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Disclaimer
The information provided by the Food Safety Preventive Controls Alliance (FSPCA) is for training purposes only. The
FSPCA is not your attorney and cannot provide you with legal advice. The FSPCA curriculum is intended as a training
tool to assist companies in complying with the FDA Food Safety Modernization Act (FSMA) foreign supplier
verification programs regulation; however, following this curriculum does not ensure compliance with the law or
FDA’s regulations. For advice regarding the legal compliance with FSMA, please consult your legal counsel.

The information provided by the FSPCA will vary in applicability to each food importer. It is not possible for the FSPCA
training curriculum to address every situation. Importers should implement the practices and programs that will
function best to import safe foods based on the nature of their individual operations. FSPCA materials do not outline
the only approach to developing and.implementing a foreign supplier verification program. Importers can follow any
approach that satisfies the requirements of the applicable statutes and regulations related to FSMA. The information
provided by FSPCA does not create binding obligations for the Food and Drug Administration or industry.

FSPCA does not guarantee the accuracy, adequacy, completeness or availability of any information provided in its
curriculum and is not responsible for any errors or omissions or for any results obtained from the use of such
information. FSPCA gives no express or implied warranties, including but not limited to, any warranties of
merchantability or fitness for a particular purpose or use. In no event shall FSPCA be liable for any indirect, special or
consequential damages in connection with any use of this training curriculum.

Developed by the

FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE




FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

Foreign Supplier Verification Programs Work Group

Betsy Bihn, Cornell University, Ithaca, NY

Robert Brackett, Institute for Food Safety and Health -
Illinois Institute of Technology (IFSH-IIT), Chicago,
IL

Catherine Carnevale (Editor), FSVP Subject Matter
Expert and Consultant to FSPCA/IFSH/IIT, Cold
Spring, NY

Virginia Darenkamp, FDA, San Diego, CA

Daniel C. Geffin, FDA-CFSAN, College Park, MD

Wanda Y. Honeyblue, FDA-CFSAN, College Park, MD

Daria Kleinmeier, FDA-CFSAN, College Park, MD

Cindy Koschetz, Institute for Food Safety and Health -
Illinois Institute of Technology (IFSH-IIT), Chicago,
IL

L. Robert (Bob) Lake (Editor), FSVP Subject Matter
Expert and Consultant to FSPCA/IFSH/IIT, Bristow,
VA

Wesley Long, FDA-CFSAN, College Park, MD

Sharon L. Mayl, FDA, Silver Spring, MD

Kelly Morin, FDA-CFSAN, College Park, MD

Trudy Perry, FDA, Silver Spring, MD

Brian Ravitch, FDA, San Diego, CA

Gretchen Wall, Cornell University, Ithaca, NY

Jason Wan, Institute for Food Safety and Health - Illinois
Institute of Technology (IFSH-IIT), Chicago, IL

Gerald Wojtala, International Food Protection Training
Institute (IFPTI), Battle Creek, MI

Importer Group

Bob Bauer, Association of Food Industries (AFI),
Neptune, NJ

Roger Clarke, Williams Clarke Company, Wilmington,
CA

Chris Epstien, American Association of Exporters and
Importers (AAEI), Washington, DC

Michael E. Lahar, A.N. Deringer, Inc., St. Albans, VT

Roger Lawrence, McCormick and Company, Sparks, MD

Alexander Lesser, InXpress, Rochdale, United Kingdom

Erik Lieberman, U.S. Food Imports, Washington, DC

Kelley Poole, American Spice Trade Association (ASTA),
Washington, DC

Barbara Reilly, National Customs Brokers and
Forwarders Association of America (NCBFAA),
Washington, DC

Mike Robach, Cargill, Minneapolis, MN

Michael Roberson, Publix Super Markets, Inc., Lakeland,
FL

Marianne Rowden, American Association of Exporters
and Importers (AAEI), Washington, DC

Nancy Seaquist, Sweet Harvest Foods, Inc., Rosemount,
MN

Hilary Thesmar, Food Marketing Institute (FMI),
Arlington, VA

Editors and Contributors

Catherine Carnevale (Editor), FSVP Subject Matter
Expert and Consultant to FSPCA/IFSH/IIT, Cold
Spring, NY

L. Robert (Bob) Lake (Editor), FSVP Subject Matter
Expert and Consultant to FSPCA/IFSH/IIT, Bristow,
VA

Bob Bauer, Association of Food Industries (AFI),
Neptune, NJ

Robert Brackett, Institute for Food Safety and Health -
Illinois Institute of Technology (IFSH-IIT), Chicago,
IL

Virginia Darenkamp, FDA, San Diego, CA

David Gombas, Consultant to FSPCA/IFSH/IIT, Silver
Spring, MD

Kathy Gombas, Consultant to FSPCA/IFSH/IIT, Silver
Spring, MD

Daria Kleinmeier, FDA-CFSAN, College Park, MD

Erik Lieberman, U.S. Food Imports, Washington, DC

Sharon L. Mayl, FDA, Silver Spring, MD

Kelly Morin, FDA-CFSAN, College Park, MD

Brian Pendleton, FDA, Silver Spring, MD

Brian Ravitch, FDA, San Diego, CA

Michael Roberson, Publix Super Markets, Inc., Lakeland,
FL

Nancy Seaquist, Sweet Harvest Foods, Inc., Rosemount,
MN

Hilary Thesmar, Food Marketing Institute (FMI),
Arlington, VA

Jason Wan, Institute for Food Safety and Health - Illinois
Institute of Technology (IFSH-IIT), Chicago, IL

FSPCA Executive Committee (October 2016)

Benjamin Chapman, North Carolina State University,
Raleigh, NC (Chair)

Claudia Coles, Washington State Department of
Agriculture, Olympia, WA

Donna Garren, AFFI, Washington, DC

Donald Schaffner, Rutgers University, New Brunswick,
NJ

Katherine M.]. Swanson, KM] Swanson Food Safety, Inc.,
Mendota Heights, MN (FSPCA Project Manager,
Curriculum Development)

Purnendu C. Vasavada, PCV & Associates LLC, River
Falls, WI (FSPCA Project Manager, Outreach)



Foreign Supplier Verification Programs Training
The Food Safety Preventive Controls Alliance developed this training curriculum in Foreign Supplier Verification

Programs compliant with the FDA’s Foreign Supplier Verification Programs (ESVP) for Importers of Food for Human and
Animal regulations. For the most current course information, please consult: http://www.iit.edu/ifsh/alliance/

Y ©OIFSH:

LLINGIS INSTITUTE OF TECHNOLOGY

FSPCA

FOOD SAFETY PREVENTIVE CONTROLS ALUANCE

This publication was developed by the Food Safety Preventive Controls Alliance (FSPCA) and was supported, in part, by a
grant from the Food and Drug Administration to the Illinois Institute of Technology’s Institute for Food Safety and Health.
The views expressed herein do not necessarily reflect the views of these organizations. Direct all inquiries to the FSPCA at

fspca@iit.edu






TABLE OF CONTENTS

PrEface ...ttt b e bt e bt bt e sh e e ea e e e a et ea et et e et eeeneeeaeeeneereea P-1
Chapter 1: Context: FSIMA and FSVP ........coooiiiiiiiiiiiiiee ettt e s s nre e e e bee e e s e 1-1
Chapter 2: Setting the Stage: Building the Foundation for the FSVP Process..............cccccvvvveeeeeecnnnneen. 2-1
Chapter 3: Overview of REQUIrEMENTS .............cooiiiiiiiiiiiie ettt e e sre e s be e e e ee e e eares 3-1
PCPS Session: Preventive Controls and Produce Safety Session .............c.cccceeviviiiiiiieeeccciee e, PCPS-1
Chapter 4: Hazard ANQIYSIS ..........cc.ooiiiiiiiiiiiee et e e e e e e e et ae e e e e bre e e e sabteeeenbaeeesnneeas 4-1
Chapter 5: Evaluation and Approval of Foreign Supplier.............ccccooooiri i 5-1
Chapter 6: Foreign Supplier Verification ...........ccoccuiiiiiiiiini e e 6-1
Chapter 7: Reevaluation of FOreign SUPPIIEr ...........coooiiiiiiiiiiiiiecec e et 7-1
Chapter 8: Importer Identification ...............cc.oiiiiiiiii i e e e 8-1
Chapter 9: IMpPortance Of RECOIAS............cooiiiiiiiiiiiie e e e et e e et e e e aree e e s bteeeeeaseeeeenneeas 9-1
Chapter 10: FDA OVErSight..............oooiiiiiiiie et si e et e e e s b e e e tee e e e tte e e e e baee s enbaeeeeaneeas 10-1
Appendix 1: FSVP Summary and RUl@ .............ooooiiiiii ittt e e e e s ecirre e e e s e e s aee e e e e e e nnnes Al-1
Appendix 2: COmMPlIANCe DateS..........cooiiiiiiiiiiiie it e e siee e b et e e st e e e sbeeeessbeeesssstaeeesabeeeesanee A2-1
APPENAIX 3: WOTKAIAS .......ooiiiiiiiii it e s e dEE 8o e ettt e e e sbteeessbeeeesantaeessseeeesanseeeesanseeessnnes A3-1
Appendix 4: Dietary SUPPIEMENTS .........c..ooiiiiiiiiii ittt et e e e stee e e s satee e s s aee e e e sbaeeesenraeeeeans A4-1
Appendix 5: Modified REQUIFEMENTS ..ot e e e tre e e s raree e e e bre e e e enraeeeeans A5-1
Appendix 6: Preventive Controls and Produce Safety .............cccoocviiiiiiiiii i A6-1

6a: Preventive Controls RUl@s OVErVIEW .............cccceveeneeneenieniinienee e Aba-1

6b: Produce Safety RUle OVErVIEW ............cccccoviiiiiiiiiiieiiiiie et A6b-1
Appendix 7: Technical Assistance and RESOUICES ............cccevcuiiiiiiiiiieiiiieeeeritee e e e seeeessaeeeessaneeeeas A7-1
Appendix 8: Sections 402 and 403 .............oooiiiiiiiiiiie e e e e st e e e ebteeeesraeeeean A8-1
Appendix 9: FSIMA FACt SNEELS ...........coooiiiiiiiiie ettt e et e e s tae e e s ate e e e sbaeeesentaeeesans A9-1

Appendix 10: Definitions and ACrONYMS ............cooiiiiiiiiiiiieciiee e e e rtre e e sabe e e e erre e e e eareeas A10-1






Blank Colored Insert-Front



Blank Colored Insert-Back



PREFACE. Introduction to the
FSVP Course

Welcome and Introductions

Welcome to the Foreign Supplier
Verification Programs (FSVP) course!

TXCA

This course is designed to provide an understanding of the new role
that the U.S. Congress has defined for food importers under the FDA
Food Safety Modernization Act of 2011 (FSMA). FSMA adds many new
requirements to improve the safety of human and animal foods, and
FDA has published several regulations to implement the new
requirements. The most important regulation for food importers is
the Foreign Supplier Verification Programs regulation (FSVP rule)
that FDA published on November 27, 2015.

This course will focus on explaining the requirements of the FSVP
rule, and how you as importers can go about complying with those
requirements. The course materials include all slides, lesson content,
resource materials and exercises. The materials are yours to keep, so
please feel free to take notes in your manual as you go along.

P-1
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Introductions

* Introduce yourself to the group by providing your:

= Name
= Employer
* What you hope to get out of the course

FSPCA

The FSVP contains a new set of requirements for importers. It is
possible that some persons, who have not previously considered
themselves to be food importers per se, nor directly subject to FDA
food safety requirements, may now fall under the new FSVP definition
of a food “importer.” Thus, these people may be here to learn how this
rule potentially pertains to them. Others in this class may be brokers,
exporters, or auditors or persons who wish to advise importers on
FSVP. For whatever reason you are attending this class, we would like
to know why you are here so we can meet your training needs. You
may also want to get to know some of your classmates as well, as they
may be of use to you in the future.

Disclosure

Disclosure

Although | attended the FSPCA FSVP Lead Instructor training:

a)  Lead Instructors are not certified, licensed, accredited, qualified, registered,
sanctioned, authorized, recognized, endorsed, or approved by the FSPCA;

b) |donotrepresent, speak for, or act on behalf of the FSPCA;
c)  The FSPCA cannot provide legal advice;

d]  The FSPCA does not guarantee the accuracy, adequacy, completeness or
availability of any information provided and is not responsible for any errors ar
omissions or for any results obtained from the use of such information;

e) Followingthe FSPCA curriculum does not ensure compliance with FDA's
regulations or any other law or legal requirement; and

f) The FSPCA gives no express or implied warranties, including but not limited to,
any warranties of merchantability or fitness for a particular purpose or use

FSPCA




It should be noted that the instructors of this course have attended
the FSPCA Lead Instructor training, but:

1.

w

Lead Instructors are not certified, licensed, accredited,
qualified, registered, sanctioned, authorized, recognized,
endorsed, or approved by the FSPCA;

[ do not represent, speak for, or act on behalf of the FSPCA;
The FSPCA cannot provide legal advice;

The FSPCA does not guarantee the accuracy, adequacy,
completeness or availability of any information provided and
is not responsible for any errors or omissions or for any
results obtained from the use of such information;

Following the FSPCA curriculum does not ensure compliance
with FDA’s regulations or any other law or legal requirement;
and

The FSPCA gives no express or implied warranties, including
but not limited to, any warranties of merchantability or fitness
for a particular purpose or use.

* The FSPCA Foreign Supplier Verification Programs

* Taking this course is not required.

* Successfully completing this course will:

Food Safety Preventive Controls Alliance

(FSVP) course was developed in consultation with
FDA.

= Help you to understand the FSVP requirements, and

= How those requirements can be met in your particular
circumstances.

FSPCA

This curriculum was designed by regulatory, academic, and industry
professionals and developed in consultation with FDA as part of the
Food Safety Preventive Controls Alliance. While FDA assisted in the
preparation of the course materials, the materials have been written
and produced by the Alliance and are not official FDA materials.

In contrast to the Preventive Controls (PC) rules, the FSVP rule does
not require you to attend a training program following “standardized
curriculum” recognized by FDA. Therefore, completing this course is
not mandatory. Attending this course, however, will help you
understand the FSVP requirements and how those requirements can

Preface
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be met in your particular circumstance. Because this course was
developed in consultation with FDA, you can be assured that the
content is consistent with the FSVP regulation. Note: The FSVP rule
does require a “qualified individual” to perform required activities
under the rule and specifies that a “qualified individual” as a person
who has the education, training, or experience (or combination
thereof) necessary to perform the required activities.

Course Description and Target Audience

Course Description and Target Audience

* Course Description: This course is a training
curriculum that will provide participants with an
understanding of the requirements of the “Foreign
Supplier Verification Programs (FSVP) for Importers
of Food for Humans and Animals” regulation.

» Target Audience: This course is designed for the FSVP
importer who will be taking responsibility for
fulfilling the requirements of the FSVP rule.

FSPCA

This course will provide participants with the knowledge to
implement the requirements of the “Foreign Supplier Verification
Programs (FSVP) for Importers of Food for Humans and Animals”
regulation of the U.S. Food and Drug Administration (FDA). This
regulation is one of a number of regulations and guidances that
implement the provisions of the 2011 Food Safety Modernization Act
(FSMA), which focuses on safe food practices.

This course is designed for:

1. U.S.-based importers who meet the definition of “importer” in
the FSVP rule, which includes those who own or are the
consignee of food at the time of entry, or, if no owner of
consignee exists, the U.S. agent or representative of the
foreign owner.

2. Otherswho have an interest in ensuring that the requirements
of the FSVP rule are met, including brokers, exporters, foreign
suppliers of food that will be exported to the U.S,
persons/business owners who currently buy food from
foreign sources, and representatives of foreign governments.



Course Goal and Objectives

Goal: Participants will be able to comply with the FSVP
requirements.

Learning Objectives:

* By the end of this course, participants will be able to:

Course Goal and Objectives

Explain the underlying purpose(s) of FSVP rule.
Develop an FSVP.

Implement an FSVP.

Implement an FSVP recordkeeping system.

B e

Summarize FDA oversight.

FSPCA

This course is intended for importers of food and others who want to
understand the FSVP rule requirements. The overall objectives of the

course are to help you understand:

1.

i N

The underlying purpose of the FSVP rule;

How to develop an FSVP, i.e., what’s needed in your FSVP;
How to implement your FSVP;

How to implement a recordkeeping system; and

How FDA will oversee your FSVP.

What Will the FSVP Course Not Do?

* This FSVP course is NOT intended to be a

What Will the FSVP Course Not Do?

comprehensive course on:

= Preventive Controls (FSPCA courses, human and animal
food, are available)

= Produce Safety (PSA course is available)
= All FDA food safety regulations
= All labeling and other requirements for foods

= Answering all questions about how FSVP applies to
individual import arrangements

FSPCA

Preface

Ed FDA’s Technical
Assistance Network (TAN)
is available to answer
regulatory or rule
interpretation questions.
TAN can be accessed at:
http://www.fda.gov/fsma

The FSPCA TAN is available
to answer
scientific/technical
questions about the rule.
The FSPCA TAN can be
accessed at:
https://www.ifsh.iit.edu/fs

pca/fspca-technical-
assistance-network

More information about
these and other resources

are available in Appendix 7.
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Preface

This course will not provide you with enough information to comply
with the PC rules for either human food or animal food. If you must
implement either or both of those two rules, you will need to take
courses that teach those rules, as appropriate for your purposes. The
same applies to the Produce Safety rule. This course should, however,
provide you with enough information to grasp the concepts and some
details on what your foreign suppliers are expected to do in
implementing these rules.

The course also will give you the tools to determine how FSVP applies
to you. Nevertheless, given that there are a multitude of unique
existing import operations and arrangements, the course will lead you
in the right direction but will not have the time to consider individual
situations. You will need to figure out how FSVP affects you and your
particular arrangements based on the rule and course information
provided. The course will provide some worksheets and exercises
that will aid you in this process.

Course Format

Course Format

/ Foreign Supplier Verification Programs

Overview of Controls &
3 Froduce
Requirements Safety

Session

Evaluation and
Approval of
Foreign Supplier

Foreign Supplier

Hazard Analysis
s Y Verification

Importer
Identification at
Entry

\ FDA Oversight

Reevaluation of Importance of

Records

Foreign Supplier

The course is divided into 10 chapters, not including the Preface,
Wrap-Up, and Appendices. It also includes a brief Preventive Controls
and Produce Safety Session between Chapters 3 and 4.



Course Format

/ Foreign Supplier Verification Programs

Setting the St 5
S Requirements

Focus: Why, How, Who, and What

Preventive
Overview of Contral: &
Produce

Safety
Semion

N E

Chapters 1, 2, and 3 will help to explain WHY and HOW the FSVP rule
came about; WHO it applies to, i.e.,, who is an FSVP “importer;” WHAT
are the requirements, i.e., standard and modified, and HOW they apply

to a particular situation.

Course Format

/ Foreign Supplier Verification Programs \

&

Evaluation and »
Foreign Supplier

Verification

Hazard Analysis

Importer
Identification at
Entry

Reevaluation of

Importance of
Foreign Supplier

Records

\ FSPCA

Chapters 4 through 9 focus on explaining the core elements of an
FSVP, i.e., hazard analysis, evaluation and approval of foreign supplier,

verification and corrective actions, reevaluation,
identification at entry, and records and documentation.

importer

Preface
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Course Format

/ Foreign Supplier Verification Programs \

FDA Oversight

Focus: FDA Oversight

N

And finally, Chapter 10 focuses on explaining FDA’s oversight.

Preview of Chapters and FSVP Core Elements

Preview of FSVP Chapters 1-3

* Chapter 1: Context
= The rise of the Food Safety Modernization Act (FSMA)
= New rules and regulations

= The FDA’s and the importer’s role (your role) in ensuring
the safety of imported food

= Chapter 2: Setting the Stage

= Definitions for importer, foreign supplier, and qualified
individual

= Differences between Importer of Record (IOR) and “FSVP
Importer,” and

= Scope of FDA's definition of food

FSPCA

Because many importers may not be very familiar with FDA’s food
regulatory role, U.S. food safety requirements and how they are
enforced, or with the overarching goals of the FSMA law, chapter 1
will focus on helping you to understand some of the background and
context for the FSVP rule.

From there, in Chapter 2, the course will begin building a foundation
for the FSVP process by explaining the building blocks for creating an
FSVP and will help you identify and define the role of each of the



players involved in developing your FSVP, ie., FSVP importer,
qualified individual, and your foreign supplier,

If you are contemplating whether or not you should be an FSVP
importer or how you might be equipped to handle FSVP
responsibilities, this course should help you to understand the basic
concepts and how to carry out the steps of the FSVP process. You may
use others to perform many FSVP activities on your behalf so long as
you review and assess their activities, and document your review and
assessment. Remember, however, that FDA will hold you, as the FSVP
importer, accountable.

Grasping the concept of the FSVP importer as someone in the U.S. who
has taken on the responsibilities of complying with the FSVP rule is
the first step. The second concept is that you must have an FSVP for
every food from every foreign supplier from whom you import. And a
third important concept is that your FSVP is, in the majority of cases,
founded upon the hazard analysis of the food.

Preview of FSVP Chapters 1-3 (continued)

Chapter 3: Overview of the Requirements
* General requirements
= Make sure all FSVP steps are carried out by a qualified

individual

* Standard requirements (hazard analysis, evaluation
and approval of foreign supplier, verification
activities and corrective actions, reevaluation,
identification of importer at entry, recordkeeping)

* Exemptions from FSVP and modified requirements

FSPCA

Chapter 3 addresses the standard FSVP requirements that apply to
most foods. There are also exemptions from FSVP, as well as some
modified requirements that apply in certain circumstances.

Preface
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Preface

Preview of the Preventive Controls (PC)
and Produce Safety Session

* The PC and Produce Safety Session is intended as a
timeout from FSVP instruction to briefly focus on the
PC rules for human and animal food and the Produce
Safety rules that your foreign suppliers may be
subject to.

FSPCA

The PC and Produce Safety rules may apply to your foreign suppliers.
This brief session is intended to be a supplement to the FSVP
instruction that will focus on these other important FSMA rules, in
particular, who must comply, and what are the requirements for
compliance.

Preview of Chapters 4-9: FSVP Core Elements

* All of these requirements are FSVP core elements
and will be presented in detail as we proceed
through the course.

* A preview of the core elements are covered in the
next few slides.

FSPCA

The requirements identified are important because the importer’s
process of addressing the FSVP required tasks, the records
demonstrating how the requirements were addressed and the
records of the importer’s determinations make up the importer’s
FSVP. We will preview each of these core elements in the following
slides.

P-10



Preface

Preview of Chapters 4-9: FSVP Core Elements
(continued)

* Chapter 4: Hazard Analysis:

Define hazards,

2. Identify known or reasonably foreseeable hazards in the
food being imported,

Evaluate the food risk (probability and severity), and
Determine if any hazards require controls.

* Chapter 5: Evaluate and Approve Foreign Supplier(s)
= Evaluate foreign supplier performance — procedures,
processes, compliance history.
= Approve foreign suppliers before importing from them.

FSPCA

Chapters 4 through 9 focus on the FSVP standard requirements, or
core elements, of an FSVP. Chapter 4, “Hazard Analysis” and Chapter
5, “Evaluate and Approve Foreign Supplier(s)” are the foundations for
your FSVP. These steps, in fact, constitute your first verification of
your foreign supplier to ensure that you are importing foods meeting
U.S. standards for food safety.

Preview of Chapters 4-9: FSVP Care Elements
(continued)

* Chapter 6: Foreign Supplier Verification
= Choose appropriate verification activities and frequency,
if needed.
= Apply verification activities.
= Evaluate results of verification.
= Take corrective actions, if needed.

* Chapter 7: Reevaluation of Food Risk and Foreign
Supplier

= Reevaluate FSVP, at any time if changes or for cause, but
at least every 3 years.

FSPCA

Chapters 6 and 7 focus on foreign supplier verification, corrective
actions, if needed, and reevaluation of the foreign supplier.

Before you begin importing the food, you need an FSVP that includes:

1. The selection of one or more verification activities to ensure
that the hazards are being controlled (discussed later);

P-11
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2. A determination of how frequently the verification activities
need to be conducted;

3. Taking corrective actions if the controls aren’t working as they
should; and

4. Areevaluation of your hazard analysis, your foreign supplier,
and the other elements of your FSVP any time you have reason
to believe a reevaluation is needed, and at least every three
years.

Preview of Chapters 4-9: FSVP Core Elements
(continued)

* Chapter 8: Importer Identification at Entry

= The importance of identifying the importer at entry

= Determining which entity will be the FSVP importer

= Ensuring entry data identifies the designated FSVP

importer

* Chapter 9: Importance of Records:

= Recognizing the importance of records
= Creating records to document your FSVP
= Describing the reguirements for record maintenance

FSPCA

Chapter 8 focuses on the importance of identifying the importer at
entry. It will also explain the importance of determining which entity
will be the FSVP importer, along with ensuring that entry data
identifies the appropriate and designated FSVP importer.

Our next chapter, Chapter 9, focuses on the importance of records,
creating records to document your FSVP, and describing the
requirements for record maintenance.



Preview of Chapter 10: FSVP Oversight By FDA

* Chapter 10: FDA Oversight:

= FDA inspection process, enforcement tools, consequences,
and compliance dates

FSPCA

The final chapter in this course focuses on FDA oversight of FSVP
importers and their implementation of the FSVP requirements.
Chapter 10 describes the FDA inspection process, including how to
prepare for an inspection, FDA’s enforcement tools, consequences of
not meeting requirements, and FSVP compliance dates.

Participation and Engagement

Participation and Engagement

* We plan to keep you engaged by asking questions,
presenting scenarios, and giving you exercises to
supplement the course content.

+ There will be time for questions at the end of every
chapter. Raise your hand at anytime if you are lost or
something does not make sense.

* Resources are listed in the slides and manual.

FSPCA

Exercises and scenarios will keep you engaged and be helpful for the
entire class by raising issues and questions that might not otherwise
come up.

Please do not be shy about asking questions throughout the course.
This rule is new, the role of importers as verifiers of food safety is new,

Preface
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and if you do not understand something, it is likely that others in the
class do not as well. There will be an opportunity for questions at the
end of each chapter, but raise your hand to interrupt if a concept is
fuzzy or you need clarification.

Participate!

Share Questions
examples essential for
with understanding

others

Mark up
your
manual

Learn!
FSPCA

To get the most out of this course, you will want to participate through
sharing examples with others, marking up your manual, and asking
questions.

How to Use This Training Manual

This manualis yours. Become familiar with it and use it as a reference.
It contains references and forms that can help you develop an FSVP
and resources to locate other basic information. Make as many notes
and marks in the manual as needed to assist you in creating an
understanding of FSVP. This manual does not have a copyright. Make
as many copies of the forms as necessary or copy the whole manual to
share with others in your company.

As you learn more about developing an FSVP, there are many
definitions that you need to understand. To assist you, the definitions
of many commonly used terms are listed at the end of chapter 1. Refer
to these pages as needed. You may also want to add other terms that
you may need in developing and implementing your own FSVP.



FSPCA Contact Information

FSPCA Contact Information

If you have any questions,
please contact the FSPCA at
fspca@iit.edu
or visit the FSPCA website at
http://www.iit.edu/ifsh/alliance
for resources on FSVP and information on FSPCA activities,
including FSPCA's Technical Assistance Network, visit

https://www.ifsh.iit.edu/fspca/fspca-technical-assistance-
network

FSPCA

If you have questions, you can contact the Food Safety Preventive
Controls Alliance at FSPCA@iit.edu or visit the website at the address
listed on the slide. This website has a number of resources on FSVP
and FSPCA activities. Of course, FDA’s website contains all the FSVP
regulation and related documents at FDA.gov.

Preface

Ed FSPCA’s Technical
Assistance Network is
available to answer
scientific/technical questions:
https://www.ifsh.iit.edu/fspc
a/fspca-technical-assistance-
network

For more information about
FSPCA, FSPCA’s Technical
Assistance Network and other
resources see Appendix 7.
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CHAPTER 1. Context

Chapter 1: Context

AN INTRODUCTION TO THE FOREIGN
SUPPLIER VERIFICATION PROGRAMS
(FSVP) RULE, PART OF A LARGER U.S.
FOOD SAFETY REGULATORY SYSTEM

FSPCA,

The FSVP rule fits into a broad food safety regulatory context, much
of which existed prior to the 2011 Food Safety Modernization Act
(FSMA) and the rest as a result of the new FSMA law.

Course Format

/ Foreign Supplier Verification Programs
) Overview of
u Settmg b N rearements

Focus: Why, How, Who, and What

\

Chapter 1 briefly describes that context with a focus on explaining
WHY and HOW the FSVP rule came about. Additionally, it notes that
food producers have always been responsible for food safety and that
FDA has along history of taking action against unsafe food and against
those who cause the food to be unsafe or introduce or receive it in
commerce.

Key Point:

The FSVP rule is about
ensuring that imported
foods meet the same food
safety standards that are
required of food produced
in the U.S. And, the U.S.
importer now has the
responsibility of ensuring
that its foreign suppliers
are doing what they need
to do in order to meet
those requirements.

1-1
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This chapter also describes the purpose of the FSMA amendments to
the Food, Drug and Cosmetic Act (FD&C Act) as changing the emphasis
of the food regulatory system to one of preventing food safety
problems before they occur. The chapter also explains why these
changes were needed. It will also identify some of the other FSMA
requirements that are relevant to the FSVP rule. It then focuses on the
important role that importers have in ensuring the safety of imported

food.

Chapter 1: Goal and Objectives

Goal: Participants will be able to convey why importers’
new FSVP role must be taken seriously.

Learning Objectives:

= By the end of this chapter; participants will be able to:

1. Identify who is responsible for food safety.

3. ldentify FSMA’s new rules that pertain to you and your

4. Describe FDA's role in ensuring the safety of imported food.

Chapter 1: Goal and Objectives

Explain the rise of the FSMA preventive food safety paradigm.

suppliers.

Describe your role in ensuring the safety of imported food.

FSPCA

The goal of Chapter 1 is to convey why importers’ FSVP role must be
taken seriously. By the end of this chapter, you will be able to:

1.
2.
3.

Identify who is responsible for food safety,

Explain the rise of the FSMA preventive food safety paradigm,
Identify FSMA’s new rules that pertain to you and your
suppliers,

Describe FDA’s role in ensuring the safety of imported food,
and

Describe your role in ensuring the safety of imported food.



Before We Get Started...

Before We Get Started....

* Please take a moment to look at the Definitions and
Acronyms section in Appendix 10 at the very back of
the manual.

+ Although we will present the most important
definitions specific to FSVP during the course, you
may have need to refer to this section occasionally
during the course.

FSPCA

Please take a moment to look at the Definitions and Acronyms section
in Appendix 10 at the back of the manual. Although we will present
the most important definitions specific to the FSVP rule during the
course, you may need to refer to this section occasionally throughout

the course.

Who Is Responsible for Food Safety?

Who Is Responsible for Food Safety?

Food Drug and Cosmetic Act (FD&C Act)

* Places primary responsibility for human and animal
food safety on the food industry.

* Assigns responsibility of regulating food safety to the
FDA (with the exception of meat, poultry, processed
egg products, and recently catfish (Siluriformes),
which are regulated by U.S. Department of
Agriculture (USDA)).

FSPCA

The FD&C Act of 1938 placed primary responsibility for food safety
on the food industry. So, the entity that produces a hazardous food
(i.e., a food containing any biological, chemical, or physical agent that
is reasonably likely to cause illness or injury) can be held accountable.

Context

1-3



Chapter 1

1-4

Also, anyone who introduces or receives an unsafe food in interstate
commerce (including importing food into the U.S.) may also be held
accountable.

The FD&C Act gives the responsibility for regulating food safety (other
than meat, poultry and processed egg products regulated by the U.S.
Department of Agriculture (USDA)) to FDA. FDA partners with USDA,
the 50 states, and others in overseeing the food industry to help
ensure the safety of food.

Traditional FDA Food Safety Responsibilities

Traditional FDA Food Safety Responsibilities

* Establishing regulations and guidance to ensure that food
is safe to eat.

* Inspecting industry to ensure compliance with FDA
requirements.

* Taking action to protect U.S. consumers from unsafe
products, including:

= Removing unsafe foods from the U.S. marketplace.
= Refusing entry of unsafe foods into the U.S.

® Pursuing regulatory actions against food companies that are not
in compliance with the FD&C Act and FDA’s implementing
regulations.

FSPCA

Traditional FDA food authorities include establishing regulations and
guidance to ensure that food is safe to eat, inspecting the food industry
and food itself to ensure compliance with safety standards, and taking
regulatory action to protect consumers from hazardous foods. FDA
has the authority to remove unsafe foods from the U.S. marketplace
and to refuse entry into the U.S. of food that may be unsafe. FDA has
always performed inspections of food facilities, as well as examining
and testing both domestically produced and imported foods to look
for contaminants and other food hazards. FSMA has provided FDA
with additional tools to help protect food safety. For example, FSMA
provided FDA with the legal authority to gain access to food safety
records, thus enhancing FDA'’s ability to determine whether a food
may be hazardous or whether those responsible for the food are
complying with food safety requirements.

In addition to jurisdiction over the food itself, FDA has long had the
authority to pursue enforcement actions against food companies or
individuals that violate the FD&C Act and FDA’s implementing
regulations. FDA has exercised its authority through traditional FDA
activities. As mentioned earlier, these activities have focused on



inspecting food facilities, as well as testing foods, both in the U.S. and
other countries, to determine whether such facilities and foods were
in compliance with U.S. laws.

Traditional FDA Food Safety Responsibilities
(continued)

* The FD&C Act requires imported foods to meet the
same public health requirements as foods produced
in the U.S.

* FDA collects and analyzes samples of imported foods
to determine whether they are in compliance with
the U.S. food safety requirements.

* FDA has conducted inspections of foreign facilities
and worked with food safety authorities in other
countries to improve food safety.

FSPCA,

Food manufacturers/processors/growers in other countries must
produce food exported to the U.S. in a manner that will comply with
U.S. standards. Traditionally, FDA has enforced these standards
through inspection of facilities and collecting samples of human and
animal foods, both in the U.S. and those offered for import, which are
analyzed in FDA laboratories to determine if they contain something
that could be hazardous to consumers. When problems are found,
FDA takes appropriate action to ensure that consumers are protected
from further exposure to potentially hazardous food.

Some facility inspections and testing of food products will still be
appropriate as FDA adjusts to the FSMA prevention paradigm.
FSMA provides robust -and comprehensive tools to prevent food
safety problems before they occur, rather than trying to identify and
react to food safety hazards that have already occurred.

For example, the new human and animal food Preventive Controls
rules, established as a result of FSMA, require the food industry to
systematically identify food hazards needing controls and
systematically control those hazards. Similarly, the Produce Safety
rule provides requirements for best practices to prevent
microbiological contamination of fruits and vegetables.

As noted earlier, the FSVP rule is about ensuring that imported
foods meet the same food safety standards that are required of
food produced in the U.S. And, the U.S. importer now has the
responsibility of ensuring that its foreign suppliers are doing
what they need to do in order to meet those requirements.

Context
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Food Safety Modernization Act (FSMA)

Food Safety Modernization Act (FSMA)

* U.S. Congress passed the FSMA law that amends the
FD&C Act; the President signed it on January 4, 2011.

* FSMA builds on the food safety foundation of the
FD&C Act, the main law that FDA enforces.

* FSMA contains the most significant food safety
amendments to the FD&C Act since 1938,

FSPCA

The U.S. Congress passed FSMA, a law that now amends the FD&C Act,
which the President signed in 2011. FSMA builds on the food safety
foundation of the FD&C Act, the main law that FDA enforces and
contains some of the most significant food safety amendments to the
FD&C Act since 1938.

Purpose of FSMA

Purpose of FSMA

* FSMA is intended to better protect public health by:

= Adopting a modern, preventive, and risk-based approach
to food safety regulation, and

= Providing FDA with additional regulatory tools (including
greater access to food safety records).

FSPCA

Protecting the public has always been the main purpose of the FD&C
Act. The FD&C Act has always prohibited the sale of human or animal
food that can cause illness or death, whether the food is produced in
the U.S. or imported from another country.

1-6



FSMA is intended to better protect public health by, among other
things, adopting a modern, preventive and risk-based approach to
food safety regulation. FSMA creates new responsibilities for many
parts of the food industry, including those who import human and
animal food.

Why Was FSMA Needed?

Why Was FSMA Needed?

= The Centers for Disease Control and Prevention (CDC)
estimates that each year, foodborne diseases cause:

= 48 million Americans to get sick
= 128,000 to be hospitalized
= 3,000 to die

* Foodborne diseases have been caused by both
domestically produced foods and imported foods.

= Many foodborne illnesses could be prevented if everyone
in the global food chain was held accountable for
controlling food hazards.

TCA

FSMA was needed because food was.causing too many illnesses that
could be prevented. The U.S. Centers for Disease Control and
Prevention (CDC) estimates that 48 million Americans get sick,
128,000 are hospitalized, and 3,000 die each year from the food they
eat. Foodborne diseases have been caused by both domestically
produced foods and imported foods. Most foodborne illnesses are
caused by things that can’t be seen.

FDA believes that many illnesses caused by food could be prevented
if everyone in the global food chain was held accountable for
performing their responsibilities to control food hazards. FSMA
provisions were designed to bring everyone in the food supply chain
into partnership in preventing food hazards and foodborne illness.

Context
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Why was FSMA Needed? (continued)

* Today, human and animal foods produced in one
location may be shipped long distances, often to
other countries.

* While FDA has for decades overseen the safety of
foods in the U.S., the tools available to ensure that
food is safe needed to be updated.

FSPCA

Foods today are commonly produced in one location and then change
hands several times as they are transported to another location (often
from one country to another) where they change hands again before
being sold to consumers. And the ingredients and finished food itself
can be contaminated, temperature abused, or mishandled at any step
in this food chain causing food safety problems.

While FDA has for decades overseen the safety of foods in the U.S,, the
tools available to ensure that food is safe were limited. FSMA was
needed to provide FDA with the modern tools needed to be sure that
everyone in the food chain is doing the things they need to do to
ensure that food is safe to eat.

What Are the Main FSMA Themes?

What Are the Main FSMA Themes?

* FSMA amended the FD&C Act to put more emphasis
on preventing food hazards by requiring that:

= Hazards be systematically identified, and

= Controls be systematically implemented to prevent those
hazards.

* FSMA addresses the safety of human and animal
foods from farm to fork:

= Including fresh produce and processed food, and
= Qriginating in the U.S. or elsewhere.

FSPCA




FSMA amended the FD&C Act to put more emphasis on preventing
food hazards. For example, the approach under the PC rules is to
require that hazards needing control be systematically identified by
producers, and then to require that controls be systematically
implemented to prevent those hazards from occurring. Those controls
need to be monitored, and if something goes wrong, corrective actions
need to be taken.

Under the Produce Safety rule, FDA does not require hazard analysis
because the agency has already concluded, based on scientific data
and analysis on produce hazards, that microbiological hazards are the
most prominent cause of foodborne illness from raw fruits and
vegetables. Therefore, the Produce Safety rule defines and requires
appropriate practices to prevent such biological hazards.

FSMA addresses the safety of human and animal foods from farm to
fork, including fresh produce and processed food. Importantly, the
same food safety requirements apply whether the food originates in
the U.S. or elsewhere. Although the primary focus is on preventing
unintentional contamination, FSMA also has provisions intended to
prevent intentional contamination of food.

What Are the Main FSMA Themes? (continued)

* The objective of FSMA is to ensure that U.S.
consumers are not exposed to hazardous foods.

* FSMA gives FDA new tools to ensure parity between
domestic and imported food with respect to food
safety.

FSPCA

The objective of FSMA is to ensure that U.S. consumers are not
exposed to avoidable food hazards, no matter where the foods are
produced. In passing FSMA, Congress recognized that new tools were
needed to ensure food safety and that FDA needed access to additional
information and enforcement authorities.

Context
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FSMA: Regulations and Guidance

FSMA: Regulations and Guidance

* FSMA mandates that FDA develop regulations to
implement FSMA’s requirements, including the
Foreign Supplier Verification Programs rule.

* FDA has also been providing outreach and
information to those who are required to comply
with FSMA.

FSPCA

U.S. Congress also mandated that FDA develop a number of
regulations, including the FSVP rule, to implement FSMA’s new food
safety requirements. Along with the implementation of the new food
safety requirements, FDA is providing outreach and information to
those who are required to comply with FSMA.

Rulemaking Process

Rulemaking Process

* FDA publishes a proposed rule that invites public
comments.

* In response to those comments, FDA sometimes
publishes a supplemental proposal and invites
additional public comments (as it did with the FSVP
rule).

* FDA responds to the issues raised by the public
comments in the preamble to the final rule(s).

= Final rule is then published in the Federal Register.

X, FEDERAL REGISTER

FSPCA

https://www.federalregister.gov/

U.S. laws in most cases do not take effect, nor do they provide
sufficient detail to be applied, until implementing regulations are
written. This is done by notice and comment rulemaking, which
allows the public, domestic and international industry, foreign



governments, and essentially anyone to comment on proposed rules.
Congress gave FDA the responsibility for writing the rules to
implement FSMA. FDA is required by law to explain how it responds
to the comments it receives and it does this in the preamble of the final
rule when it is published. This process enables transparency of
rulemaking decisions. Also, once the final rules are published,
normally a reasonable amount of time is given before the rules go into
effect. For the FSVP rule, that time period was six months. It should
also be noted that all the FSMA proposed rules were notified to the
World Trade Organization (WTO) so that its 164 Member
governments would be aware of the regulations when proposed and
could comment on them.

Where more detail is required for full understanding of how
regulations are supposed to work in practice, FDA usually publishes
guidance documents to help the food industry understand how to
comply. Although FDA guidance statements are not requirements,
they, like proposed regulations, are published with an invitation for
public comments.

Important Rules from FSMA

Preventive Controls for Human Food Rule

* On September 17, 2015, FDA published the
Preventive Controls rule (PC rule) for human food:

= Part 117 — Current Good
Manufacturing Practice,
Hazard Analysis, and
Risk-Based Preventive
Controls for Human Food

Some of your foreign suppliers

may be subject to this rule.

FSPCA

Whether you import food for humans or animals, either raw or
processed food, your foreign suppliers likely will need to adhere to
one of these regulations described in this or the next two slides. The
Preventive Controls (PC) rules, of which there are two, one applying
to human foods and the other for animal foods, require that facilities
that manufacture, process, pack or hold food must implement
preventive risk-based controls to ensure food safety. The PC rules
for human and animal food apply to both foreign and domestic
manufacturers/processors and others.

Context

For more
information on the
Preventive Controls (PC)
rules for human and
animal food, refer to
Appendix 6a of this
manual.
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21 CFR Part 117 - Current Good Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive Controls for Human Food

Preventive Controls for Animal Food Rule

* On September 17, 2015, FDA also published the
Preventive Controls rule (PC rule) for animal food:

= Part 507 — Current Good
Manufacturing Practice,
Hazard Analysis, and
Risk-Based Preventive
Controls for Food for Animals

Some of your foreign suppliers
may be subject to this rule.

The PC rule for animal food is:

21 CFR Part 507 - Current Good Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive Controls for Food for
Animals

Produce Safety Rule

A For more information
on the Produce Safety * On November 27, 2015, FDA published the final

rule, refer to Appendix 6b Produce Safety rule (PS rule):

of this manual.
= Part 112 — Standards for the

Growing, Harvesting, Packing,
and Holding of Produce for
Human Consumption

Some of your foreign suppliers
may be subject to this rule.

FSPCA

On November 27, 2015, FDA published the final Produce Safety rule
setting requirements for good agricultural practices that apply to
foreign and domestic growers of produce, and others.

21 CFR Part 112 - Standards for the Growing, Harvesting,
Packing, and Holding of Produce for Human Consumption

1-12



Foreign Supplier Verification Programs Rule

* On November 27, 2015 FDA, also published the final
FSVP rule:

® Part 1 - Foreign Supplier
Verification Programs (FSVP)
for Importers of Food for
Humans and Animals

* The final FSVP rule was
published in the Federal
Register, along with its
preamble explanations
and responses to public
comments

FSPCA

On November 27, 2015, FDA also published the final rule on Foreign
Supplier Verification Programs for Importers of Food for Humans and
Animals (FSVP rule) that requires importers to verify that their
foreign suppliers are doing what is needed to comply with U.S.
food safety requirements.

21 CFR Part 1, Subpart L - Foreign Supplier Verification
Programs for Food Importers

In passing FSMA, the U.S. Congress required that U.S. food importers
have Foreign Supplier Verification Programs and also required that
FDA issue regulations spelling out the FSVP requirements.

The November 27, 2015, Federal Register publication (80 FR 74226)
contains both the final regulation and a lengthy preamble that
addresses the issues raised by the comments. The Preamble is
especially useful because it explains why FDA made the decisions it
made in writing the proposals and the final rule. It also provides
guidance for importers in explaining how they are expected to utilize
the regulation’s provisions in practice. Until FDA issues further
guidance on the FSVP rule, the Preamble to the final rule is the best
guidance you have at this time. It will be referenced frequently as we
go through this course. A copy of the Federal Register FSVP rule can
be found in Appendix 1 of this manual.

Because complying with FSVP requirements requires some
understanding of the PC rules and the Produce Safety rule, this course
provides brief information about these other rules. Separate, multi-
day standardized courses on each of those other rules are also being
offered for those who want a more detailed understanding of those
rules.

Context

As required, FDA
published the FSVP
proposed rule on July 29,
2013, and published a
supplemental notice of
proposed rulemaking on
September 29, 2014. FDA
proposes rules so it can
receive comments from
anyone affected by the
rule and others, whether
they be food importers,
trade groups, brokers, the
general public, foreign
governments or anyone
else. With FSVP, there
were two opportunities
for comment.

A copy of the Federal
Register FSVP rule can be
found in Appendix 1 of this
manual.

D Separate, multi-day
standardized courses on
the PC rules and the
Produce Safety rule are
being offered for those
who want a more detailed
understanding of those
rules. Information and
links are available in
Appendix 7 of this manual.
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FSMA Affects the Food Supply Chain

FSMA Affects the Food Supply Chain

1. Foreign and domestic manufacturers or processors,
packers, and holders of foods now must:

= Assess hazards.
= |mplement preventive controls.

2. Foreign and domestic growers of fresh produce
must:

= Comply with produce safety requirements.

3. U.S. food importers must:

= Ensure that their foreign food suppliers are sending foods
to the U.S. that meet U.S. safety standards.

FSPCA

As stated in the previous slide, FSMA affects the food supply chain.
Both foreign and domestic manufacturers/processors, packers, and
holders of foods now must analyze whether reasonably foreseeable
hazards require a preventive control; and if so, implement preventive
controls to control those hazards.

Foreign and domestic growers of fresh produce also now need to
comply with the new produce safety requirements. In addition, truck
and rail transporters of food (generally those within the U.S.) will
need to comply with FDA’s new sanitary transportation requirements.

Most importantly for you as U.S. food importers, you need to develop
and implement an FSVP to ensure that your foreign food suppliers are
doing what they need to do to prevent hazardous foods from being
exported to the U.S.



FDA FSMA Authorities

FDA FSMA Authorities

* FDA authority to mandate a food recall
* FDA authority to access records

= Domestic and foreign food facilities required to renew
FDA registration every two years

= FDA can suspend a facility’s registration if reasonable
probability that food presents serious health hazard

= FDA canrequire certification of food or food facility when
certain statutory criteria are met related to the risk of the
food

FSPCA

FSMA added other authorities to the FD&C Act that may be of interest
to you. For instance, FSMA authorizes FDA to mandate the recall of
hazardous foods from the U.S. marketplace. This is an authority that
FDA did not previously have, although food companies usually
cooperated with FDA in implementing a recall when either they or
FDA discovered a food safety problem.

As will be discussed in later chapters, FDA now has authority to access
records. Records are very important to the success of your FSVP
program and will be the basis for FDA oversight of importer
compliance.

FSMA now requires food facilities that are required to register with
FDA renew their registrations every two years. This means that FDA
will have current information about who is in the food business.
Farms that do not process foods have never had to register with FDA
and still do not. FSMA also authorizes FDA to suspend the registration
of either a foreign or domestic food facility if FDA determines the food
presents a reasonable probability of causing serious adverse health
consequences. If a facility’s registration is suspended, they cannot
ship food and you, as the importer, cannot import it.

Additionally, under FSMA, now FDA can require certification of food
or food facility when certain statutory criteria are met related to the
risk of the food. There is no general requirement for certification as a
condition of entry into the U.S. FDA expects to use this tool in limited
circumstances when it is the most effective and efficient way to deal
with a food safety problem. Moreover, FDA may refuse entry into the
U.S. from a foreign facility if FDA is not permitted to inspect the
facility.

Context
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FSMA Implementation

FSMA Implementation

* In addition to publishing new regulations to
implement FSMA, FDA will:

= Help to educate those who must comply,

= Provide technical assistance/rule interpretation by
answering questions, and

= Monitor food industry and importer compliance.
* Although the rule will be phased in, FDA will
continue to take action to protect U.S. consumers
from unsafe food.

FSPCA

As noted, FDA has already published the main FSMA rules. FDA has
also published some guidance and plans to publish additional
guidance to help those who need to comply with the new
requirements. FDA recognizes that it must do more, however, so FDA
is also:

1. Helping to educate those who must comply with the rules,
2. Providing technical assistance/rule interpretation by
answering questions, and

Monitoring food industry and importer compliance. It needs to be
emphasized, however, that although the rule will be phased in, FDA
will continue to take action to protect U.S. consumers from unsafe
food.



FSMA Creates New Role for Food Importers

FSMA Creates New Role for Food Importers

* U.S. importers of foods play a vital role in ensuring
that their foreign suppliers are:
= Providing the first line of defense in preventing food

hazards.

* We will talk about the definition of an “FSVP
Importer” in Chapter 2 and will be discussing the role
in-depth throughout the rest of the course.

FSPCA

One of the major things FSMA does is define a new food safety role for
food importers. In particular, U.S. importers of food now need to verify
that their foreign suppliers of human and animal foods are meeting
their obligation to produce food that meets.the level of U.S. public
health protection.

Chapter 1: Summary

Chapter 1:Summary

* FSMA was enacted to:

= Change regulatory focus to preventing hazards instead of detecting
problems.

= Add tools available to FDA to ensure safe food, no matter where it was
produced.

*  FDA has had authority since 1938 to take action against hazardous
foods and the companies that violate the FD&C Act when a
violation has been detected.

* The FSMA amendments to the FD&C Act require:
= More emphasis on food safety from everyone in the food chain from farm
to fork.
= FSVP importers have:

= New responsibilities for ensuring the safety of imported food.

FSPCA

In this chapter, we have covered:

Context
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FSMA'’s purpose to prevent food safety problems and improve
the safety of human and animal food sold in the U.S., no matter
where the food was produced.

FDA’s authority since 1938 to take action against hazardous
foods and the companies that violate the FD&C Act.

We have also covered:

FSMA'’s extensive amendments to the FD&C Act that require
increased food safety accountability within the food supply
chain.

The new responsibilities for importers in ensuring the safety
of imported food.

Chapter 1: Questions

Chapter 1: Questions

Thank you for your attention!

Questions?

FSPCA

Notes:
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CHAPTER 2. Setting the Stage

FSVP Chapter 2: Setting the Stage
BUILDING THE FOUNDATION FOR THE FSVP
PROCESS

FSPCA,

Chapter 2 lays the foundation for the rest of the course by identifying
the purpose of the FSVP rule and by defining key terms that are critical
to proper implementation of the FSVP rule. The topics introduced in
this chapter will be discussed in greater detail as the course
progresses.

Course Format

/ Foreign Supplier Verification Programs
Overview of
Context i
aonte Setting the Stage Redlitermants

Focus: Why, How, Who, and What

N

Chapter 2 focuses on the “WHO” of your FSVP. Most important is
FDA'’s definition of “importer” as specifically defined in the FSVP rule.
This definition differs from other definitions of “importer” in other
regulations and needs to be understood. Each of the definitions in this

2-1
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chapter are very important to understanding the rest of the FSVP
course.

Chapter 2: Goal and Objectives

Chapter 2: Goal and Objectives

Goal: Participants will be able to explain the building blocks for
creating an FSVP.

Learning Objectives:

* By the end of this chapter, participants will be able to:

1. Articulate the key principles of the FSVP rule.

Explain the purposes of FSVPs.

Define FSVP importer.

Determine which entity will be the FSVP importer.

Differentiate between Importer of Record (IOR) and “FSVP importer.”
Define FSVP foreign supplier.

Define FSVP qualified individual.

Discuss the scope of FDA’s definition of food.

00 M @an e 8

FSPCA

This chapter outlines the key principles of the FSVP rule, identifies the
purpose of FSVPs, and explains key definitions, and why they are
important to you as you decide how to implement FSVP. For example,
in defining the FSVP “importer”, this chapter also explains the
difference between the FSVP “importer” and the “importer of record.”
It also. makes it clear that FDA will hold the FSVP “importer”
accountable for complying with the FSVP rule.

This chapter will also define “foreign supplier” and an FSVP “qualified
individual.” In addition, it will discuss the scope of the FD&C Act
definition of “food.”

Each of these definitions will be important to remember as we discuss
requirements in the rest of the course.

Finally, the chapter will help you in determining the appropriate FSVP
importer in a variety of scenarios.



Key Principles of FSVP Rule

Key Principles of FSVP Rule

* Importers share responsibility with foreign suppliers
to ensure safety of food imported into the U.S.

* FSVP requirements are risk-based (according to types
of food, types of hazards, and supplier performance).

* Importers have flexibility in how they meet
requirements.

FSPCA

Whereas FDA has always recognized that all parties engaged in the
production and handling of food have responsibility for
ensuring/maintaining its safety, the FSVP rule now requires that
importers covered by the rule must have in place a program to verify
that their foreign suppliers are producing food in a manner that
provides the same level of public health protection as the Preventive
Controls (PC) or Produce Safety regulations, as appropriate.
Importers also must ensure that the supplier’s food is not adulterated
under the FD&C Act, nor misbranded with respect to allergen labeling
for human food. Allergen labeling is not required for animal food.

The number one principle of the FSVP rule is that food importers must
now share responsibility for ensuring the safety of imported food.
This means that U.S. importers of food must verify that their foreign
suppliers are meeting the same food safety requirements that U.S.
suppliers of food are required to meet.

Setting the Stage
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Americans consume a
large amount of imported
food. According to FDA,
imported food accounts
for about 19 percent of
the U.S. food supply,
including about 52
percent of the fresh fruits
and 22 percent of the
fresh vegetables
consumed by Americans
(2013 statistics USDA,
Economic Research
Service).

See the 21 CFR Part 1,
Subpart L, 1.500
Definitions for FSVP
“importer”
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Purposes of FSVPs

Purposes of FSVPs

* FSVPs are intended to provide adequate assurances
that:

= Foreign suppliers produce food using processes and
procedures that provide the same level of public health
protection as the FSMA Preventive Controls or Produce
Safety requirements.

* Food is not adulterated under the FD&C Act or misbranded
(as to allergen labeling, human food only).

FSPCA

This slide shows the main purposes of the FSVP requirements.

Similar to all FSMA provisions, FSVP is about minimizing the risk of
U.S. consumers contracting a serious foodborne illness or
encountering other safety problems from imported food.

Who is an “Importer” Under FSVP Rule?

Who is an “Importer” Under FSVP Rule?

¢ Definition: “Importer means the U.S. owner or
consignee of an article of food that is being offered
for import into the United States...”

FSPCA

The definition of an “importer” is specific to the FSVP regulation (21
CFR 1.500). The first phrase of the definition says that the importer is
the U.S. owner or consignee. Note that the terms “U.S. owner or
consignee” are also defined in the rule as “the person in the United



States who, at the time of U.S. entry, either owns the food, has
purchased the food, or has agreed in writing to purchase the
food.” The FSVP importer has to be identified at entry, once the FSVP
rule is in effect on the entry filing.

Who is an “Importer” Under FSVP Rule?
(continued)

« “..If there is no U.S. owner or consignee of an article
of food at the time of U.S. entry, the importer is the
U.S. agent or representative of the foreign owner or
consignee at the time of entry, as confirmed in a
signed statement of consent to serve as the importer
under this subpart.”

= 21 CFR Part 1, Subpart L, 1.500 Definitions

FSPEA

The definition also states that if there is no owner or consignee in the
U.S., the foreign owner or consignee may designate a U.S. agent or
representative to carry out the FSVP responsibilities. The rule
requires that the U.S. agent or representative sign a statement of
consent to serve as the FSVP importer. The rule does not require such
a signed consent from the U.S. owner or consignee to serve as the
FSVP importer. It is important, however, that whoever is handling
the U.S. Customs entry filing understands that the person
identified as the FSVP “importer” is the person FDA will see as
responsible for complying with the FSVP rule.

Setting the Stage
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Determining Who Will Be the FSVP Importer

The Role of Determining Who Will Be the FSVP Importer
Communication

Communication about who * Often, more than one entity will meet the FDA
should be identified as the definition of “importer” for FSVP purposes.

U.S. importer for purposes

of FSVP compliance among * Entities that meet the definition of FSVP “importer”

the parties involved in will need to decide among themselves:

importing the food is very = Who will agree to be identified as the FSVP importer for a
important. Adequate particular food/foreign supplier, and

communications with the = Thus, be responsible for carrying out FSVP obligations.

foreign suppliers of the
food is also important.

FSPCA

Determining who will serve as the FSVP importer is a fundamental
FSVP responsibility and a first step in the FSVP process. Persons may
wish to make arrangements to ensure that there will be no unknowns,
mistakes, or fraudulent entry of an FSVP importer’s identity on U.S.
Customs entry documentation. This clarity is important for both
fulfilling the entry requirements, as well as assuring that FSVP
requirements have been implemented by the FSVP importer.

With regard to U.S. agents and representatives serving as FSVP
importers on behalf of the foreign owners and consignees, FDA has
stated that the parties they are representing need to ensure these
agents “have or can obtain the information and capability needed to
meet their obligations as importers subject to the FSVP regulation.” It
should be emphasized that the FSVP agent of a foreign owner or
consignee is different from the agent for purposes of foreign food
facility registration.

2-6
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Importer of Record vs. FSVP Importer

= A key difference between the FSVP “importer” as defined
by FDA in the FSVP rule and the “importer of record”
(IOR) as defined by Customs and Border Protection (CBP)
is that:

= The FSVP “importer” must be someone in the U.S.

» Ifthe IORis located in the U.S., that importer can also he
the FSVP importer (assuming that the IOR otherwise
meets the FSVP importer definition).

* Whoever is the FSVP importer, that person is who FDA
will hold accountable if FSVP requirements are not met.

FSPCA

The FSVP “importer” definition from FDA is not the same as the
definition of “importer of record” under U.S. Customs and Border
Protection (CBP) rules. The key difference is that the FSVP “importer”
must be someone in the U.S. The FSVP importer can be but doesn’t
have to be the importer of record.

The preamble to the FSVP rule acknowledges that there are many
different existing arrangements for ‘importing food into the United
States and that there may be more than one entity that could fall under
the FSVP “importer” definition. Nevertheless, the rule expects that
those entities, along with the foreign supplier of the food, and the
other various parties engaged in the processes and transactions to
import the food will sort out who should take responsibility for
meeting the new FSVP requirements for that specific food and agree
to identify that entity on the U.S. Customs entry forms. Further, the
rule provides the flexibility for figuring this out.

In other words, the rule does not necessarily foresee only one
“correct” party as the FSVP importer. Instead, it anticipates that
discussions and negotiations among several parties may precede a
decision on who will take on this new FSVP responsibility. Always
remember that this party is the one that FDA will hold accountable for
meeting the FSVP requirements. Also, remember that this decision-
making/negotiation process must take place long before a food
shipment is ready to be imported.

FSVP Importer Examples:

1. A U.S. company buys salsa products from various foreign
suppliers, arranges for their shipment to the U.S., and then off
sells the salsa products to small retailers. Because this U.S.

Setting the Stage
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You, as an FSVP importer,
should have early
discussions with your
suppliers to ensure that
the appropriate
information is available to
you throughout the entire
supply chain.

4.

company is the owner or consignee of the salsa when it arrives
in the U.S,, it is the FSVP importer.

A U.S. salsa processor signs a contract and submits purchase
orders to a foreign salsa ingredient supplier for the
ingredients to be used in its salsa making facility, but relies on
a foreign export company to make the arrangements for
transportation and entry into the U.S. Also, this salsa
processor doesn’t pay for the salsa ingredients until they are
delivered. Because the U.S. processor has agreed in writing to
purchase the ingredients, it meets the FSVP definition of
“importer.”

A Canadian company ships a food product to a Montana
warehouse in anticipation of possible orders from customers
in the U.S. There is no person in the U.S. that owns or has
agreed to purchase the food, as it is still owned by the
Canadian firm. The FSVP “importer” would have to be a
properly designated U.S. agent or representative of the
Canadian company.

A U.S. retailer contracts with a foreign manufacturer to
produce products that have the retailer’s name. The retailer
actually purchases the products from a U.S. firm after the
products have entered the U.S. The retailer is not the FSVP
importer if the other firm owns the product when offered for
entry. If the retailer has agreed in writing to purchase the food
at the time of entry, the retailer could also be the FSVP
“importer.”

Who is a “Foreign Supplier”?

“The term ‘de minimis’
means insignificant. In this
context the term is
referring to labeling or
other activities that
wouldn’t cause the food to
become hazardous or
unsafe.

2-8

Who is a “Foreign Supplier”?

Definition: “Foreign Supplier means, for an article of
food, the establishment that
manufactures/processes the food, raises the animal,
or grows the food that is exported to the United
States without further manufacturing/processing by
another establishment, except for further
manufacturing/processing that consists solely of the
addition of labeling or any similar activity of a de
minimis nature.”

FSPCA




Note that your foreign supplier may not be the person/business
from whom you directly receive product. Nevertheless, FDA
defined the foreign supplier as the persons/businesses that have the
most to do with the safety of the product that is produced or
manufactured. The FSVP rule anticipates that there will be a
connection between you and the “foreign supplier,” whether direct or
indirect, whereby the FSVP importer can assess the safety of the food
and the foreign supplier and verify that the foreign supplier’s
practices are producing a food as safe as food produced by a U.S.
supplier. The necessary connection between importers and their
foreign suppliers will be discussed in detail later in the course.

The FSVP rule is written to incorporate sufficient flexibility to
accommodate a variety of importing arrangements, but the basic
concept is that the FSVP importer can effectively assess and verify the
safety of each imported food.

In the preamble to the FSVP final rule, FDA states, “[w]hen foods are
obtained from entities such as brokers, distributors, warehouses and
consolidators, rather than the entity that manufactured/processed,
raised or harvested the food, it could be difficult for the importer to
know the identity of the producer (e.g., because the consolidator
might refuse to reveal this information due to concern'that the
importer might decide to buy directly from the producer in the
future).” FDA goes on to explain that for these reasons, the rule allows
an importer to obtain information needed to meet certain FSVP
requirements from other entities, such as the distributor of a
processed food or the consolidator of produce. FDA then states, “This
will reduce the need for importers to directly verify the compliance of
producers from which the importers did not directly purchase the
imported food.” A later chapter will discuss how to work with
brokers/distributors to obtain information to fulfill your FSVP rule
obligations, e.g., you can rely on work done by another entity if you
review/assess and document that review.

Setting the Stage
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See the 21 CFR Part 1,
Subpart L, 1.500 Definitions
for FSVP “qualified
individual”
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Who is a Qualified Individual?

Who is a Qualified Individual?

* Food importers are required to do a number of
things that can only be done by persons who meet
the definition of “qualified individual”

= An FSVP Qualified Individual is “a person who has the
education, training, or experience (or a combination
thereof) necessary to perform an activity required” by the
FSVP rule, “and can read and understand the language of
any records that the person must review in performing this
activity... .”

FSPCA

Because your FSVP is based on determining the known or reasonably
foreseeable hazards in the foods you import and evaluating the risks
posed by the food and your foreign supplier’s performance, these
activities, and others, must be conducted by someone who has the
knowledge and expertise to perform them properly. Under the FSVP
rule, you as an importer must use one or more “qualified
individuals” to carry out all the FSVP requirements. For instance, you
may use one person for conducting your hazard analysis and another
person to perform your verification activities (each of these tasks is
the subject of a dedicated chapter).

Under the FSVP rule, a qualified individual is a person who has the
education, training, or experience (or a combination thereof)
necessary to perform an activity required by the FSVP rule. A
qualified individual must also be able to read and understand any
records that must be reviewed in performing the activity (21 CFR
1.503(a)). The FSVP task to be accomplished determines what
qualifications the qualified individual must have. Thus, the definition
is simply stating that whoever is carrying out an FSVP activity should
be someone qualified to do it.



Required Tasks Must Be Done by a Qualified Individual

Required Tasks Must Be Done
by a Qualified Individual

+ Different FSVP tasks may require different qualified
individuals.

* Some qualified individuals may be qualified for more
than one task, e.g. hazard analysis, determining
verification activities.

* Qualified individuals may be, but aren’t required to
be, employees of the importer.

* Qualified auditors are qualified individuals for
conducting audits (audits are an example of a
verification activity).

FSPCA

The persons you use as qualified individuals can be employees of your
company, but it is not necessary that they be employees.

Under the FSVP rule, a “qualified auditor” is also a qualified
individual for that assigned activity and, thus, must have technical
expertise obtained through education, training, or experience (or a
combination thereof) necessary to perform the auditing function (21
CFR 1.503(b)).

In the preamble to the FSVP rule, FDA states that “the importer of a
food, not a foreign government or any other entity, is responsible for
determining whether a person who is to conduct FSVP activities has
the education, training, and/or experience necessary to conduct those
activities in accordance [with] 1.503(a) of the final rule. The FSVP
regulations do not require that a qualified auditor or qualified
individual be accredited under any accreditation scheme or system,

”

In the preamble, FDA also says that “...draft guidance on FSVPs will
provide recommendations on the type of training that qualified
individuals should have including, for persons who assess foreign
suppliers’ preventive controls.... The draft guidance also will provide
recommendations for training for individuals who will be conducting
verification activities regarding suppliers of food that is subject to the
produce safety regulations or other FDA food safety regulations.” FDA
may also provide further guidance about the level of performance and
responsibility of qualified individuals.

Setting the Stage
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How is “Food” Defined?

How is “Food” Defined?

* Definition: “Food” is anything that is consumed as
food or drink by humans or animals, including:
= Ingredients in food and beverages,

= Food additives and color additives putin food during
processing,

= Dietary supplements, and

= Packaging and other food contact substances.

FSPCA

The definition of food for the purposes of FSVP is the same as its
definition in the FD&C Act. The term “food” means “(1) articles used
for food or drink for humans or animals, (2) chewing gum, and (3)
articles used for components of any such article” (Section 201(f),
FD&C Act). The components of food include ingredients such as sugar,
flour, and spices.

Food and color additives that are used in manufacturing food are also
considered food. FDA regulations defining the safe conditions of use
for food and color additives can be found in the U.S. Code of Federal
Regulations (CFR).

The definition of food also includes food contact substances (see 80
Federal Register, 74233). Food contact substances, such as food
packaging that contacts food and conveyer belts that contact food in
food processing facilities, are regulated as a type of food additive
because some of the materials used in making them migrate into food.



How is “Food” Defined? (continued)

* Most food is regulated in the U.S. by FDA, except:

= Most (not all) meat, poultry or certain processed egg
products, regulated by the U.S. Department of Agriculture
(USDA).

* The requirements discussed in this course apply to
human and animal foods regulated by FDA.

FSPCA

Note that the U.S. Department of Agriculture (USDA) regulates most
meat and poultry products, as defined in the U.S. Federal Meat
Inspection Act (of 1906) and Poultry Products Inspection Act (of
1957), as well as certain egg products as regulated under the Egg
Products Inspection Act (jointly administered by USDA and FDA
(Department of Health and Human Services). The food products
regulated by USDA are not covered in this course and are NOT subject
to FSVP or the other FSMA rules. If you import meat, poultry or certain
processed egg products, that do not fall under USDA’s jurisdiction, you
likely are already aware of the types of animal protein that are
covered under the FD&C Act, e.g., venison or rabbit.

As we go through the course, you will learn that some FDA regulated
foods are exempt from FSVP requirements. In addition, you will learn
in Chapter 3 about modified requirements for very small importers or
importers of food from certain small foreign suppliers.

Although dietary supplements are often regulated as drugs or as a
special regulatory category in other countries, in the U.S., they are
regulated as food and are covered by the FSVP rule. The FSVP
requirements for dietary supplements differ, however, from the
standard FSVP requirements. The modified FSVP requirements for
dietary supplements are included in Appendix 4.

Setting the Stage

2-13



Chapter 2

2-14

Chapter 2: Summary

Chapter 2: Summary

* Key definitions for FSVP “importer,” “foreign

no

supplier,” “qualified individual,” and “food.”

* The FSVP importer must be determined by persons
involved in importing the food and must carry out
the requirements contained in the FSVP rule.

* FSVP tasks must be carried out by qualified
individuals.

FSPCA

You have learned the key FSVP definitions, and know that the
definition of FSVP “importer” differs from other definitions of
“importer.” You have also learned that the definition of “food”
basically includes anything consumed as food or drink by humans or
animals.

You know that the FSVP importer is responsible for complying with
all FSVP requirements. You also know that you need one or more
qualified individuals to help you meet FSVP requirements.

The definitions for all these terms can be found in the Definitions and
Acronyms in Appendix 10 of this manual.



Chapter 2: Questions

Chapter 2: Questions

Thank you for Your Attention!

Questions?

FSPCA

Notes:

Setting the Stage
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CHAPTER 3. Overview of the
Requirements

Chapter 3: Overview of the Requirements

AN OVERVIEW OF THE REQUIREMENTS OF
THE FSVP REGULATION—APPLICABILITY,
EXEMPTIONS, AND STANDARD AND
MODIFIED REQUIREMENTS

LSRGA

First, it's important to understand that FDA wrote the FSVP rule in a
way to be sufficiently general and flexible to apply to a variety of
circumstances without being unduly burdensome or restrictive of
trade. It was FDA’s intention to allow flexibility to reflect modern food
supply and distribution chains.

Course Format

/ Foreign Supplier Verification Programs

Overview of

Context Setting the Stage

Requirements

Focus: Why, How, Who, and What

N

Chapter 3 is the last of the three introductory chapters that identify
WHY, HOW, WHO, and WHAT of FSVP. Chapter 3 focuses on the
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“WHAT,” i.e., identifying the standard and modified requirements of
the FSVP rule.

This chapter begins by identifying the types of foods that come under
the FSVP rule and the types that are exempt or partially exempt.
Importers will see that they will need an FSVP for most foods.

Following foods subject to FSVP, this chapter provides an overview of
the “standard” FSVP requirements. Later chapters will go into greater
detail on some of the more critical FSVP requirements.

This chapter also contains a short overview on the “modified”
requirements that apply to dietary supplements, food from very small
importers, food from countries that FDA recognizes as having
equivalent or comparable food safety systems or food from certain
small foreign suppliers.

The chapter then presents an algorithm in the form of questions and
answers that will reinforce your understanding of FSVP applicability
and exemptions. It will also help you decide whether you need an
FSVP for the food you import.

[t should be noted that while this course does not include specifics on
how FSVP applies to dietary supplements, the FSVP rule goes into
some detail on how importers of dietary supplements should deal
with their foreign suppliers relative to dietary supplement
ingredients, components, and finished product. More information on
dietary supplements has been provided in Appendix 4.

Chapter 3: Goal and Objectives

Chapter 3: Goal and Objectives

Goal: Participants will be able to demonstrate knowledge of
FSVP requirements.

Learning Objectives:
* By the end of this chapter, participants will be able to:

Determine if FSVP applies to their situation.

Describe the FSVP exemptions.

i

2

3. Describe the standard requirements.

4. Determine if any modified requirements apply to them.
5

Characterize the importance of communication within the
supply chain.

FSPCA

Chapter 3 will help you understand what types of foods the FSVP rule
applies to, and what types of foods are exempt. It will also describe:



If FSVP applies to a particular situation

The exemptions to FSVP

The “standard” FSVP requirements,

If any modified requirements apply to you, and

The importance of communication within the supply chain.

SAEEIR S e

Chapter 2 has already covered the definition of the FSVP importer
(contained in 21 CFR 1.500), that the importer is expected to
implement the requirements of the FSVP rule, and that FDA will have
the names of the FSVP importers from U.S. Customs entry documents.
FDA oversight of the FSVP rule will be directed at the FSVP importers.
Note that unlike U.S owners and consignees, the U.S.-based agents
and representatives of foreign owners or consignees that serve as
the FSVP importer are required to sign a statement of consent to serve
in this role. FDA is expected to provide further guidance about the
signed statement of consent to serve as the importer.

When multiple U.S. entities meet the definition of importer under the
FSVP rule, it is advisable for those involved with importing the food to
agree on who will perform the functions of the FSVP importer.

Before We Get Started...

Before We Get Started...

U.S. Level of Public Health Protection

* Your FSVP must ensure that your foreign supplier is:

= Producing food using processes and procedures that
provide at least the same level of public health protection
as required under the FDA rules for risk-based preventive
controls or produce safety, if either is applicable; AND

= Producing the food in compliance with sections 402
(regarding adulteration) and 403(w) (regarding labeling
human food for the presence of major food allergens) of
the FD&C Act.

FSPCA

FSMA clearly states that the standard of public health protection for
food imported into the U.S. is the same as the level of public health
protection required of foods produced in the U.S. It is important,
therefore, that you develop an FSVP that provides assurance that your
foreign supplier is producing food that provides at least the same level
of public health protection as required under the risk-based
Preventive Controls (PC) rules or the Produce Safety rule, if either is
applicable, (21 CFR 1.502(a)). It is important to understand as an

Overview of the Requirements

The Preventive Controls (PC)
rules (human and animal)
and the Produce Safety rule
apply to both domestically
produced and imported
foods. Consequently, food
importers need to have
some understanding of
those rules, which is why we
are presenting background
information on these rules
in this FSVP course.

(Reference: Part 117 PC rule
for human food, Part 507 PC
rule for animal food, and
Part 112 Produce Safety
rule)
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£ Both Sections 402 and
403(w) of the FD&C Act are
included in Appendix 8 of
your FSVP course manual.

Ed “Am | Subject to FSVP?”
Flowchart is available in
Appendix 7 of this manual. It
can also be downloaded
from FDA website at
http://www.fda.gov/downlo
ads/food/guidanceregulatio
n/fsma/ucm472461.pdf
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importer that—even if the food you import is exempted from FSVP
and you may not need to declare an FSVP importer on the Customs
entry filing—the food is still required to meet U.S. food safety
standards.

Your foreign supplier also must produce the food in compliance with
sections 402 (regarding adulteration) and 403(w) (regarding labeling
human food for the presence of major food allergens) of the FD&C Act
(21 CFR 1.502(a)). These refer to public health provisions that were
in existence long before FSMA was passed.

As noted earlier, both Sections 402 and 403(w) of the FD&C Act, in
their entirety, are included in the appendix to your FSVP course
manual. Chapter 4 will elaborate on the why sections 402 and 403 (w)
of the FD&C Act are important.

Does FSVP Apply to My Situation?

Does FSVP Apply to'My Situation?

« FDA has provided a flowchart that helps
you determine whether or not you are
subject to the FSVP rule.

*  We will be going through this flowchart
at the end of this chapter as an exercise.

= The small version of the flowchart is
available in Appendix 7 of this manual.

» The full version is available on FDA's
website at:
http://www.fda.gov/downloads/food/gu
idanceregulation/fsma/ucm472461.pdf

FSPCA

FDA has provided a flowchart on their website that helps you
determine whether or not you are subject to FSVP. We will be going
through this flowchart step-by-step near the end of this chapter. We
have also provided a small version of the flowchart in Appendix 7 of
this manual. The full version can be downloaded from FDA’s website
at:

http://www.fda.gov/downloads/food /guidanceregulation/fsma/uc
m472461.pdf




Does FSVP Apply to My Situation? (continued)

* The FSVP regulation applies to all human and animal
food offered for import into the U.S. unless exempted.

* |n other words, whether or not the FSVP regulation
applies to your situation is based on the human and/or
animal foods you import.

* If the food(s) you import IS(ARE) NOT EXEMPTED, FSVP DOES
apply.

= |f the food(s) you import IS(ARE) EXEMPTED, FSVP DOES NOT
apply.

* Most food(s) will require an FSVP.
FSPCA

The FSVP regulations apply to all human and animal food offered for
import into the U.S. unless the food has been exempted (21 CFR
1.501). In the upcoming slides, we will cover some of these
exemptions. Importers should note that MOST foods will require an
FSVP.

Foods that Are Exempted?

The Question ls...

What foods are exempted?

FSPCA

Overview of the Requirements
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Exempted Foods

Exempted Foods

* Foods under FDA Hazard Analysis Critical Control Points
(HACCP) rules

* Alcoholic beverages (certain conditions)

* Foods not intended for sale or distribution in the U.S.

= Certain meat, poultry, and processed egg products
(products subject to Federal Meat Inspection, Poultry
Products Inspection, and Egg Products Inspection Acts)

* Food manufactured/processed, raised, or grown in U.S.,

then exported and returned without further
manufacturing/processing in a foreign country

FSPCA

Several types of food are exempted as noted on the slide. We will
cover each exemption in more detail in the following slides/text.

Foods Under FDA HACCP Rules

Foods Under FDA HACCP Rules

* Foods complying with FDA HACCP rules for juice and
seafood are exempt from FSVP.

* Importers of raw materials and ingredients for the
manufacture of juice or seafood that are subject to
HACCP are exempt from FSVP.

* These importers will be addressing all the hazards
associated with those ingredients under FDA HACCP.

FSPCA

A food safety control system focused on preventing foodborne illness
was developed several decades ago, and called Hazard Analysis
Critical Control Points (HACCP). This system was originally developed
to ensure that food consumed by astronauts in space was as safe as it
could be. For a number of reasons, FDA established regulations to
require that this system be applied to certain foods where it was
considered necessary. These regulations apply to juice and seafood.



Foods complying with the FDA HACCP rules for juice (21 CFR Part
120) and seafood (21 CFR Part 123) are exempt from FSVP because
they are already subject to preventive controls in the form of the
HACCP requirements (21 CFR 1.501(b)).

Importers of raw materials and ingredients for the manufacture of
juice or seafood need not comply with the FSVP rule so long as they
are in compliance with HACCP requirements under 21 CFR parts 120
or 123, with respect to the juice or seafood product they manufacture
from those raw materials and ingredients, as these manufacturers will
be addressing all the hazards associated with those ingredients under
HACCP (21 CFR 1.501(b)).

Note: The above exemption from FSVP only applies to foods subject to
U.S. HACCP regulations for juice and seafood, but not to other types of
foods processed in the same facility. It is true that many foreign
suppliers may employ HACCP for the production/manufacture of
other types of foods; it must be emphasized, however, that the FSVP
rule requires that the U.S. importer consider the U.S. food safety
regulations that apply to the foods it obtains from its foreign supplier,
including, but not limited to, the preventive controls requirements.
While HACCP is similar to the PC rule, it is not the same in‘all respects;
a supplier may need to take additional safety measures to ensure
compliance with the U.S. level of public health protection.

Alcoholic Beverages (Certain Conditions)

Alcoholic Beverages (Certain Conditions)

* FSMA exempted alcoholic beverages that meet certain
conditions:

® From a foreign facility is required to register under Sec. 415
* Foreign facility is same type of facility as those regulated by
Department of Treasury in the U.S.

= Exemption applies to nonalcoholic, prepackaged food
from such foreign suppliers, provided such foods
constitute 5% or less of overall sales of the facility.

= Also applies to raw materials and ingredients being
imported for manufacture into alcoholic beverages.

* Same exemption exists for domestically produced
alcoholic beverages in the Preventive Controls (PC) rule.

FSPCA

FSMA also exempted alcoholic beverages that meet certain
conditions:

1. Products must come from foreign facilities required to
register under Sec. 415

Overview of the Requirements
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2. The foreign facility is the same type of facility as those
regulated by Department of Treasury in the U.S,,

3. The exemption also applies to nonalcoholic, prepackaged
foods from these foreign suppliers, provided such foods
constitute 5 % or less of overall sales of the facility.

4. Additionally, the exemption applies to raw materials and
ingredients being imported for manufacturing/processing,
packing, or holding into alcoholic beverages in certain
circumstances.

This provision is basically the same exemption as for domestically
produced alcoholic beverages under the PC rule for human food.

This exemption also applies to raw materials and ingredients being
imported for manufacture into alcoholicbeverages.

While not specifically covered in this course, note that importers of
dietary supplements and dietary supplement components are NOT
EXEMPT from FSVP requirements. It is significant, however, that
importers of these substances are not required to perform a hazard
analysis (see Appendix 4). The differences in FSVP requirements for
dietary supplements and dietary supplement components are
explained in Appendix 4 of this course.

Foods Not Intended for Sale or Distribution in the U.S.

Foods Not Intended for Sale
or Distribution in the U.S.

* The following foods are exempted because they
aren’t intended for sale or distribution in the U.S.:

= Food imported for research or evaluation (subject
to certain requirements)

= Food imported for personal consumption

= Food that is transshipped through the U.S. or
imported for further processing and export (no
distribution in the U.S.)

FSPCA

The FSVP rule applies to food that is sold for sale or distribution to the
public in the U.S. For example, small quantities of food that people
might carry in their luggage for personal consumption and food that
is shipped through the U.S. destined for another country would not be
subject to FSVP requirements.



Certain Meat, Poultry, and Egg Products

Certain Meat, Poultry, and Egg Products

* Those food products and species falling under USDA
jurisdiction:
= Federal Meat Inspection Act
= Poultry Products Inspection Act

= Egg Products Inspection Act

* USDA also is responsible for inspecting catfish
(Siluriformes spp.)

FSPCA

Food that is subject to USDA jurisdiction, such as certain meats and
poultry and processed egg products are exempt from the FSVP rule.
These account for about 20% of the foods consumed in the U.S.

U.S. Food Exports Returned

U.S. Food Exports Returned

* FSVP does not apply to food manufactured or
processed, raised, or grown in U.S., then exported
and returned to the U.S. without further
manufacturing/processing in a foreign country

* Such products are not being imported by intention

* Such products are still subject to U.S. food safety
requirements

FSPCA

Foods that are produced in the U.S., then exported, and returned
without further manufacturing or processing are not subject to the
FSVP rule. This does not mean that such foods are not subject to the
U.S. food safety regulations. These foods may be returned for a variety
of reasons, including not meeting a foreign buyer’s specifications,

Overview of the Requirements
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which may include a food safety problem. Each product returned is
handled individually according to the rationale for its return.

Low-Acid Canned Foods

Low-Acid Canned Foods

= Animporter of low-acid canned foods (LACFs) must:

= Verify and document that the food was produced in accord with
LACF regulations (21 CFR Part 113), which pertain to
microbiological hazards.

= For all other hazards, the importer is required to have an FSVP.

* An importer who uses raw materials or other ingredients
to manufacture/process an LACF in the U.S. is:

* Required to be in compliance with Part 113, and

= Must have an FSVP for all other hazards or comply with the PC
rules.

FSPCA

Low-acid canned foods (LACFs) are not exempt from FSVP. An
importer of low-acid canned foods must verify and document that the
food was produced in accordance with the LACF regulations (21 CFR
Part 113) pertaining to microbiological hazards. For all hazards not
controlled by Part 113, i.e., non-microbiological hazards, the importer
must have an FSVP.

An importer of raw materials or other ingredients to be used in
manufacturing/processing an LACF in the U.S. is not required to
comply with FSVP requirements for microbiological hazards, if the
importer itself is in compliance with part 113, but it must have an
FSVP for all other hazards (21 CFR 1.502(c)). In other words, an
importer of raw materials who is in compliance with the
microbiological provisions of the LACF rule must still have an FSVP
for all other hazards.



Foods Received and Processed by Importers Who Are
Subject to PC Rules

Foods Received and Processed by Importers
Who Are Subject to PC Rules

* If you are an importer who is a
processor/manufacturer subject to and in
compliance with the PC rules,

= You are required to employ supply chain preventive
controls, as appropriate.

= You do not also have to carry out FSVP requirements.

* However, as the importer:

= You must be named on the CBP entry filing as the importer
in accord with the FSVP rule.

FSPCA

The PC rules require manufacturers/processors to-have supply-chain
preventive controls when they (or their customers) are not
controlling the hazards. These provisions provide verifications that
are similar to FSVP verifications. Therefore, to avoid redundant
requirements, FDA states that, if you are a-manufacturer/processor
who is in compliance with the supply chain provisions of the PC rules,
you are deemed to be in compliance with FSVP requirements for the
food you import.

You as the importer must, however, be named on the Customs and
Border Protection (CBP) entry form as the FSVP importer, in
accordance with the FSVP rule, even if you are fulfilling the supply
chain requirements through the PC rules.

Overview of the Requirements
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Standard Requirements

* Conduct a hazard analysis of the food, including hazard identification and
hazard risk evaluation.

* Conduct an evaluation of the foreign supplier’s food safety performance
and risk posed by the food.

«  Approve the foreign supplier (based on above evaluations).

* Establish written procedures to ensure that food is imported only from
approved foreign suppliers (with limited exceptions).

¢+ Determine and apply appropriate verification activities and assess results.
* Implement corrective action(s), if needed.

* Reevaluate foreign supplier (at least every three years or when reason
to).

* Identify the FSVP importer at entry.
* Keep required records and documentation.

FSPCA

The FSVP standard requirements are the same as outlined in Chapters
4 through 9. We will briefly talk about them in the next few slides, but
will go into more detail in Chapters 4 through 9.

Hazard Analysis

Hazard Analysis

* You must identify and evaluate known or reasonably
foreseeable hazards to determine if they require a
control, including:

= Biological, chemical (including radiological), and physical
hazards

= Naturally occurring, unintentionally introduced, or
intentionally introduced for economic gain

* You may rely on another’s hazard analysis, but it
must be reviewed by a qualified individual you
employ or have retained.

FSPCA

A food hazard is something in the food that could cause illness or
injury to humans or animals that eat the food. The first step in the
FSVP process is to evaluate known or reasonably foreseeable hazards
for the food being imported to determine if each of the potential
hazards require a control(s). Importers are required to identify and
evaluate (based on experience, illness data, scientific reports, and

3-12



other information) the hazards for each type of food they import to
determine if there are any hazards requiring a control. It is important
to note that the hazards identified should be “known or
reasonably foreseeable hazards,” not something that would be
highly unusual.

Hazards can be biological, chemical (including radiological), and
physical, such as broken glass. Chemical hazards in human food
include major food allergens that are not declared on food labels. Also,
hazards reasonably likely to cause illness or injury can be naturally
occurring (e.g., fungal toxins), unintentionally introduced, or
intentionally introduced for economic gain (economic fraud).

The U.S. importer must use a qualified individual to evaluate the
hazards. That qualified individual may or may not be an employee of
the importer. As an alternative, the importer can rely on someone
else’s hazard analysis of the foreign supplier’s food, including an
analysis performed by the foreign supplier’s qualified individual, so
long as the importer’s qualified individual has also assessed. the
hazard analysis and finds it adequate.

Foreign Supplier Performance Evaluation

Foreign Supplier Performance Evaluation

* The evaluation of your foreign supplier’s
performance must include:

= Procedures, processes, and practices related to food
safety.

= FDA food safety regulations and supplier compliance.
= Supplier’s food safety history.

= Other relevant factors such as storage and transportation
practices.

FSPCA

The hazard analysis has identified known or reasonably foreseeable
hazards, assessing both a) the probability that any of these hazards
will occur in the absence of controls and b) the severity of the illness
or injury that could occur if the hazards are not controlled. Thus, the
first emphasis is on considering the risk posed by the food itself and
whether any hazard requires a control.

In addition, the importer must evaluate supplier performance.
Evaluating foreign supplier performance means examining their
procedures, processes, and practices related to food safety, looking

Overview of the Requirements
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into their compliance history with FDA food safety regulations, their
food safety history and any other relevant factors such as storage or
transportation practices. We will cover how to do this in later
chapters.

In performing these evaluations of the food and foreign supplier, the
importer must also consider the entity that will be significantly
minimizing or preventing the hazards identified by the hazard
analysis, such as the foreign supplier or the supplier’s raw material or
ingredient supplier, or perhaps a customer further down the line and
located in the U.S. These are the entities that are controlling the
identified hazards and actually verifying their control.

Approval of Foreign Suppliers

Approval of Foreign Suppliers

* You must approve foreign suppliers before importing
food from them.

* Supplier approval is based on:

= Evaluation of the risk posed by the food (hazard analyses
findings)

= Who iscontrolling the hazards
= Evaluation of foreign supplier performance

= QOther relevant factors

* Unapproved suppliers may be used on a temporary basis,
when necessary, if the food is subjected to adequate
verification activities before importation.

FSPCA

Importers must approve their foreign suppliers. This must be done
before importing food from them. The approval should be based on
an evaluation of the risk posed by the food, i.e., the hazard analyses
findings, who is controlling the hazards, and evaluation of foreign
supplier performance, and other relevant factors. Importers also must
have written procedures to ensure that only approved foreign
suppliers are used to import food.

Unapproved suppliers may be used on a temporary basis, when
necessary, but only if the food is subjected to adequate verification
activities before importation. More will be said on this later in the
course.



Determine Appropriate Verification Activities

Determine Appropriate
Verification Activities

* If a known or reasonably foreseeable hazard needing
a control is identified through the hazard analysis
and foreign supplier performance evaluation, then

= Appropriate verification activities must be determined.

* Food importers need to establish written procedures
for conducting verification activities.

* FDA specifies what it considers to be acceptable
verification activities in the FSVP rule.

FSPCA

It should be stressed that an importer must conduct an evaluation of
the foreign supplier’s performance and risk posed by a food to both
approve the foreign supplier and determine appropriate foreign
supplier verification activities. You .must determine the
appropriate verification activities and the frequency of those
activities, based on your food and supplier evaluations. Food
importers need to have written procedures for conducting their
verification activities.

The FSVP rule provides importers with the flexibility to tailor supplier
verification activities to their particular food risks and supplier
characteristics. FDA has identified several acceptable types of
verification activities, but FDA allows you the flexibility to use one or
more of these acceptable types or to design your own based on your
evaluations.

Importantly, importers can rely on another entity (other than the
foreign supplier) to determine appropriate supplier verification
activities, so long as the importer uses a qualified individual to review
and assess the relevant documentation prepared by that entity’s
qualified individual.

Overview of the Requirements
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Types of Verification Activities

Types of Verification Activities

* Acceptable verification activities may be one or more
of the following:

= Annual onsite auditing
= Sampling and testing
= Review of supplier records

= Other appropriate measures

* Annual onsite auditing is the default approach when
a food has a SAHCODHA hazard (Serious Adverse
Health Consequences Or Death to Humans or
Animals).

FSPCA

FDA has identified four types of supplier verification activities that are
acceptable. They are:

1. Onsite auditing,

2. Samplingand testing,

3. Review of supplier records, and
4. Other appropriate measures.

Annual on-site audits of the supplier’s facility are the default option
when there is a reasonable probability that exposure to a food hazard
controlled by the foreign supplier will result in Serious Adverse
Health Consequences Or Death to Humans or Animals (identified by
FDA as a SAHCODHA hazard). The importer may, however, choose
another means of verification or frequency of audits if the importer
documents that the alternate choice is appropriate and provides
adequate assurances that the foreign supplier is producing the food in
accordance with applicable U.S. safety standards.



Conducting Verification Activities

Conducting Verification Activities

* Verification activities you have determined to be
appropriate must be:

= Properly conducted and documented.

* Whether you, as the importer, or someone else
carries out the verification procedures, they must be:

= Conducted by a qualified individual (Ql).

FSPCA

Conducting your chosen verification activities properly is essential to
ensure that the food you import is made using processes and
procedures that provide the same level of public health protection
that is required of foods that are sold in the U.S. Furthermore, it is
important for you to document the performance of the verification
activities.

FDA does allow you the flexibility to perform the verification activities
yourself, or to rely on someone else to perform the verification
activities. It is critical, however, that the persons conducting
verification activities be qualified to conduct those activities.

Conducting Verification/Activities (continued)

* Whoever conducts the verification activities, your
qualified individual must review and assess the
results:

= For adequacy, and

= To determine if any corrective actions are needed.

* Remember to document your review and
assessment.

FSPCA

Overview of the Requirements
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If you are relying on someone else, your qualified individual must
review the results of the verification activities to be sure they are
adequate. This review also needs to be documented.

Corrective Actions and Reevaluations

Corrective Actions and Reevaluations

= If your verification review indicates that the food is being
produced, grown, stored, transported or otherwise in a
manner that jeopardizes food safety,

= You must take appropriate corrective actions.

= You will need to reevaluate your entire FSVP for that food and
foreign supplier, unless your corrective action is to discontinue
using that supplier.

* Your FSVP must be reevaluated whenever you:

= Become aware of a problem or change with the imported food
and/or foreign supplier, but

= At least every 3 years.

+ Corrective actions and FSVP reevaluations must be
documented.

FSPCA

As a result of your verification activities you may discover that your
foreign supplier is not properly controlling the hazards that have been
identified. If this happens, you are required to correct the deficiency.
You may also have to take steps to protect consumers, such as
preventing distribution of or recalling the food.

Sometimes a simple corrective action may be sufficient. Depending on
the situation, however, it may be necessary for you to reevaluate your
entire FSVP for that food and foreign supplier. You may find that you
need to discontinue importing food from the particular foreign
supplier.

Even if everything is going well, you will need to reevaluate your FSVP
at least every three years. If you discover a major change in the way
your supplier is operating, or if you discover a food safety problem,
you need to reevaluate your FSVP promptly when you make your
discovery.
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Creating and Maintaining Records

Creating and Maintaining Records

* All documentation required by the FSVP rule must
be:

= Complete,
= Kept for at least two years, and

* Made available to FDA upon request.

* Later chapters will get into greater detail about
topics introduced in this chapter.

FSPCA

As with other FSVP requirements, the corrective actions you take and
your reevaluations of your FSVP must be documented at the time of
your actions or reevaluations. As will be further discussed later in this
course, all your records must be kept for at least two years, and they
must be made available to FDA for inspection and copying upon
request. FDA may also ask you to send records to the Agency
electronically or through other prompt means.

Reliance on Others

Reliance on Others

* You, as the importer, are responsible for meeting all
FSVP requirements.

* FDA does allow you the flexibility of relying on others
to perform FSVP functions (e.g., hazard analysis and
supplier verification) if your qualified individual
reviews and assesses the performance of those
functions.

* You must, however, document that those functions
were carried out by qualified individuals, and that
the work was assessed by your qualified individual.

FSPCA

Although FDA allows you flexibility to rely on others to conduct FSVP
functions (including your hazard analysis and your supplier

3-19



Chapter 3

3-20

verification activities), your qualified individual must review and
assess the performance of those functions and document that review.
Remember, however, that FDA 