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Must be largest text (except Calories value)
and at least 16-point bold or extra-bold.

T At least 10-point bold or
Nutrition Facts extra-bold; amount
At least 10 point. # 2 servings per container , must be right-justified
Serving size 1 cup (140g)
At least 6-point bold or » _N“wm At least 22-point bold
per serving
extra-bold. .
Calories 1 60 « or extra-bold.
Must be the same size or _ ‘% Daily Value' | <mmmm—A oast 6 point bold
smaller than “Nutrition Yotui Pt 80 1% or extra-bold
Facts” and at least 16-point Sabralec rel % 7%
bold or extra-bold. Trans Fat 0g
C omg 0%
Sodium 60mg 3% pand
At least 8 point. Nutrients Total Carbohydrate 219 8% Q: f:::f_a‘:m bold
that are not indented (Total Dietary Fiber 3g 1% "
Fat, Cholesterol, etc.) Total Sugars 159 -
should be flush left and Includes 59 Added Sugars 10%
bold or extra-bold. Protein 39
L —————]
Vitamin D 5mcg 25% )
) Calcium 20mg 2% At least 8-point
At least 8 point. Won img 5%
Potassium 230mg 4%
mmssmmmrumoa e | <. Atleast 6 point
© 2016 ESHA Research 3 day 1 used for general mutriion advice
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919151 WA UAIUNA 3T ouna 9390 @ UTT 11910173 Mat), Fou Sy Prei,Olourin, el
Contains: Mik Whet, Soy, Egg, Peanuts
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(0.) Current Good Manufacturing Practice and Hazard Analysis and Risk Based
Preventative Controls for Food for Animals (PCQI for Animal Food)

(o.en) Standards for the Growing, Harvesting, Packing and Holding of Produce for

Human Consumption (Produce Safety)
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We’ll begin shortly.

All participants are muted. Please raise questions in the QA box.

For technical support, please visit



https://support.goto.com/webinar

Agenda

Food

& eurofins |
Assurance

Intro: The Eurofins Group — Food
Assurance

Importing into the United States -
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Assurance

All-round Assurance Solutions

N BNy N

Audit Certification Consulting Inspection Training e-Training
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Trusted compliance partner for food & feed industry Food
Assurance
Audit - Certification
Assess your risks against food safety and integrity standards, Certify your site or suppliers against accredited Food, Feed and Agri certification standards, as
auditing against customers, and Eurofins owned standards well as different global and national claims
Retailer supplier audits e.g. Costco Food safety: GFSI standards (BRCGS, IFS, FSSC, SQF)
Second-part audits e.g. animal welfare, distribution center, food Feed safety: ISFSF / FAMI-QS, QS, SFSF
fraud management, GLP, GMP, HACCP, IBWA Agri: Global G.A.P.
Food integrity and supply chain: ETS, Gluten free, GMO free
Food supplement: GRMA, SSCI, GMP
Quality Management Systems: ISO
Global and national claims: MSC CoC, V-Label, Q Mark, DPO/ DOP, etc.
. L3 o o [ ] o L
pm Consulting E Labeling Services ’ Training & e-Learning
Provide guidance, assess, build and Comply with national export labeling Educate workforce and management teams against latest food
remediate against national and regulations safety and integnity knowledge onsite, offsite or online:
international food safety and integrit :
te . atd y . srity Allergen labeling Food & feed safety
SESIIC IR Manag e TS EU label translation and compliance Food quality
Food fraud management Nutrition and health claims Food integrity @
Food law advice and access to Vigial® Specification writing and review Food labeling -
Gap assessment and program development Pack copy and artwork approval Food regulations R e
HACCP control plan Principal display panel Audit & Certification standards us!
Outsourcing Special claims Customized content

Tenamn © 2024 All rights reserved. Eurofins Food Assurance.
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Importing
Products
into the U.S.




Steps for Importing into the U.S. s eurofins |

Assurance

A Researching the requirements
X Food facility registration
9 Food safety standards

® Labeling and nutrition

v Prior notice

Additional requirements
= Declaring shipment

E FDA admissibility decision

© 2024 All rights reserved. Eurofins Food Assurance. 8
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Understanding US Food Agencies




History of Food Regulation and Labeling

& eurofins

Food

Assurance

1938: 1962:

*FD&C Act is eConsumer 1980: 2004:
revised and Bill of ’
expanded Rights eInfant *Food
toinclude which Formula Allergy
standards paved the Act Labeling
of identity, way for eDietary 2002: and
net content additional Guidelines ) Consumer
and factory food for *Farm Bill; Protection
inspections labeling Americans *NOP Act

1906: 1958: 1965-1972: 1990: 2003:
e*Pure Food *Food sFair . eNutrition eTrans Fat
and Drugs Additives Packaging Labeling Labeling

Act is Amendmen and . and
passed t—GRAS {./atl)ell?g Act Education
prohibiting and oruntary (NLEA)
misbrande requiring Nutritional
d and declaration Labeling
adulterated
foods
rEmmnn © 2024 All rights reserved. Eurofins Food Assurance. 10
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Milestones in U.S. Food Law - FDA < eurofins Food

Assurance

2011 2022
1906 1997 FDA Food Safety and Requirements for Additional 2026
Pure Food & Drug Act and Food & Drug Modernization Modernization Act (FSMA) 9 The Traceability Rule’s

Traceability Records for Certain

Meat Inspection Act Act Foods Rule

Compliance Date

FSMA provides FDA with new
enforcement authorities related to food
safety standards. Section 204D of the law
requires two key mandates.

The first U.S. laws addressing the safety
of our food supply were passed

The Food and Drug Modernization Act
amended the Federal Food, Drug, and
Cosmetic Act and provided the vision,
guiding principles and key components of
a coordinated approach to food safety
(IFSS).

Compliance date is 3 years after the
effective date of the final rule [January 20,

FDA Publishes the final traceability rule 2026]

under FSMA

o Establishes the need for recordkeeping requirements
o Establishes the need to designate high-risk foods for
which additional recordkeeping are appropriate

— ® ° ® ° >
1 1 1 1
1 1 1 1
1 1 1 1
1 1 1 1
1 1 1 1
1 1 1 1
1 1 1 1
: Congress passed a complete revision of the : : :
1906 Pure Food and Drug Act forming The . . , o . .
: Federal Food, Drug, and %osmetics A%t of : Designed to improve the country's ability to : The FDA publishes the proposed : Rule_W|II b_ecome effective 6(_) days after
! 1938. It contained several new provisions, 1 prevent and respond to public health 1 traceability rule highlighting the 1 published in the Federal Register[January
: including requiring safe tolerances be set : emergencies : importance of additional recordkeeping : 20, 2023]
for unavoidable poisonous substances that are on a list of high-risk foods.
Bioterrorism Preparedness and Proposed Food Traceability The Traceability Rule goes into
The Federal Food, Drug, & Response Act Rule Effect
Cosmetics Act 2002 2020 2023

1938

tranmnn © 2024 All rights reserved. Eurofins Assurance. 11
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US Department of
Agriculture Food
Safety and
Inspection Service,
USDA - FSIS

Food & Drug
Administration —
FDA

pr
[

(b

Centers for
Disease Control
and Prevention,

CDC

& eurofins
Food
Assurance

Department of
Homeland
Security, DHS -
Customs and
Border Protection

National Oceanic
& Atmospheric .
. . Environmental
Administration — .
. . Protection Agency,
National Marine
. . . EPA
Fisheries Service,
NOAA-NMFS

12
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US Government Agencies with Food Food

. Assurance
Oversight

e Domestic and '_Ce”a‘t” ‘jOmeSt“C a”I"t' e Monitor and e Voluntary Seafood
. Importea meat, poultry, q . . .
imported foods, pr:cessed - pfoductz investigate foodborne inspection and

including certain egg (products subject to the illness outbreaks grading
and meat products, Federal Meat Inspection,

e Water quality,
pesticides and
chemicals

Poultry Products Inspection

i.e. shell eggs, game and egg Products Inspection
meat Acts), fish

1SD?

—

e
),

e Customs inspections e State food agencies

e Cooperative programs
(shellfish sanitation
program)

e Contract work

13
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Regulatory
Compliance —
FDA

complexities

FDA Food Regulations

FDA regulations in Title 21 of the U.S. Code of Federal Regulations (CFR)

Food Product

Food Safety Requirements that Apply

Vitamin C capsules
Infant formula
Shell eggs

Canned foods

Jarred pickles

Juice and Juice Products

Seafood and Seafood Products

Animal Food

Color additives

Bakery Products

Dietary Supplement CGMP regulation

Infant Formula regulations

Shell egg requirements

Low Acid Canned Food regulation

PC for Human Food regulation, Acidified Food

regulations (if they are acidified)

Juice HACCP regulation

Seafood HACCP regulation

PC for Animal Food regulation

Color additive regulation

PC for Human Food regulation FSPC A

VR ORI AW




FDA vs USA

Food
Assurance

<& eurofins ‘

e Vegetable, cheese pizza
e Seasoning, flavorings

e Broth, stock

e Bread, baked goods

e Sauces, condiments

e Eggs in shell

e Dietary supplements

e Seafood

e Meat and poultry

e Grading of raw fruits, vegetables
e Organic products

e Food with 2% or more meat

© 2024 All rights reserved. Eurofins Food Assurance. 15
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Food

A~ s on B
2 € FANre
ASSUrarice

Many dairy products in the U.S. have defined ingredients, composition, and/or processing

requirements called Standards of Identity that must be met for the product to legally be called by that
name. These standards are found in the Code of Federal Regulations (CFR), and some examples are:

"'must contain both Lactobacillus bulgaricus and Streptococcus thermophilus (21 CFR 131.200)

"Cheddar" cheese must have a maximum moisture content of 39% and a minimum of 50% fat in the remaining solids (21 CFR
133.113)

"Colby" cheese may be made from unpasteurized (raw) milk as long as it is cured (aged) at a temperature not less than 352F
(1.79C) for at least 60 days (21 CFR 113.118), but "Monterey Jack" must be made from pasteurized milk (21 CFR 133.153)

Source: PennState

PR © 2024 All rights reserved. Eurofins Food Assurance. 16
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Foodborne
Agents

31 known
pathogens

Unspecified
agents

Total

Estimated
Annual Number
of llinesses

9.4 million (6.6 —
12.7 million)

38.4 million
(19.8-61.2
million)

47.8 million
(28.7-71.1
million)

20

80

100

Estimated Annual Number
of Hospitalizations

55,961 (39,534-75,741) 44

71,878 (9,924-157,340) 56

127,839 (62,529-215,562) 100

Estimated Annual
Number od Deaths

1,351 (712-2,268) 44

1,686 (369-3,338) 56

3,037 (1,492-4,983) 100
Source: CDC

© 2024 All rights reserved. Eurofins Food Assurance.
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\_

4 N
Registered Facilities as of July 5,
2023

\_ J

4 N
Domestic (U.S.) registrations:
88,774

\_ J

4 N
Foreign registrations: 111,999

\_ J

4 N
Total: 200,773

J

Country

San Marino
Albania
China
France
Germany
Italy
Mexico
Spain

Brazil

Registered Facilities

8

86

11134

10977

2356

10776

7036

4859

2538

© 2024 All rights reserved. Eurofins Food Assurance.
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® Labeling and nutrition

Meeting labeling and nutrition

requirements




Labeling SFEuronns |

Assurance

%  Labels will need to be in English

\/ Nutrition fact panels and label layouts need to be accurate and follow regulatory requirements

7= Ingredient statements must follow order and nomenclature requirements

ﬁ% All labeling claims must be sustained (i.e. health, nutrition, identity) and careful consideration to be made on placement

A3
|

Consider all other important statements (allergens, natural contents, etc.)

Country of origin inclusion on packaging

@

© 2024 All rights reserved. Eurofins Food Assurance. 20
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Food
Must be largest text (except Calories value)
Assurance and at least 16-point bold or extra-bold.
—r At least 10-point bold or
Nutrition Facts extra-bold. amount
At least 10 point. # 2 servings per container / must be nght-justified.
Serving size 1 cup (140g)
At least 6-point bold or # A.mount_ At least 22-point bold
per serving
extra-bold. Calories 1 60 « or extra-bold.
Must be the same size or % Daily Value® | «jmummmm— At least 6 point bold
smaller than “Nutrition Total Fat 8g 10% or extra-bold.
Facts” and at least 16-point Saturated Fat 3g 15%
bold or extra-bold. Trans Fat 0g
Layout Cholesterol 0mg 0%
_ _ Sodium 60mg 3% At .
Font Size At least 8 point. Nutrients Total Carbohydrats 210 o% oi sﬁ::_gﬂm boid
. that are not indented (Total Dietary Fiber 3g 1% -
Location/Order Fat, Cholesterol, etc.) Total Sugars 159
Bolding should be flush left and Includes 5g Added Sugars 10%
bold or extra-bold. Protein
Indents/Lines -
Vitamin D 5mcg 25% :
Per Serving Change _ Calcium 20mg % At least 8-point.
Dual-Colurmn At least 8 point. —T 6%
Potassium 230mg 4%
; Servingof fod contoutes 13 G det. 2000 caires « At least 6 point.
© 2016 ESHA Research a day is used for general mutrition advice.
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Food

Assurance

9 allergens federally
recognized

[p2Y U.S. FOOD & DRUG

& 9 40 B Sesame added January 1, 2023

Gluten-Free claims <20ppm
gluten

© 2024 All rights reserved. Eurofins Food Assurance. 22
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Allergen Declaration Food
Assurance
b 4 Declaration of Allergens can be done in two ways

Ingredients: Milk Chocolate (Sugar, Milk, Cocoa Butter, Chocolate, for compliance:
Vanilla), Corn Syrup, Whey, Cocoa Powder, Grisped Rice (Rice, Sugar, Salt,

Mat), Wheat Flour, Soy Protein, Ovalbumin (Eqg), Natural Peanut Flavo. *The common or usual name of the major food

allergen in the list of ingredients declared or

followed in parentheses by the name of the food
source from which the major food allergen is
derived (e.g., “Whey (Milk)”).
|ngredienls:MI|kCh000|ate(Suga[, M|Ik, COCO& BUU&LChOCOMle. *Declaration of Allergens required by either the
Vanilla), Corn Syrup, Whey, Cocoa Powder, Crisped Rice (Rice, Sugar, Salt word “Contains;” followed by the name of the
Mat), Flour, Soy Protein, Ovalbumin, Natural Flavor, food source from which the major food allergen is
ST derived
Contains: Mk, Wheat, Soy, Eqg, Peanuts ,
*Type of Tree Nut, Fish and Crustacean must be

identified
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Food safety regulatory standards




o PCQI for

% =
o% animal foods
<~ eurofins . — B -

. human foods ' I
Assurance - Current Good
s Manufacturing
Current Good —_ Practice and Hazard

Manufacturing T e i i
Practice and Hazard — ﬁgaglgydsgr:ﬂnﬁliﬁg

Analysis and Risk Controls for Food for Produce

- Based Preventative i . Safet
The Seven RUIeS N Controls for Human SHas N g
pa. Food / iy
[ / N _ Standards for the
Of FSMA Sanitary s Growing, Harvesting,
Transportation of ' Packing and Holding
Food Safety Modernization Act Human and Animal | WS of Produce for Human

(FSMA) 2010 o P Consumjtion

Congress passed FSMA on December 20th 2010, signed into
law on January 4th, 2011

Focused Mitigation g% _ P _ _
Strategies to Protect _ [ _.' )y Foreign Supplier

Food Against ™. | — Verification Program
Intentional - ™ : e (FSVP) for Importers

Adulteration N h of Food for Humans
N s and Animals

Accreditation of '
Third-Party Auditors/
Certification Bodies
to Conduct Food
Safety Audits and to
Issue Certificates



Preventive Controls for Human Foods

<& eurofins

Food
Assurance

Who’s covered

e Facilities that manufacture, process, pack or hold human food

¢ In general facilities required to register with the FDA under section 415 of the FD&C Act
e Applies to domestic and imported foods

e Exemptions and modified requirements exists

Who's not covered

e Retail food establishment — covered under the “food code” by local public health authorities
e Protein (meat, pork, poultry) production facilities — covered by USDA jurisdiction

e Farms — covered by the Produce Safety Rule

e Primary production farm — growing and harvesting of plants and animals

e Secondary activities farm — harvesting, packing and holding raw agricultural commodities

e Feed Mill —if the feed mill is vertically integrated for the growing of live animals within the company
site

© 2024 All rights reserved. Eurofins Food Assurance.
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Preventive Control Rule Requirements

Food
Assurance

<& eurofins

A written food safety plan
Hazard analysis
Preventive controls
Monitoring

Corrective actions and corrections

Verification / Validation

Supply chain program

Recall plan

PR © 2024 All rights reserved. Eurofins Food Assurance. 27
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<% eurofins ‘

Hazard analysis — hazard reasonably likely to occur

e Biological, chemical and physical

Preventive control must be built for identified hazards

Examples of preventive controls include:

e Process controls

It S
e Allergen management ~ 2 3\
(not animal food) @ 4

e Sanitation controls Food Safety /
e Supply chain controls . Modernization Act

e Recall plan EJA
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Identify Understand Implement Monitor Review &
Hazard Cause Preventive Effectiveness Adjust
Controls

PR © 2024 All rights reserved. Eurofins Food Assurance. 30
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A preventive controls qualified individual* must do

or oversee the following activities: \|
Preparation of the food safety plan FS P(( A
Validation of the preventive controls CERTIFICATEOFTRAI NING
Determine if validation is not required sl en
Review of records within 7 days Your Name
X in recognition for havn.ng successfully completed .
ReanalySIs Of fOOd Safety plan (at IeaSt every 3 FSF;E;\O‘;’T:;\;Z;’]li'\jéonc‘loncl(()ls"0;‘!"}"{[)[1121” F‘COC'
years, when new scientific evidence is delivered by Lead nstructor
. . . Instructor Name
available or when there is a change in the completed on
. . 08/25/2017
process or ingredients)
. - < N zoambm Phy.asnt T e ple
*Individual does not need to be an employee of the e el okt 7&
facility ©IFSH ifpti )
Certitcate ¢ 10597111 r
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Compliance Date
for new Traceability
Rule

. January 20, 2026

- 3 years after effective day
+ 60 days after date of

publication

. Educate as we regulate
approach

. Implementation planning

has begun at FDA
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ltems currently
on the FTL and
subject to the
upcoming
regulations
(summary)

Foods on the Food Traceability List (FTL)

-

0 s
.
o~

Soft cheeses Fresh leafy greens Tomatos Fresh-cut fruits

) ;\f o‘\ |

Nut butters Fresh herbs Fresh cucumbers Fresh peppers

® &

Shell eggs Fresh melons Sprouts Fresh tropical tree fruits

8 ¢ &

Finfish Smoked finfish Fresh-cut vegetables

= ¢ =

Ready-to-eat deli salads Crustaceans Molluscan shellfish, bivalves

Source: NRA Association
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Traceability Lot Code
Traceability Plan

Critical Tracking
Events (CTE)

Record keeping

Full and partial
exemptions may

apply




FDA Inspection Frequency «¥ eurofins |

Assurance

The U.S. Food and Drug Administration (FDA) has increased the number of routine inspections of all food facilities to meet new requirements
= mandated by FSMA.

J
a
FDA will continue its practice of selecting facilities for inspection based on risk. FSMA required FDA to immediately increase inspections of
; - both foreign and domestic food facilities, including manufacturers/processors, packers, repackers, and holders of foods under FDA
Ol L+ :‘_ jurisdiction, and mandated an inspection frequency, based on risk, for food facilities. All high-risk domestic facilities must be inspected within
' ol five years of enactment and at least once every three years after that. Within one year of enactment, the law directed FDA to inspect at least
" = ¢ § 600 foreign facilities and to double those inspections every year for the next five years.
. y,
\
FDA’s foreign surveillance inspections are designed to identify potential food safety problems before products arrive in the United States, to
determine the compliance status of facilities with FDA’s requirements and food safety standards, to help the agency make admissibility
decisions when food products are offered for importation into the United States, and to help ensure that food products under FDA’s
jurisdiction meet U.S. requirements under the Federal Food, Drug, and Cosmetic Act.
J
4 ™
7 T
= These routine inspections are not conducted as part of a public health emergency, but are an important way for FDA to ensure that foreign
Y m— ) food facilities exporting to the U.S., and their products, meet U.S. requirements. It is important to note that routine inspections are designed
g — to evaluate a facility’s adherence to applicable U.S. laws and are not designed to assess a Competent Authority’s food safety system. As such,
e these inspections are different from systems audits.
\
\ J
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Foreign Supplier Verification Programs Food

Assurance

’,

= A manufacturer/processor subject to the preventive controls (PC) requirements that uses imported raw materials or other

| these manufacturers/processors to know that they can be deemed in compliance with most of the FSVP requirements for

ingredients may also be an importer covered by the Foreign Supplier Verification Programs (FSVP) rule. It’s important for

foods they import if they implement preventive controls for the hazards in the food in accordance with applicable
requirements or comply with the PC supply-chain program requirements, and they will still need to provide certain
identification information when importing the food, as required in the FSVP rule. For example, they will need to provide a
unique facility identifier (UFI) recognized as acceptable by the FDA for each line entry of food product offered for
importation into the United States.

J

~N

You are subject to the FSVP rule if you meet the definition of importer under that rule. The FSVP importer is the U.S. owner
or consignee of the food offered for import (i.e., owns the food, has purchased it, or has agreed in writing to purchase it at
the time of U.S. entry). If there is no U.S. owner or consignee at time of entry, the FSVP importer is the U.S. agent or
representative of the foreign owner or consignee, as confirmed in a signed statement of consent.

J

| manufacturers/processors are deemed in compliance with most FSVP requirements if: they have established and

Bl required to implement preventive controls under the preventive controls rules in certain specified circumstances.

\
FSVP rule provides that supplier verification activities must provide assurance that the hazards requiring a control in the
food have been significantly minimized or prevented. In order not to impose duplicative requirements,

implemented a supply-chain program; if they implement preventive controls for the hazards in the food); or they are not

Examples of such circumstances include when the type of food (e.g., such as coffee beans) could not be consumed without
application of a preventive control, or when the customer will be significantly minimizing or preventing identified hazards.

© 2024 All rights reserved. Eurofins Food Assurance. 36
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FSVP requirements: summary «* eurofins Food

Assurance

1. Scope

k

2. Hazard Analysis

k

3. Evaluation of Food Risk and Supplier Performance

k

ke

5. Corrective Actions

k

6. Exemptions and Modified Standards

N7

7. Unique Facility Identifier

‘ 4. Supplier Verification ‘
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The FSVP rule requires importers to

perform risk-based foreign supplier
verification activities to verify that:

The food is
produced in a

manner that The human
provides the | The food is food is not
same level of not misbranded
public health | adulterated (including
protection as allergens)

UsS
regulations

FSPCA

FOOD SA E CONTROLS A

CERTIFICATE OF TRAINING

Is awarded to

Name

in recognition for having successfully ompl ted
the Food Safety Preventive Controls Alliance course:

Foreign SEBPLEL’Xﬂ'ﬁlﬁg’ggrlfmgrams

Sonia Akbarzadeh
completed on

05/09/2017

Lot oot G Thupiiny O Gty

Robert Bi racet

emld W | xec e @h Corby, Execxjt}/e Director
Institute for Foad fe’tv ea Assecistion of Food and Prug Officials
©IFSH ifpti = AR
I I .-!.m\ l\ AFDO
Certificate # f

© 2024 All rights reserved. Eurofins Food Assurance.
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Food

Assurance
Use a qualified individual to develop an FSVP and to perform FSVP activities.
Perform a hazard analysis that includes identifying known or reasonably foreseeable hazards associated for each type of food
and determining whether they require a control. Potential hazards include:
ebiological hazards, including parasites and disease-causing bacteria;
echemical hazards, including radiological hazards, pesticide and drug residues, natural toxins, food decomposition, unapproved additives, food allergens, and (in animal food) nutrient
deficiencies or toxicities; and
ephysical hazards, such as glass.
Evaluate risks posed by the food and the performance of the foreign supplier, considering:
ethe hazard analysis for the food;
ethe entity that will be applying hazard controls, such as the foreign supplier or the foreign supplier’s ingredient supplier;
sthe foreign supplier’s food safety practices and procedures;
eapplicable U.S. food safety regulations and information regarding the foreign supplier’s compliance with those regulations, including whether the foreign supplier is the subject of an
FDA warning letter or import alert; and
ethe foreign supplier’s food safety performance history, including results from testing, audit results, and the supplier’s record of correcting problems.
Conduct appropriate supplier verification activities. These activities may include:
eannual onsite audits (must be performed by a qualified auditor);
esampling and testing of a food;
ea review of the supplier’s relevant food safety records; and/or
eother appropriate activities.
Take corrective actions (if necessary) and investigate the adequacy of the FSVP (when appropriate).
Reevaluate the food and foreign supplier every three years or when new information about the hazards in the food or the
foreign supplier’s performance.
4 N
Identify the FSVP importer when filing for entry with U.S. Customs and Border Protection using the FSVP importer’s name,
electronic mailing address, and unique facility identifier (UFI) recognized as acceptable to FDA.
\ J
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FSVP exemptions and modified requirements Food
Assurance
¢ Importation of foods that cannot be consumed without the hazards being controlled or for which the hazards are controlled after
importation under specified circumstances.
¢ Importation of dietary supplements and dietary supplement components that will be subject to certain provisions of the dietary
supplement Current Good Manufacturing Practice regulation under specified circumstances, or other dietary supplements.
e Importation by a very small importer or importer of foods from certain small foreign suppliers.
¢ Importation of certain food from a foreign supplier in good compliance standing with a food safety system that FDA has officially
recognized as comparable or equivalent to that of the United States.
¢ Juice and seafood from foreign suppliers that are in compliance with the respective HACCP regulations and certain ingredients that are
used by the importer in the manufacturing or processing of juice and seafood products in accordance with the respective HACCP
regulations.
¢ Small quantities of food imported for research and evaluation purposes that are not intended for retail sale and are not sold or distributed
to the public.
¢ Small quantities of food imported for personal consumption that are not intended for retail sale and are not sold or distributed to the
public.
* Food produced in compliance with FDA’s low acid canned food requirements, as well as certain ingredients for use in LACF products but
only with respect to microbiological hazards).
¢ Certain alcoholic beverages
* Food that is transshipped through the United States or that is imported for future export and not sold or distributed in the United States.
¢ Food that is manufactured/processed, raised, or grown in the United States, exported, and returned to the United States without further
manufacturing/processing.
¢ Certain meat, poultry, and egg products
trmmn © 2024 All rights reserved. Eurofins Food Assurance. 40
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X Food facility registration

FDA registration
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Assurance

Description Acronyms

Import Safety Used to search, create, update and obtain domestic and foreign
Lookup Portal facilities DUNS number.

Food Facility Registration

FDA has not approved the UFl. Registrant has to provide valid,

UFI pendin
P 5 accurate DUNS nurmber within 90 days.

Unique Facility Identifier

Information in section two of the FFR and DUNS do not match.

Mismatched UFI

UFI must be exact legal name, address etc.

Data Universal Numbering System
Invalid UFI DUMS registration is not accurate.

Importers are required to have foreign supplier verification Dun and Bradstreet

program.
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The owner, operator, or agent in charge of a domestic or foreign facility engaged in
manufacturing/processing, packing, or holding food for consumption by humans or
animals in the United States is required to register the facility with the FDA.

Must register before operations begin.

“Facility” means any factory, warehouse, or establishment that manufactures,
processes, packs or holds foods.

© 2024 All rights reserved. Eurofins Food Assurance.
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FDA Registration Requirements «* eurofins

Food
Assurance

ED‘\

)

Il
*

+H<

1 — Create a new FDA industry systems account (FIS)

2 — Obtain unique identifier (DUNS number)

3 — Add a food facility (FFR) to your FIS account

4 — renew registration every 2 years

Foreign facilities that fail to register/renew may have imports into the U.S. held at the port. Failure to
register/renew is a prohibited act.
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v Prior notice
Additional requirements

= Declaring shipment

& FDA admissibility decision

Shipment and acceptance of foods




Additional requirements for plants and other goods

<& eurofins

Food
Assurance

USDA Animal and Plant Health Inspection Service
S U-S. DEPARTMENT OF AGRICULTURE

A
USDA FAQ's and resources about coronavirus (COVID-19). LEARN MORE

Flant Health / Import into the U.S5.
Contact Us
Program Qverview
News and Announcements
Pests and Diseases
Import into the U.5.
Export from the U.S.

International

PR © 2024 All rights reserved. Eurofins Food Assurance.
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Example of specific regulations

ACIDIFIED FOODS

THE BASICS

DEFINITIONS & REGULATIONS

WHAT ARE ACIDIFIED FOODS?

Acidified foods are low acid foods to which an acid has been
added that has a water activity >0.85 and a finished equilibrium
pH <4.6. Includes shelf stable foods, but not naturally acidic,
refrigerated/frozen, or alcoholic drinks.

) {

* Low acid foods with an Products that are refrigerated or frozen
added acid, a final pH

Products that are carbonated or contain
<4.6 and a water activity >0.85 = S

alcohol
* Contain large pieces of low
acid components (such as
cucumbers, peppers, onions, etc.)

Most dressings or jellies

* Dressings and condiments
with large amounts of low
acid ingredients

<= eurofins

Food
Assurance

' THINGS TO KNOW

e 21CFR114: Defines acidified
foods and the processing and

record keeping requirements for

selling them.

21CFR108: Cover s requirements,

exemptions, and considerations

for permits when packaging and

selling acidified foods.

21CFR117: CGMP, hazard
analysis, and risk-based
preventive controls for
human foods.

Thermal processing uses heat

and time to completely inactivate
harmful pathogens. It is the standard
processing requirement for acidified
foods. In some cases, preservatives
may be used instead of, or in
combination with, thermal processing.

Must consider proportion of low acid and
acid ingredients in formulation and the
resultant equilibrium pH shift. Water is not
considered to be a low acid ingredient.

e E. coli 0157:H7
® Salmonella
o Listeria monocytogenes

If product is not thermally processed,
scientifically-designed challenge studies may
be performed to support cold-filling.

Some product ingredients and
formulations naturally inactivate
pathogens, eliminating the need for
thermal processing. Challenge studies
can determine the amount of time a
product must be held before sale to
inactivate pertinent pathogens.

&s eurofins

3
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Preparing for shipment Food
Assurance
N\ Per the U.S. Customs and Border Protection, certain food products imported into the United States may need to
\\ meet additional requirements. These foods include but are not limited to: meat, milk, seafood, poultry, eggs, and

a other products that are from animal origin.

An Import Specialist will be assigned at each port of entry for companies to consult regarding the requirements for
-R their food products.
O k()

Custom brokers and agents can be useful for CBP entry.

Food products must have a PN (Prior Notice) filed with the FDA to alert them of the shipment of your product for
I"II”" receipt at the port of entry. Once your food shipment(s) is received, it will be subjected to a thorough inspection to

pass all food safety requirements. These inspections can be detailed to you by the Import Specialist so that you can

ensure your imported food products will be readily received and will not be detained for not passing inspection.
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Prior notice is notification to FDA that an article
of food, including food for animals, is being
imported or offered for import into the United
States in advance of the arrival of the article of
food at the U.S. border.

For additional consult the CBP website at
http://www.cbp.gov and the FDA
https://www.fda.gov/food/importing-food-
products-united-states/priornotice-imported-
foods-overview-and-background

Prior notice is required, the FD&C Act requires
advance notification to FDA prior to the arrival of
food imported or offered for import into the U.S.

© 2024 All rights reserved. Eurofins Food Assurance.
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Prior Notice — Food, chemicals, additives, aids, etc.

Food items

eExamples of food subject to prior notice include, but are not limited to: fish and seafood, live food animals, dairy products, shell eggs, fruits, vegetables, raw agricultural commodities for
use as food or as components of human and animal food (including pet food), food ingredients, food additives, infant formula, beverages (including alcoholic beverages and bottled
water), bakery goods, snack foods, candy, canned foods, and dietary supplements and dietary ingredients.

Food — Chemicals and Food Additives

eChemicals that are used for food or are used for components of any such articles are food and are subject to FDA’s Prior Notice rule. However, if the chemicals are used for food contact
substances or pesticides or components of food contact substances or pesticides, prior notice is not required.

Food contact substances

eFood packaging materials, empty food packages, ceramic dinnerware, brass drinking vessels, and corn husks to be used as tamale wrappers are examples of food contact substances.
Even though these foods are excluded from prior notice requirements in section 801(m) of the FD&C Act, they are still subject to other provisions of the FD&C Act, and FDA will continue
to make admissibility decisions about them.

Secondary direct food additives, processing aids

o|f a secondary direct food additive is not a food contact substance but is, for example, a food processing aid, then it would be subject to prior notice.

f N

Live animals for “food” use

\ V.

eLive animals are food for purposes of prior notice if the live animal is reasonably likely to be directed to a food use. If the live animals are imported for a non-food use (e.g., as a pet, for
show purposes, racing) and are not reasonably likely to be directed to a food use, then prior notice is not required. Live animals are capable of multiple uses, such as food, pets, research,
or letting them stay wild. In these situations, the question is whether the animal is reasonably likely to be directed to a food use. Cows are almost always directed to a food use
eventually, even if that is not the immediate use. Some small animals (e.g., guinea pigs) that are imported end up as food. When this food use is not intended or reasonably likely at the
time of import, such as when they are imported as pets, then prior notice would not be required. Horses are sometimes imported for a food use — slaughter and export as food. When
imported for a non-food use, a horse is not subject to prior notice requirements, unless it is reasonably likely to be directed to a food us
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\

Can the port of arrival differ
from the port of entry (i.e.,
port where entry is made)?

*Yes. The port of arrival is the port where

the articles of food first arrive in the U.S.

A consumption or warehouse entry or
foreign trade zone admission
documentation may be presented to
CBP at a different port of entry than the
port of arrival. Note that timeframes for
submission of prior notice are tied to
the time of arrival in the port of arrival,
not arrival in the port of entry.

J

Is prior notice required for
foods that are imported into
Puerto Rico?

eYes, prior notice is required for food
that comes from outside the U.S. into
the Commonwealth of Puerto Rico, but
not for food shipped from the
Commonwealth of Puerto Rico into the
50 states or the District of Columbia.

J

\_

Is prior notice required for
meat, poultry, or egg products
that are under the jurisdiction
of USDA?

e|f, at the time the food is imported or
offered for import, the food is subject to
the exclusive jurisdiction of the food is
not subject to the requirements of prior
notice.

Is prior notice required for
meat intended for food for
animals, including pet food and
treats?

*Yes. Meat intended for food for animals,
such as meat fed to zoo animals and
meat products intended to be
incorporated into food for animals, is
not under the jurisdiction of USDA and
is subject to the prior notice
requirements. These meats include
meat derived from cattle, swine, goats,
sheep, horses, and mules that are
destined for food for animals.

J

© 2024 All rights reserved. Eurofins Food Assurance.
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Except for food being sent by international mail, prior notice must be submitted and the submission must be confirmed
by FDA no less than:
* 2 hours before arrival, if the food is arriving by land by road;

e 4 hours before arrival, if the food is arriving by land by rail;
* 4 hours before arrival, if the food is arriving by air; and 8 hours before arrival, if the food is arriving by water (21 CFR 1.279(a)).

-

e
e o For a prior notice submitted via FDA PNSI,

If you are carrying an article of food or if it otherwise accompanies you (i.e., the food is in your checked baggage or in the
trunk of your car), and the food is not for personal use, you must submit prior notice according to the timeframe
established for the mode of transportation you are using. You must receive confirmation from FDA and provide a copy of
the confirmation, including the PN Confirmation Number, to CBP or FDA when arriving in the U.S.
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Can | submit the prior notice through FDA PNSI or through ABI/ACE/ITDS in a language other than

e No. You must submit all prior notice information in the English language, except that an individual’s name, the name of a
company, and the name of a street may be submitted in a foreign language. All information, including these items, must be
submitted using the Latin (Roman) alphabet (21 CFR 1.280(a)). If you are not comfortable with English, you may choose to use a
transmitter to enter the information for you.

Can anyone submit prior notice through CBP’s ABI/ACE/ITDS?

e No. CBP allows submissions through ABI/ACE/ITDS only by authorized participants (19 CFR 143.1). Individuals can contract with
a broker to transmit prior notice for them. In this case, the submitter is the person responsible for providing the information,
but the broker is the transmitter. Brokers are licensed private individuals or companies that are regulated by CBP and who aid
importers and exporters to move merchandise through CBP, including often filing entry of the merchandise with CBP. Brokers
provide the proper paperwork and payments to CBP for clients and charge a fee for this service. Before brokers apply for a
license, they must pass the Customs broker examination. See http://www.cbp.gov/trade/broker/overview

e Filers can submit a written request to CBP port personnel for a filer code, which is subsequently assigned by CBP headquarters.
See Chapter 9 of the Customs Broker Guidance for the Trade Community (pp. 56-59) (publication date: October 2022).
Individuals who choose not to use a broker or who choose not to become recognized by CBP as a filer can submit their prior
notice through FDA PNSI (21 CFR 1.280).
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Ultimate Consignee

What name and address should be submitted as the ultimate consignee?

. If the merchandise has not been sold or
consigned to a United States party at the time of entry or
release, then the Ultimate Consignee at the time of entry

or release is defined as the proprietor of the U.S.
premises to which the merchandise is to be delivered.
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FDA will notify the transmitter that the prior notice
has been confirmed for review with a reply message
that contains a PN Confirmation Number. For prior
notice submissions through the CBP’s ABI/ACE/ITDS,
the PN Confirmation Number together with the “PN
received” message will be made available to the
transmitter (broker or filer) through the
ABI/ACE/ITDS. For prior notice submissions through
FDA PNSI, a PN Confirmation Number will be
provided to the transmitter through Contains
Nonbinding Recommendations 37 the FDA PNSI as
soon as FDA confirms your prior notice for review
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Researching the requirements
Food facility registration

Food safety standards
Labeling and nutrition

Prior notice

Additional requirements
Declaring shipment

FDA admissibility decision
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Regulations and Guidance Documents

ipZN U.S. FOOD & DRUG

ADMINISTRATION

Q Search ‘ ‘ = Menu

+—Home / Food / Food Labeling & Nutrition

Food Labeling & Nutrition

f Share | W et | in Linkedin | % Email | & Print

Food Labeling & Nutrition Content current as of:

02/20/2020
FDA Nutrition Innovation

Strategy Regulated Product(s)

Food & Beverages

Label Claims for Food &
Dietary Supplements

Topic(s)
Nutrition
Labeling
Menu and Vending Machine
Labeling

Gluten-Free Labeling of Foods

Ch to the Nutrition Fact 5 i s
Las:lges o fhe Ruirition Facts These FDA Food Labeling web pages address the labeling requirements for foods under the
Federal Food, Drug, and Cosmetic Act and its amendments. Food labeling is required for

Nutrition Labialinig information most prepared foods, such as breads, cereals, canned and frozen foods, snacks, desserts,

for Restaurants & Retail drinks, etc. Nutrition labeling for raw produce (fruits and vegetables) and fish is voluntary.

Establishments We refer to these products as "conventional" foods. For detailed information on dietary

supplements, a special category of products that comes under the general umbrella of
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Food Labeling Fact Sheets

Please see the Regulatory Compliance, Labeling/Label Approval section if you are looking for detailed policy information or seeking help
in complying with FSIS labeling regulations.

Additives in Meat and Poultry Products | PDF
This fact sheet contains information regarding the food additive approval process and a glossary of additive terms you may see on a
meat or poultry product label.

Allergies and Food Safety | PDF
Questions and answers about food allergies and applicable labeling regulations, especially as they pertain to meat and poultry products.

Food Product Dating | PDF | En Espafiol | En Espafiol PDF
Are dates required on food products? Does it mean the product will be unsafe to use after that date? Here is some background
information which answers these and other questions about product dating.

How to Find the USDA Establishment (EST) Number on Food Packaging | PDF
UsDA-inspected products must be labeled with a USDA mark of inspection and the establishment number, which is assigned to the plant
where the product was produced.

Assurance
USDA United States Department of Agriculture About FSIS District Offices Careers ContactUs Ask Karen askFSIS En Espaiiol
=—_————= Food Safety and Inspection Service
| 0
Programs & Services MNewsroom Forms M AL Nittex 5 Boks
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How can we help? ~ eurofins |

Assurance

Confused by U.S. food import regulations?

=] Eurofins Food Assurance has the expertise to navigate them all! We offer comprehensive Consulting
o Services tailored to assist businesses in navigating the intricate landscape of U.S. Food Import
. Regulations.

With Eurofins Food Assurance as your trusted partner, you can import your products with confidence,
knowing you're meeting the highest U.S. food safety standards!

Eurofins Food Assurance offers comprehensive Training Courses designed to assist individuals
PPN and organizations in becoming proficient in the crucial areas of food safety. These four courses are pivotal in
ahanan ensuring compliance with the regulations set by the Food Safety Modernization Act (FSMA) in the United States.

qo

» Foreign Supplier Verification Programs (FSVP) for Importers of Food for Humans and Animals
* Preventive Controls Qualified Individual (PCQI) for Animal Foods

» Preventive Controls Qualified Individual (PCQI) for Human Foods

 Food Traceability Rule Training
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https://www.eurofinsus.com/assurance/food/services/consulting-labeling/
https://www.eurofinsus.com/assurance/food/services/training-e-learning/
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Mitigate risks in your food supply chain with us

training@cpt.eurofinsUS.com

FoodAssurance@cpt.eurofinsUS.com u Eurofins Assurance

@ www.eurofinsUS.com/assurance/food IN Eurofins Food Assurance
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