certificates
for products marketed with drug claims, such as cleansers with acne treatment claims. These certificates are not issued pursuant to section 801(ej(4) of the FD&C Act

HFP Export Certification Application and Tracking System (HFFP eCATS)
« The "Certificate to a Foreign s availabie for foods, food addifives, food contact substances, Infant formula, and seafood that meet the applicable
requirements of the FD&C Act for marketing In the United States.

« The "Centificate of Exportability" is available for conventional foods, food aditives, food contact substances, infant formula, and seafood that cannot be legally markefed 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 HFP 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 HFP eCATS (circled above).
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Step-by-Step Instructions for HFP eCATS
801(e) Certificates

Figure 8: Select “Enter New Application”

EDA |HFP eCATS

HFP Export Certification Application & Tracking System

Welcome to the HFP Export Certification Application & Tracking System (HFP eCATS)
The table below includes all the HFP eCATS applications associated with your user account. Click the "+ Enter New Application” button to submit a new application. You can sort, filter, and rearrange the columns in the table
below and the system will save these setiings. If you can't find one of your applications, click the "Clear User Seftings” button to reset the view and display all of your applications. You can perform all your actions from the

Actions column. Click the “Action Icons” button for more information

Draft applications will be cancelled if not submitied within 60 days. Return for Action applications wil be cancelled ff not resubmitted within 60 days.
Action Icons @ | + Enter New. on  Clear User Settings
Application Status Submission Date Facility

Certificate Type Product Type
v v | [mm/ddryyyy e

|

suwnjo)

Application Number

Action

No results to display.

To enter a new application, select the “Enter New Application” button on the right side of the HFP

eCATS home screen.
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Figure 9: Select Product and Certificate Type

EDA |HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP 6CATS Home > Enter New Application > Product Type and Certificate Type

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 @ Conventional Food - Certificate Type @ Certificate to a Foreign Government

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

D

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
question “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

f U Depariment of Health and Human services Welcome, Food and Drug Administration Test | FURLS HOME

EDA | HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Requestor Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 1: Requestor Information

Some information below is pre-populated from your FDA Industry Systems (FIS) Account Profile. If you want to edit any information in the Requestor Information section, you must update your FIS Account Profile accordingly.

Requestor Information

Company Name FDA Country / Area UNITED STATES

Contact First Name Food and Drug Administration Address Line 1 10903 New Hampshire Ave
Contact Last Name Test Address Line 2 (Optional)

E-mail Address HFPExportCertification@fda.hhs.gov ZIP Code (Postal Code) 20903

Telephone 001 240 4022307 city Silver Spring

Country  Area  Phone Number  Ext

Fax (Optional) 001 State/ProvincelTerritory Maryland

Country  Area Fax Number

Billing Information

Is the Billing Name and Address same as the Requestor's Name and Address? () Yes [/ No

Company Name Country ~Please Select—
Billing Contact First Name Address Line 1

Billing Contact Last Name Address Line 2 (Optional)

Billing Contact E-mail ZIPIPostal Code

Address

Telephone city —~Please Select-

Country  Area  Phone Number  Ext

Fax (Optional) StatelProvincelTerritory Please Select.-

Country  Area Fax Number

Company's Employer
Identification Number (EIN)/
Tax ID Code

< Cancel and Start Again B Save and Exit >
Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Depariment of Health and Human Services

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. Ensure the
information in the Billing Information section is correct, because invoices are sent to the billing
contact email address. 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

<f U Deparment of Health and Human services Welcome, Food and Drug Administration Test | FURLS HOME

FDA | HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Facility Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 2: Facility Information

You must identify the manufacturer for the products that will be listed in the application. You may also identify additional entities or facilities to be listed on the certificate as the Distributor,
Consignor, or Exporter. You must select at least one entity or facility to be listed on the certificate. A maximum of two entities or facilities may be listed on the certificate.

Facility Information

Filter
Action Displayon  Header Facility Identified By FFRIFEN Facility Name Facility Address
Certificate DUNS Name
Number Type/
Address
Type
+ 0 Manufacturer
+ (] Exporter
+ O Distributor
+ 0 Gonsignor

Showing 1 1o 4 of 4 entries
< Cancal and Start Again Save and Exit >

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department of Health 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 Facilit

<f U Deparment of Health and Human services Welcome, Food and Drug Administration Test | FURLS HOME

FDA | HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Facility Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 2: Facility Information

You must identify the manufacturer for the products that will be listed in the application. You may also identify additional entities or facilities to be listed on the certificate as the Distributor,
Consignor, or Exporter. You must select at least one entity or facility to be listed on the certificate. A maximum of two entities or facilities may be listed on the certificate.

Facility Information

Filter
Action Displayon  Header Facility Identified By FFRIFEN Facility Name Facility Address
Certificate DUNS Name
Number Type/
Address
Type
+ 0 Manufacturer
+ I Exporter
+ O Distributor
+ 0 Gonsignor
Showing 1 to 4 of 4 entries
< corce ans s gan [l Bsavara s>

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department of Health and Human Services:

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

<f Us Depariment of Health and Human Services Weicome, Food and Drug Administration Test | FURLS HOME

FDA | HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Facility Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 2: Manufacturer Information

You are not required to provide a contact name and email address for the manufacturer. Please note that if an email address is provided, it will be: copied on all nofifications regarding this application

Facility Name

Facility Name —Please Select— v Country / Area UNITED STATES
Facility Name Type Facility Street Address 10903 New Hampshire Ave
Line 1

Contact Person First
Facility Street Address

Name (Optional)
Line 2 (Optional)

Contact Person Last

Name (Optional) 2ZIP/Postal Code 20903

E-mail Address (Optional) city Silver Spring

Telephone (Optional) 001 State/Province/Territory Maryland
Country  Area Phone Number Ext

Fax (Optional) 001

Country  Area Fax Number

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department of Health and Human Services:

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)

<F U Departmentof Heatt and Human Services Welcome, Food and Drug Administration Test | FURLS HOME

EDA |HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Facility Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 2: Exporter Information

Identify the exporter's name and address using:
DUNS Number
FEI Number
Food Facility Registration

Manually Enter Facility Name and Address

U.S. Department of Health and Human Services

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024

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.

¢ DUNS numbers are publicly available a unique identification numbers for each physical
location of a business.

See Figure 12 for more information.
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Figure 15: Selecting Facility Information to Display on Certificate

<f U Deparment of Health and Human services Welcome, Food and Drug Administration Test | FURLS HOME

FDA | HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Facility Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 2: Facility Information

You must identify the manufacturer for the products that will be listed in the application. You may also identify additional entities or facilities to be listed on the certificate as the Distributor,
Consignor, or Exporter. You must select at least one entity or facility to be listed on the certificate. A maximum of two entities or facilities may be listed on the certificate.

Facility Information

Filter
Action Displayon  Header Facility Identified By FFRIFEI/ Facility Name Facility Address
Certificate DUNS Name
Number Type!
Address
Type
+ % Manufacturer Food Facility Registration 15198001972 FDA Parent Name 10903 New Hampshire Ave, Silver Spring,
Maryland 20903 United States
+ x Exporter Food Facility Registration 15198091972 FDA Parent Name 10903 New Hampshire Ave, Silver Spring,
Maryland 20903 United States
0 Distributor
0 Consignor

Showing 1 to 4 of 4 entries.

< Cancel and Start Again B Save and Exit >
Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 0831/2024 U.S. Department of Health and Human Services

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

Figure 16: Certificate Information

f U.S. Department of Health and Human Services

EDA |HFP eCATS

Weicome, Food and Drug Administration Test | FURLS HOME

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Certificate Information

Review

Shipment Information Atestation

Certificate Information

Requestor Information Facility Information
Section 3: Certificate Information

Intended Destination Of Shipment And Number Of Certificates

Select the name of the country and the number of cerificates for each destination. The name of the country will be printed on the certificate. All certificates for a given application will be identical, except for the unique
certificate identifier, the country name, and if selected, country-specific product information (e.g., value, quantity). The minimum number of certificates for each destination selected is 1. The total number of certificates

cannot exceed 25 per application

Country —Please Select— v Number of Certificates
Show 10 v entries Filter:
Action Country Number of Certificates
x rd ALGERIA 3
Showing 1to 1 of 1 entries Previous Next

Section 801(e)(4)(b) of the Federal Food Drug and Cosmetic Act authorizes FDA to collect user fees for export certificates for food, human drugs, animal drugs, and devices. The fees are capped at $175 per
certificate. HFP charges $175 for the first certificate, $155 for the second certificate, and $100 for each subsequent certificate.

Fees
First Certificate (1)X $175
Second Certificate (1)X $155
Subsequent Certificate(s) (1)X $100
$430

Total Fees

< Cancel and Start Again B Save and Exit 3

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department of Health and 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 HFP eCATS
801(e) Certificates

Figure 17: Product Details

@ U_S. Department of Health and Human Services Weicome, Food and Drug Administration Test | FURLS HOME

EDA | HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Shipment Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 4.1: Product Details
Product Details

Product Name Schedule BIHTS Number @

Please enter the product name as it appears on the product abel, inclucing the product flavor if applicable.

Scientific or Chemical Name Date of Production/ &
(Optional) Packaging (Optional)

Product Description Type of Packaging

(Optional) (Optional)

Lot Number (Optional) Expiration Date (Optional) &

Add/Remove Labels

‘You must upload a label for each product.
Does the manufacturer name and address identified on the application appear on the product label? () Yes () No

Select the file to upload:

Attach an electronic copy of any applicable product label(s). The accepted file types include the following: .jpg, .jpeg, .doc, .docx, .txt, .xIs, .xIsx, .pdf, .gif and .rif.

Optional Gountry-Specific Information
The estimated value of the commodity that will be exported for this shipment as itis or will be reported in the U.S. Gensus Bureau's Automated Export System (AES).
Filter

1 record(s)

Country Value of Goods @ Quantity @ Unit of Measure @

ALGERIA | Please Select v

Form Approval: OMB No. 0910-0; MB Form Expiration date: 08/31/2024 U.S. Department of Health and Human Services:

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 HFP eCATS
801(e) Certificates

Figure 18: Review Product Details

<f Us Deparmentof Heatt and Human Services Welcome, Food and Drug Administration Test | FURLS HOME

EDA |HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Shipment Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 4.2: Review Product Details

Review Product Details

=+ Add Product

Show 5 v entries Filter:
Action Product Schedule BIHTS Scientific or Chemical Product Type of Date of Production/ Lot
Name Number Name Description Packaging Packaging Number
X & Test Product 123456789 Test Chemical Name Test Description Test Packaging TestLo

Numbe

Showing 1to 1071 entries

Product Information for Certificate

Please select the product information that you would like to print on your certificate. You can choose a maximum of 4 fields

Header 1 Product Name:

Header 2 —Please Select—
Header 3 —Please Select—
Header 4 —Please Select—
Header 5 —Please Select—

< Cancel and Start Again B Save and Exit 3

U.S. Department of Health and Human Services

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024

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 HFP eCATS
801(e) Certificates

Figure 19: Additional Information

f U.S. Department of Health and Human Services Weicome, Food and Drug Administration Test | FURLS HOME

FDA |HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Shipment Information

Requestor Information Facility Information Gertificate Information ‘Shipment Information Attestation Review

Section 4.3: Additional Information

Optional Shipment Details

Container/Seal Number Consigneelimporter Name

Means of Transport Country / Area _Please Select-

Place of Loading Address Line 1

Point of Entry Address Line 2

Conditions for Transport/ 2ZIPIPostal Code

Storage
City ~Please Select—
StatelProvince/Territory ~Please Select—-

Additional Information for Certificate

Enter any additional information as may be required by the importing country. This information will be displayed on the certificate(s) in the "Additional Information” section
Disclaimer: FDA has the right to remove and/or update any remarks provided by the requestor to be printed on the certificate.

Additional Documents

Select the file to upload
The maximum allowed file size is 50 MB (Megabytes). The file types allowed for the additional documents are .jpg, jpeg, -doc, .docx, txt, xis, xisx, .pdf, gif and .rtf.

< Cancel and Start Again B Save and Exit »

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department 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 HFP eCATS
801(e) Certificates

Figure 20: Signature Page

{ U.S. Department of Health and Human Services

Weicome, Food and Drug Administration Test | FURLS HOME

EDA | HFP eCATS
HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Enter New Application > Attestation

Certificate: Information Shipment Information Attestation Review

Requestor Information Facility Information

Section 5: Attestation
As the responsible official or designee of the manufacturing/processing facility listed on this application, | hereby certify to the United States Food and Drug Administration (FDA) that the food facilities and the
products listed on this application continue to be, to the best of my knowledge, in compliance with all applicable requirements of the Federal Food, Drug, and Cosmetic Act, and that
« the food facilities listed on this application are currently registered with the FDA, if required by the Federal Food, Drug, and Cosmetic Act;

« the products listed on this application for export are legally marketed within the United States;
« the products listed on this application are not the subject of a recall o the subject of any enforcement action initiated by FDA; and

« the products listed on this application arefwill be exported from the United States.
Food and Drug Administration Test

Name

) 1Agree
Knowingly and williully making or submitting false statements on any documents submitted to FDA may consfitute violations of the United States Code Title 18, Section 1001 with penalties including up to

$250,000 in fines and up to & years imprisonment

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 HFP 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.
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FDA | HFP eCATS

Enter New Application

Step-by-Step Instructions for HFP eCATS

HFP €CATS Home 5 ErterNew Agplcation > Applcaton Review

801(e) Certificates

Welome, Food and Diug Adminsiation

HFP Export Certification Application & Tracking System

Application Review

Atstation

Date

Certficate Type

Certfcate of Free Sale Sublite?
Section 1: Requestor Information

Company Name

Contact Last Name
E-mal Address
Telept

Fax

Biling Information

Is the Biling

10202025

Gertficat o Foreign Govemment
Yes

FoA
Food and Drug Admisration
st

HEPE

Product Type Gonventional Food

Country / Area UNITED STATES
A 1091

New Hampshire Ave

‘Company Name

Biling Contact First Name
Biling Contact Last Name
E-mal Addres

Fon

20000
0012404022207 Siver Spring
StatelProvinceTerrtory Maryland
Yes
Country UNITED STAT
Addrass Line 1

Food and Drug Admiistaton
Test

10303 New Hampshire Ave
Address Line 2

s
Telephone o0t 2404022307 ciy Siver g
o StawProvincaTaory Mayand
Gompany's Employer dentication ss2usre
Number (E1) Tax 0 Code
Secion 2 Facily information
Show10 < enes Fiker
Header oientneasy | FeREN Name Facity Name Type! Adress oispay
ouns dress e s
Number Corteae
Manufcturer  Food Facky Regatation 15190091672 ron Part Name 10503 New Hampshie A, Siver Spring Marand ves
20003 Unked States
Exoter  Food Faciy Regatation 15190091672 ron Parot Name 10503 New Hampshi Av, S Spring Marand ves
20803 Unked Sttes
Showing 1102 o2 enties prevows [l nes
Secton 3 Certicate Detalls 4 ca
srow 10 enties Fitr
Country It Number of Certificates
ALoeRa .
Showng 101t 1 enties previovs [l ves
Tota Fees: 3430
Secton 4.2 Review Product Detals / a
sow5 o enties Fiter
Product | Schedule BHTS J— Product pe ot Date ot Procucton’ Lot Eprston Label
Name Number Ghamicai Name Dezcrption Packaging eackaging Number Date
et Prcurt Tosasoren TesiGhemicalName | Tost Descrplion | Tes Packaging ettt Yo
Nomber
Shoving 101 of 1 enties revous [l v
Labels
Product FloNsme Labet Nama wtch il T Pl size Date Added
Tt Produt utiton fctspanel g ves Lo susk8 10202028 1338
Shipmentnformation
Show[ 10~ enres Fitr
County Product Ve ofGoods Quanity Unitot essure
ALoeRA Tt Procuct ' No Ut Requred
Productnformaton forCertiate
Hesdert Header2 Headers Headerd Headers
ProuckName
Secton 4.3 Additonal Information [/ ca]
Optonal Shipment Detafs
Conaineises Number Consigneetmporter Name
Weans o Tansport County e
Plac ofLoading Address Line 1
Point of Enry
Conditons for TansporySiorage ZerPosal Code
ciy tan Us)
StateProvincerteory
Additonal Documents
Fle Name e sze Date Added

Section 5: Attestation

Empiy Addiional Document List

listet on ths applcation contine o be, Lo he bestof my knowledge,

* the food faciiies isted on s appication are

this applicaion,  heredy cerlly

o DA, i

and that

o0d, Drug

Name Food and Drug Adminstation Test
Date 10202025

1agree

ines and up 0 5 years mprisonment

Note to FDA Reviewer

You may provide comments n the box below.

Tile 18, Secton




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

Figure 22: Confirmation Page

ﬁ U.S. Depariment of Health and Human Services Weicome, Food and Drug Administration Test | FURLS HOME

EDA |HFP eCATS

HFP Export Certification Application & Tracking System

Enter New Application

HFP eCATS Home > Confirmation Page:

Confirmation Page

Your Application Number is 2026-62644. Please keep the Application Number for your records. The Application Number is required for all communications with FDA regarding this application.

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department of Health and 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 HFP eCATS
801(e) Certificates

Editing an Application
Figure 23: Editing an Application

f U.S. Department of Health and Human Services

Weicome, Food and Drug Administration Test | FURLS HOME

EDA |HFP eCATS
HFP Export Certification Application & Tracking System

Welcome to the HFP Export Certification Application & Tracking System (HFP eCATS)

The table below includes all the HFP eCATS applications associated with your user account. Click the "+ Enter New Application" button to submit a new application. You can sort filter, and rearrange the columns in the table
below and the system will save these settings. If you can't find one of your applications, click the "Clear User Settings" button to reset the view and display all of your applications. You can perform all your actions from the

Actions column. Click the "Action Icons" button for more information.

Draft applications will be cancelled if not submitted within 60 days. Return for Action applications will be: cancelled if not resubmitted within 60 days.
+ Enter New Application |  Clear User Seftings.

Action Application Number Certificate Type Product Type Application Status Submission Date Facility Name
\ Iv | lv | v || v | ke || Iv |2
@®x 2025-62644 Certificate to a Foreign Go..  Conventional Food Pending Review 10/20/2025 FDA 3
@® ¢ FDAT002873 Certificate to a Foreign Go..  Conventional Food Draft
Tt020f2 Page 1 of 1

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department of Health and Human Services

After logging into FIS and clicking on HFP 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 HFP eCATS
801(e) Certificates

Weicome, Food and Drug Administration Test | FURLS HOME

f U.S. Department of Health and Human Services

FDA | HFP eCATS

HFP Export Certification Application & Tracking System

Welcome to the HFP Export Certification Application & Tracking System (HFP eCATS)

The table below includes all the HFP eCATS applications associated with your user account. Click the "+ Enter New Application" button to submit a new application. You can sort, filter, and rearrange the columns in the table
below and the system will save these settings. If you can't find one of your applications, click the "Clear User Settings" button to reset the view and display all of your applications. You can perform all your actions from the
Actions column. Click the "Action Icons” button for more information

Draft applications will be cancelled if not submitted within 60 days. Return for Action applications will be: cancelled if not resubmitted within 60 days.

TET— —

Action Application Number Certificate Type Product Type Application Status Submission Date Facility Name
| Iy Iy lv | W | [ Iv g
@ x 7 2025-62644 Certificate to a Foreign Go..  Conventional Food Pending Review 10/20/2025 FDA 3
@ 4 FDAT002873 Certificate to a Foreign Go..  Conventional Food Draft
Tt020f2 Page 1 of 1

Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 0831/2024 U.S. Department of Health and Human Services

Figure 24: How to Edit an Application

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 HFP eCATS
801(e) Certificates

Cloning an Application
Figure 25: Cloning an Application

‘Welcome, Food and Drug Administration Tes! | FURLS HOME

<ﬁ U.S. Depariment of Heallh and Human Services

FDA |HFP eCATS

HFP Export Certification Application & Tracking System

Welcome to the HFP Export Certification Application & Tracking System (HFP eCATS)

The table below includes all the HFP eCATS applications associated wilh your user account. Click the ™+ Enter New Application” bution to submil a new application. You can sort, filter, and rearrange the columns in the table
below and the system will save these settings. If you can't find one of your applications, click the "Clear User Settings” button to resel the view and display all of your applications. You can perform all your actions from the
Actions column. Click the "Action lcons” button for more information

Draft applications will be cancelled if not submitted within 60 days. Return for Action applications will be cancelled if not resubmitted within 60 days

i

Action Application Number Certificate Type Product Type Application Status Submission Date Facility Name

] [ 1 [ ] x g
@ 2025-62644 Certificate to a Foreign Go..  Conventional Food Pending Review 10/20/2025 FDA 3
@ & FDAT002873 Certificate to a Foreign Go... Conventional Food Draft

After logging into FIS and clicking on HFP eCATS system, you will reach the home page. To
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 HFP eCATS
801(e) Certificates

Figure 26: Cloning Application Features

<F U Departmentof Heatt and Human Services Welcome, Food and Drug Administration Test | FURLS HOME

EDA |HFP eCATS

HFP Export Certification Application & Tracking System

Clone Application

HFP eCATS Home > Clone Application > Requestor Information

Requestor Information Facility Information Certificate Information Shipment Information Attestation Review

Section 1: Requestor Information

Some information below is pre-populated from your FDA Industry Systems (FIS) Account Profile. If you want to edit any information in the Requestor Information section, you must update your FIS Account Profile accordingly.

Requestor Information

Company Name FDA Country / Area UNITED STATES

Contact First Name Food and Drug Administration Address Line 1 10903 New Hampshire: Ave
Contact Last Name Test Address Line 2 (Optional)

E-mail Address HFPExportCertification@ida.hhs.gov ZIP Code (Postal Code) 20903

Telephone 001 240 4022307 city Silver Spring

Country Area Phone Number Ext

Fax (Optional) 001 State/ProvincelTerritory Maryland

Country  Area Fax Number

Billing Information

Is the Billing Name and Address same as the Requestor's Name and Address? @ Yes () No

Company's Employer 55 - 2345678
Identification Number (EIN)/
Tax ID Code

£ Cancel and Start Again B Save and Exit >
Form Approval: OMB No. 0910-0793 , OMB Form Expiration date: 08/31/2024 U.S. Department 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 any desired edits to the application
such as adding or changing product and destination country information, quantities of
shipments, the exporting company, etc. What cannot be changed is the manufacturer
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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