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1 Purpose

The Human Foods Program (HFP) Small Business Nutrition Labeling
Exemption (SBNLE) application was migrated to FURLS. This document
provides an overview of FURLS for current SBNLE users and a brief
introduction to the new SBNLE system.

2  FISIFURLS

The FDA Industry Systems (FIS) was created to facilitate the process of
making submissions to the U.S. Food and Drug Administration (FDA). FIS, a
newer technology platform, provides increased security to industry users and
the FDA.

FDA'’s Unified Registration Listing Systems (FURLS) is a specific
component of the general FIS electronic portal. Users with a FURLS
Account ID and password for the FIS electronic portal access systems
within the FURLS components to submit shipper information. The FURLS
component that is relevant to this document is the HFP SBNLE module.

= An official website of the United States goverment Here's how you k

‘ FDA Industry Systems

FDA Industry Systems

FIS was created, in part, in response to the Public Health Security and Bioterrorism Preparedness and Response Act of

2002, which gave high priority to improved information management to help protect the food supply.

[ Loon [

ED
Bro

FDAHome | FollowFDA | Privacy | Vulnerability Disclosure Policy

Figure 2.1 - FIS Login Page

3  Online Account Administration (OAA)

OAA is the main FURLS module. It allows users to log in and access
other modules within FURLS. OAA maintains user profile account
information. Many users think of it as the login page, where they can also
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update their password and profile information. After successful login,
users can determine which modules they want to access. Click on the
Small Business Nutrition Labeling Exemption link from OAA to log in to

SBNLE.

FoAA | ONLINE ACCOUNT

XXM | ADMINISTRATION (OAA)

FDA Industry Systems

Login

Please select the "l 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 faise, fictitious, or
fraudulent statement to the U.S. Government is subject to criminal
penalties

[ understand.

Forgot Account ID Forgot Password

New User

& Create New Account

& See Instructions 8 See Tutorials 0 Help Desk

© System Status

Getting Started

To make submissions to FDA (e.g., Food Facility Registration, Prior Notice, efc.) 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. Unautherized 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
meonitor, 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 stered 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 concemed 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

Figure 3.1 - OAA Login Page

To learn more about OAA, please use the link to the Account Management

User Guide.



https://www.fda.gov/food/online-registration-food-facilities/fda-industry-systems-user-guide-account-management
https://www.fda.gov/food/online-registration-food-facilities/fda-industry-systems-user-guide-account-management
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4  The New SBNLE System

The new access through FURLS provides a new look and feel for a
streamlined user experience. Some of the features are described below.

4.1 Dashboard

After selecting SBNLE, the landing page displays filing instructions, a menu
with navigation options, and a dashboard indicating the counts based on
exemption status. The page includes a table of recently updated exemptions.

D&DRUG | FURLS

Small Business Nutrition Labeling Exemption

Dashboard @ View

Please read thefollowing before filing a Small Business Nutrition Labeling Exemption Notice:

@ SBALE UserGuide [344K5 POF]

t meet the following requirements:

Active ® Pending ® Returned o Dralts 5] Expiring (30 days) A

6300 Nutrico New 2 5/3/2026 9/8/2027 ® view

6897 Promea New 2 5/8/2026 /712027 ® view

Figure 4.1 - Small Business Nutrition Labeling Exemption Landing Page

4.2 New Exemption

Select the option “New Exemption” from the menu or dashboard to submit a
Small Business Nutrition Labeling Exemption Notice. The workflow involves five
steps, with requirements indicated in the first step.
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New Exemption

Submit a Small Business Nutrition Labeling Exemption request

@ 2 3 4 5

Search Firm Firm Info Exemnption Info Products Confirmation

Please read the following before filing a Small Business Nutrition Labeling Exemption Notice:
B SBNLE User Guide [344KE PDF]
Firms that file for Small Business Nutrition Labeling Exemption must meet the following requirements:

A. Employ fewer than an average of 100 full-time equivalent employees
AND

B. Sell fewer than 100,000 units of that preduct in the United States in a 12-month period.
See Title 21 CFR 101.9(]){18) and 21 CFR 101.36(h)(2).

ALS50, if any nutrient content claim (e.g., “sugar free"), health claim, or other nutrition information is provided on the label, or in labeling or
advertising, the Small Business Nutrition Labeling Exemption is not applicable for this product.

Firms that are filing for an exemption must submit a completed notice to FDA annually. If FDA does not receive a completed notice each year, the
exemption no longer applies.

FLEASE KEEP A COFY OF YOUR SUBMITTED NOTICE FOR YOUR RECORDS

The submission of a Small Business Nutrition Labeling Exemption Notice only pertain to nutrition labeling, and has no effect an other mandatory
infermation (e.g., statement of identity, net guantity of contents, ingredient statement, allergy information, and name and address of
manufacturer, packer or distributor).

IFa person is not an importer, and has fewer than 10 full-time equivalent employees, that person DOES NOT have to file a Small Business
Nutrition Labeling Exemption for any food product with annual sales of fewer than 10,000 total units.

Figure 4.2 - New Exemption Requirements

The screen for the first step also displays the firms that have previously been
submitted by the user and a firm search. Note that throughout the form, required
fields are indicated with a red asterisk.

The user may select the button to enter a new firm after confirming that the firm
Is not already on the list of known firms.
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Firms You've Already Submitted

You already have an exemption notice on file for the following firms. They won't appear in your search results below.

Firm Mame Address City State/Province Country FEI #
Nutrico 56 Commercial 5treet Paortland MAINE UMITED STATES -
Promco &8 Commeercial Street Portland MAINE UNITED STATES -

Search for your Firm

a) Enter firm name and |optional) additional location information.
b} Click the Search button.

c} After results come up, click on the Select button by your firm; if your firm does not exist, click on the Enter Hew Firm button at bottom of page.

* resguired Kelds
Firm Mame ~ ZIP [ Postal Code
Enter firm name Emter ZIP / postal code
City " State
Enter city A
Slate only applies to United States firms.
Country

Select country

+  Enter New Firm

Figure 4.3 - Submitted Firms and Firm Search

In the second step, the user provides the firm type, physical address, and phone
numbers.
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.
New Exemption
Submit a Small Business Nutrition Labeling Exemption request

Search Firmi Firm Infa Excrmpticn info Products Confirmaticn

Instructions:

a) select the type(s) of firm that apply.

b Verlfy or update the firm's address Informatlon.

) Enter the individual authorzed to file this notice.

) Enter contact infermation for somesne we can reach with questions.

Firm Type *

Check all that apply.

[] Manufacturer (MFR) [J Packer/Repacker (PKR) [ metailer (rT)

[ pistributer (DSTR) [ impartar IMF) [ pietary Supglement (DIET)

(& Physical Address

Firm Marme ™

CanCo

Street Address 1

Street Address 2
Country Poctal Code
Select country " 04101
ey = State / Province
Partland NiA o
Phone [ Fax

Intermnational: digits only

Phone =

Country Code Arca Code Humber Ext

Code Area Nurmber Ext

Fas

Country Code Arca Code Humber

Code Araa Nurmber

Figure 4.4 - Entering New Firm
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This step also requires information for the authorized individual with some data
prepopulated based on account information. The user may also include a
mailing address if it is different from the facility address, and a contact person if
that is someone other than the authorized individual already identified.

Individual Authorized to File Motice

dividual authorized to file this exemption notice on behalf of the firm.
First Name Last Hame *
Title "
Email ™
Mailing Address

Same as physical address

Contact Person

fyour firm has 2 separate contact person other than the indvidual autharzed ta file notice, complete this section. If you do not have a separate
contact person, Check the ox elow and sKIp this section.

Same as individual authorized to file notice

Cancel Save without Submitting Nest: Exemption Info

Figure 4.5 - Individual Authorized to File

Select the “Next: Exemption Info” button to continue. In this step, the user
enters the number of full-time equivalent (FTE) employees. The definition
and cited references for FTE are provided. The start date may be selected
from the calendar or entered manually, and the end date is automatically
populated based on the start date.
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New Exemption

Subrnit a Small Business Nutrition Labeling Exemption reguest

@ @ (2 : :

Search Firm Firm Inda Excmption info Froducts Confirmation

23 Exemption Information

i
Per 21 CFR 101.9({)(18] and 21 CFR 101.36[h]{Z), enter the number of full-time aqunvalent employess and the exemption period

Humber of Full-Time Equivalent Employees (FTE<) *

Entera value between 1 and 39, Only firms with fewer than 10 = gualify. What counts asan FTE? p#

Start Date End Date {auto-caloulated, read-onky)

09/11/2036

Must be today or 3 future date, within 4 months from today. End date: 09/10/2027 [start dade + 1 year - 1 day)

{3 FTE Definition & CFR References

CFR Reference: 21 CFR 101.9{])(18) and 21 CFR 101.36{h](Z)

Under 21 CFR 101.9(]1{18) and 21 CFR 101 36(h}{1), a full-time equivalent employee i defined as all indiiduals employed by the firm, including
ndividuals employed at all locations of the firm. The number is determined by dividing the total number of hours of salary or wages pald to
0 hours).

ernployess by the nurnber of hours of work in 2 year (2,

To qualify for the small business exarmption, a firm must have fewer than an average of 100 full-tinse equivalent employees and fewer than
100,000 units of each produect sold in the United States dusing the preceding 12 months.

Reference: 21 CFR 101.9(] 21 CFR 10L.36(h)(11(1)

View Full FTE Definition and Help &

Back Save without Submitting Mext: Products

Figure 4.6 — FTE Information

Continuing to the fourth step allows the user to enter product information.
Products can be entered individually or in bulk.

The user may also add manufacturers and include comments to provide
additional information.
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.
New Exemption
Submit a Small Business Nutrition Labeling Exemption reguest

@ o o O, :

Seanch Firm Firm Infa Exemption bnfo Products Confirmation

f) Enter Products (for Nutrition Labeling Exemption)

Instructions: Type In product name, select firm, enter in # of units, and salect the Add Product button.
If the product’s manufacturer i€ not listed in the Firm menu, select the Add Manufacturer button to add it.

For forelgn products, the cemmon of usual narme must be in English. For instance, “Galoob jamin [candy made from sugar and dough) ™

Additional Manufacturers

Lizt any ather company that manufactures, distributes, or Imparts a praduct you are declaring exampt, then select it whan adding that product
below.

Mo additional manufacturers added vet. Your firm |s the only manufacturer en this exemption.

&  Add Manufacturer

$ Add Product [for Nutrition Labeling Exarngtion)

Enter the produect name as it appears on the [abel, select the firm that manufactured it, and enter the number of wnits.

Product Name [max 115 charactars) Firm Units {1-99 999)
Enter product name PlantCo o Units

©/115 - what cownts % & product? g2 What is 3 wnit? &2
== o, Show BulkAdd

Products (0)

Total units across all products: 0

Mo products added vet. Use the form above to add products.

Comments to add to exemption natice

DOpticnal. Max 1 000 characters.

Add any comnnents you would like to include with this exemption notice.

A
01000

Back Save without Submitting Mext: Confirmation

Figure 4.7 - Product Information
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The final step before submission requires the user to review and confirm the
information provided to FDA.

Submit a Small Business Nutrition Labaling Exemption reguest

o__ o0 __ 0o © ®

Search Firm Firm Infa Exernpiicn bnfo Products Confirmaticn

Finm Infermation

Firm Narmes PlantCo

Address:

mercial Strest
Portland, 04101

Phone: 20T B95-00E8
Fax: —

Authorized Rep:

Emalk
Malling Address: Same as physical address
Contact Person: Same &s authorized representative

Firrm Types: Retailer

23 Exemnption Information

L]

Number of FTEs: rr)

Start Date: 5,/11/2026
End Date: D9/10/2027

(F) Products 1) - Total Units: 6,000

PlantCo 1 product - 5,000 units
¥ Product Name Units Watchwards
1 Simmering Sauce [Mild) 6,000 —

(<) ONPLDS Certification Statement

Flease verlfy that all information is acourate.

The undersigned certifies the above Information |s complete and accurate. The undersigned will notify the Office of Nutritional Products,
Labeling and Dietary Supplements of the date on which the average number of full-time equivalent employess or the number of units of
products sold in the United States by my firm exceeds the applicable numbers fior the time period for which the exemption 5 baing clalmed.

B 1 acknowledge that | have read and agree to the certification staternent above. *

Back Zave Without Submitting

Figure 4.8 — Submit Exemption

10
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Once the exemption is submitted, the system displays a success message.

©

YOUR NUTRITION LABELING EXEMPTION MOTICE HAS BEEN SUCCESSFULLY
SUBMITTED TO FDA FOR REVIEW.

Ay firrn claiming a nutrition labeling exemption must submit a completed notice to FOW annually. If FDW
dores not receve a completed notice each year, the exemption no longer applies. FOW doees not notify firms
when it is time to file a netice

Flease keep a record of your submission.

accopted by FOWA You may be contactoed by

Figure 4.9 — Exemption Notice Submitted for Review

The user is able to view the submission and to print a receipt.

5 Profile

From the menu, select Profile to view the account information populated from
OAA. The screen provides a link to OAA to manage account information.

=

Profile
Dashiboard ¥Oour account infermatien is managed threugh the FOA Online ACCOUNE System.
Mew Exempion
2 Account Information

IS
My Exemptions
g [ Details from yours FOA Online Account [OmA] profile

Profile

First Name Lasz Mame
Feedback
Help

&= Email

User ID

1 Fol

External Wser

& Company / Firm

Manage Your Account

[ Manage Account at FOA OWA

Figure 5.1 - Profile Information

11



Y U.S. FOOD & DRUG

ADMINISTRATION

6 Feedback

The “Feedback” menu option allows the user to send a question, report an issue,
or request a change.

Feedback

12 pashboard Send a guestion, repart an issue, or request a change
1 New Exemplion

[0 submit Feedback
My Examipticns

Profile FtEgany
Select a category w
@ Feedback
Help Subrnission #
[al

Ta help us respond f please select the Submiss
diown shows the sub)

if your feedback relates to 2 specific emiption notice. The drop
ally submitbed to FOA, and its current skt

n number, the date it was

subject

Brief description of your feedback

Message *

Describe your question, issue, or change request in detail..

<f SubmitFeadback

YWour Active Exemptions

For reference when submitting feedback

MLE-5901 Flantco M
MLE-G%00 Mutrico Mewar
MLE-GE9T Fromoo LI

Figure 6.1 — Provide Feedback

12
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7 Help

The Help menu option displays the Help and Reference page.

(@) Help & Reference

SBMLE - Small Business Nutrition Labeling Exemption

[ SBMLE UserGulde [POF

Figure 7.1 — Help & Reference

In addition to providing a link to the SBNLE User Guide, this section also includes
information on the following topics:

¢ Full-Time Equivalent (FTE) Definition
e Name of Product

e Units Definition

¢ CFR References

e Eligibility Criteria

e Additional Resources

13
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8 Appendix

For assistance with FIS/FURLS, please contact the FURLS Help Desk.
Email: FURLS@fda.gov

8.1 Acronyms and Definitions

Acronym Definition

CFR Code of Federal Regulations

FDA Food and Drug Administration

FIS FDA Industry Systems

FTE Full Time Equivalent

FURLS FDA Unified Registration Listing Systems
HFP Human Foods Program

OAA Online Account Administration

SBNLE Small Business Nutrition Labeling Exemption

14
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