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Executive Summary

Purpose and Coverage of the Rule

This rule is part of FDA’s implementation of the FDA Food Safety Modernization Act
(FSMA), which intends to better protect public health by, among other things, adopting a
modern, preventive, and risk-based approach to food safety regulation. This rule adopts
provisions concerning FSVPs that importers must create and follow to help ensure the safety of
imported food. The regulation is designed to be flexible based on risk, and the requirements vary
based on the type of food product (such as processed foods, produce, and dietary supplements)
and category of importer.

Congress required importers to perform risk-based foreign supplier verification activities
and directed FDA to promulgate regulations on the content of FSVPs in section 301 of FSMA,
codified in section 805 of the FD&C Act. The rule requires importers to implement FSVPs to
provide adequate assurances that the importer’s foreign suppliers produce food in compliance
with processes and procedures, including risk-based preventive controls, that provide the same
level of public health protection as those required under section 418 (concerning hazard analysis

and preventive controls) or 419 (concerning produce safety) of the FD&C Act, as appropriate,



and in compliance with sections 402 (concerning adulteration) and 403(w) (concerning
misbranding regarding allergen labeling) of the FD&C Act.

This rule is the result of significant stakeholder engagement. We took this approach to
help ensure that the rule achieves its public health goal, reflects industry practice, and strikes the
right balance between flexibility and accountability.

Summary of the Major Provisions of the Final Rule

We are finalizing a flexible, risk-based approach to foreign supplier verification. The
FSVP regulation focuses on known or reasonably foreseeable food safety hazards, identified and
considered through a hazard analysis and evaluation process, rather than all adulteration covered
by the adulteration provisions in section 402 of the FD&C Act. After considering the comments
on the proposed rule and the subsequently revised proposal along with other stakeholder input,
we continue to believe that hazard analysis, which is well accepted and understood throughout
the international food safety community, provides the most effective way to implement a risk-
based framework in which importers can evaluate potential products and suppliers and ensure
that appropriate verification activities occur.

The FSVP regulation aligns with key components of the food safety plans that facilities
that manufacture, process, pack, or hold must establish and follow under FDA’s recently issued
regulations on current good manufacturing practice (CGMP) and hazard analysis and risk-based
preventive controls for human food and animal food (preventive controls regulations). In
particular, the FSVP final rule is consistent with the supply-chain program provisions of those
regulations to the extent feasible and appropriate. The general FSVP framework, together with

the modified requirements applicable to certain importers and foods, are intended to be



sufficiently general and flexible to apply to a variety of circumstances without being unduly
burdensome or restrictive of trade.

Although FSVP requirements apply to most imported food under FDA’s regulatory
jurisdiction, certain categories of imported food are not covered under the FSVP regulation.
These exemptions include certain juice, fish, and fishery products (which are already subject to
verification under FDA’s hazard analysis and critical control point (HACCP) regulations for
those products), food for research or evaluation, food for personal consumption, alcoholic
beverages, food that is transshipped, food imported for processing and future export, food
exported from and returned to the United States without manufacturing/processing in a foreign
country, and certain meat, poultry, and egg products regulated by the U.S. Department of
Agriculture (USDA).

In the final rule, we have added new provisions to allow greater flexibility with respect to
certain requirements to better reflect modern food supply and distribution chains. Under the
FSVP regulation, importers are responsible for:

1. Determining the hazards reasonably likely to cause illness or injury with each food.
Importers can conduct their own analysis of the potential hazards with a food or review and
assess a hazard analysis conducted by another entity.

2. Evaluating the risk posed by a food, using the results of the hazard analysis, and
evaluating the foreign supplier’s performance. This evaluation informs the approval of foreign
suppliers and the determination of appropriate supplier verification activities. An importer may

rely on another entity to conduct this evaluation and to determine the appropriate supplier



verification activities as long as the importer reviews and assesses the evaluation, determination,
or both, as applicable. An importer must approve its own foreign suppliers.

3. Conducting supplier verification activities. In general, importers must establish and
follow written procedures to ensure they only import foods from foreign suppliers they have
approved. However, importers may import food from unapproved foreign suppliers, on a
temporary basis when necessary and appropriate, if they subject the food from these suppliers to
adequate verification activities before importing it.

Importers are responsible for determining and documenting foreign supplier verification
activities (as well as the frequency with which those activities must be conducted) that are
appropriate to provide assurance that hazards requiring a control in food are significantly
minimized or prevented. Importers must conduct supplier verification activities for each foreign
supplier before importing a food into the United States and periodically thereafter. An importer
may determine, document, and conduct these activities itself or may rely on other entities to
perform those tasks, as long as the importer reviews and assesses the relevant documentation,
including the results of supplier verification activities.

The appropriate verification activities and their frequency will vary depending on the
food, the foreign supplier, and the nature of the control. Appropriate verification activities
include: onsite auditing, sampling and testing of a food, review of the foreign supplier’s relevant
food safety records, and other activities that are appropriate based on the evaluation of the risk
posed by the food and foreign supplier performance.

When a hazard in a food will be controlled by the foreign supplier and is one for which

there is a reasonable probability that exposure to the hazard will result in serious adverse health



consequences or death to humans or animals, the default appropriate verification activity under
the regulation is an annual onsite audit of the foreign supplier. To provide flexibility even in
these circumstances, the rule allows for the performance of a different supplier verification
activity and/or less frequent onsite auditing provided an adequate written determination is made
that the other approach will meet the public health purpose of supplier verification.

4. Performing appropriate activities in other circumstances. The final rule also adds
flexibility and recognizes the reality of modern distribution chains by not requiring an importer
to conduct supplier verification (or evaluate the risk posed by a food and the foreign supplier’s
performance) when the hazard requiring a control in a food will be controlled by a subsequent
entity in the distribution chain in the United States. For example, if an importer’s customer will
control the hazard, the importer can rely on its customer to provide written assurance that the
food will be processed for food safety and must disclose that the food has not been processed to
control the identified hazard. If the hazard will be controlled by a subsequent entity in the
distribution chain, the final rule requires disclosure that the food has not been processed to
control the identified hazard as well as a series of written assurances starting with assurances
from the customer to the importer and continuing the obligation to provide written assurance of
processing for food safety throughout the distribution chain. We also have provided flexibility
for an importer to establish, document, and implement an alternative system that ensures
adequate control, at a later distribution step, of the hazards in a food product distributed by a
manufacturing/processing facility.

5. Conducting corrective actions. An importer must take appropriate corrective actions

promptly if it determines that a foreign supplier of a food it imports does not produce the food in



compliance with the processes and procedures that provide the same level of public health
protection as those required under section 418 or 419 of the FD&C Act, if either is applicable, or
produces food that is adulterated under section 402 or misbranded under section 403(w) (if
applicable) of the FD&C Act. This determination could be based on a review of consumer,
customer, or other complaints related to food safety, verification activities, or other information.
The appropriate corrective actions will depend on the circumstances but could include
discontinuing use of the foreign supplier until the problem is resolved.

6. Identifying themselves as the importer of the food for each line of food product
offered for importation into the United States.

7. Retaining records of FSVP activities.

Modified Provisions for Certain Types of Importers

The rule provides several exceptions to the standard FSVP requirements for certain types
of importers. First, for dietary supplements and dietary supplement components, importers who
establish and verify compliance with certain specifications (concerning dietary supplement
components and packaging) under the dietary supplement CGMP regulations will not be required
to comply with most of the standard FSVP requirements, including hazard analysis and standard
supplier verification activities. The same exception would apply to importers whose customer is
required to establish such specifications and verify that they are met, except that the importer
would have to obtain written assurance that its customer is complying with those requirements.

In contrast, importers of other dietary supplements would be required to comply with most of the
standard FSVP requirements but would not have to conduct hazard analyses, and their supplier

verification activities would focus on verifying that the supplier is in compliance with the dietary
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supplement CGMP regulation, rather than verifying that hazards requiring a control are
significantly minimized or prevented, as required under the standard supplier verification activity
provisions.

Second, the rule establishes modified FSVP requirements for very small importers and
importers of food from certain small foreign suppliers. We have aligned the definition of “very
small importer” with the definitions of “very small business” under the regulations on preventive
controls for human food and animal food. With respect to the importation of human food, the
definition of very small importer has an annual sales ceiling of $1,000,000, which is consistent
with the $1,000,000 annual sales ceiling for a very small business under the preventive controls
for human food regulation. With respect to the importation of animal food, the definition of very
small importer has an annual sales ceiling of $2,500,000, which is consistent with the $2,500,000
annual sales ceiling for a very small business under the preventive controls for animal food
regulation.

In addition, food from three types of small foreign suppliers is not subject to standard
supplier verification requirements. Those foreign suppliers are: (1) qualified facilities under
either of the preventive controls regulations, (2) farms that are not “covered farms” under the
produce safety regulation in part 112 (21 CFR part 112) in accordance with § 112.4(a), or in
accordance with 88 112.4(b) and 112.5, and (3) shell egg producers not subject to part 118 (21
CFR part 118) because the shell egg producer has fewer than 3,000 laying hens. Each of these
types of producers is either exempt from their underlying FDA food safety regulations or subject
to modified requirements, mostly, and in some cases entirely, because of the size of these

producers.
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The relatively small volume of food imported by and from these entities should reduce
consumers’ exposure to, and potential risk from, this imported food. Therefore, we are
proposing that in these situations the importer would not be required to conduct a hazard analysis
and would be able to verify their foreign suppliers by obtaining written assurance of their
supplier’s compliance with the applicable food safety regulations (or, in some cases, the
supplier’s acknowledgement that it is subject to the adulteration provisions of the FD&C Act).
This policy is similarly reflected in the supply-chain program provisions of the preventive
controls regulations.

Third, the rule excludes from most of the standard FSVP requirements (including hazard
analysis and verification that identified hazards are significantly minimized or prevented) certain
types of food from a foreign supplier in a country whose food safety system FDA has officially
recognized as comparable or determined to be equivalent to that of the United States, provided
that:

e The food is within the scope of the relevant official recognition or equivalency

determination;

e The importer determines that the foreign supplier of the food is in good compliance

standing with the relevant food safety authority; and

e The food is not intended for further processing in the United States, e.g., packaged

food products and raw agricultural commodities (RACSs) that will not be processed
further before consumption.

These provisions are consistent with our risk-based approach to foreign supplier

verification because they enable both importers and FDA to leverage the regulatory efforts of
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food safety authorities in countries the Agency has officially determined to have food safety
systems that are comparable or equivalent to that of the United States.

Costs and Benefits

This final rule requires importers of human and animal food to establish foreign supplier
verification programs. It includes requirements regarding use of qualified individuals, evaluation
of hazards in food and foreign supplier performance, verification of suppliers (through activities
such as onsite audits, testing, and records review), and importer identification at entry. The total
annualized costs of the final rule are estimated to be approximately $435 million per year under 3
percent and 7 percent discount rates over 10 years. In the proposed rule’s Preliminary
Regulatory Impact Analysis (PRIA), we calculated costs under three different scenarios
reflecting different percentages of importers who, under proposed Option 2 for supplier
verification requirements, might choose to conduct onsite audits of their foreign suppliers rather
than perform different permitted verification activities. We present the Scenario 1 estimate
(under which 63 percent of the importers we estimated would need to conduct mandatory onsite
audits of their foreign suppliers under proposed Option 1 would conduct onsite audits under the
final rule) as the overall estimate to facilitate comparison with the summary tables in the PRIA
and the Supplemental PRIA; however, the summary table provides totals costs under all three

scenarios.

Total Annual Cost Summary for All Elements of Final Rule (rounded to nearest million)

Total

Year 1
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Hiring Qualified Individuals

Scenario 1 $34
Scenario 2 $33
Scenario 3 $32
Conducting Information Collection and Food and Supplier Evaluations $89
Writing and Maintaining Procedures Relating to Verification Requirements $51
Following Procedures Relating to Verification Requirements Including

Establishing, Maintaining, and Following Procedures to Ensure Receipt of Food

From Approved Suppliers

Scenario 1 $245
Scenario 2 $241
Scenario 3 $237
Obtaining Written Assurances From Foreign Suppliers, Customers, and Other

Entities in U.S. Distribution $31
Documenting Very Small Importer or Small Supplier Status $6
Conducting Corrective Actions $1
Importer Identification $7
Grand Total Year 1

Scenario 1 $464
Scenario 2 $459
Scenario 3 $456
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Every Year After Year 1

Hiring Qualified Individuals

Scenario 1 $34
Scenario 2 $33
Scenario 3 $32
Conducting Information Collection and Food and Supplier Evaluations $74
Writing and Maintaining Procedures Relating to Verification Requirements $42
Following Procedures Relating to Verification Requirements Including

Establishing, Maintaining, and Following Procedures to Ensure Receipt of Food

From Approved Suppliers

Scenario 1 $245
Scenario 2 $241
Scenario 3 $237
Obtaining Written Assurances From Foreign Suppliers, Customers, and Other

Entities in U.S. Distribution $23
Documenting Very Small Importer or Small Supplier Status $6
Conducting Corrective Actions $1
Importer Identification $7
Grand Total Every Year After Year 1

Scenario 1 $431
Scenario 2 $426
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Scenario 3 $422

Although the FSVP regulation does not establish safety requirements for food
manufacturing and processing, it benefits the public health by helping to ensure that imported
food is produced in a manner consistent with other applicable food safety regulations. The
Regulatory Impact Analyses for the final rules on preventive controls for human food and
standards for produce safety consider and analyze the number of illnesses and deaths that those
regulations are aimed at reducing. The greater the compliance with those regulations, the greater
the expected reduction in illnesses and deaths as well as the costs associated with them. The
FSVP regulation will be an important mechanism for improving and helping to ensure
compliance with the above-noted food safety regulations as they apply to imported food. For
this reason, and because we do not have sufficient data to determine the extent to which
particular regulations might be responsible for the expected reduction in foodborne illnesses
resulting from the FSMA final rules, we account for the public health benefits of the FSVP
regulation in the preventive controls, produce safety, and other applicable food safety regulations
instead of in this final rule.

I. Background

A. FDA Food Safety Modernization Act

FSMA (Pub. L. 111-353), signed into law by President Obama on January 4, 2011, is
intended to allow FDA to better protect public health by helping to ensure the safety and security

of the food supply. FSMA enables us to focus more on preventing food safety problems rather
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than relying primarily on reacting to problems after they occur. The law also provides new
enforcement authorities to help achieve higher rates of compliance with risk-based, prevention-
oriented safety standards and to better respond to problems when they occur. In addition, the law
contains important new tools to better ensure the safety of imported foods and encourages
partnerships with State, local, tribal, and territorial authorities. A top priority for FDA are those
FSMA-required regulations that provide the framework for industry’s implementation of
preventive controls and enhance our ability to oversee their implementation for both domestic

and imported food. To that end, we proposed the seven foundational rules listed in Table 1 and

requested comments on all aspects of these proposed rules.

Table 1. Published Foundational Rules for Implementation of FSMA

Title

Abbreviation

Publication

Current Good Manufacturing Practice and Hazard
Analysis and Risk-Based Preventive Controls for
Human Food

2013 preventive controls for
human food proposed rule

78 FR 3646, January 16,
2013

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

2013 produce safety
proposed rule

78 FR 3504, January 16,
2013

Current Good Manufacturing Practice and Hazard
Analysis and Risk-Based Preventive Controls for
Food for Animals

2013 preventive controls for
animal food proposed rule

78 FR 64736, October 29,
2013

Foreign Supplier Verification Programs for
Importers of Food for Humans and Animals

2013 FSVP proposed rule

78 FR 45730, July 29,
2013

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

2013 third-party
certification proposed rule

78 FR 45782, July 29,
2013

Focused Mitigation Strategies to Protect Food
Against Intentional Adulteration

2013 intentional
adulteration proposed rule

78 FR 78014, December
24,2013

Sanitary Transportation of Human and Animal
Food

2014 sanitary transportation
proposed rule

79 FR 7006, February 5,
2014

We also issued a supplemental notice of proposed rulemaking for the rules listed in Table

2 and requested comments on specific issues identified in each supplemental notice.
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Table 2. Published Supplemental Notices of Proposed Rulemaking for the Foundational Rules for Implementation of

FSMA
Title Abbreviation Publication
Current Good Manufacturing Practice and Hazard | 2014 preventive controls for | 79 FR 58524, September
Analysis and Risk-Based Preventive Controls for human food supplemental 29, 2014
Human Food notice
Standards for the Growing, Harvesting, Packing, 2014 produce safety 79 FR 58434, September
and Holding of Produce for Human Consumption supplemental notice 29, 2014
Current Good Manufacturing Practice and Hazard | 2014 preventive controls for | 79 FR 58476, September
Analysis and Risk-Based Preventive Controls for animal food supplemental 29, 2014
Food for Animals notice
Foreign Supplier Verification Programs for 2014 FSVP supplemental 79 FR 58574, September
Importers of Food for Humans and Animals notice 29, 2014

We finalized two of the foundational rulemakings listed in Table 3 in September 2015.

Table 3. Published Foundational Rules for Implementation of FSMA

Title Abbreviation Publication

Current Good Manufacturing Practice and Hazard | preventive controls for 80 FR 55908, September
Analysis and Risk-Based Preventive Controls for human food final rule 17, 2015

Human Food

Current Good Manufacturing Practice and Hazard | preventive controls for 80 FR 56170, September
Analysis and Risk-Based Preventive Controls for animal food final rule 17, 2015

Food for Animals

As we finalize these seven foundational rulemakings, we are putting in place a modern
framework for food safety that brings to bear the most current science on the regulation of food
safety, is risk-based and focuses efforts on known or reasonably foreseeable hazards, and is
flexible and practical given existing food safety practices. To achieve this, we have engaged in
extensive outreach to the stakeholder community to find the right balance of flexibility and
accountability in this regulation.

Since FSMA was enacted in 2011, we have been involved in approximately 600
engagements on FSMA and the proposed rules, including public meetings, webinars, listening
sessions, farm tours, and extensive presentations and meetings with various stakeholder groups

(Refs. 1-3). As a result of this stakeholder dialogue, we decided to issue the four supplemental
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notices of proposed rulemaking to announce several changes to our proposals, share our current
thinking on key issues, and get additional stakeholder input on those issues. As we move
forward into the next phase of FSMA implementation, we intend to continue this dialogue and
collaboration with our stakeholders, through guidance, education, training, and assistance, to
ensure that everyone understands and engages in their role in food safety. We believe these
seven foundational final rules will effectively implement the paradigm shift toward prevention
envisioned in FSMA and be a major step forward for food safety that will help protect consumers
into the future.

B. Stages in the FSVP Rulemaking

Section 301 of FSMA added section 805 to the FD&C Act (21 U.S.C. 384a) to require
persons who import food into the United States to perform risk-based foreign supplier
verification activities. Section 805(c) of the FD&C Act directs FDA to issue regulations on the
content of FSVPs.

We published a proposed rule on FSVPs in 2013 (78 FR 45730, July 29, 2013). We
published new and revised provisions in a 2014 supplemental notice of proposed rulemaking
(Supplemental Notice) (79 FR 58574, September 29, 2014). In the Supplemental Notice, we
reopened the comment period on the proposed rule only with respect to specific proposed
provisions. In addition, we emphasized that the revised provisions we included in the regulatory
text were based on a preliminary review of the comments.

In this document, we use the terms “FSVP proposed regulations” or “proposed rule” to
refer to the complete proposed regulatory text, including both the proposed provisions we

published in the 2013 proposed rule and the new and revised provisions we published in the 2014
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Supplemental Notice. We use the terms “2013 FSVP proposed rule” and “Supplemental Notice”
to refer to specific text published in those documents. We use the terms “FSVP regulation,”
“final rule,” and “this rule” to refer to the regulation we are establishing as a result of this
rulemaking. We also use the term “preventive controls regulations” to refer to the regulations on
preventive controls for human food and preventive controls for animal food collectively.

C. Summary of the Major Provisions of the Proposed Rule

The proposed FSVP regulation, set forth in proposed subpart L of part 1 (21 CFR part 1),
would require importers of most imported food to take risk-based steps to verify that the food
they import is produced in compliance with applicable FDA regulatory requirements. The
proposed regulation was intended to work in tandem with provisions of FSMA and the FD&C
Act to create a more seamless system of food safety, applicable to both domestic and imported
food, that provides appropriate layers of protection for U.S. consumers. At its core, FSMA
establishes a preventive and risk-based approach that assigns to the food industry the primary
responsibility for food safety. For example, FSMA requires food facilities that manufacture,
process, pack, or hold food to implement risk-based preventive controls (in section 103 of
FSMA, codified in section 418 of the FD&C Act (21 U.S.C. 350g)), with certain exceptions.
FSMA also requires FDA to establish science-based, minimum standards for farms that grow,
harvest, pack, and hold certain produce, also with certain exceptions (in section 105 of FSMA,
codified in section 419 of the FD&C Act (21 U.S.C. 350h)). The intent of these requirements is
to ensure that all segments of the food industry meet their responsibilities under the FD&C Act

to produce safe food.
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While FSMA grants FDA additional enforcement tools and directs the Agency to
increase its inspections of food facilities, Congress determined that more was needed to
adequately control the safety risks posed by imported food. Thus, FSMA creates new
obligations for food importers. The FSVP proposed regulation was intended to ensure that
importers take responsibility for the safety of the food they import into the United States so no
food safety gaps exist between foreign producers and U.S. consumers.

Through this and other FSMA regulations, we are establishing a modern, risk-based food
safety system designed to hold those in the food safety supply chain accountable for meeting
their responsibilities. In doing so, we recognize the variability within the food industry of the
size of operations and the type and volume of foods produced. Therefore, we have written
regulations that provide a flexible approach to food safety, taking into account the risk posed by
the food and the size of the regulated businesses. While these regulations establish strong, risk-
based food safety standards, they allow firms flexibility in determining how they will meet these
standards, as appropriate.

In accordance with FSMA, the FSVP regulation we proposed would require food
importers to adopt programs to ensure that the food they import: (1) is produced in a manner that
provides the same level of public health protection as required under section 418 or 419 of the
FD&C Act, as appropriate; (2) is not adulterated under section 402 of the FD&C Act (21 U.S.C.
342); and (3) is not misbranded under section 403(w) of the FD&C Act (21 U.S.C. 343(w))
(concerning allergen labeling). The proposed rule would require importers to take the following
actions as part of their FSVPs:

e Use aqualified individual to perform most FSVP activities;
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e Analyze known or reasonably foreseeable hazards in foods they import to determine
if the hazards are significant;

e Determine and perform verification activities for foods they import, based on the
hazard analysis and an evaluation of supplier risks;

e Establish and follow procedures to ensure they import foods only from foreign
suppliers they have approved (except, when necessary and appropriate, from
unapproved suppliers on a temporary basis);

e Review complaints, conduct investigations of adulterated or misbranded food, take
corrective actions when appropriate, and modify the FSVP when it is determined to
be inadequate;

e Reassess the effectiveness of the FSVP;

e Ensure that information identifying the importer is submitted upon entry of a food
into the United States; and

e Maintain records of FSVP procedures and activities.

In addition to these “standard” FSVP requirements that would apply to most food

importers, the proposed rule included modified requirements for the following:

e Importers of dietary supplements and dietary supplement components;

e Very small importers and importers of food from very small suppliers; and

e Importers of food from foreign suppliers in countries whose food safety systems FDA
has officially recognized as comparable or determined to be equivalent to the U.S.

food safety system.
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D. Public Comments

We received more than 300 public submissions on the 2013 FSVP proposed rule and
more than 100 public submissions on the 2014 Supplemental Notice, each containing one or
more comments on various aspects of the proposal. We received submissions from diverse
members of the public, including the following: Importers; coalitions; trade organizations;
consulting firms; law firms; academia; public health organizations; public advocacy groups;
consumers; consumer groups; Congress; Federal, State, local, and tribal Government Agencies;
foreign governments; and other organizations. The comments address virtually every provision
of the FSVP proposed rule. In the remainder of this document, we describe these comments,
respond to them, and explain any changes we made to the proposed regulation.

Some comments address issues that are outside the scope of this rulemaking. For
example, we received comments asking that we increase the frequency and standardization of
our inspection of foreign food facilities, improve our entry review procedures, and revise the
Reportable Food Registry. We do not discuss such comments in this document.

Il. Legal Authority

On January 4, 2011, FSMA was signed into law. Section 301 of FSMA added section
805 to the FD&C Act to require persons who import food into the United States to perform risk-
based foreign supplier verification activities for the purpose of verifying the following: (1) The
food is produced in compliance with section 418 (concerning hazard analysis and risk-based
preventive controls) or 419 (concerning standards for the safe production and harvesting of
certain fruits and vegetables that are RACs) of the FD&C Act, as appropriate; (2) the food is not

adulterated under section 402 of the FD&C Act; and (3) the food is not misbranded under section
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403(w) of the FD&C Act (concerning food allergen labeling). Section 805(c) of the FD&C Act
directs FDA to issue regulations on the content of FSVPs. Section 805(c)(2)(A) states that these
regulations must require that the FSVP of each importer is adequate to provide assurances that
each of the importer’s foreign suppliers produces food in compliance with processes and
procedures, including risk-based preventive controls, that provide the same level of public health
protection as those required under section 418 or 419 of the FD&C Act, as appropriate, and in
compliance with sections 402 and 403(w) of the FD&C Act. Section 805(c)(2)(B) states that
these regulations must include such other requirements as FDA deems necessary and appropriate
to verify that food imported into the United States is as safe as food produced and sold within the
United States.

Section 805(c)(3) of the FD&C Act directs FDA to, as appropriate, take into account
differences among importers and types of imported food, including based on the level of risk
posed by the imported food. Section 805(c)(4) states that verification activities under FSVPs
may include monitoring records for shipments, lot-by-lot certification of compliance, annual
onsite inspections, checking the hazard analysis and risk-based preventive control plans of
foreign suppliers, and periodically testing and sampling shipments of imported products. Section
805(d) states that records of an importer related to a foreign supplier verification program must
be maintained for a period of not less than 2 years and must be made available promptly to a
duly authorized representative of the Secretary of the Department of Health and Human Services
(the Secretary) upon request. Section 805(g) directs FDA to publish and maintain a list of

importers participating under section 805 on the Agency’s Web site.
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Section 301(b) of FSMA amends section 301 of the FD&C Act (21 U.S.C. 331) by
adding section 301(zz), which designates as a prohibited act the importation or offering for
importation of a food if the importer (as defined in section 805 of the FD&C Act) does not have
in place an FSVP in compliance with section 805. In addition, section 301(c) of FSMA amends
section 801(a) of the FD&C Act (21 U.S.C. 381(a)) by stating that an article of food being
imported or offered for import into the United States must be refused admission if it appears
from an examination of a sample of such an article or otherwise that the importer is in violation
of section 805.

In addition to the authority specified in section 301 of FSMA to issue this regulation,
section 701(a) of the FD&C Act (21 U.S.C. 371(a)) gives us the authority to issue regulations for
the efficient enforcement of the FD&C Act. Also, some aspects of the FSVP regulation are
supported by section 421(b) of the FD&C Act (21 U.S.C. 350j(b)).

In addition to the FD&C Act, FDA’s legal authority for some aspects of the regulations
derives from the Public Health Service Act (PHS Act) to the extent such measures are related to
communicable disease. Authority under the PHS Act is derived from the provisions of sections
311, 361, and 368 (42 U.S.C. 243, 264, and 271) that relate to communicable disease. The PHS
Act authorizes the Secretary to make and enforce such regulations as “are necessary to prevent
the introduction, transmission, or spread of communicable diseases from foreign countries into
the States * * * or from one State * * * into any other State” (section 361(a) of the PHS Act) (see
section 1, Reorg. Plan No. 3 of 1966 at 42 U.S.C. 202 for transfer of authority from the Surgeon

General to the Secretary).
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I1l. Comments on the Proposed Rule and Supplemental Notice of Proposed Rulemaking

A. Definitions (8§ 1.500)

We proposed to codify definitions of several terms that we use in the FSVP regulation.
As discussed in the following paragraphs, we have revised several of the proposed definitions in
response to comments we received. The definitions for terms used in the FSVP regulation are
set forth in § 1.500.

1. Definitions Generally

(Comment 1) Some comments suggest that we use the same definition for terms used in
different FSMA rulemakings.

(Response 1) We agree and have aligned the definitions used in the different regulations
as much as possible. However, in some cases the definitions of terms differ because of
differences in the applicable statutory provisions or in the scope or purpose of the regulations.

2. Audit

We proposed to define “audit” as the systematic, independent, and documented
examination (through observation, investigation, records review, and, as appropriate, sampling
and laboratory analysis) to assess a foreign supplier’s food safety processes and procedures.

On our own initiative, we have changed the definition to refer to an “audited entity”
rather than a “foreign supplier” because in some cases an importer might conduct (or rely on the
results of) an onsite audit of an entity other than the foreign supplier (such as a foreign supplier’s
supplier) to meet FSVP requirements. In addition, consistent with auditing practice we have
added discussions with employees of the audited entity to the list of activities that might be

included in an audit.
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(Comment 2) One comment recommends that we interpret an “independent”
examination as including audits other than third-party audits, such as audits conducted by the
importer or the importer’s customer.

(Response 2) To the extent the comment is requesting that the definition of the term
“audit” allow an importer to rely on an audit conducted by the importer itself, we agree. To the
extent, however, the comment is requesting that there be no requirements for the independence
of auditors, we disagree. Any qualified auditor conducting an audit relied upon by an importer
would need to meet the requirements for independence set forth in § 1.506(e)(4), discussed in
section I11.G.7 of this document. Note, however, that under § 1.506(e)(2)(i) an importer cannot
rely on a supplier’s self-audit to fulfill the importer’s requirement to conduct supplier
verification under 8 1.506 (because the supplier would have an inherent conflict of interest
regarding the audit results).

(Comment 3) One comment requests that sampling and laboratory analysis not be
specified as a potential component of an audit because they are separate verification activities.

(Response 3) While sampling and laboratory analysis might in some instances be
conducted instead of an audit or other verification activities, we do not agree that sampling and
laboratory analysis cannot also be included as a component of an audit. A qualified auditor
might reasonably determine that it is appropriate to include some sampling and testing of a food
or raw material or other ingredient as part of an onsite audit of a foreign supplier.

3. Environmental Pathogen
We proposed to define “environmental pathogen” as a pathogen that is capable of

surviving and persisting within the manufacturing, processing, packing, or holding environment



27

such that food may be contaminated and may result in foodborne illness if that food is consumed
without treatment to significantly minimize or prevent the environmental pathogen. The
proposed definition also specified that environmental pathogens do not include the spores of
pathogenic sporeformers. To provide additional clarity, the final rule specifies in the definition

that examples of environmental pathogens include Listeria monocytogenes and Salmonella spp.

(Comment 4) Some comments suggest that instead of a “pathogen,” the definition of
environmental pathogen should refer to “pathogenic bacteria” because the latter term is considered
more relevant to protecting food safety.

(Response 4) We do not agree. Pathogens other than bacteria might be capable of
surviving in a manufacturing environment, cause food to be contaminated, and result in
foodborne illness.

4. Farm

We are adding a definition of “farm” to the final rule. A “farm” is a farm as defined in
8 1.227 (21 CFR 1.227) in the regulation on registration of food facilities.

5. Farm Mixed-Type Facility

We are adding a definition of “farm mixed-type facility” to the final rule. A “farm
mixed-type facility” is an establishment that is a farm but that also conducts activities outside the
farm definition that require the establishment to be registered under section 415 of the FD&C

Act (21 U.S.C. 350d).
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6. Food

We proposed to define “food” as having the meaning given in section 201(f) of the
FD&C Act (21 U.S.C. 321(f)), except that food would not include pesticides as defined in 7
U.S.C. 136(u).

(Comment 5) Several comments request that we exclude food contact substances from
the definition of food because facilities that manufacture, process, pack, or hold food contact
substances are not required to register with FDA and therefore are not subject to the proposed
regulations on preventive controls. One comment suggests that we either exclude food
packaging from the FSVP regulation or establish modified requirements for packaging.

(Response 5) We do not agree that it is appropriate to exclude food contact substances
(including food packaging), as defined in section 409(h)(6) of the FD&C Act (21 U.S.C.
348(h)(6)), from the definition of “food” for FSVP purposes. The definition of “food” in
8§ 1.227, for the purposes of food facility registration, excludes food contact substances as
defined in section 409(h)(6) of the FD&C Act. Consequently, a facility that
manufactures/processes, packs, or holds food contact substances is not required to be registered.
Because section 418 of the FD&C Act only applies to establishments that are required to register,
facilities involved in the manufacturing/processing, packing, and holding of food contact
substances are not subject to the preventive control regulations implementing section 418.
Section 805 of the FD&C Act, however, is not similarly limited to facilities that are required to
register. Instead, section 805 applies to imports of “food.” The term “food” is defined in section
201(f)(3) of the FD&C Act to include articles used as components of food, and the case law

interpreting the definition makes clear that many substances that meet the definition of food
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contact substances under section 409(h)(6) of the FD&C Act also meet the definition of food

(see, e.g., Natick Paperboard v. Weinberger, 525 F.2d 1103 (1st Cir. 1975) (paperboard

containing PCBs intended for food use is adulterated food); U.S. v. Articles of Food 688 Cases

of Pottery (Cathy Rose), 370 F. Supp. 371 (E.D. Mi. 1974) (ceramic pottery that leaches lead is

adulterated food)). Further, we do not believe there is any evidence that Congress intended to
exclude food contact substances from being considered “food” for purposes of section 805 and
the FSVP regulation.

(Comment 6) Several comments request that we add raw materials and other ingredients
to the definition of food for clarity and for consistency with the definition of food in the
preventive controls regulations.

(Response 6) We conclude that the suggested change is unnecessary because the
definition of food in section 201(f) of the FD&C Act, which we are incorporating in the FSVP
regulation, defines food as including articles used for components of any such food or drink for
man or animals, which includes raw materials and other ingredients.

(Comment 7) One comment states that chemicals used in processing foods (e.g.,
hydrochloric acid in the production of cheese) that are declared as food-grade most likely will be
used in food production but sometimes will not be used for such purposes. The comment asks
that we provide guidance on how to address such imported chemicals.

(Response 7) As explained in section I111.B.9 of this document, substances such as
chemicals that are capable of food and non-food use are subject to the FSVP regulation if they
are reasonably likely to be directed to a food use. In the example provided by the comment, the

application of the FSVP regulation would not be based solely on whether a substance is declared
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as food-grade. However, we would consider the fact that the chemical is declared as food-grade
in determining whether the chemical is reasonably likely to be directed to a food use.
7. Foreign Supplier

We proposed to define “foreign supplier” as, for an article of food, the establishment that
manufactures/processes the food, raises the animal, or harvests 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.

In the preamble to the proposed rule, we stated that the proposed definition of foreign
supplier was generally consistent with the definition of a foreign facility under the preventive
controls section (section 418) of the FD&C Act. However, we stated that the proposed definition
of foreign supplier did not include firms that only pack or hold food, with no or de minimis
manufacturing/processing (even if the firm is required to register with FDA under section 415 of
the FD&C Act) because we tentatively concluded that Congress intended the importer to verify a
single foreign supplier for a particular shipment of a food and, when several entities are required
to register as foreign facilities with respect to this food, excluding a subsequent registered packer
or holder who does not do any significant manufacturing/processing would be consistent with
this intent. We also stated that the proposed exclusion from the definition of foreign supplier of
any establishment engaging in further manufacturing/processing of a food that consists solely of
the addition of labeling or any similar activity of a de minimis nature was consistent with FDA
regulations on the registration of foreign food facilities in subpart H of part 1 (see 21 CFR

1.226(a)).
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(Comment 8) Several comments oppose the proposed definition of foreign supplier
because they believe it would require importers to go more than “one step back” in the supply
chain to conduct supplier verification. The comments maintain this would be inconsistent with
section 204(d)(1)(L)) of FSMA and the section 414 of the FD&C Act (21 U.S.C. 350c)). The
comments assert that, when foods are obtained from entities such as brokers, distributors, and
consolidators, rather than the entity that manufactured/processed, raised, or harvested the food, it
would be difficult for the importer to know the identity of the producer 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. The comments also maintain that in these
circumstances, particularly with consolidated or commingled RACs, it would be impractical and
burdensome to have to conduct supplier verification of the original producer of the food and
could result in multiple audits of the same farm or manufacturer. Therefore, some comments
request that we define the foreign supplier as the immediate previous source of an imported food.
The comments assert that under this definition, importers would conduct verification activities to
assess the supplier’s ability to verify that its suppliers (growers or manufacturers) were
producing food consistent with U.S. requirements.

(Response 8) Although we understand the concerns related to obtaining food from an
entity that did not manufacture/process, raise, or harvest the food, such as distributors,
warehouses, and consolidators of RACs, we decline to revise the definition of foreign supplier as
suggested. The other FSMA and FD&C Act provisions noted by the comments were enacted to
serve different purposes than the FSVP provisions. Section 805(c)(2)(A) of the FD&C Act

specifically directs FDA to adopt regulations requiring that each importer’s FSVP is adequate to
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provide assurances that “the foreign supplier to the importer produces the imported food”
(emphasis added) in compliance with the applicable U.S. standards. Therefore, we conclude that
Congress did not intend supplier verification to be conducted for entities that only perform
activities of a de minimis nature with respect to the imported food. Consequently, we conclude
that it would not be appropriate to define “foreign supplier” so that the importer would be
conducting supplier verification of an entity in the supply chain that did not perform any
significant processing step, such as distributors and some consolidators of RACs.

However, we understand that the requirement to perform supplier verification on the
establishment that manufactures/processes, raises, or grows the imported food could impose a
greater burden on importers when the foreign supplier is not the immediate source of the
imported food, such as the case with consolidated RACs. To address this concern, we have
revised the provisions on hazard analysis, evaluation for foreign supplier approval and
verification, and supplier verification activities to allow an importer of a food to obtain
information needed to meet certain FSVP requirements from other entities, such as a distributor
or consolidator of that food. As discussed in sections I11.E.5, I11.F.4, and 111.G.4 of this
document, an importer may review and assess hazard analyses, evaluations of the risk posed by a
food and the foreign supplier’s performance, determinations of appropriate foreign supplier
verification activities, and results of such activities conducted by other entities for an imported
food to meet its FSVP requirements in these areas. We anticipate that many importers will be
able to rely on activities conducted by other entities, which will reduce the need for importers to
directly verify the compliance of producers from which the importers did not directly purchase

the imported food. We conclude that this approach to foreign supplier verification ensures that
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the FSVP requirements are consistent with FSMA while limiting the burden that otherwise might
be imposed on importers when the foreign supplier of a food is not the importer’s direct source
for the food.

(Comment 9) One comment states that firms that pack or hold food products (other than
of de minimis value) could introduce hazards during these operations. The comment maintains
that the proposed definition of foreign supplier conflicts with the definition of facility in the
FD&C Act and appears contrary to the intent of ensuring the safety of imported food. One
comment asks that we revise the definition of foreign supplier to clarify that, in addition to an
entity that harvests a food, a foreign supplier might be the establishment that owns (or owns and
packs) a harvested food.

(Response 9) We decline to change the definition of foreign supplier to include entities
that only own, pack, or hold food. We conclude that defining foreign supplier to include a firm
that only owns or packs or holds a food would not be consistent with Congressional intent,
because it would have the effect of requiring that importers verify the establishment that merely
owns, packs, and/or holds a food--as opposed to the establishment that “produces” a food. As
stated previously, in enacting section 805(c)(2)(A) of the FD&C Act, Congress specifically
directed us to adopt regulations requiring that each importer’s FSVP is adequate to provide
assurances that “the foreign supplier to the importer produces the imported food” (emphasis
added) in compliance with the applicable U.S. standards.

(Comment 10) Two comments request that we revise the definition of foreign supplier to
include an exception for activities conducted on RACs that do not change the RAC into

processed food. The comments maintain that farms that grow and harvest produce should not be
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regarded as foreign suppliers if the produce is sent to a packing operation that is not part of the
farm before the produce is exported. The comments assert that because the packing operation is
a separate entity from the farm, the activities performed at the packing operation (such as
washing and grading) should be considered manufacturing/processing by another
establishment. The comments ask that we revise the definition of foreign supplier as follows:

+ Specify that activities with RACs that do not change the RAC into processed food
would not constitute further manufacturing/processing that would make an establishment a
foreign supplier.

« State that when an entity aggregates a RAC from multiple farms without changing the
RAC into processed food, the aggregator and the farm that produced the RAC will both be
considered foreign suppliers.

(Response 10) We decline to revise the definition of foreign supplier as requested. In
general, though not always, an entity between the farm and the importer that performs an activity
that does not change a RAC into processed food would not be the foreign supplier of the RAC
because, in most but not all cases, that entity would most likely not be manufacturing/processing
the RAC but would only be packing or holding the RAC. For example, a packing operation that
IS a separate entity from a farm that only washes and grades produce RACs incidental to packing
and holding the RACs is not manufacturing/processing the RACs but only packing and holding
them.

We also conclude it would not be consistent with FSMA to designate multiple foreign
suppliers of the same food, which would result by specifying that both the aggregator in the

example and the farm that grew the RAC would be foreign suppliers of that RAC. If an
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aggregator is merely packing and/or holding RACs, and not performing
manufacturing/processing (and no other foreign entity is doing more than de minimis
manufacturing/processing of the food before export), then the farm that grew the RAC would be
the foreign supplier of the RAC.

(Comment 11) One comment asks that we clarify whether food facilities required to
register, such as off-farm packing houses, are foreign suppliers. This comment also asks whether
farms that are not required to register and that have on-farm packing operations are foreign
suppliers. Noting that RACs often are harvested by a contract harvest company, the comment
also asks us to clarify what is meant by “establishment that harvests a food” and whether, in such
circumstances, the foreign supplier of the RAC would be the contract harvest company or the
establishment that owns the crop and sells it to an importer.

(Response 11) The foreign supplier of a crop that is grown and harvested would either be
the establishment that grew the food or, if another foreign entity later manufactured/processed
the food (performing an activity of a more than de minimis nature), the foreign supplier would be
the last entity in a foreign country that performed such a manufacturing/processing activity.
Because, as previously stated, the definition of foreign supplier does not include firms that only
pack or hold food, off-farm packing houses that solely pack or hold food would not be foreign
suppliers. In such cases, assuming that no other foreign entity manufactures/processes the food
(performing an activity of more than a de minimis nature) after it is grown, the farm that grows
the food is the foreign supplier. Similarly, provided that no foreign entity

manufactures/processes the food (performing an activity of more than a de minimis nature) after
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it is grown, farms that grow food and also have on-farm packing operations are foreign suppliers
of the food they grow because they grew the food.

Our consideration of the comment on contract harvesting, and of comments we received
on the definition of “farm” in the rulemaking on preventive controls for human food, has led us
to change the definition of foreign supplier as it relates to farming operations and to make other
changes to clarify the importer’s responsibilities when multiple entities in its supply chain
control different hazards in the same food. The definition of “farm” in the proposed rule on
preventive controls for human food referred to an entity “devoted to the growing and harvesting
of crops, the raising of animals (including seafood), or both” (78 FR 3646 at 3795, January 16,
2013) (emphasis added). However, as discussed in the preamble to the final rule on preventive
controls for human food, farming operations can take diverse forms, including those in which
multiple growers share ownership of a packinghouse and those in which separate operations
grow and harvest a crop (80 FR 55908 at 55926 to 55927, September 17, 2015). Therefore, the
definition of farm in § 1.227 (which is included in the definitions applicable to the FSVP
regulation under § 1.500 of the final rule) refers to a “primary production farm” as an operation
devoted to the “growing of crops, the harvesting of crops, the raising of animals (including
seafood), or any combination of these activities.” This change to the definition of farm
accommodates business models in which growing, harvesting, and packing operations--each of
which requires the application of controls--are conducted by different business entities.

When we referred, in the FSVP proposed rule, to an establishment that “harvests the
food” as being the foreign supplier, we assumed that the grower of a food was also the harvester,

and because harvesting followed growing, it was appropriate to refer to the harvesting, rather
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than growing, of a food in the definition of foreign supplier. However, as noted by the comment
and discussed in the previous paragraph, a food is not always grown and harvested by the same
establishment. Given the possibility that the growing and harvesting of a food might be
conducted by separate entities, we conclude that, for purposes of the definition of “foreign
supplier,” it is appropriate to regard the grower of a food, rather than the harvester, as the foreign
supplier of the food. Although there are some hazards that must be controlled during harvesting
(e.g., worker hygiene, water quality), we believe that most people would regard the farm that
grows a crop as the producer of the food rather than the establishment that harvests the crop.
Given the potential complexities associated with different harvesting contractual relationships,
the grower of a crop may be more easily identifiable than the harvester. In addition, making the
grower the foreign supplier facilitates onsite auditing of the supplier because there is a clearly
defined physical location for the farm on which the crop is grown, while the entity conducting
harvesting might not own or have control over the site at which harvesting occurs (e.g., mobile
harvesting operations).

This change in the definition of foreign supplier from the harvester of a food to the
grower of the food means that, when food is harvested on a farm by a contract harvest company,
even one that takes ownership of the food, the grower of the food would be the foreign supplier
(provided that no other foreign entity manufactures/processes the food by performing an activity
of more than a de minimis nature).

Although the final rule defines the grower of a food, rather than the harvester, as the
foreign supplier, the importer still must obtain assurances that hazards associated with the

harvesting and packing of food are being significantly minimized or prevented. Without such
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assurances, we conclude that an importer could not meet its obligation under section 805(a)(1) of
the FD&C Act of verifying that imported food is produced in compliance with sections 418 and
419, as applicable, and that such food is not adulterated under section 402 or misbranded with
respect to allergen labeling under section 403(w). We address this issue further in the discussion
of the determination of appropriate supplier verification activities in section 111.G.4 of this
document.

(Comment 12) One comment asks that we clarify how the definition of foreign supplier
compares to the definitions of “grower” and “manufacturer” in the prior notice regulation. The
comment asks whether the terms grower and manufacturer, collectively, equate to the term
foreign supplier. The comment notes that “grower” is defined in the prior notice regulation (21
CFR part 1, subpart 1) in 21 CFR 1.276(b)(7) as a person who engages in growing and harvesting
or collecting crops (including botanicals), raising animals (including fish, which includes
seafood), or both; “manufacturer” is defined in 8 1.276(b)(9) as the last facility (as defined in
§ 1.227) that manufactured/processed the food. Under 8 1.227, a facility is considered the last
facility even if the food undergoes further manufacturing/processing that consists of adding
labeling or any similar activity of a de minimis nature.

(Response 12) As previously stated, the final rule defines the foreign supplier of a crop
as the grower of the food rather than the harvester. Consequently, with respect to food that is
grown, the definition of “foreign supplier” for FSVP purposes differs from the definition of
“grower” under § 1.276(b)(7), which includes both growing and harvesting. Regardless,
definitions used in the prior notice regulation do not apply to words or phrases in the FSVP

regulation, and vice versa.
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(Comment 13) One comment asks that the definition of foreign supplier exclude farms
that grow non-produce botanical, algal, or fungal RACs. The comment asserts that these
products have a complicated supply chain that makes it difficult to identify the farms that grow
them, there are no public health reasons to identify these farms, and there are no regulations
governing the production of these products.

(Response 13) We decline to adopt a different approach for these particular types of
RACs compared to the previously stated approach to defining the foreign supplier of a RAC.
Provided these products are being imported for use as food as defined in 201(f) of the FD&C
Act, importers of these products are subject to FSVP. However, the FSVP regulation does not
require that the importer be the entity to gather information about the farms. Rather, the
regulation allows importers of such RACs to obtain information from other entities in the supply
chain for the RAC to meet the importers’ FSVP requirements for these products, provided the
importer reviews and assesses the information and documents the review and assessment.

(Comment 14) Several comments request that we clarify whether certain activities are
“de minimis” activities and therefore would mean the entity performing these activities for a
food would not be the foreign supplier of the food. Some comments ask whether waxing,
cooling, washing, and repacking are de minimis activities. Some comments maintain that
sorting, packing, cooling, and holding of produce by packing houses should be regarded as de
minimis activities, as should farm activities such as waxing, sorting, culling, conveying, storing,
labeling, packing, packaging, and shipping of RACs.

(Response 14) The foreign supplier is the establishment that manufactures/processes the

food, raises the animal, or grows the food that is exported to the United States without further
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manufacturing/processing except for the addition of labeling or any similar activity of de
minimis nature. This means that a foreign supplier is not an entity that merely performs de
minimis manufacturing/processing activities, but, importantly, a foreign supplier also is not an
entity that only packs or holds a food.

Whether an activity is harvesting, manufacturing/processing, packing, or holding can
depend on the circumstances. For example, packing, cooling, and holding performed by an off-
farm packing house (that only packs and holds produce and cools the produce incidental to
packing and holding) would not make the packing house the foreign supplier, because these
activities would not be considered manufacturing/processing but only packing and
holding. Waxing, sorting, culling, conveying, storing, packing, and shipping of RACs when
conducted on a farm would generally be considered harvesting, packing, or holding. Assuming
the farm conducting these activities grows the RACs and no other entity manufactures/processes
the food (except de minimis manufacturing/processing) before it enters the United States, the
farm would be the foreign supplier.

With regard to the packaging of RACs, packaging is a manufacturing/processing activity
but is specifically included within the farm definition. A farm that raises an animal or grows a
crop and performs packaging operations would be the foreign supplier (assuming that no other
entity manufacturers/processes the food except for de minimis manufacturing/processing).

Concerning the comment’s reference to re-packing, re-packing is a packing activity (i.e.,
the definition of packing includes re-packing), not a manufacturing/processing activity. We
regard waxing and cooling RACs, when done by a packing operation for purposes of storage or

transport, to be packing activities rather than manufacturing/processing activities.
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To help explain FDA’s current thinking on the classification of activities as “harvesting,”
“packing,” “holding,” or “manufacturing/processing,” we will issue a draft guidance for industry
on preventive controls for human food. We intend for this guidance, when finalized, to provide
sufficient examples of activities within each of these definitions to inform both industry and
regulators of those activities we consider to be within those definitions. The draft guidance will
be available for public comment in accordance with our regulation on good guidance practices
(see 21 CFR 10.115(g)(1)). We will consider comments we receive on the draft guidance in
developing the final guidance.

(Comment 15) One comment, noting that coffee beans are extracted from the cherry
surrounding the bean by fermentation, washing, and/or drying at a mill, asserts that because these
activities are more than de minimis in nature, the mill should be regarded as the foreign supplier
of the coffee beans.

(Response 15) We agree that fermentation, washing, and/or drying of raw coffee cherries
(or “berries”) would constitute manufacturing/processing that is not of a de minimis nature and
would make the mill the foreign supplier of the coffee beans (provided no subsequent entity
conducted additional manufacturing/processing that is not of a de minimis nature before export
to the United States). We note, however, that under § 1.507(a)(1) of the final rule, importers of
foods that cannot be consumed without the application of an appropriate control, including RACs
like coffee beans, are not subject to the full requirements of the FSVP regulation (see the

discussion in section 111.H.1 of this document).
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(Comment 16) One comment asks that we distinguish “further manufacturing/processing
by another establishment” under the proposed definition of foreign supplier from the concept of
substantial transformation applied by U.S. Customs and Border Protection (CBP).

(Response 16) The concept of “further manufacturing/processing by another
establishment” in the definition of “foreign supplier” under the FSVP regulation and the
definition of “substantial transformation” as used by CBP (i.e., the emergence of an article from
manufacturing processes as a new and different article, with a distinctive name, character, or use)
are used for different purposes and do not necessarily refer to the same processes. Further
manufacturing/processing in the context of FSVP involves direct manipulation of a food, but it
need not result in a new and different article, as it can include activities such as washing and
freezing.

8. Good Compliance Standing With a Foreign Food Safety Authority

We proposed to define “good compliance standing with a foreign food safety authority”
as meaning the foreign supplier (1) appears on the current version of a list, issued by the food
safety authority of the country in which the foreign supplier is located and which has regulatory
oversight of the supplier, of food manufacturers and processors that are in good compliance
standing with the food safety authority, or (2) has otherwise been designated by such food safety
authority as being in good compliance standing. Under § 1.513 of the final rule (discussed in
section I11.N of this document), modified FSVP requirements apply, subject to certain conditions
and requirements, to importers of certain types of food from foreign suppliers in countries whose
food safety systems FDA has officially recognized as comparable or determined to be equivalent

to the U.S. system. One of the requirements for eligibility for the modified requirements is that
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the foreign supplier must be in good compliance standing with the food safety authority of a
country with a comparable or equivalent food safety system.

On our own initiative, we revised the definition to reference to “food producers” instead
of “food manufacturers and processors” because farms might be included among food producers
designated as being in good compliance standing by a foreign food safety authority.

(Comment 17) One comment questions the need for this term in the FSVP regulation
given that all U.S. importers of food must ensure the safety of the food they import. The
comment maintains that it is unclear whether or to what extent a foreign supplier’s inclusion on a
list maintained by a foreign food safety authority will facilitate an importer’s access to a foreign-
supplied food. The comment also asserts that it is unclear whether any country’s food safety
authority can be required to develop and maintain such a list and suggests that there will be
disparity among countries regarding whether such a list can and will be developed.

(Response 17) The term good compliance standing with a foreign food safety authority is
used to describe one of the conditions under which an importer is eligible to import certain types
of food under the modified requirements in § 1.513 of the final rule. We conclude it is
appropriate to condition the use of these modified requirements on the foreign supplier of the
food being in good compliance standing with the food safety authority of a country whose food
safety system FDA has officially recognized as comparable or determined to be equivalent to
that of the United States. If the foreign supplier is not in good compliance standing, we conclude
that the importer would lack adequate assurances that the foreign supplier is producing the food

consistent with U.S. requirements. Although foreign authorities will not be required to designate
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food producers as being in good compliance standing, we believe that it is likely that some
authorities will decide to do so.

(Comment 18) One comment suggests that the official registration or approval of an
establishment by the relevant competent authority should be considered sufficient to meet the
requirement of good compliance standing. The comment asserts that because all food
establishments in the European Union (EU) are either registered with, or approved by, the
national authorities, the existence of the records of these actions should be taken into account to
avoid unnecessary or duplicative work.

(Response 18) We do not agree. We conclude that the fact that a foreign supplier is
registered with, or approved to operate by, the food safety authority of the country in which it is
located would generally not constitute a designation that the foreign supplier was in good
compliance standing with that authority, absent a determination or designation by a food safety
authority indicating that the supplier is in good compliance standing within the meaning in
8 1.500. We believe it is possible a foreign supplier might maintain its registration or approval
to operate even while it is the subject of an ongoing enforcement action due to significant non-
compliance. Therefore, a foreign supplier cannot be regarded as in good compliance standing
with a food safety authority unless that authority has affirmatively designated that supplier as
being in good compliance standing, either through the supplier’s inclusion on a list of such
suppliers, a company-specific certification, or some other manner of designation.

9. Harvesting
For clarity and consistency, we are adding a definition of “harvesting” that is consistent

with the definition in the preventive controls regulations. Our new definition states that
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harvesting applies to farms and farm mixed-type facilities and means activities that are
traditionally performed on farms for the purpose of removing RACs from the place they were
grown or raised and preparing them for use as food. Harvesting is limited to activities performed
on RACs on a farm. Harvesting does not include activities that transform a RAC into a
processed food as defined in section 201(gg) of the FD&C Act. Examples of harvesting include
cutting (or otherwise separating) the edible portion of a RAC from the crop plant and removing
or trimming part of the RAC (e.g., foliage, husks, roots or stems). Examples of harvesting also
include cooling, field coring, filtering, gathering, hulling, removing stems and husks from,
shelling, sifting, threshing, trimming outer leaves of, and washing RACs grown on a farm.

10. Hazard

We proposed to define “hazard” as any biological, chemical (including radiological), or
physical agent that is reasonably likely to cause illness or injury in the absence of its control.

On our own initiative, we have deleted “in the absence of its control” from the definition,
consistent with a corresponding change to the definition of hazard in the preventive controls
regulations, because the aspect of control of a hazard is addressed under the definition of “hazard
requiring a control.”

(Comment 19) One comment suggests limiting the definition of hazard by referring to an
agent that is reasonably likely to cause illness or injury “in the intended species” in the absence
of its control.

(Response 19) We do not believe that the suggested change to the definition of hazard is

necessary. We note that under § 1.504(c)(3) of the final rule, in determining whether a hazard is
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a “hazard requiring a control,” an importer must consider, among other factors, the intended or
reasonably foreseeable use of the food, including the species for which the food was intended.
11. Hazard Requiring a Control

In the Supplemental Notice, we proposed to adopt the term “significant hazard” and to
define it as a known or reasonably foreseeable hazard for which a person knowledgeable about
the safe manufacturing, processing, packing, or holding of food would, based on the outcome of
a hazard analysis, establish controls to significantly minimize or prevent the hazard in a food and
components to manage those controls (such as monitoring, corrections and corrective actions,
verification, and records) as appropriate to the food, the facility, and the control.

(Comment 20) Some comments request that we use a term other than “significant
hazard” to refer to a known or reasonably foreseeable hazard for which a knowledgeable person
would establish a control. One comment maintains that use of the term “significant hazard”
could be confusing because the term is used to refer to hazards addressed in a HACCP plan
through critical control points. One comment recommends using the definition of “significant
hazard” instead of the term itself. Some comments recommend using the term “food safety
hazard” because it has no association with HACCP principles. Some comments recommend
using the term “hazard requiring control.”

(Response 20) To provide more clarity, we agree that the FSVP regulation should use a
term other than “significant hazard.” We conclude it is appropriate to refer to such a hazard as a
“hazard requiring a control.” The definition states, in pertinent part, that a “hazard requiring a
control” is a known or reasonably foreseeable hazard for which a knowledgeable person would

establish one or more “controls or measures” to significantly minimize or prevent the hazard.
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The definition refers to controls or measures because the FSVP requirements apply to food that
IS subject to the preventive controls regulations (which require the establishment of preventive
“controls”), food that is subject to the produce safety regulation (which refers to safety
“measures”), and food that is subject to other FDA regulations (e.g., dietary supplement
CGMPs).

(Comment 21) Some comments recommend replacing the reference to “a person
knowledgeable about safe manufacturing, processing, packing, or holding food” with “a
qualified individual” because a qualified individual will be responsible for conducting a hazard
analysis.

(Response 21) Although a qualified individual must conduct a hazard analysis for a food,
we decline to make this change to the definition of “hazard requiring a control” because we
believe it is appropriate to specify that a person determining whether a known or reasonably
foreseeable hazard is one for which one or more controls or measures are needed must be
knowledgeable about the safe manufacturing, processing, packing, or holding of food. This is
consistent with the revised definition of “hazard requiring a preventive control” in the preventive
controls regulations.

(Comment 22) Some comments recommend stating in the definition of “significant
hazard” (or its replacement term) that a determination of a significant hazard is based on a hazard
analysis that assesses the severity of the illness or injury to humans or animals if the hazard were
to occur and the probability that the hazard will occur in the absence of a control, because

severity and probability are integral to determining whether a hazard is significant.
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(Response 22) We agree with the comments that this additional language is helpful.
Consistent with the revised definition of “hazard requiring a preventive control” in the
preventive controls regulations, this change is incorporated in the definition of “hazard requiring
a control,” which under the final rule means a known or reasonably foreseeable hazard for which
a person knowledgeable about the safe manufacturing, processing, packing, or holding of food
would, based on the outcome of a hazard analysis (which includes an assessment of the
probability that the hazard will occur in the absence of controls or measures and the severity of
the illness or injury if the hazard were to occur), establish one or more controls or measures to
significantly minimize or prevent the hazard in a food and components to manage those controls
or measures (such as monitoring, corrections or corrective actions, verification, and records) as
appropriate to the food, the facility, and the nature of the control or measure and its role in the
facility’s food safety system.

(Comment 23) Some comments recommend that the definition of significant hazard
reflect that components to manage controls should be appropriate not just to the food, the
facility, and the control, but also to the intended use of the food.

(Response 23) We do not think this change to the definition of hazard requiring control
IS necessary because an importer already must consider the intended or reasonably foreseeable
use of a food in evaluating the hazards in the food under § 1.504(c)(3) of the final rule.

12. Holding

On our own initiative, we are adding a definition of “holding” that is consistent with the

preventive controls regulations. Our new definition states that holding means storage of food

and also includes activities performed incidental to storage of a food (e.g., activities performed
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for the safe or effective storage of that food, such as fumigating food during storage, and
drying/dehydrating RACs when the drying/dehydrating does not create a distinct commodity
(such as drying/dehydrating hay or alfalfa)). Holding also includes activities performed as a
practical necessity for the distribution of that food (such as blending of the same RAC and
breaking down pallets), but does not include activities that transform a RAC into a processed
food as defined in section 201(gg) of the FD&C Act. Holding facilities could include
warehouses, cold storage facilities, storage silos, grain elevators, and liquid storage tanks.
13. Importer

We proposed to define “importer” as the person in the United States who has purchased
an article of food that is being offered for import into the United States. The proposed definition
further stated that:

+ If the article of food has not been sold to a person in the United States at the time of
U.S. entry, the importer is the person in the United States to whom the article has been consigned
at the time of entry; and

« If the article of food has not been sold or consigned to a person in the United States 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.

We proposed this definition of importer based on the statutory definition of importer in
section 805(a)(2) of the FD&C Act, which states that the importer is the U.S. owner or consignee
of an article of food at the time of entry of the article into the United States, or if at that time
there is no U.S. owner or consignee, the importer is the U.S. agent or representative of the

foreign owner or consignee.
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On our own initiative, we are revising the definition of “importer” to mean the U.S.
owner or consignee of an article of food that is being offered for import into the United States. If
there is no U.S. owner or consignee 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 the FSVP regulations. We conclude that this
revised definition is more consistent with the statutory definition in section 805(a)(2). For the
reasons explained in the following paragraphs, we also conclude that this change, along with a
new definition we are adding for “U.S. owner or consignee,” better ensures that the FSVP
importer is a person who has a financial interest in the food and has knowledge and control over
the food’s supply chain. We are defining “U.S. owner or consignee” to mean the person in the
United States who, at the time of entry of a food into the United States, either owns the food, has
purchased the food, or has agreed in writing to purchase the food.

a. General.

(Comment 24) Some comments ask that we either define or clarify the term “purchased.”
One comment states that CBP defines the terms owner and purchaser to include any party with a
financial interest in a transaction, including, but not limited to, the actual owner of the goods, the
actual purchaser of the goods, a buying or selling agent, a person or firm who imports for
exhibition at a trade fair, or a person or firm who imports foods for repair or alteration. One
comment maintains that in contrast to the proposed rule, the statute does not create different rules
for U.S. owners and their consignees regarding their FSVP responsibilities and does not define

the importer as the person who purchased an article of food. The comment asserts that because
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neither the statute nor the proposed rule defines “purchased,” it is unclear who is responsible for
ensuring FSVP compliance.

(Response 24) We do not agree that the proposed definition would create different FSVP
regulations for U.S. owners and consignees, as the proposed rule contained no requirements that
differed on that basis. However, to prevent possible confusion regarding the definition of
importer and to align more closely with the statutory text, we have revised the definition of
importer to mean the U.S. owner or consignee of an article of food that is being offered for
import into the United States. We are further defining “U.S. owner or consignee” as the person
in the United States who, at the time of entry of a food into the United States, either owns the
food, has purchased the food, or has agreed in writing to purchase the food. Thus, the final rule
explicitly refers to a U.S. “owner” of a food. Because there is a wide range of commercial
arrangements between foreign owners and U.S. persons, there may be situations in which
ownership of imported food has not transferred from the foreign owner at the time of entry to the
United States, but a person in the United States has nevertheless purchased or agreed in writing
to purchase the goods. We do not agree it is necessary to define the terms “purchased” or
“purchase,” but we understand the terms to mean obtain by paying money or its equivalent.

(Comment 25) Some comments request that we clarify that the FSVP importer of a food
is not necessarily the importer of record for the food as defined by CBP. However, some
comments suggest that instead of creating a new definition of importer, we should adopt a
definition that parallels CBP’s definition of importer of record. The comments note that under
19 U.S.C. 1484(2)(B), an “importer of record” is defined as the owner or purchaser of the

merchandise or, when appropriately designated by the owner, purchaser, or consignee of the
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merchandise, a person holding a valid customs broker license. The comments maintain that this
definition of importer of record is substantially similar to the statutory definition of importer
under FSMA. (The comments also note that CBP regulations (19 CFR 101.1) define “importer”
as the person primarily liable for the payment of any duties on the merchandise or an authorized
agent.) The comments maintain that CBP’s definition of importer has been effective in ensuring
proper enforcement of collection of customs duties and provides certainty by defining a single
party responsible for entry of a product.

(Response 25) We do not agree that it is appropriate to define “importer” for FSVP
purposes to match CBP’s definition of “importer” or “importer of record.” As we stated in the
preamble to the proposed rule, the importer of a food for FSVP purposes might be, but would not
necessarily be, the importer of record of the food under CBP provisions (i.e., the individual or
firm responsible for making entry and payment of import duties). We conclude that, in section
805(a)(2) of the FD&C Act, Congress adopted a definition of importer that suits the purposes of
the FSVP regulation because:

* It clearly specifies the person who will be responsible for ensuring that supplier
verification activities are conducted for each food imported into the United States; and

* By specifying the U.S. owner or consignee, the definition helps to ensure that the
person responsible for meeting the FSVP requirements has a financial interest in the food and
has knowledge and control over the food’s supply chain.

The “U.S. owner or consignee” of a food, as we have defined the term, is more likely to
have knowledge of food safety practices and control over the supply chain of an imported food

than a customs broker, who often is the importer of record of a food for CBP purposes.
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Although the CBP definition of importer may be effective in ensuring collection of customs
duties and otherwise meeting CBP requirements, that is not the purpose of the FSVP regulation.
Consequently, the final rule adopts a definition of importer that best serves the purposes of the
FSVP requirements, consistent with the statutory provisions the FSVP regulation must
implement.

(Comment 26) Some comments maintain that the importer should be the person who has
a direct financial interest in the imported food or, alternatively, the last known exporter. The
comments assert that the only parties who can ensure the safety of the food supply chain are
entities who are directly and financially involved in the manufacture, growth, sale, receipt, or
purchase of the imported food.

(Response 26) As previously stated, the definition of importer is intended in part to
ensure that someone with a financial interest in the imported food, as well as knowledge and
control over the food’s supply chain, is responsible for meeting the FSVP requirements. In most
cases, this will be the U.S. owner or consignee of the food. However, under section 805(a)(2) of
the FD&C Act and § 1.500 of the final rule, the importer for FSVP purposes could not be the
exporter in the foreign country in which the food was produced. If there is no U.S. owner or
consignee of a food at the time of the food’s entry into the United States, the foreign owner or
consignee of the food must have validly designated a U.S. agent or representative (in accordance
with § 1.509(b) of the final rule) to serve as the U.S. importer of the food for purposes of FSVP
compliance. We do not agree that the last known exporter is an appropriate person to serve as

the FSVP “importer” because such a person exports--as opposed to imports--the food.
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(Comment 27) One comment states that retailers may contract with foreign
manufacturers to produce private label products bearing the retailer’s name and purchase the
products from a U.S. firm after the products have entered the United States. The comment asks
us to clarify that in this situation, the retailer would not be the importer of the food for FSVP
purposes.

(Response 27) We agree that provided a U.S. entity other than the retailer owns the food,
has purchased the food, or has agreed in writing to purchase the food at the time of entry (i.e., is
the “U.S. owner or consignee”), the retailer would not be the FSVP importer of the food. In this
situation, the importer is the U.S. firm that owns the product, has purchased the product, or has
agreed in writing to purchase the product when it is offered for import into the United States and
the entry documentation is submitted or presented. It would not be relevant that the retailer was
the entity that entered into a contract with the foreign manufacturer (as long as the retailer is not
the person in the United States that owns the food, has purchased the food, or has agreed in
writing to purchase the food at the time of entry). If, on the other hand, the retailer owns the
food, has purchased the food, or has agreed in writing to purchase the food at the time of entry
(and thus is the U.S. owner or consignee), the retailer would be the FSVP “importer.”

(Comment 28) One comment asks that we clarify that a restaurant owner is not an
“importer” for FSVP purposes unless it directly imports a food for its use and chooses to accept
the responsibilities of the importer. The comment asserts that failing to do this would place an
added burden on restaurant owners and operators who will have to make clear to their suppliers
of foreign materials that the suppliers are responsible for compliance with FSVP requirements.

The comment maintains that adoption of the FSVP regulation might result in a loss of U.S.



55

importers of foreign products due to their unwillingness to assume responsibility for FSVP
compliance.

(Response 28) A restaurant located in the United States must comply with the FSVP
requirements only if it meets the definition of importer under § 1.500 (e.g., because it is the
“U.S. owner or consignee” of the food at the time of entry or, if there is no U.S. owner or
consignee at the time of entry, the foreign owner or consignee designates the restaurant as a U.S.
agent or representative for purposes of serving as the FSVP “importer”). If the restaurant
purchases the food from another U.S. entity, the restaurant would not meet that definition and
would not be responsible for meeting the FSVP requirements. However, we have added
flexibility in the final rule to allow importers, including restaurants, to meet their FSVP
obligations by relying on analyses, evaluations, and activities performed by certain other entities,
provided those importers review and assess the corresponding documentation (see sections
I1.LE.5, 111.F.4, and 111.G.4 of this document).

(Comment 29) One comment asks that we define the phrase “time of U.S. entry” as used
in the proposed definition of importer.

(Response 29) Section 805(a)(2)(A) of the FD&C Act provides that for purposes of the
FSVP regulation, the term “importer” means the United States owner or consignee of the article
of food “at the time of entry of such article into the United States.” The meaning of the phrase
“at the time of entry of such article into the United States” is ambiguous. It could mean that the
importer is the U.S. owner or consignee at the time of submission of an entry or at the time that
the article of food physically enters U.S. territory. Given it might not always be clear when an

imported item physically enters U.S. territory, we conclude that Congress intended that the
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importer be the U.S. owner or consignee at the time of submission of entry

documents. Therefore, “time of U.S. entry,” as used in § 1.500, is the time when an import entry
is submitted to CBP either electronically or in paper form. Because we believe that entities
engaged in the import of food into the United States will understand this term, we do not think it
IS necessary to include a definition for “time of entry” in these regulations.

(Comment 30) One comment expresses concern that the proposed definition of importer
will create a new layer of middlemen who would assume ownership of food at the time of entry
into the United States and charge fees for ensuring compliance with the FSVP requirements. The
comment contends this might result in duplicative foreign supplier verifications.

(Response 30) We do not agree. We believe it is unlikely that many entities currently
not food importers will enter the food importing business because of the need to adopt and
implement the procedures required under the FSVP regulation. Some importers may choose to
hire employees or outside consultants to assist them in meeting the FSVP requirements, but this
would not need to involve third parties assuming ownership of imported food or otherwise
serving in an importer role solely for the purpose of providing supplier verification services.
Even if new, FSVP-oriented businesses are created to conduct supplier verification activities on
behalf of some importers, we do not see how this would result in duplicative supplier
verification. Regardless, the definition of “importer” is consistent with the definition established
by Congress in section 805(a)(2) of the FD&C Act.

(Comment 31) Some comments request that we define the term “consignee” because it
might be confused with a similar term used by CBP. In addition, some comments suggest that

the term “consignee” be restricted to persons with a direct ownership interest in the product.
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(Response 31) We agree with the comments to the extent they are premised on a claim
that the proposed rule did not clarify the meaning of “consignee.” Instead of defining the term
“consignee,” however, we have revised the definition of “importer” so the FSVP importer is not,
first, a U.S. owner, and, second, a U.S. consignee. There is no separate “consignee” category of
persons who meet the definition of “importer.” Instead, under the revised definition, the
“importer” is the “U.S. owner or consignee” of an article of food that is being offered for import
into the United States. If there is no U.S. owner or consignee 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 the FSVP
regulation.

At the same time, we are defining “U.S. owner or consignee” to mean the person in the
United States who, at the time of entry of a food into the United States, either owns the food, has
purchased the food, or has agreed in writing to purchase the food. Under the previously
proposed definition of “importer,” the “consignee” category could have caused proprietors of the
U.S. premises to which imported food is to be delivered to be designated as FSVP “importers,”
even when such proprietors have no connection to the imported food other than the physical
receipt--even temporary receipt--of the food. Under section 805(a)(2)(B) of the FD&C Act,
Congress provided that when there is no U.S. owner or consignee, the FSVP importer should be
the U.S. agent or representative of a foreign owner or consignee at the time of entry into the
United States. If the consignee for purposes of FSVP included the proprietor of the U.S.
premises to which the merchandise is to be delivered, we believe it would be unlikely an FSVP

importer would ever be the U.S. agent or representative of a foreign owner or consignee, as
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contemplated by section 805(a)(2)(B), because the role of FSVP importer would fall to the
proprietor of the premises before it would fall to the U.S. agent or representative. Moreover, we
believe that a U.S. agent or representative of a foreign owner or consignee is more likely to have
knowledge and control over the product’s supply chain, and is therefore more likely to be able to
perform supplier verification activities, than the proprietor of the U.S. premises to which the
merchandise is delivered (in cases where the proprietor of the U.S. premises has no connection to
the food other than physical receipt).

The effect of our change to the definition of “importer,” in conjunction with the new
definition of “U.S. owner or consignee,” likely will result in different entities serving as the
FSVP importer in some circumstances than those who might have served as the importer under
the proposed definition. For instance, in the case of a Canadian company that ships a food
product to a Montana warehouse and for which delivery is made to the Montana facility in
anticipation of possible orders from customers in the United States, it is possible, under the
proposed rule, that the warehouse would have been the FSVP “importer” because the food might
be considered to be consigned to the warehouse at the time of entry and no one in the United
States at the time of entry either owned or had purchased the food. Under the final rule,
however, the warehouse would not necessarily be the FSVP importer. Because there is no
person in the United States at the time of entry who owns the food, purchased the food, or
promised to purchase the food, there is no “U.S. owner or consignee.” Therefore, the FSVP
“importer” would have to be a properly designated U.S. agent or representative.

As for those comments suggesting that a consignee needs to be a person with a direct

ownership in the product, we do not agree. Section 805(a)(2)(A) of the FD&C Act provides that
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“importer” for purposes of section 805 means the “United States owner or consignee” (emphasis
added). Because Congress used the word “or” between “owner” and “consignee,” we believe
Congress intended the “United States owner or consignee” to include persons other than owners.
Requiring a U.S. owner or consignee to have direct ownership over the product would be
inconsistent with that intent. We also understand it is possible for U.S. persons to purchase or
agree in writing to purchase food at the time of entry to the United States, even if they do not yet
own the products at that time. Requiring a U.S. owner or consignee to have direct ownership in
the product at the time of entry would not account for these types of commercial arrangements.

b. U.S. agent or representative.

(Comment 32) Several comments maintain that the U.S. agent or representative for
FSVP purposes should not necessarily be the same person as the U.S. agent for a foreign food
facility under the FDA food facility registration regulation (8 1.227) and section 415(a) of the
FD&C Act. The comments note that while section 805(a)(2) of the FD&C Act describes an
agent acting for the foreign owner or consignee of an article of imported food at the time of
entry, section 415(a) describes an agent acting for a food facility. The comments assert that
Congress did not require that the U.S. agent for a foreign food facility also act as the U.S. agent
for FSVP purposes, and many persons who serve as U.S. agents for facility registration purposes
might not have the knowledge or ability to meet the FSVP requirements. The comments request
that the FSVP regulation clarify this distinction by referring to the “U.S. FSVP agent or
representative.”

(Response 32) FDA agrees in part and disagrees in part. Section 805(a)(2)(B) provides

that when there is no U.S. owner or consignee with respect to an article of food, the term
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“importer” for FSVP means “the United States agent or representative of a foreign owner or

consignee of the article of food at the time of entry of such article into the United States”
(emphasis added). Section 805 does not further define the term “United States agent.” In
addition, section 415(a)(1)(B) of the FD&C Act provides that foreign food facilities must submit
the name of the “United States agent” for the facility as part of the facility’s registration under
that section. FDA’s regulation implementing the food facility registration requirements in
section 415 of the FD&C Act specifies that the registration for foreign facilities must include the
name of the U.S. agent for the facility (21 CFR 1.232(d)). The facility registration regulation
also defines the term U.S. agent to mean a person (as defined in section 201(e) of the FD&C Act)
residing or maintaining a place of business in the United States whom a foreign facility
designates as its agent for purposes of food facility registration (§ 1.227). The regulation further
specifies that the U.S. agent “acts as a communications link between FDA and the foreign
facility for both emergency and routine communications”.

Although Congress used the term “United States agent” in both section 805(a)(2)(B) and
section 415(a)(1)(B) of the FD&C Act, we do not interpret the use of the term “United States
agent” in section 805(a)(2)(B) to mean the U.S. agent for a foreign facility under section
415(a)(1)(B). U.S. agents that foreign food facilities must designate for purposes of food facility
registration perform a very different role than the “United States agent” that a foreign owner or
consignee may designate under section 805(a)(2)(B) of the FD&C Act to serve as the “importer”
for purposes of the FSVP regulations. For food facility registration, the “U.S. agent” acts as a
communications link. For FSVP, however, an importer (whether a “United States agent” or

otherwise) is responsible for the full breadth of supplier verification activities required under the
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FSVP regulation. These activities involve ensuring the safety of imported food, which is
qualitatively different from serving as a communications link. Thus, we agree with the
comments that urge us to not interpret the use of the term “United States agent” under section
805(a)(2)(B) to have the same meaning as the U.S. agent that food facilities are required to
designate under section 415(a)(1)(B) and FDA’s food facility registration regulation.

We note, however, that this interpretation does not prohibit a foreign owner or consignee
from designating a person who serves as a U.S. agent under the food facility regulation as the
“importer” for purposes of FSVP. To the contrary, under the definition of “importer” in § 1.500,
in cases in which there is no U.S. owner or consignee, it is up to the foreign owner or consignee
to determine which U.S. agent or other U.S. representative will serve as the FSVP “importer.”
Whomever the foreign owner or consignee designates also may be listed as a foreign facility’s
U.S. agent for food facility registration purposes. We decline to adopt the term “U.S. FSVP
agent or representative” because doing so is not necessary to prevent the kind of inadvertent or
otherwise improper designation of FSVP importers contemplated by the comments.

(Comment 33) Some comments ask that we revise the definition of importer to specify
that a person acting as a U.S. agent or representative of a foreign owner or consignee must
knowingly and explicitly consent to serve as the U.S. agent or representative.

(Response 33) For cases in which a food has not been sold or consigned to a person in
the United States at the time of entry, we proposed to required that, before an article of food is
imported or offered for import into the United States, the foreign owner or consignee of the
article must designate a U.S. agent or representative as the importer of the food for the purposes

of the definition of “importer.” The final rule retains this requirement. Because we agree a U.S.
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agent or representative cannot truly function as the FSVP importer without having consented to
do so, we are adding a clarification to the definition of “importer” explaining that in order for the
foreign owner or consignee of the article to validly designate a U.S. agent or representative
(when there is no U.S. owner or consignee) for purposes of the definition of “importer,” the U.S.
agent or representative’s role must be confirmed in a signed statement of consent. The signed
statement of consent must confirm that the U.S. agent or representative agrees to serve as the
importer under the FSVP regulation. Because a signed statement is an explicit acknowledgment
of consent, we conclude that a signed statement is an effective way of ensuring the consent of
U.S. agents and representatives. In addition, we will be able to inspect the signed statements,
should the need arise, allowing us to verify the accuracy of “importer” designations under the
FSVP regulation. Being able to verify the accuracy of such designations will allow us to more
efficiently and effectively monitor compliance with, and enforce, section 805 of the FD&C Act.
(Comment 34) Several comments express concern about the manner in which a foreign
owner or consignee would designate its U.S. agent or representative. The comments state that a
foreign supplier might designate a party in the United States, such as the warehouse where the
imported food will be stored, without seeking an affirmative acceptance from that party, or the
foreign supplier of the food might assume the agent listed on its facility registration is also the
U.S. agent for FSVP purposes. Some comments note concerns regarding the process for
verification of U.S. agents of foreign facilities, including the absence of a requirement to obtain
formal consent from a person to serve as the agent and FDA’s failure to obtain confirmation of
consent. Several comments suggest that, because the U.S. agent’s responsibilities as the

importer of a food under the FSVP regulation will be substantial, the regulation should require
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affirmative written acceptance by the designated firm for valid designation of a foreign owner or
consignee’s U.S. agent or representative.

(Response 34) We agree that a person should not be required to serve as the U.S. agent
or representative of a foreign owner or consignee unless the person has agreed to serve in this
capacity. As explained in Response 33, we therefore are adding a clarification to the definition
of “importer” stating that when the foreign owner or consignee of the article must designate a
U.S. agent or representative (when there is no U.S. owner or consignee) for the purposes of the
definition of “importer,” the U.S. agent or representative’s role should be confirmed in a signed
statement of consent. The signed statement of consent must confirm that the U.S. agent or
representative agrees to serve as the importer under the FSVP regulation. In accordance with
these changes, we also have revised the provisions regarding refusal of admission in proposed
8§ 1.514(a) to specify that if there is no U.S. owner or consignee at the time an article of food is
offered for entry into the United States, the article of food may not be imported into the United
States unless the foreign owner or consignee has appropriately designated a U.S. agent or
representative as the importer in accordance with § 1.500.

(Comment 35) One comment states that the requirement for foreign producers to obtain a
U.S. agent in order for their product to be imported into the United States could be considered a
technical barrier to trade according to the World Trade Organization (WTO).

(Response 35) We do not agree that the regulation requires that foreign producers obtain
U.S. agents or otherwise imposes a barrier to trade. To the extent that the comment’s reference
to U.S. agents relates to who may be an FSVP “importer,” the definition of importer in § 1.500 is

flexible and does not require that the importer be a U.S. agent. Instead, the FSVP importer is the
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U.S. owner or consignee of the imported food. A U.S. agent or representative functions as the
FSVP importer of a food only if there is no U.S. owner or consignee of the food at the time of
entry. Notably, the importer can be a foreign national residing in the United States and need not
be a U.S. citizen. The definition of importer thus serves to identify persons with financial
interests in the imported food who are likely to be able to ensure the safety of the food, while
also providing flexibility that does not unduly burden trade.

(Comment 36) One comment states that FDA’s explanation of the proposed definition
of “importer” indicates the rule implies a regulatory pressure for foreign producers to sell or
distribute products through U.S. persons in a manner inconsistent with U.S. obligations under the
U.S.-Korea Free Trade Agreement (KORUS).

(Response 36) We do not agree that the definition of “importer” in § 1.500 is
inconsistent with U.S. obligations under the KORUS. Under National Treatment and Market
Access for Goods, Article 2.8.6 to 2.8.8, neither party may, as a condition for engaging in
importation or for the importation of a good, require a person of the other party to establish or
maintain a contractual or other relationship with a “distributor” in its territory. The term
“distributor” under the KORUS is defined as a “person of a party” who is responsible for the
commercial distribution, agency, concession, or representation in the territory of that party of
goods of the other party. The term “person of a party” is defined as a national or an enterprise of
a party to the agreement. The term “enterprise” means any entity constituted or organized under
applicable law, whether or not for profit, and whether privately or governmentally owned or
controlled, including any corporation, trust, partnership, sole proprietorship, joint venture,

association, or similar organization.
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The U.S. owner or consignee need not be a United States “distributor”” within the
meaning of the KORUS because it need not be a U.S. national or U.S. enterprise constituted or
organized under U.S. law responsible for commercial distribution, agency, concession, or
representation in the United States. For example, the U.S. owner or consignee could be a Korean
national or enterprise residing or maintaining a place of business in the United States.
Alternatively, if there is no U.S. owner or consignee of a food at the time of entry, the foreign
owner or consignee could designate a U.S. agent or representative who is a Korean national (or a
national of another country) but who resides or maintains a place of business in the United
States. Under those circumstances, such a Korean national or enterprise would be the FSVP
“importer.” Consequently, we are not requiring any person whose imports fall within the scope
of the KORUS to establish or maintain a contractual or other relationship with a “distributor” or
other entity in its territory. Therefore, the definition of “importer” is not inconsistent with U.S.
obligations under the KORUS, and we do not believe the rule exerts any pressure on foreign
producers to rely on U.S. persons to distribute food in a manner that is inconsistent with the
KORUS.

14. Known or Reasonably Foreseeable Hazard

In the Supplemental Notice, we deleted the proposed term “hazard reasonably likely to
occur” and replaced it with the term “known or reasonably foreseeable hazard.” We proposed to
define “known or reasonably foreseeable hazard” as a potential biological, chemical (including
radiological), or physical hazard that is known to be, or has the potential to be, associated with a

food or the facility in which it is manufactured/processed.
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(Comment 37) One comment suggests that we use the term “reasonably anticipated
contaminants” as a phrase that clearly defines all hazards, whether deliberate or accidental, that
can cause adulteration in the food supply.

(Response 37) We decline to make this change because “hazard” is a widely understood
term in food safety and the word “contaminant” might suggest a substance that comes into
contact with or is added to a food, but not all hazards arise from such contaminants. As
discussed in section I11.E.3.b of this document, importers are required to consider hazards that
occur naturally, may be unintentionally introduced, or may be intentionally introduced for
economic gain.

(Comment 38) One comment asks that we delete the reference to “potential” hazards as
redundant because the proposed definition of “hazard” refers to agents “reasonably likely” to
cause illness or injury.

(Response 38) We are deleting the word “potential” before the phrase “biological,
chemical (including radiological), or physical hazard” because we agree the use of that word is
redundant. The remaining portion of the definition of “known or reasonably foreseeable hazard”
includes both a hazard that is known to be associated with a food or the facility in which it is
manufactured/processed, as well as a hazard that “has the potential to be” associated with a food
or facility.

(Comment 39) One comment requests that the definition of “known or reasonably
foreseeable hazard” also refer to hazards that might be associated with the location or type of
farm on which a food is grown or raised. The comment cites as an example the potential effect

on a food of the agricultural methods used on the farm that produced the food.
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(Response 39) We conclude this change is unnecessary because the potential effect of
the location or type of farm on which a food is grown or raised on whether a hazard requires a
control will be addressed as part of the hazard evaluation conducted under § 1.504(c) of the final
rule, which considers factors such as those related to the harvesting and raising of the food.

15. Lot

We proposed to define “lot” as the food produced during a period of time indicated by a
specific code.

(Comment 40) Several comments request that “lot” be defined by criteria other than
time. Some comments assert that the proposed definition appears to ignore other factors such as
common characteristics (e.g., origin, variety, type of packing) and maintain that multiple lots can
be produced during the same time but with different lot designations. These comments suggest
that lot be defined as a body of food designated with common characteristics that is separable by
such characteristics from other bodies of food. One comment asserts that growers and
processors define lot differently based on their company practices and the specific characteristics
of the process and product. As examples of such definitions, the comment lists the following:

* A specific planting block of specified size prepared and planted on a given day, raised
with common agricultural inputs, and scheduled for harvest on a selected date.

* A quantity of finished product that passes over a processing line during a given period
of time.

This comment requests that importers be permitted to independently define lot and make the

definition available to FDA during an inspection.
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One comment suggests that lot be defined as a batch, or a specified identified portion of a
batch or, in the case of food produced by a continuous process, a specific identified amount of
food produced during a specified period of time, or in a specified quantity, on a specified
equipment line. This comment would define “batch” as a specific quantity of a food produced
during a specified time period during a single cycle of manufacture, and it would define “code”
as a unique and distinctive group of letters, numbers and/or symbols from which the
manufacturing and packaging history of the associated lot or batch of food can be determined.

(Response 40) We agree that a change to the definition of lot is appropriate, as we
believe the reference to a period of time indicated by a specific code might be misinterpreted to
mean that the “specific code” must be based on time (such as a date), which was not our intent.
Although the term “lot” is associated with a period of time, the establishment that produces a
food has the flexibility to develop its own coding system for lots, with or without any indication
of time in the code. For example, a lot code could be based on a date, time of day, production
characteristic (such as those mentioned in the comments), combination of date/time/production
characteristic, or any other characteristics the establishment finds appropriate. To clarify that the
definition of lot would not require that the time of production be “indicated” by the lot code and
acknowledge the establishment’s flexibility to determine the code, we have revised “period of
time indicated by a specific code” to “period of time and identified by an establishment’s
specific code.”

16. Manufacturing/Processing
We proposed to define “manufacturing/processing” as making food from one or more

ingredients, or synthesizing, preparing, treating, modifying, or manipulating food, including food



69

crops or ingredients. Examples of manufacturing/processing activities the definition provided
include cutting, peeling, trimming, washing, waxing, eviscerating, rendering, cooking, baking,
freezing, cooling, pasteurizing, homogenizing, mixing, formulating, bottling, milling, grinding,
extracting juice, distilling, labeling, or packaging. The proposed definition stated that for farms
and farm mixed-type facilities, manufacturing/processing would not include activities that are
part of harvesting, packing, or holding.

We are finalizing the definition of “manufacturing/processing” largely as proposed.
However, we are adding “boiling”, “canning”, and “evaporating”, and “treating to manipulate
ripening” to the list of activities that we classify as manufacturing/processing, as well as
drying/dehydrating RACs to create a distinct commodity. We are also adding “extruding” and
“pelleting” but limiting the applicability of these activities to the manufacture/processing of
animal food. We are making these changes so that the definition of manufacturing/processing in
this regulation aligns with the definitions in the regulations on preventive controls for human
food and animal food. For a discussion of the classification of these and other activities, see
section 1V of the preamble to the final rule on preventive controls for human food (80 FR 55908
at 55924 through 55936).

(Comment 41) Several comments express concern regarding the proposed definition of
“manufacturing/processing” and what may constitute activities that are a part of harvesting,
packing, or holding. One comment asks that we classify the following activities, whether they
occur on or off the farm, as part of harvesting/post-harvest handling operations because there is
no substantial transformation of the produce item into a different product in commerce: cutting,

trimming, washing, waxing, cooling, mixing, labeling, and packaging of fresh produce RACs.
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One comment requests that coring, artificial ripening, waxing, cutting, labeling, stickering,
packaging, and fumigation be included in the definition of “harvesting” and not
“manufacturing/processing.”

(Response 41) We conclude that the definition of “manufacturing/processing” in § 1.500
IS appropriate because it is consistent with the definition of the term in the regulations on
preventive controls for human food and for animal food. With respect to the comments
regarding whether particular activities involving produce should be classified as
manufacturing/processing, as previously stated, the final rule on preventive controls for human
food addresses the scope of manufacturing/processing (80 FR 55908 at 55924 through 55936).

(Comment 42) One comment suggests that the definition of “manufacturing/processing”
refer to making food from one or more “raw materials and/or ingredients” rather than
“ingredients.”

(Response 42) We do not believe the change is necessary because raw materials in the
context of the definition of “manufacturing/processing” are food ingredients.
17. Pathogen

We proposed to define “pathogen” as a microorganism of public health significance.

(Comment 43) Some comments assert that, because the significance of a pathogen for
public health depends on an organism’s severity and exposure, “pathogen” should be defined as
a microorganism of such severity and exposure that it would be deemed of public health
significance. Some comments suggest that the definition refer to “human or animal” public

health significance.
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(Response 43) We decline to make these changes because the definition already
addresses the public health significance of a pathogen and it is unnecessary to indicate that a
pathogen might affect humans or animals. The definition’s reference to microorganisms “of
public health significance” takes into account factors such as the severity of illness and the route
of exposure. In addition, the term “microorganism of public health significance” is broad
enough to address both humans and animals.

18. Qualified Auditor

In the Supplemental Notice, we proposed to add a definition for “qualified auditor,”
which we proposed to define as a person who is a qualified individual and has technical expertise
obtained by a combination of training and experience appropriate to perform onsite audits. We
further stated that a foreign government employee could be a qualified auditor.

(Comment 44) Some comments ask that we revise the definition of qualified auditor to
include persons who have technical expertise obtained by a combination of training, experience,
or education appropriate to perform audits. Some comments ask us to recognize that training
and/or experience can make a person a qualified auditor; the comments state that people with
experience performing audits likely have applicable training but might not have completed a
specific regimen of courses. Some comments maintain that a person might be sufficiently
qualified to conduct an audit through experience only and allowing an individual to be deemed
qualified through training and/or experience is critical for food additive and generally recognized
as safe (GRAS) substance facilities. Some comments maintain that we should recognize the role
of the education of a potential qualified auditor as well as training and experience to meet the

criteria.
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(Response 44) We agree a qualified auditor might obtain the necessary auditing expertise
through education, training, or experience, or some combination of those sources of expertise,
and we have revised the definition of qualified auditor accordingly. (As discussed in section
I11.D of this document, the requirement that a qualified auditor have such education, training,
and/or experience is separately set forth in § 1.503(b) of the final rule.) However, we believe it
is likely that a person would need at least some actual experience in auditing (including by
assisting or observing others in the performance of an audit) to meet the definition of a qualified
auditor, i.e., it would be difficult to obtain the necessary technical expertise solely through
education and/or training that does not involve assisting or observing others in the performance
of an audit.

(Comment 45) Some comments object to the proposed requirement that a qualified
auditor must be a qualified individual with certain technical auditing expertise. One comment
asserts that a qualified auditor should not be required to have the broader skills of a qualified
individual. One comment maintains that a qualified auditor should not be required to have
knowledge, skills, and abilities beyond those of a qualified individual; instead, the definition
should give a qualified individual the discretion to conduct an audit himself/herself or identify
someone to perform this function.

(Response 45) We do not agree with the comments. For purposes of FSVP, the final rule
defines a qualified individual as a person with the education, training, or experience (or a
combination thereof) necessary to perform the activities needed to perform an activity required
under the FSVP regulations. (We did not intend that every qualified individual who performs an

FSVP activity would need to have the education, training, or experience needed to perform all



73

FSVP activities--only the activity or activities the person is performing; therefore, we have
revised the definition of “qualified individual” to refer to the performance of “an activity
required under this subpart”.) Thus, whatever FSVP activity is being conducted, including onsite
auditing, the individual conducting the activity must have adequate education, training, or
experience (or some combination thereof) to properly conduct the activity. However, in the case
of onsite auditing, the qualified individual conducting the auditing must have additional
expertise--specifically, technical expertise that is needed to adequately perform the auditing
function.

Further, we conclude that the person conducting an audit must not only have expertise in
conducting audits but also a broader understanding of food safety processes and procedures. The
scope of an audit can be a review of an entire range of food safety processes or procedures or a
component of an overall system of such processes and procedures. It is therefore critical that the
auditor has education, training or experience required of qualified individuals, as well as
education, training, or experience specific to conducting audits. The definition of qualified
auditor does not require or prohibit a qualified individual working on the importer’s behalf from
selecting the person who will conduct an onsite audit. However, the person selected to conduct
an onsite audit must meet the definition of a qualified auditor.

(Comment 46) One comment asks that we define qualified auditor under the FSVP
regulation the same way we define qualified auditor under the regulation on preventive controls
for animal food.

(Response 46) The definitions of qualified auditor in the FSVP and preventive controls

for animal food regulations are essentially the same. Therefore, no changes are needed.
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(Comment 47) Some comments ask that we define or provide guidance on the criteria for
the technical expertise required under the definition of qualified auditor. One comment asks that
we consider training courses that would certify individuals similar to the courses being
developed to become a qualified individual.

(Response 47) A qualified auditor might acquire the appropriate technical expertise
through education, training (including training that results in accreditation under a recognized
facility auditing or certification scheme), or experience, or some combination of those criteria.
We intend to provide more information in the FSVP draft guidance on how persons might obtain
the necessary expertise to be qualified auditors for FSVP purposes.

(Comment 48) One comment asks how an importer can determine whether a foreign
government employee has sufficient knowledge of U.S. regulations to serve as a qualified
auditor, given that such officials often inspect and certify firms according to national
requirements. One comment requests guidance on how an importer may rely on audits
performed by unaccredited foreign government employees and how foreign governments can
create audit programs to assist firms that export food to the United States. One comment
suggests that we recognize foreign government employees as qualified auditors after they receive
training and pass an assessment organized by the foreign government according to U.S.
regulations.

(Response 48) The standard for being a qualified auditor does not differ when the audit
is performed by a foreign government employee. Auditors often audit against multiple schemes,
and we see no reason why a foreign government employee with appropriate technical expertise

obtained by a combination of education, training, and/or experience could not audit against
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FDA'’s standards. There also is no requirement that audits be performed by accredited auditors
for the purpose of the FSVP regulation. We currently do not envision establishing a program to
recognize individuals as meeting the definition of qualified auditor for the purposes of FSVP.
However, we do intend to conduct outreach, develop training modules, and provide technical
assistance to facilitate compliance with this rule.

(Comment 49) Some comments ask that we include in the definition of qualified auditor
properly trained Federal auditors and what the comments described as State and private auditors
operating under contract with the Federal government.

(Response 49) We agree that government employees of different levels of government
may be qualified auditors (provided they otherwise meet the definition of qualified auditor). We
therefore have revised the definition of qualified auditor to state in part that a government
employee, including, but not limited to, a foreign government employee, may be a qualified
auditor. As for the comment suggesting that private auditors operating under contract with the
Federal government may be qualified auditors, we note that nothing in the definition of qualified
auditor prevents private auditors from serving as qualified auditors (provided they otherwise
meet the definition of qualified auditor).

(Comment 50) One comment suggests that the definition of qualified auditor should
include third-party auditors accredited under FDA’s third-party auditing regulations.

(Response 50) We agree and have revised the definition of qualified auditor to state that
a qualified auditor could be an audit agent of a certification body accredited in accordance with
subpart M of part 1 (the regulations implementing section 808 of the FD&C Act (21 U.S.C.

384d)). (The final rule on the accreditation of third-party certification bodies, published
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elsewhere in this issue of the Federal Register, refers to third-party auditors also as “certification

bodies.”) As a result of making this change, it is no longer necessary to specify in the definition
of “qualified individual” that a qualified individual includes, but is not limited to, a third-party
auditor (certification body) that has been accredited in accordance with section 808 of the FD&C
Act, as we previously proposed (because a qualified auditor must also be a qualified individual).

(Comment 51) One comment maintains that in addition to auditors accredited under
FDA’s third-party certification regulations, a qualified auditor could be a qualified individual
who is not a third-party auditor accredited under those regulations. However, one comment
asserts that not requiring the use of accredited auditors or an accredited system is not a good idea
from a food safety perspective, particularly for RACs originating in a part of the world that has a
history of shipping microbiologically contaminated products to the United States.

(Response 51) We believe that a person need not be an auditor formally accredited under
the third-party certification regulations or any other accreditation system to have the technical
expertise needed to appropriately perform an onsite audit. Under the definition of qualified
auditor, a person may obtain the necessary technical expertise through a combination of
education, training (including training that is rigorous but does not lead to formal
“accreditation’), and/or experience. For example, a government employee might be less likely
than a private sector auditor to be accredited, but the government employee might still be a
qualified auditor and be appropriately suited to conduct onsite audits of foreign suppliers.
However, importers have the responsibility to choose qualified auditors even though we are not

requiring that auditors be formally accredited.
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(Comment 52) One comment, stating that it uses its internal auditors to conduct onsite
audits of its foreign suppliers, suggests that the definition of qualified auditor be revised to allow
the use of internal auditors when they have no direct financial interest in the foreign supplier.

(Response 52) Although we agree with the comment, we do not believe that it is
necessary to change the definition as suggested. An importer’s employee could be a qualified
auditor if he or she has the expertise required under the definition. In addition, the final rule does
not prohibit an importer or one of its employees from conducting verification of the supplier.

19. Qualified Individual

We proposed to define “qualified individual” as a person who has the necessary
education, training, and experience to perform the activities needed to meet the FSVP
requirements. The proposed definition states that a qualified individual may be, but is not
required to be, an employee of the importer. The proposed definition further states that,
regarding the performance of verification activities related to preventive controls implemented
by the foreign supplier in accordance with section 418 of the FD&C Act, a qualified individual
must have successfully completed training in the development and application of risk-based
preventive controls at least equivalent to that received under a standardized curriculum
recognized as adequate by FDA or be otherwise qualified through job experience to develop and
implement a food safety system. The proposed definition also states that:

* A qualified individual includes, but is not limited to, a third-party auditor that has been
accredited in accordance with section 808 of the FD&C Act; and

* A foreign government employee could be a qualified individual.
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(Comment 53) One comment asks that we clarify in the definition that a qualified
individual could have the necessary education, training and experience to perform FSVP
activities “or a combination thereof.”

(Response 53) We agree and have changed the definition to state that a qualified
individual must have education, training, or experience (or a combination thereof) necessary to
perform an FSVP activity. (We have separately set forth the requirement that a qualified
individual have such education, training, and/or experience in § 1.503(a) of the final rule.)

(Comment 54) One comment asserts that the term “necessary education” in the proposed
definition is misleading and suggests that the definition require a qualified individual to have
“skills consistent with the requirements.”

(Response 54) We have changed the definition of qualified individual so the term
“necessary education” is not included. However, we do not agree that the use of the term
“necessary” in the revised definition is misleading. The definition of qualified individual makes
clear that the required education, training, or experience is that which is needed to conduct the
FSVP activity or activities the person is performing.

(Comment 55) One comment, noting “qualified individual” is defined differently in the
proposed regulations on preventive controls, asserts that using the same term with different
meanings in different regulations could lead to confusion. The comment suggests that the FSVP
regulation use the term “FSVP qualified individual.”

(Response 55) We decline to make this change. The definition of “qualified individual”
in the FSVP regulation makes clear that the necessary qualifications are specific to FSVP

activities performed by the individual, and the definition of “qualified individual” in the
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preventive controls regulations likewise makes clear that the necessary qualifications are specific
to the activities required under those regulations. To the extent the comment objects to the
differences in the definitions for “qualified individual” across the different regulations, we
disagree. Fundamentally, the definition of “qualified individual” in the FSVP regulation is
aligned with the definition of qualified individual in the preventive controls regulations. In each
case, a qualified individual means a person who has the education, training, or experience (or a
combination thereof) necessary to perform activities required under the regulations. However,
the definitions vary as a result of the different activities a qualified individual must perform
under each rule.

(Comment 56) Some comments suggest that we establish specific standards or minimum
qualifications for qualified individuals. One comment maintains that the definition should
require an understanding of FDA regulations. Some comments ask that we provide examples of,
or guidance regarding, necessary education, training, and experience so that importers can
determine whether their employees meet the standard. One comment asks that qualifications not
be restricted to a certain type of course or program as this would unnecessarily raise the cost of
compliance and disqualify well-suited individuals from compliance roles.

(Response 56) We intend to address in guidance what appropriate education, training,
and experience qualified individuals should have to conduct FSVP activities. To maximize
flexibility, persons will not be required to complete a particular course or program to become a
qualified individual under the FSVP regulations; rather, persons will be able to obtain the

necessary education, training, and/or experience through a variety of methods and experiences.
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The principal concern is that the education, training, and experience equip them to conduct the
FSVP activity or activities they are performing.

(Comment 57) One comment requests that we include a requirement for certification
with specific criteria for competence for performing FSVP activities because merely requiring
that an individual be knowledgeable in the food process would not adequately ensure the
individual is qualified to perform FSVP activities.

(Response 57) We decline to require that a person obtain a particular certification to act
as a qualified individual on behalf of an importer. As stated previously, we want to provide
flexibility as to how a person can obtain the necessary education, training, and/or experience.

(Comment 58) One comment stresses that the determination as to whether an individual
is qualified to develop and oversee an importer’s FSVP should be a performance-based
evaluation, not a paperwork exercise.

(Response 58) We agree with the comment to the extent that the comment suggests that
an importer should only use a person to conduct FSVP activities who the importer has
determined has the education, training, or experience (or a combination thereof) necessary to
perform those activities. Whether a person is qualified to perform those activities should be
determined by the importer on a case-by-case basis.

(Comment 59) One comment suggests that we add to the definition a requirement that
the qualified individual understands the language of the country in which the foreign supplier is
located.

(Response 59) We agree a qualified individual must be able to read and understand the

language of any records that the individual must review in performing FSVP activities. This
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would ensure the individual responsible for performing FSVP activities is able to provide
meaningful supplier verification, and is especially important in the imports context in which
individuals in the United States must verify suppliers in countries where records may be kept in
languages other than English. We therefore have revised the definition of “qualified individual”
to specify that a qualified individual must have the ability to read and understand the language of
any records the person must review in performing FSVP activities (this requirement is separately
set forth in § 1.503(a) of the final rule). As discussed more fully in section 111.K.3.a of this
document, we have deleted the proposed requirement in 8 1.510(b) of the proposed rule that all
FSVP records be maintained in English, and we have added a requirement that, upon Agency
request, the importer must provide an English translation of a record in another language in a
reasonable period of time.

(Comment 60) One comment requests that we clarify the statement in the proposed
definition of qualified individual regarding the “standard curriculum” for training in the
development and application of risk-based preventive controls recognized by FDA as adequate.
The comment also asks that we explain how a qualified individual could be qualified through job
experience to develop and implement a food safety system and state whether and how the
Agency will recognize industry providers of training programs. One comment requests that we
provide a process by which foreign training in risk-based preventive controls can be recognized
as equivalent or adequate. The comment asserts that it would be unreasonable to expect FDA-
recognized training to be available in all languages and in all countries exporting food to the
United States, and it also would be unreasonable to require foreign suppliers to travel to the

United States to obtain the required training.
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(Response 60) As discussed in the preamble to the final rule on preventive controls for
human food, we are working to develop general guidance on hazard analysis and preventive
controls. We also intend to work with the Food Safety Preventive Controls Alliance (FSPCA) to
develop selected sections of model food safety plans for several food types that will provide
instructional examples. In addition to the preventive controls curriculum, we intend to develop a
curriculum regarding FSVP that will be available as an option for importers and other
stakeholders. It will be the responsibility of a person providing training in preventive controls to
ensure the training is at least equivalent to that provided under a standardized curriculum
recognized as adequate by FDA. Training providers will not need to obtain express approval
from the Agency to use any particular curriculum. In addition, the qualified individuals used by
importers to perform FSVP activities related to preventive controls will not be required to obtain
training in the United States.

However, we have concluded it is not necessary to include in the regulation a
requirement that qualified individuals performing FSVP activities related to a foreign supplier’s
preventive controls complete a specified training in preventive controls. Instead, the 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,
training in the development and application of preventive controls available in (or comparable
to) the curriculum that FDA is developing with the FSPCA. 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.
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(Comment 61) One comment suggests that we revise the definition of qualified
individual to refer to a person being qualified to “develop and apply” a food safety program
rather than “develop and implement” such a program to be consistent with the proposed
regulations on preventive controls for human food.

(Response 61) Although we agree that this change would be appropriate, we have
deleted the reference to specialized training in preventive controls from the definition of
qualified individual. However we will take this suggestion into consideration in developing our
guidance on appropriate training for qualified individuals.

(Comment 62) One comment suggests that we consider including requirements for
ongoing training to ensure qualified individuals stay current in the latest developments relevant
to their credentials.

(Response 62) Because the definition for “qualified individual” already requires that
such individuals be qualified to perform FSVP activities, we do not believe it is necessary to
establish specific requirements for ongoing training. If developments over time cause a person’s
education, training, and experience to be inadequate to perform FSVP activities, that person
would no longer be a qualified individual and the individual might need to obtain additional
education, training, or experience.

(Comment 63) One comment requests that we specify that to be considered a qualified
individual, a foreign government employee should meet the same stringent requirements as those
who are privately employed.

(Response 63) All persons acting as qualified individuals for an importer--whether

located in the United States or another country, whether a government official or privately
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employed--will be required to have the education, training, or experience (or a combination
thereof) necessary to perform their FSVP activities. Thus, the standard for being a qualified
individual does not vary depending on whether an individual is a foreign government employee.
20. Ready-to-Eat Food

On our own initiative, we are adding a definition of “ready-to-eat food” that is consistent
with the preventive controls regulations. The definition states that ready-to-eat food (RTE food)
means any food that is normally eaten in its raw state or any food, including a processed food,
for which it is reasonably foreseeable that the food will be eaten without further processing that
would significantly minimize biological hazards.
21. Receiving Facility

Also on our own initiative, we are adding a definition of “receiving facility” that is
consistent with the preventive controls regulations. The definition states that a receiving facility
means a facility that is subject to subparts C and G of part 117 (21 CFR part 117) (the
regulations on hazard analysis and risk-based preventive controls and supply-chain programs for
human food) or subparts C and E of part 507 (21 CFR part 507) (the corresponding regulations
for animal food) and that manufactures/processes a raw material or other ingredient it receives
from a supplier. In accordance with the language used in the final regulations on preventive
controls, we refer to the supplier provisions in those regulations as provisions on “supply-chain
programs” instead of “supplier programs.”
22. Very Small Foreign Supplier

In the Supplemental Notice, we proposed to define “very small foreign supplier” as a

foreign supplier, including any subsidiary, affiliate, or subsidiaries or affiliates, collectively, of
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any entity of which the foreign supplier is a subsidiary or affiliate, whose average annual
monetary value of sales of food during the previous 3-year period (on a rolling basis) is no more
than $1 million, adjusted for inflation.

(Comment 64) We received many comments on the proposed definition of very small
foreign supplier. Some comments support the definition while others question the breadth of the
definition and the percentage of imported food it would exclude from full FSVP requirements.
Some comments suggest different eligibility criteria, such as number of employees. Some
comments assert that basing the definition on the U.S. dollar value of sales would provide an
unfair advantage to foreign firms compared to American firms of comparable size because many
foreign suppliers are located in countries with currencies valued much lower than the U.S. dollar.
Some comments assert that using a monetary criterion for very small status is impractical
because of fluctuations in foreign exchange rates and because those rates are not related to any
risk in food; the comments maintain that using this criterion would jeopardize a foreign
supplier’s predictability of business and have negative effects on international trade.

Some comments assert that “very small” status should be based on the foreign supplier’s
sales of food exports to the United States rather than its total food sales. One comment suggests
that it might be difficult for foreign suppliers to determine their average annual monetary value
of food sales because many crops can be used for both food and non-food purposes (such as soil
improvement, planting seed, and biofuels). Some comments suggest that the reference to food
“sales” include returns received by members of cooperatives for the crops the members provide.

One comment states that if a very small foreign supplier is defined on the basis of dollar

revenues, we should clarify whether the adjustment for inflation is to be based on the U.S.



86

inflation rate or the rate in the supplier’s country. The comment also suggests that a neutral
outside source such as the World Bank be used to determine the inflation rate rather than using
rates estimated by individual governments.

(Response 64) As discussed more fully in section 111.M.1 of this document, in response
to these comments and other comments related to the modified requirements we proposed for
very small foreign suppliers, we have deleted the proposed provisions applicable to food
imported from “very small foreign suppliers.” Instead, in alignment with the supply-chain
program provisions of the preventive controls regulations, § 1.512 of the final rule includes
modified requirements for importers of food from certain small foreign manufacturers/processors
and farms. The modified requirements include, among other things, the following:

» Annually obtaining written assurance from the importer’s foreign supplier that the
supplier meets the specified criteria as a certain type of small facility or farm under FDA
regulations on preventive controls, produce safety, or shell egg production, storage, and
transportation;

 Obtaining written assurance at least every 2 years that the small supplier is in
compliance with applicable regulations or (for some small suppliers) that it acknowledges it is
subject to the adulteration provisions of the FD&C Act;

+ Evaluating the foreign supplier’s compliance history and approving suppliers; and

* Establishing procedures to ensure the use of approved suppliers.

As discussed in section 111.M.1 of this document, we conclude that these modified
requirements for food from certain small foreign suppliers are appropriate to align the FSVP and

preventive controls provisions to help provide parity in supplier verification requirements for
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domestic and foreign food producers. We further conclude that basing eligibility for the
modified requirements on different criteria, such as the supplier’s sales of food to the United
States, would not be consistent with this approach. We believe it is appropriate for these
modified verification requirements to be based on the underlying food safety regulations (i.e., the
regulations on preventive controls, produce safety, and shell egg production) because those
regulations themselves provide for modified requirements or exemptions for these food
producers. Because the modified verification provisions for certain small foreign suppliers are
based on the underlying food safety regulations, a foreign supplier’s qualification for these
modified requirements or exemptions depends on the eligibility criteria specified in those
regulations. Concerns regarding the appropriateness of these eligibility criteria are beyond the
scope of this rulemaking.
23. Very Small Importer

In the Supplemental Notice, we proposed to define “very small importer” as an importer,
including any subsidiary, affiliate, or subsidiaries or affiliates, collectively, of any entity of
which the importer is a subsidiary or affiliate, whose average annual monetary value of sales of
food during the previous 3-year period (on a rolling basis) is no more than $1 million, adjusted
for inflation. We stated that the proposed annual sales ceiling of $1 million was consistent with
the definition of “very small business” in the proposed rule on preventive controls for human
food. However, we noted that the definition of “very small business” in the proposed rule on
preventive controls for animal food included an annual sales ceiling of $2,500,000 and different
sales ceilings applied to smaller entities subject to (or not covered under) the proposed produce

safety regulations (i.e., $500,000 in annual produce sales for “small businesses,” $250,000 in
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annual produce sales for “very small businesses,” and $25,000 in annual produce sales for certain
farms not covered under the produce safety regulations), and we sought comment on whether
and, if so, how we should take these definitions into account in defining very small importers and
very small foreign suppliers.

(Comment 65) Some comments support defining “very small importer” consistently with
the definition of “very small business” in the regulation on preventive controls for human
food. Other comments support a definition of very small importer for animal food that is
consistent with the proposed definition of very small business in the preventive controls for
animal food regulation. Some comments asserting that our proposed definition is inconsistent
with some other FSMA definitions of small entities nevertheless also express concern about
practical challenges of having different annual sales ceilings for different types of imported food.
Some comments support using an annual food sales ceiling of $500,000 as originally proposed.

(Response 65) We agree with the comments that the definition of very small importer
should be consistent with the definitions of very small business in the preventive controls
regulations. This is particularly important for importers that are also subject to those regulations.
We believe that defining the terms consistently will contribute to a level playing field between
domestic and imported food and will help avoid a situation in which a facility would be a very
small business under the preventive controls regulations but not a very small importer under
FSVP, or vice versa.

Given that our very small importer definition was already designed to track the definition
of very small business in the preventive controls for human food regulation, we are only adding

new language to address the inconsistency between the very small importer definition and the
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very small business definition in the regulation on preventive controls for animal food.
Therefore, the final rule states that, with respect to animal food, a very small importer means an
importer (including any subsidiaries and affiliates) averaging less than $2.5 million per year,
adjusted for inflation, during the 3-year period preceding the applicable calendar year, in sales of
animal food combined with the U.S. market value of animal food imported, manufactured,
processed, packed, or held without sale--as discussed in the following paragraphs). For
importers that import both human and animal food, the $1 million ceiling applies to the human
food imported and the $2.5 million ceiling applies to the animal food imported. For example, if
an importer imports $1.5 million of human food and $1 million of animal food, the importer
would be a very small importer for the purposes of its animal food (i.e., the importer would be
subject to modified requirements for this food) but would not be a very small importer for the
purposes of its human food (i.e., the importer would be subject to the standard supplier
verification requirements for this food). This is consistent with the way facilities that produce
both human and animal food domestically are treated under the preventive controls regulations.
Another change we are making to the very small importer definition to make it more
consistent with the very small business definitions in the preventive controls regulations is to
address the circumstances in which an importer charges fees for importing food. Because the
definition in the Supplemental Notice concerned “sales of food,” it was unclear how entities that
charge fees but do not “sell” food would be treated. As discussed more fully in section I11.M of
this document, a principal reason that we are comfortable with modified requirements for food
imported by very small importers is that these firms are likely to be importing a relatively low

volume of food into the United States. As we stated in the preamble to the proposed rule, sales
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of food is a proxy for volume. We need a different proxy for importers of food that do not have
food sales, such as certain warehouses and repacking facilities. Therefore, we are clarifying that
importers that do not have sales of food, per se, should calculate the U.S. market value of the
food they import to determine whether they do not exceed the monetary ceiling for being a very
small importer. If an importer has some sales of food and conducts some of its food importation
business in exchange for fees, the importer must add the sales of food and the U.S. market value
of the food imported without sale to determine whether it is a very small importer.

(Comment 66) One comment finds the phrase “on a rolling basis” in the definition of
very small importer to be confusing.

(Response 66) In response to this comment and to be consistent with the very small
business definitions in the preventive controls regulations, we are removing the phrase “on a
rolling basis” from the definition. Instead, we are specifying that the average annual sales must
be calculated, adjusted for inflation, during the 3-year period preceding the applicable calendar
year.

(Comment 67) Some comments request that we base annual sales on different
criteria. Several comments request that the annual sales ceiling be based on sales to the United
States rather than worldwide. Some comments similarly request that the ceiling apply only to the
value of food imported into the United States rather than an importer’s total annual food sales.
Some comments assert that it would be difficult for FDA to determine which products are
intended for export and which are for domestic consumption. One comment supports an annual

sales ceiling of $2 million if we decide to base the number on worldwide sales.
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(Response 67) We disagree that the annual sales ceiling should be based on sales to the
United States rather than worldwide or only to the value of food imported as opposed to an
importer’s total annual food sales. By establishing modified requirements for very small
importers, we are providing practical allowances for entities we believe pose a relatively low risk
of causing harm to consumers. An importer that sells more than the ceiling dollar amount poses
more risk. We also affirm our tentative conclusion from the proposed rule that, given the risk to
overall public health, the modified requirements we put in place are adequate to provide
assurances that the foreign suppliers to these importers produce food in compliance with
processes and procedures that provide the same level of public health protection as those
required under section 418 or 419 of the FD&C Act (as applicable) and in compliance with
sections 402 and 403(w) of the FD&C Act (as applicable). This approach is consistent with the
approach we are taking with respect to very small businesses under the preventive controls
regulations.

B. Applicability and Exemptions (§ 1.501)

We proposed to specify (in § 1.501(a)) that the FSVP regulations would apply to all food
imported or offered for import into the United States and to the importers of such food, except to
the extent that we set forth proposed exemptions in 8 1.501. In response to comments, we have
made some changes to the exemptions and added certain exemptions.

1. Exemption for Certain Juice and Seafood Products

In accordance with section 805(e) of the FD&C Act, we proposed to exempt from the

FSVP regulation juice, fish, and fishery products imported from a foreign supplier that is

required to comply with, and is in compliance with, the regulation on juice in part 120 (21 CFR
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part 120) or the regulation on fish and fishery products in part 123 (21 CFR part 123) (proposed
8 1.501(b)). We further proposed to specify that importers of juice or fish and fishery products
that are subject to the requirements applicable to importers of those products under § 120.14 or §
123.12, respectively (the “HACCP importer regulations”), must comply with those requirements.
(Comment 68) One comment expresses concern about the proposed exemption for
seafood products. The comment maintains that because the seafood HACCP regulation does not
require onsite auditing to verify the foreign supplier’s compliance with that regulation, there is
no assurance of compliance. The comment contends that the exemption for seafood products is
not consistent with congressional direction and the stated intent of the FSVP regulation.
(Response 68) We do not agree. The exemption for fish and fishery products in
8 1.501(b)(1) of the final rule provides that the FSVP regulation does not apply to products
imported from a foreign supplier that is required to comply with, and is in compliance with, the
regulation on fish and fishery products in part 123. Among other things, part 123 requires
importers to comply with requirements for imported fish and fishery products, which may
include implementing written procedures for ensuring that imported products were processed in
accordance with the HACCP regulation, including the use of “affirmative steps” such as
obtaining continuing lot-specific certificates from an appropriate foreign government inspection
authority or competent third party, or regularly inspecting foreign processor facilities (see
8 123.12). Thus, § 1.501(b)(1) makes clear that importers of fish and fishery products are
responsible for verification, but must do so under the regulation specific to fish and fishery
products in part 123. As for the comment that the seafood HACCP exemption is inconsistent

with congressional intent, we do not agree. Section 805(e) of the FD&C Act states that the
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FSVP requirements “shall not apply to a facility if the owner, operator, or agent in charge of
such facility is required to comply with, and is in compliance with,” the HACCP regulation for
seafood (as well as juice). Thus, Congress specifically exempted facilities that are required to
comply with, and are in compliance with, the seafood HACCP regulation from the scope of the
FSVP regulation. We therefore conclude that it is consistent with congressional intent to exempt
from the FSVP regulation the importation of seafood that is required to comply with, and is in
compliance with, the seafood HACCP regulation in part 123.

(Comment 69) One comment asserts that the proposed exemption for juice is narrower
than the statutory exemption because it applies to imported juice products but not ingredients.
The comment requests that the exemption be applied to all ingredients and raw materials used in
a facility that is subject to and in compliance with the juice HACCP regulation provided those
ingredients will be used in the production of juice products subject to the HACCP regulation.

(Response 69) We agree with the comment that we should broaden this exemption. As
we stated in the preamble to the FSVP proposed rule, the meaning of the reference to a juice or
seafood “facility” in section 805(e)(1) and (e)(2) of the FD&C Act is subject to multiple
interpretations (78 FR 45730 at 45745). We discussed the possibility that the reference to
“facility” might be intended to apply to a foreign supplier of juice or seafood or to an importer of
such food. We tentatively concluded that Congress intended that section 805(e)(1) and (e)(2)
apply to food being imported from foreign suppliers in compliance with FDA requirements for
juice or seafood HACCP.

However, as the comment notes, applying section 805(e)(1) and (e)(2) only to food being

imported from HACCP-compliant foreign facilities would mean that importers that are also juice
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or seafood facilities would need to conduct supplier verification for the raw materials and other
ingredients they import for use in juice and seafood products that are processed in accordance
with the HACCP regulations. However, in enacting section 805(e)(1) and (e)(2), we believe that
Congress intended to exclude food covered by and in compliance with the HACCP requirements
from section 805 of the FD&C Act. This exclusion likely reflects a determination that the HACCP
regulations in parts 120 and 123 make application of section 805 unnecessary because those
regulations require processors to adequately address applicable hazards.

We therefore conclude that a more reasonable interpretation is that Congress intended to
exempt from the FSVP requirements the activities of a facility that are subject to the juice or seafood
HACCP regulations in part 120 or 123. Under this interpretation, the exemption applies not only to
the importation of food produced by a foreign supplier subject to and in compliance with those
regulations, but also to the importation of raw materials or other ingredients by U.S. facilities for use
in processing juice and seafood products in accordance with the regulations. We conclude that this
interpretation would fulfill the apparent goal of section 805(e)(1) and (e)(2) because importers
that manufacture/process juice or seafood under the HACCP regulations will be addressing all
the hazards in the raw materials or other ingredients they import in accordance with those
regulations. Accordingly, § 1.501(b)(2) of the final rule states the FSVP regulation does not
apply with respect to raw materials or other ingredients an importer uses in manufacturing or
processing juice subject to part 120 or fish and fishery products subject to part 123, provided the
importer complies with the relevant regulation when manufacturing or processing the juice or

seafood product.
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(Comment 70) Some comments express concern regarding the statement in the preamble
to the proposed rule that we are considering whether in the future we should initiate a rulemaking
to revise the HACCP importer regulations in light of the FSVP regulation and FSMA’s increased
emphasis on importers’ role in ensuring the safety of imported food. The comments assert that
although the HACCP importer regulations do not require onsite audits of foreign suppliers, other
requirements under the HACCP regulations ensure food safety. One comment questions whether
revising the juice HACCP regulation would result in additional safety because juice producers
must process juice to achieve a 5-log reduction in the pertinent microorganisms for juice, a
requirement that is not mandated in the FSMA proposed rules.

(Response 70) We agree that the juice and seafood HACCP regulations have
requirements applicable to importers in 8§ 120.14 and 123.12, respectively. At the same time,
we recognize that section 805 of the FD&C Act and the implementing regulation in this final rule
set forth a more comprehensive approach to verification than the existing juice and seafood
HACCP regulations. Consistent with the statement in the preamble to the proposed rule, we
therefore think it is appropriate to consider whether the Agency should in the future initiate a
rulemaking to revise the regulations applicable to importers of juice and seafood. We believe
that the comment on the juice HACCP processing requirements is misplaced because the FSVP
regulation concerns verification that the food safety requirements applicable to the
manufacturing/processing, growing, or raising of food are met, not the establishment of the food

safety requirements themselves.
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2. Exemption for Food Imported for Research or Evaluation

In proposed § 1.501(c), we proposed to exempt from the FSVP regulation food that is
imported for research or evaluation use, provided that:

* The food is not intended for retail sale and is not sold or distributed to the public;

» The food is labeled with the statement “Food for research or evaluation use”; and

» When filing entry with CBP, the customs broker or filer for the food provides an
electronic declaration that the food will be used for research or evaluation purposes and will not
be sold or distributed to the public.

We further proposed to specify that food is imported for research or evaluation purposes
only if it is imported in a small quantity that is consistent with a research, analysis, or quality
assurance purpose and the entire quantity is used for this purpose. We proposed this exemption
from the FSVP requirements consistent with section 805(f) of the FD&C Act.

(Comment 71) One comment asks that we require that the statement “Food for research
or evaluation use” be placed on a permanently affixed label.

(Response 71) We do not believe that it is necessary to specify that the label be
permanently affixed to the food covered by this exemption. However, in proposing to require
that the food eligible for this exemption be labeled with the statement “Food for research or
evaluation use,” we stated that this requirement was intended to help ensure that the food is, in
fact, not intended for retail sale and is not sold or distributed to the public. We therefore expect
that such labels will be securely attached to the food so they remain on the food until the food is

used for research or evaluation to ensure that it is not sold or distributed to the public.
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(Comment 72) One comment maintains that the regulation should not require the
importer to declare electronically that a food will be used for research and evaluation purposes,
asserting that the requirement to label the food should be sufficient.

(Response 72) We do not agree. We stated in the preamble to the proposed rule that the
intent of requiring this declaration at entry was to help ensure that the food is, in fact, not
intended for retail sale and is not sold or distributed to the public. The electronic declaration
requirement also provides an efficient and effective means of determining whether a food is
exempt under § 1.501(c). For example, the electronic declaration will mean that the designation
for research and evaluation use is readily available to FDA during entry review of the food. We
believe that the electronic declaration requirement will allow us to efficiently enforce this
exemption and thus efficiently enforce section 805(f) of the FD&C Act.

(Comment 73) Some comments request that we interpret “small quantity” flexibly to
allow for variance based on the type of food product, the purpose of the research or evaluation,
and other factors. Some comments suggest that we interpret research and evaluation use on a
case-by-case basis. One comment asserts that the amount of food needed for research or
evaluation varies and is not always a small quantity; therefore, the comment suggests that we
remove the term “small quantity” or replace it with a phrase such as “amounts not to exceed the
amount reasonably sufficient to conduct” the research or evaluation. Some comments maintain
that the quantity should not matter as long as the imported food will be used exclusively for
research or evaluation and will not enter commerce.

(Response 73) We do not agree that we should remove or replace the term “small

quantity” in § 1.501(c). In drafting section 805(f) of the FD&C Act, Congress specified that the
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exemption for research and evaluation purposes is for “small quantities” of food. Thus, it would
not be consistent with the intent of the exemption if we removed the specification that the
exemption applies to small quantities of food. As for replacing the term “small quantity” with a
term such as “amounts not to exceed the amount reasonably sufficient to conduct” the research
or evaluation, we decline this request for the same reason; the limitation regarding “small
quantities” is consistent with congressional intent. To the extent the comments take the position
that some flexibility is needed in administering the “small quantities” limitation, we agree.
Because we understand that the amount of food used in research can vary based on the type of
food, the nature of the research, and other factors, we intend to address in the FSVP draft
guidance the quantity of food that is consistent with the “small quantities” limitation under
different circumstances.

(Comment 74) One comment suggests that we modify the exemption for food imported
for research or evaluation to require unused amounts to be properly managed to ensure they do
not enter commerce.

(Response 74) We agree and have revised the exemption to specify that any unused
amounts must be properly disposed of. This requirement will help ensure that all food imported
under this exemption is in fact used for the intended purpose of the exemption: research or
evaluation. As such, this requirement will assist us in meeting our statutory obligation under
section 805(f) of the FD&C Act to provide an FSVP exemption for small quantities of food
imported for research and evaluation purposes.

(Comment 75) Some comments request an exemption from the FSVP requirements for

food samples imported for trade shows. The comments maintain that trade show food samples
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provide an important marketing opportunity for small and medium companies at the early stage
of expanding their business in the United States, and they contend it would be difficult for such
companies to comply with the FSVP regulation.

(Response 75) We do not agree that it is appropriate to exempt from the scope of the
FSVP requirements food samples imported for consumption at trade shows. Section 805(f) of
the FD&C Act directs FDA to establish an exemption for food imported in small quantities for
research and evaluation purposes, “provided that such foods are not intended for retail sale and
are not sold or distributed to the public.” Because food imported for consumption at trade shows
would be sold or distributed to the public generally (i.e., anyone could attend the trade show), we
conclude that exempting such food from the FSVP regulation would be inconsistent with the
limitation in section 805(f). We also believe such an exemption would be inconsistent with the
broader intent of section 805, which is to help ensure the safety of imported food.

(Comment 76) One comment requests that pet food imported for use in in-home studies
conducted under contracts with pet owners be exempt from the FSVP requirements.

(Response 76) Provided that food imported for use in such in-home studies is imported
in small quantities and meets the additional requirements of § 1.501(c), we agree that such food
would be exempt from the FSVP requirements. Because the food would be used as part of a
defined study with a discrete set of test subjects for research and evaluation purposes, it does not
appear that such food would be sold or distributed to the general public.

(Comment 77) One comment asks that we clarify that if materials produced in a research

and development facility will be used in products that are consumed by the public, such as in
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market research activities like home-use tests, consumer panels, and sales samples, the facility
will be subject to the FSVP regulation.

(Response 77) Imported food that is sold or distributed to the public is not eligible for
the exemption for food for research and evaluation purposes in § 1.501(c). Therefore, if the
comment is referring to a foreign supplier that is a research and development facility but is
producing food to be distributed or made available to the public generally (rather than provided
under defined research conditions with a discrete set of test subjects), that food imported from
that foreign supplier would not be exempt from FSVP. If the comment is referring to an
importer that is a research and development facility using imported food to produce food
products to be distributed to the public, the importer will be subject to FSVP for that food. If the
importer is also a “facility” under section 415 of the FD&C Act and therefore subject to the
preventive controls regulations, and if the facility has established and implemented supply-chain
program requirements for an imported raw material or other ingredient in compliance with
subpart G of part 117 or subpart E of part 507 with respect to the food, the facility would be
deemed to be in compliance with the FSVP requirements, except for the requirements in § 1.509
(see § 1.502(c) of the final rule).

(Comment 78) One comment suggests that if a facility conducts research and
development activities on the same site at which food is manufactured or processed, the
exemption should apply only to the food intended for research or evaluation purposes instead of
all food from the facility.

(Response 78) We agree. The exemption for food imported for research or evaluation

applies only to food that meets the requirements for the exemption set forth in § 1.501(c) of the
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final rule. Importation of other food from a foreign supplier that also provides food for research
or evaluation would not be exempt from the FSVP requirements.

(Comment 79) Some comments request that first shipments of a food imported into the
United States be exempt from the FSVP requirements. According to the comments, the FSVP
regulation might prohibit emerging products from entering the United States and hinder
innovation by foreign suppliers.

(Response 79) We do not agree. In enacting section 805(f) of the FD&C Act, Congress
specified that the exemption for research and evaluation apply only for “food . . . for research
and evaluation purposes.” Congress further specified that the exemption applies “provided that
such foods are not intended for retail sale and are not sold or distributed to the public.”
Extending the exemption to all “first shipments” of a particular food would not be consistent
with that limited exemption.

3. Exemption for Food Imported for Personal Consumption

Consistent with section 805(f) of the FD&C Act, we proposed to exempt from the FSVP
regulation food that is imported for personal consumption, provided such food is not intended for
retail sale and is not sold or distributed to the public (proposed § 1.501(d)). We proposed to
specify that food is imported for personal consumption only if it is purchased or otherwise
acquired by a person in a small quantity that is consistent with a non-commercial purpose and is
not sold or distributed to the public.

(Comment 80) One comment asserts that the term “small quantity” is subjective and asks
whether we will clarify the term. However, one comment asks that we not define “small

quantity” because doing so might conflict with other FDA food regulations (e.g., 21 CFR
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1.277(b)(1) and 1.327(m)) that refer to food for “personal consumption” or “personal use”
without further elaboration. This comment suggests that if we do define “small quantity” for
personal consumption, we should allow importation of a supply of a given food that would
permit at least a number of years” worth of personal consumption (assuming the food item is
shelf stable).

(Response 80) We conclude it is not appropriate to define “small quantity” for purposes
of the exemption for food imported for personal consumption. The determination of what
quantity of food is “consistent with a non-commercial purpose” must be made on a case-by-case
basis and might vary depending on the type of food and other factors. In some cases, a supply
that exceeds what one person might consume in a relatively short period of time might suggest a
commercial purpose (and thus fall outside of the personal consumption exemption for FSVP). In
other cases, a small supply that one person might consume over a period of years might be
consistent with a personal consumption purpose and therefore might fall within the scope of the
personal consumption exemption in § 1.501(d). However, in all cases the quantity of imported
food would have to be consistent with a non-commercial purpose and the food could not be sold
or distributed to the public in order to be subject to the exemption.

(Comment 81) One comment expresses concern that the exemption for personal
consumption might be abused. The comment asserts that foods are often shipped or smuggled
into the United States purportedly for personal use but are instead sold at ethnic food stores. The
comment recommends that FDA and State and local agencies share information about such food

to better control such violations.
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(Response 81) We agree it is important that agencies involved in ensuring the safety of
food imported into the United States share relevant information when possible and permitted by
law. We routinely work with our State and local regulatory partners to address activities
affecting the safety of imported food, and we intend to include implementation of the FSVP
regulation among these activities. To the extent we become aware of any abuses of the personal
consumption exemption in § 1.501(d), we intend to take appropriate action in response.

4. Exemption for Alcoholic Beverages

Under proposed § 1.501(e), we proposed to exempt from the FSVP regulation alcoholic
beverages that are imported from a foreign supplier that is a facility that meets the following two
conditions:

* Under the Federal Alcohol Administration Act (FAAA) (27 U.S.C. 201 et seq.) or
chapter 51 of subtitle E of the Internal Revenue Code of 1986 (26 U.S.C. 5001 et seq.), the
facility is a foreign facility of a type that, if it were a domestic facility, would require obtaining a
permit from, registering with, or obtaining approval of a notice or application from the Secretary
of the Treasury as a condition of doing business in the United States; and

* Under section 415 of the FD&C Act, the facility is required to register as a facility
because it is engaged in manufacturing/processing one or more alcoholic beverages.

We also proposed that the FSVP regulation would not apply to food other than alcoholic
beverages that is imported from a foreign supplier described in § 1.501(e)(1) provided that such
food:

(1) Is in prepackaged form that prevents any direct human contact with such food; and
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(2) Constitutes not more than 5 percent of the overall sales of the facility, as determined
by the Secretary of the Treasury.

We tentatively concluded that these provisions were consistent with the provisions on
alcohol-related facilities in section 116 of FSMA (21 U.S.C. 2206(a)) and the proposed
regulation on preventive controls for human food.

(Comment 82) Some comments request that we exempt from the FSVP requirements
importation of raw materials and ingredients (e.g., grapes, grains, hops, flavors) used to produce
alcoholic beverages. The comments maintain that such an exemption would be consistent with
the regulations on preventive controls for human food and accreditation of third-party auditors.
The comments further assert that such an exemption would ensure consistency between domestic
and foreign facilities and be consistent with Congressional intent regarding section 116 of
FSMA.

(Response 82) For the reasons stated in the following paragraphs, we agree that some
importers that import raw materials and other ingredients used to produce alcoholic beverages
should be exempt from the FSVP regulation, but only with respect to alcoholic beverages an
importer manufactures/processes, packs, or holds at a facility that meets the requirements to be
exempt from the preventive controls regulation under § 117.5(i) and as further described in the
following paragraphs.

We believe that the context and purpose of FSMA supports this approach. Section 116(a)
of FSMA provides that, except as provided by certain listed sections in FSMA, nothing in that
act, or the amendments made by it, shall be construed to apply to a facility that (1) under the

FAAA (or chapter 51 of subtitle E of the Internal Revenue Code of 1986) is required to obtain a
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permit or to register with the Secretary of the Treasury as a condition of doing business in the
United States; and (2) under section 415 of the FD&C Act is required to register as a facility
because such facility is engaged in manufacturing, processing, packing, or holding one or more
alcoholic beverages (with respect to the activities of such facility that relate to the
manufacturing, processing, packing, or holding of alcoholic beverages).

The regulation on preventive controls for human food includes provisions implementing
section 116 of FSMA. As reflected in the final rule on preventive controls for human food, FDA
has determined that the alcoholic beverage exemption contemplated by section 116 exempts
from the preventive controls regulation alcoholic beverages at facilities meeting the two
specified conditions in section 116. (The exemption from the preventive controls regulation also
applies with respect to food other than alcoholic beverages at facilities described in the
exemption, provided such food is in prepackaged form that prevents direct human contact with
the food and constitutes not more than 5 percent of the overall sales of the facility.) Notably, we
interpret the exemption to apply not only to domestic facilities that are required to secure a
permit, registration, or approval from the Secretary of the Treasury under the relevant statutes,
but also to foreign facilities of a type that would require such a permit, registration, or approval if
they were domestic facilities.

In the FSVP proposed rule, we discussed two possible approaches to interpreting section
116 of FSMA for purposes of the FSVP regulation. In doing so, we noted that section 116 is
premised in part on status as a facility required to register under section 415 of the FD&C Act
(section 116(a)(2) of FSMA). We also noted that under the definition of “importer” in the

proposed rule, an “importer” under the FSVP regulation might be a registered facility but would
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not necessarily be one. Given section 116’s emphasis on status as a facility that is required to
register under section 415 of the FD&C Act, we noted that one approach to implementing section
116 would be to base an exemption from the FSVP regulation on whether the importer of an
alcoholic beverage was a registered facility. The second approach we identified was to focus on
the foreign supplier and to exempt from the FSVP regulation alcoholic beverages from foreign
suppliers that would be exempt from the preventive controls regulation. As explained in the
proposed rule, we proposed to adopt the second approach.

In reaching this tentative conclusion we noted that, under the first approach, firms might
import the same product (e.g., a bottled alcoholic beverage) and one firm would be eligible for
the alcoholic beverage exemption from the FSVP regulation because it is required to register
(e.g., it packs or holds the alcoholic beverage), while the other would not be eligible for this
exemption because it is not required to register (e.g., it is a commodity broker that does not
manufacture, process, pack, or hold food for consumption in the United States, or it is a
restaurant or retailer). The latter importer would need to conduct supplier verification under
section 805 of the FD&C Act while the former would not.

The second approach of focusing on the foreign supplier, however, tentatively seemed to
be more consistent with FDA’s approach to alcoholic beverages in the proposed regulations on
preventive controls for human food. Under this approach, if an alcoholic beverage is being
imported, the foreign supplier would, by definition, be a facility that is required to register with
FDA. Our proposed definition of “foreign supplier” meant that the supplier would be engaged in
manufacturing/processing the alcoholic beverage and that this beverage would not undergo

further manufacturing/processing before being exported to the United States, except for labeling
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or any similar activity of a de minimis nature (see § 1.226 regarding foreign facility registration).
Under this interpretation, whether an imported food is exempt from section 805 of the FD&C
Act would not depend on who the importer happens to be, but on the nature of the product being
imported--whether the foreign supplier and the food in question (i.e., the alcoholic beverage or
food other than alcoholic beverages) meet the requirements for exemption under section 116 of
FSMA. We tentatively concluded that this interpretation was consistent with the preventive
controls proposed regulation because, in considering the two proposals together, if a foreign
supplier is exempt from section 418 of the FD&C Act by operation of section 116 of FSMA for a
particular food, then the importer would not be required to conduct verification of the supplier
for the food under section 805.

In proposing this second approach, however, we created an unanticipated inconsistency
with the preventive controls regulation. Under the proposed FSVP regulation, a facility that
meets the requirements for the alcoholic beverage exemption under § 117.5(i) of the regulation
on preventive controls for human food could nevertheless be subject to the FSVP regulation if it
imports, for example, raw materials to be used in the manufacture/processing of alcoholic
beverages. Because the importer/facility would be exempt from the preventive controls
regulation under § 117.5(j), it would not be required to establish and implement a risk-based
supplier program under that regulation. That would mean that the importer would not be exempt
from most FSVP requirements under the proposal to deem importers in compliance if they are
required to establish and implement a risk-based supplier program under the preventive controls
regulation, and are in compliance with those requirements. This is because only importers

required under the preventive controls regulation to establish and implement such a supplier
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program could be deemed in compliance under that proposal. Under the proposed FSVP
regulation, such an importer would not be exempt from FSVP because the food it imports would
not be alcoholic beverages from a foreign supplier that meets the proposed requirements for the
FSVP alcoholic beverage exemption. For facilities that meet the requirements for the alcoholic
beverage exemption under § 117.5(i) and that also import raw materials for use in the
manufacture/processing of alcoholic beverages, the result of this proposed approach would be to
simultaneously exempt such facilities from the supplier verification requirements of the
preventive controls regulation by operation of § 117.5(i), while requiring such facilities to
conduct supplier verification activities under the FSVP regulation because they import food that
would not be subject to the FSVVP proposed exemption for alcoholic beverages.

We conclude that such a result would not be consistent with the risk-based public health
principles underlying section 805 of the FD&C Act and FSMA generally. In enacting section
116 of FSMA, Congress must have considered it a lower public health priority to apply FSMA’s
core requirements to the manufacture/processing, packing, and holding of alcoholic beverages.
Congress may have made such a conclusion in light of the potential antimicrobial function of the
alcohol content in such beverages and the concurrent regulation of alcoholic beverage-related
facilities by both FDA and the Alcohol and Tobacco Tax and Trade Bureau (TTB). In this
context, we concluded that section 116 of FSMA should be interpreted to indicate that the
manufacturing, processing, packing, or holding of alcoholic beverages at most alcohol-related
facilities should not be subject to the preventive controls requirements of FSMA. For that
reason, we established § 117.5(i). As discussed in the previous paragraphs, we included supplier

verification requirements in the preventive control regulation. As a result, requiring alcohol-
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related facilities that are exempt from the supplier verification requirements in the preventive
controls regulation under § 117.5(i) to nevertheless conduct supplier verification for imported
ingredients used in the manufacture/processing of alcoholic beverages would effectively undo
part of the exemption established by § 117.5(i).

For these reasons, we conclude that it is appropriate to adjust the scope of the alcoholic
beverage exemption in the FSVP regulation. The final rule continues to exempt the alcoholic
beverages that the proposed rule proposed to exempt, but also adds an exemption for food used
in the production of alcoholic beverages that is based on the first approach to interpreting section
116 of FSMA that we discussed in the proposed rule, with additional limitations. Specifically,
the final rule adds an exemption that only applies to importers required to be registered under
section 415 of the FD&C Act, when such facilities are exempt from the preventive controls
regulation under § 117.5(i). This exemption applies to food, such as grapes, hops, grains, and
other ingredients, that is used by the importer in the manufacturing/processing, packing, or
holding of alcoholic beverages.

Also in this final rule, we are clarifying the exemption for food that is not an alcoholic
beverage imported from foreign suppliers described in 8 1.501(e)(1) that is in prepackaged form
preventing any direct human contact with the food, when such food constitutes not more than 5
percent of the overall sales of the facility. Instead of using the term “food other than alcoholic
beverages” to describe the applicability of the exemption, as we proposed, we are now using the

term “food that is not an alcoholic beverage.”
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5. Inapplicability to Food That Is Transshipped or Imported for Further Processing and Export

We proposed that the FSVP regulations would not apply to food that is transshipped
through the United States to another country or to food that is imported for future export and that
is neither consumed nor distributed in the United States.

(Comment 83) One comment expresses concern that the exemptions for transshipped food
and food imported for further processing inappropriately shift the burden for ensuring the safety of
imported food to the domestic manufacturer.

(Response 83) As stated in the preamble to the proposed rule, section 805 of the FD&C
Act is designed to require importers to take affirmative steps to verify the compliance of the food
with U.S. safety requirements. Given that context, we tentatively concluded that section 805 is
not intended to apply to food that is neither consumed nor distributed in the United States and
that is imported for further processing and export. We have not received any comments in
response to the proposed rule that have caused us to change this tentative conclusion. The final rule
therefore retains the exemption for transshipped food and for food that is imported for further
processing and export. However, we are making several clarifications to these exemptions. First, we
are clarifying that the exemption for transshipment only applies to food that is neither consumed nor
distributed to the public in the United States. Second, the exemption for food that is imported for
export applies when the food is being imported for processing, followed by export. Third, this
exemption applies when the food is not consumed or distributed to the public in the United States.
(The proposed rule proposed to specify that the exemption would apply when the food is not
“consumed or distributed” in the United States, but did not explain that distributed means

“distributed to the public.”)
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To the extent that the comment suggests that the exemptions place an unfair burden of
ensuring the safety of imported food on U.S. manufacturers, we do not agree. By definition,
U.S. manufacturers are not involved in the manufacturing/processing of transshipped food and
thus are not affected by such food. We also believe the exemptions are consistent with the intent
of section 805 of the FD&C Act.

(Comment 84) One comment asks whether the exemption for transshipped food applies
to all imported food or only food that is bonded by CBP, which permits merchandise to be
moved from one port to another without the merchandise being appraised or duties imposed.

(Response 84) The exemption for transshipped food applies to all food that is
transshipped through the United States to another country, provided that the food is not
consumed or distributed to the public in the United States. The exemption does not hinge on
whether the food is bonded by CBP.

6. U.S. Goods Returned

(Comment 85) Several comments asked that the transshipment exemption apply to food
that is produced in and exported from the United States and is returned to the exporter after being
rejected by the foreign purchaser or a foreign government (referred to as “U.S. goods returned”
or “American goods returned”), sometimes for reasons other than the safety of the food.
(Several other comments also asked for such an exemption, independent of the transshipment
exemption.) One comment maintains that conducting verification for food that is returned to its
U.S. producer in its original packaging would not constitute risk-based verification because there
would be no hazards in such food. One comment asserts that because entries of U.S. goods

returned are easily identified by their Harmonized Tariff Schedule (HTS) code, FDA should be
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able to manage any risks with such food through other mechanisms, including the Predictive
Risk-based Evaluation for Dynamic Import Compliance Targeting (PREDICT) electronic import
screening system. The comments maintain that the FSVP requirements should not apply to U.S.
goods returned because there is no foreign supplier of the food and the “importer” of the food
would be conducting verification of its own operations.

(Response 85) We agree in part and disagree in part. Considering the context of section
805 of the FD&C Act, under which the importer must take affirmative steps to verify the
compliance of imported food with U.S. safety requirements, we reaffirm our tentative conclusion
(stated in the preamble to the proposed rule) that section 805 is not intended to apply to food that
IS neither consumed nor distributed in the United States. Therefore, we are finalizing 8 1.501(f)
with a few minor changes.

We think that similar considerations make it reasonable to conclude that the FSVP
requirements do not apply to food that is manufactured/processed, raised, or grown in the United
States, exported, and then returned to the United States. Although section 805 of the FD&C Act
applies to “each importer” and “the food imported by the importer or agent of an importer,” we
think that section 805 of the FD&C Act is not intended to apply to circumstances in which there
would not be a true foreign supplier of the food. Applying FSVP requirements in such
circumstances would not be consistent with the underlying purpose of the FSVP provisions.
Section 805(¢c)(2)(A) states that FDA’s implementing regulations must require that the FSVP of
each importer be adequate to provide assurances that each of the importer’s foreign suppliers
produces food in compliance with processes and procedures, including risk-based preventive

controls, that provide the same level of public health protection as those required under sections
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418 or 419 of the FD&C Act, as appropriate, and in compliance with sections 402 and 403(w) of
the FD&C Act. Section 805(c)(2)(B) states that these regulations must include such other
requirements as FDA deems necessary and appropriate to verify that food imported into the
United States is as safe as food produced and sold within the United States. Food that is
originally manufactured/processed, grown, harvested, or raised in the United States is generally
already subject to sections 402, 403(w), 418, and 419 of the FD&C Act, as applicable, and is
therefore already subject to requirements that the food be as safe as other food produced and sold in
the United States. Therefore, there is no reason to subject such food to the FSVP requirements and
doing so would not be consistent with the context and purpose of section 805. Consequently, the
final rule includes a provision, 8 1.501(g), specifying that the FSVP regulation does not apply to such
U.S. foods returned to the United States.
7. Raw Agricultural Commodities

(Comment 86) Some comments request that we exempt commingled or consolidated
RAC:s (other than fruits and vegetables) from the FSVP regulations. Some comments request
specific exemption for such RACs as dairy products, coffee and cocoa beans, and milled rice,
canola meal, and cottonseed used for animal food. The comments maintain that these RACs
generally are low-risk foods and are further processed at facilities in the United States that are
required to register under section 415 of the FD&C Act, and that the U.S. facilities will address
any hazards in the foods. The comments assert that, because of the complexity of RAC supply
chains, it would be prohibitively expensive for importers to conduct supplier verification for all
of the farms associated with consolidated shipments of RACs. The comments maintain that

RACs may change hands many times between the farm and the foreign port facility and also
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between the importer and the U.S. facility that manufactures/processes the RAC. The comments
also contend that, because distributors may refuse to reveal their suppliers for competitive
reasons or may not know the identity of the farms where the RACs are grown, it might not be
possible for the importer to identify the growers. Some comments assert that exemption from
FSVP is appropriate because FDA has not established standards for growers and traders of RACs
that are not subject to the produce safety regulation and has limited standards for others in RAC
supply chains.

(Response 86) We decline to exempt importers of RACs that are not subject to the
produce safety regulation from the FSVP regulation. Although we have not established specific
safety requirements for these RACs under the produce safety regulation, the requirements for
FSVP are separate from the requirements for produce safety. We do not believe that an
exemption for all RACs other than fruits and vegetables--whether commingled, consolidated, or
otherwise--is appropriate. As discussed in response to other comments, section 805 of the
FD&C Act applies to “each importer” and “the food imported by the importer or agent of an
importer.” Given Congress’ decision to include exemptions for some types of food (e.g., seafood
and juice products subject to, and in compliance with, FDA’s HACCP regulations), but not
RACs, we believe that Congress intended for FDA to establish FSVP regulations to ensure that
imported RACs of the type discussed in the comments are as safe as similar RACs produced in
the United States. As such, the RACs discussed in the comments are subject to the FSVP
regulation, and importers of such RACs generally must conduct supplier verification activities in
accordance with the FSVP requirements. However, if an importer determines under § 1.504(f)

of the final rule that there are no hazards requiring a control in a particular RAC, the importer
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would not be required to determine what foreign supplier verification and related activities
would need to be conducted, and the importer would not have to conduct such activities (see
section I11.E.7 of this document).

In addition, as discussed in more detail in section 111.H.2 of this document, under § 1.507
of the final rule, an importer will not be required to conduct the standard supplier verification
activities when the hazards in a food (including a RAC) will be significantly minimized or
prevented by the importer’s customer. Instead, the importer will be required to (1) disclose in
documents accompanying the food that the food is not processed to control identified hazards,
and (2) obtain written assurance that its customer or an entity after its customer is processing the
food for food safety. Similar procedures also are available when an entity in the distribution
chain after the importer’s immediate customer is processing the food for food safety. The final
rule also would not require compliance with the standard supplier verification requirements for
foods that could not be consumed without the application of an appropriate control (as may be
the case with some RACs discussed in the comments) or when the importer implements a system
that ensures control of the hazards in a food at a later distribution step.

8. Produce Rarely Consumed Raw and Food Intended for Commercial Processing

(Comment 87) One comment asks that we exempt from the FSVVP requirements produce
that is rarely consumed raw and produce that is intended for commercial processing
(presumably, processing that would adequately reduce the presence of pathogens), asserting that
such an exemption would be consistent with the exemption for such foods from the produce

safety regulation. Another comment opposes the exemption of produce rarely consumed raw
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from the produce safety regulation and asks that these products not be exempt from the FSVP
regulation.

(Response 87) The final rule does not exempt from the FSVP regulation produce rarely
consumed raw or produce intended for commercial processing, whether or not the processing
would adequately reduce the presence of microorganisms of public health significance.
Regarding produce rarely consumed raw, we are allowing importers to rely on the provisions in
88 1.505, 1.506, and 1.507 instead of providing an exemption. For some produce in this
category, an importer might determine it is appropriate is to conduct supplier verification
activities to ensure that hazards in the food have been significantly minimized or prevented
before importation. For other produce in this category, we are establishing requirements in §
1.507 that we believe are generally more suitable to ensuring the safety of many of these foods
than the standard FSVP requirements and that would not require the importer to conduct standard
supplier verification activities. As described in section I11.H.2 of this document, the final rule
provides flexibility for situations in which an entity in the United States that is not the importer
will control the hazards in a food.

Regarding imported produce intended for commercial processing, under § 1.502(c) of the
final rule, when the importer itself is a receiving facility as defined in the preventive controls
regulations and either (1) implements preventive controls for the hazards in the food, (2) is not
required to implement a preventive control under 8 117.135 or § 507.34, or (3) has implemented
a supply-chain program for the food in compliance with the preventive controls regulations, the
importer would be deemed in compliance with most of the FSVP requirements (except for the

requirements in § 1.509). When such processing is performed by the importer’s customer or a
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subsequent entity, the flexibility provided in § 1.507 would allow the importer to forego supplier
verification activities provided it meets certain other requirements to help ensure that the
processing is adequately performed before the food is consumed.

9. Products Not for Use as Food

(Comment 88) One comment suggests that for a food that may be used for either a food
or non-food use, FDA should regard each shipment of the product offered for import to be food
that is subject to the FSVP regulation unless the statement “Not for food use” is included in the
commercial documentation accompanying the shipment.

(Response 88) Under FDA'’s regulation implementing the prior notice requirements of
the Bioterrorism Act, prior notice must be submitted for each article of food that is imported or
offered for import into the United States (21 CFR 1.281(a)). In our interim final rule on prior
notice, we explained that we will consider a product as one that will be used for food if any of
the persons involved in importing or offering the product for import (e.g., submitter, transmitter,
manufacturer, grower, shipper, importer, owner, ultimate consignee) reasonably believes that the
substance is reasonably expected to be directed to a food use (68 FR 58974 at 58987, October
10, 2003). In the prior notice final rule, we clarified that we consider a dual use substance to be
“food” for the purpose of prior notice if it is reasonably likely to be directed to a food use (73 FR
66294 at 66301, November 7, 2008). Thus, an article of food is subject to the prior notice
requirements if it is capable of multiple uses, provided that it is reasonably likely to be directed
to a food use. We believe that a similar approach is appropriate with respect to FSVP.
Therefore, we conclude that a substance that is capable of multiple uses is subject to the FSVP

regulation if it is reasonably likely to be directed to a food use. We believe this standard is
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appropriate because it will subject substances that are reasonably likely to be directed to a food
use to the FSVP regulation, more so than basing the application of the FSVP regulation on the
existence of a “Not for food use” statement that might not necessarily reflect industry practice or
the likely use of the substance.

10. Food From Foreign Suppliers That Are Part of Same Corporate Structure

In the preamble to the proposed rule, we stated that some importers might obtain food
from foreign suppliers who are part of the same corporate structure as the importer and who
might, along with the importer, be subject to a single, integrated, company-wide approach to
food safety in which hazards are controlled and verified by a common supply chain management
system. We sought comment on whether such importers should be required to conduct foreign
supplier verification or should be subject to different FSVP requirements.

(Comment 89) Several comments request that we exempt from the FSVP regulations
food that is imported from a foreign supplier who is part of the same corporate structure as the
importer. The comments assert that when the importer and the foreign supplier follow the same
food safety standards and practices, supplier verification is unnecessary. Some comments
request that we exempt from the FSVP regulation food that is imported from a foreign supplier
that is an affiliate of the importer; some comments request that the exemption apply when the
foreign supplier of a food is under the same corporate structure as the importer and/or is subject
to the same integrated, company-wide approach to food safety as the importer. However, some
comments express concern that such an exemption might lead to fraudulent schemes to make it

appear as if the importer and the foreign supplier are integrated companies.
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(Response 89) We decline to exempt from the FSVP regulation food an importer obtains
from a foreign supplier that is part of the same corporate structure as the importer. We also
decline to establish an exemption from the FSVP requirements when the foreign supplier and
importer may otherwise be affiliated, and when the foreign supplier and importer are part of the
same company-wide “approach” to food safety. We conclude that the fact that an importer and
its foreign supplier are affiliated and may be operating within a unified corporate structure or
food safety system does not necessarily ensure that the foreign supplier is operating in
compliance with sections 402 and 403(w) of the FD&C Act (where applicable). Nor does such a
relationship necessarily ensure the foreign supplier is operating in compliance with processes and
procedures that provide the same level of public health protection as the requirements under the
preventive controls or produce safety regulations, where applicable. Consequently, importers
should be required to conduct supplier verification in these circumstances. However, we agree
that an importer’s corporate affiliation with its foreign supplier might provide the importer with
greater assurance regarding the supplier’s compliance with applicable requirements under the
FD&C Act. Therefore, an importer of a food from a foreign supplier that is part of the same
corporate structure as the importer and/or is subject to the same integrated, corporate approach to
food safety may take this into account in evaluating the foreign supplier’s performance under
8 1.505 of the final rule and determining appropriate supplier verification activities for the
supplier under § 1.506.

(Comment 90) One comment asserts that requiring supplier verification for imports from
suppliers with the same corporate parent may increase trade burdens in violation of WTO

agreements. The comment provided the example of Company A in San Diego that imports
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finished packaged cereal from Company A in Tijuana, Mexico. The comment states that under
the proposed rule, the company would be required to conduct supplier verification of itself, but
the company would not be required to conduct supplier verification if it had manufactured the
cereal in California. The comment maintains that without exempting the Tijuana-produced food
from FSVP, U.S.-produced goods would receive favorable treatment because FSVP would
impose a paperwork burden for intra-company imports.

(Response 90) We do not agree. FSVP would not impose a trade or paperwork burden
for the intra-company imports described in the comment. If the company in the example
manufactured the cereal product in California, the company would be subject to the supply-chain
program requirements in the preventive controls for human food regulation, and therefore would
be required to verify its ingredient suppliers. It also would be required to review its supply-chain
program records to determine whether the program is effective. Therefore, it is not correct that if
the company manufactured the cereal product in California, it would not need to conduct
verification activities with respect to the product. In addition, FSVP-related verification
activities for the cereal product manufactured in Tijuana need only be commensurate with the
risk posed by the cereal, and the importer of the cereal can take the intra-company relationship
into account in evaluating the foreign supplier and determining appropriate verification activities.
Therefore, we do not believe the FSVP regulation increases trade burdens on importers of
suppliers with the same corporate parent.

We also note that the California facility would be part of a domestic U.S. Integrated Food
Safety System (IFSS) that includes multiple Federal, State, territorial, tribal, and local regulatory

and public health agencies (see the discussion of the IFSS in Response 105). Inspections of
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domestic food facilities (including farms, manufacturing facilities, and retail facilities) are
overseen by a mix of Federal, State, local, tribal, and territorial agencies. When compared to this
comprehensive system of domestic oversight for food production and distribution from farm to
retail (discussed in more detail in section 111.C.1.g of this document), we believe that the supplier
verification requirements for imported foods under the FSVP regulation are no more burdensome
than the oversight and control measures applied to domestic foods. Consequently, the California
facility would be subject to oversight that is no less burdensome than the verification that the
Tijuana facility would face under FSVP.

11. Other Requests for Exemption

(Comment 91) One comment requests an exemption from FSVP based on an agreement
with the foreign government of the country in which the foreign supplier is located. One
comment suggests a product-specific exemption for a foreign supplier who was in compliance
with the foreign government’s applicable regulations.

(Response 91) As discussed more fully in section 111.N of this document and in the
preamble to the proposed rule, we are excluding from many of the standard FSVP requirements
food from foreign suppliers in countries whose food safety systems FDA has officially
recognized as comparable or determined to be equivalent to that of the United States, provided
that the importer documents that certain conditions are met. These modified FSVP requirements
are set forth in 8 1.513 of the final rule. Depending on the scope of the official recognition or
equivalence determination regarding a foreign food safety authority, these modified FSVP
requirements might apply to all foods from suppliers in the relevant country or only certain

products or commodities.
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(Comment 92) One comment suggests that exemptions from the FSVP regulation be
based on factors such as the size of the company, the type of food, and the risk posed by the
food.

(Response 92) As discussed previously, the final rule contains exemptions or partial
exemptions for several types of foods consistent with exemptions provided under section 805(e)
of the FD&C Act. These include exemptions for juice and seafood products and thermally
processed low-acid foods packaged in hermetically sealed containers (“low-acid canned foods”
or LACF) (discussed in section I11.C.2 of this document), subject to certain conditions. Although
the final rule does not exempt very small importers from the FSVP requirements, it contains
modified provisions for these importers that will significantly reduce the number of FSVP
requirements they must meet (see § 1.512 of the final rule and section I11.M of this document).
In addition, the FSVP regulation takes into account the risk posed by foods in several ways (e.g.,
no verification activities required when there are no hazards in a food, certain supplier
verification activity provisions for foods with hazards that can result in serious adverse health
consequences or death to humans or animals (SAHCODHA). These provisions of the rule
adequately address the different risks posed by different foods and businesses of different sizes.

(Comment 93) One comment states that cattle, poultry meat, and egg products should be
exempt from the FSVP regulations because they are subject to regulation by the USDA’s Food
Safety and Inspection Service (FSIS). One comment asks whether the FSVP regulation applies
to live animals intended for consumption, specifically cattle. The comment asserts that for live
cattle imported from Canada, the Canadian government and USDA’s Animal and Plant Health

Inspection Service (APHIS) and FSIS share responsibility for verifying safety (with respect to
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bovine spongiform encephalopathy (BSE)), and it would be duplicative to require the importer to
comply with the FSVP regulation with respect to such cattle.

(Response 93) We agree that an exemption is appropriate with respect to cattle, poultry,
and egg products, but not live animals. The final rule adds § 1.501(h), which states that the
FSVP regulation does not apply to meat, poultry, and egg products that at the time of importation
are subject to the requirements of the USDA under the Federal Meat Inspection Act (FMIA) (21
U.S.C. 601 et seq.), the Poultry Products Inspection Act (PPIA) (21 U.S.C. 451 et seq.), or the
Egg Products Inspection Act (EPIA) (21 U.S.C. 1031 et seg.). We conclude that this provision is
consistent with the context and purpose of FSMA generally, and with section 805 of the FD&C
Act in particular. In enacting section 805, Congress intended to ensure that food imported into
the United States is produced in a manner consistent with U.S. standards. At the same time
Congress enacted section 805, it also enacted section 403 of FSMA (21 U.S.C. 2251), entitled
“Rule of Construction,” which states that nothing in FSMA must be construed to alter or limit
the jurisdiction of the Secretary of the Department of Agriculture. For many decades, USDA has
exercised authority and responsibility over the import of such meat, poultry, and egg products,
and has adopted detailed regulations and procedures implementing this authority. In light of
USDA’s role with respect to the importation of these products, and also in light of section 403 of
FSMA, we conclude that Congress did not intend the FSVP regulation to apply to meat, poultry,
and egg products that at the time of importation are subject to USDA requirements under the
MPIA, PPIA, and EPIA, respectively. We therefore conclude that § 1.501(h) is consistent with

Congress’ intent in promulgating section 403 of FSMA and section 805 of the FD&C Act.
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However, we do not agree that the FSVVP regulation should not apply to live animals,
including cattle, intended for consumption. Live animals raised for food, even though not in
their final, edible form, are considered to be food under the FD&C Act (see United States v.

Tomahara Enterprises Ltd., Food Drug Cosm. L. Rep. (CCH) 38,217 (N.D.N.Y. 1983) (live

calves intended as veal are food); United States v. Tuente Livestock, 888 F. Supp. 1416 (S.D.
Ohio 1995) (live hogs are food)). Further, live animals, such as poultry and cattle, are not
subject to the USDA requirements under the FMIA or PPIA at the time of importation. Indeed,
FDA has exercised authority and responsibility over the importation of live food animals. For
example, FDA’s final rule on prior notice requirements specifically includes live animals that are
imported for food use (see 73 FR 66294 at 66306). Only food that is subject to the requirements
of the USDA under the FMIA, the PPIA, or the EPIA at the time of importation are excluded
from the scope of the FSVP regulation under § 1.501(h).

However, with respect to live animals that are eventually processed at FSIS-inspected
slaughter and production plants or inspected by States under cooperative agreements with FSIS,
we expect that importers likely will determine, in accordance with § 1.507 of the final rule, that
the live animals could not be consumed without application of an appropriate control in the
supply or distribution chain, so that the importers will not be required to conduct an evaluation
under 8§ 1.505 or supplier verification activities under 8 1.506. The principal hazards for such
live animals are chemical hazards such as unlawful drug residues and BSE. FSIS and APHIS
have comprehensive regulatory requirements that control these hazards, including HACCP
requirements. FSIS-regulated meat and poultry establishments are required to conduct a hazard

analysis and consider the food safety hazards that might be expected to arise from, for example,
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drug residues, and are also required to develop systems to guard against these hazards. In
addition, FSIS oversees the requirements related to the identification and control of hazards, and
collects samples of meat, poultry, and egg products and analyzes the samples at FSIS
laboratories for chemical residues of veterinary drugs, among other contaminants. Thus, when
USDA-regulated establishments are in compliance with the USDA-administered HACCP and
other requirements, the hazards associated with the live animals processed at such establishments
ordinarily would be controlled and the live animals could not be consumed without such
controls.

However, importers of live animals of species such as bison and elk that are not
processed at USDA-regulated slaughter and production plants under HACCP requirements might
determine that there are drug residues or other hazards requiring control. Importers of such live
animals might therefore be required to conduct supplier verification for the foreign supplier that
raised the animals.

C. Purpose and Scope of FSVPs (8§ 1.502)

In 8 1.502 of the proposed rule, we proposed that importers be required to have an FSVP
for each food they import that would provide adequate assurances that the standard of food
safety set forth in section 805 of the FD&C Act would be met. We included a modification of
that proposed requirement with respect to microbiological hazards in thermally processed low-
acid foods packaged in hermetically sealed containers (low-acid canned foods or LACF). In the
Supplemental Notice, we revised proposed § 1.502 to include provisions under which importers
who were in compliance with the supplier program provisions of the preventive controls

regulations (or whose customers were in compliance with those provisions) would be deemed in
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compliance with most of the FSVP requirements. As discussed in the following paragraphs, the
final rule includes several changes to proposed 8 1.502 in response to comments and on our own
initiative.

1. Requirement to Develop and Follow an FSVP

We proposed to require importers to develop, maintain, and follow an FSVP for each
food imported that provides adequate assurances that the foreign supplier is producing the food
in compliance with processes and procedures that provide the same level of public health
protection as those required under section 418 (regarding hazard analysis and risk-based
preventive controls for certain foods) or 419 (regarding standards for produce safety), if either
was applicable, and was producing the food in compliance with sections 402 (regarding
adulteration) and 403(w) (regarding misbranding with respect to labeling for the presence of
major food allergens) of the FD&C Act.

On our own initiative, to clarify the relevant requirements, we have revised § 1.502(a) to
refer not only to sections 418 and 419 of the FD&C Act but also to “the implementing
regulations” for those sections, i.¢., the preventive controls and produce safety regulations,
respectively. In addition, because we are interpreting section 403(w) of the FD&C Act regarding
misbranding with respect to allergen labeling to be inapplicable to animal food, we have revised
8 1.502(a) to specify that an importer’s FSVP must provide assurance that a foreign supplier is
producing a food in compliance with section 403(w) “if applicable.” We have made
corresponding changes to other provisions in the FSVP regulation citing this FSMA standard for
FSVPs.

a. Meaning of “for each food.”
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(Comment 94) Several comments ask that we clarify the meaning of proposed 8§ 1.502(a)
with respect to having an FSVP “for each food.” For example, the comments ask whether
importers would be required to have a different FSVP for each of similar foods (e.g., red and
green grapes) or even different package sizes (e.g., 9-count and 12-count) of the same food
product. The comments maintain that having to develop an FSVP for each individual food
product would be burdensome without contributing to food safety. Some comments ask that
importers be allowed to have an FSVP for foods that are of the same “type.” Some comments
suggest that importers be permitted to include foods in similar commodity groups (e.g., different
types of squash and zucchini) in the same FSVP. Some comments suggest that importers be
allowed to have one FSVP for produce grown, harvested, and packed under the same conditions.

(Response 94) We decline to make the suggested changes. Section 805(c)(2)(A) of the
FD&C Act requires that the FSVP of each importer be adequate to provide assurances that each
foreign supplier to the importer produces “the imported food” in compliance with the standard
set forth in that provision; it does not state that an importer’s FSVP would be for a “type of food”
from a foreign supplier. However, we agree with the comments that an importer should not be
required to establish separate FSVPs for different versions of the same food when the differences
in the products will not impact the safety of the food. For example, it might be appropriate for
an importer to develop a single FSVP covering several different packaging sizes or formats for a
particular food, provided that these packaging differences do not pose different hazards that need
to be controlled by the foreign supplier and addressed in supplier verification activities. We
intend to provide additional examples of what constitutes the same food for purposes of

establishing an FSVP for the importation of the food in the FSVP draft guidance.
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Although an importer must have an FSVP for each food it imports from each foreign
supplier, we conclude (as discussed more fully in section 111.E.2 of this document) that it might
be appropriate to conduct a hazard analysis for a “type” of food, such as different varieties of the
same fruit or vegetable, provided all aspects of the hazard analysis are applicable to all foods that
the importer regards as being of the same type. However, it would not be appropriate to use the
same hazard analysis for foods that, though very similar, have different hazards requiring
control. For example, even if two foods were grown, harvested, and packed under the same
conditions, it would not be appropriate to use the same hazard analysis for both foods if one food
was susceptible to certain microbiological hazards but the other food was not.

It is also important to note that importers must establish an FSVP for each foreign
supplier of a food. Thus, if an importer obtains a particular food from multiple foreign suppliers,
the importer must have a separate FSVP for each supplier. This is appropriate because the FSVP
regulation requires importers to consider not just hazards inherent in the foods they import, but
also the performance history and characteristics of the foreign suppliers of the food, and to
conduct supplier verification activities that are tailored to the particular food and foreign
supplier. However, as discussed elsewhere in this document, importers may be able to rely on
foreign supplier evaluations and verification activities conducted by other entities in meeting
these requirements.

(Comment 95) Some comments request that we provide guidance on appropriate
processes for safely producing products that fall into similar categories.

(Response 95) The FSVP regulation does not establish requirements for the safe

production of food; those requirements are set forth in other FDA regulations, including those on
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produce safety and preventive controls for human and animal food. However, as stated
previously, the FSVP draft guidance will provide additional examples regarding what importers
may regard as the same food that can be addressed in a particular FSVP.

b. Role of importer’s corporate headquarters.

(Comment 96) Several comments state that § 1.502(a) should acknowledge that an
importer’s corporate headquarters might establish or develop the importer’s FSVP for a food and
might do the same for a contract manufacturer. The comments add that FDA should conduct its
inspections of importers accordingly.

(Response 96) The requirements to develop FSVPs and keep records apply to importers
as defined in § 1.500 of the final rule, and § 1.502(a) accordingly does not refer to a particular
“facility” but to the importer. For purposes of FDA inspection of importers, the importer’s
location is where the importer conducts business. This might be, but is not required to be, the
place where the importer retains its FSVP records. For some importers that import food into the
United States through multiple ports, the importers’ FSVPs for the foods they import might be
developed and maintained at a single location, such as a corporate headquarters. However, while
entities other than the importer may conduct activities to satisfy various FSVP requirements
(provided that the importer reviews and assesses results of those activities, among other things),
an importer of a food is responsible for maintaining and administering its FSVP. Therefore, if a
contract manufacturer for a U.S. food facility is the importer of a food under § 1.500, the
contract manufacturer would be required to maintain and administer the FSVP for the food.

c. Entity controlling the hazards.
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(Comment 97) One comment states that the requirement to have an FSVP for an
imported food should be limited to a food that a hazard analysis indicates may contain a
significant hazard that is addressed by a foreign supplier, because sometimes the importer, not
the foreign supplier, will control the hazards in the food.

(Response 97) We agree that it will not be necessary for an importer that is also a food
facility under section 415 of the FD&C Act and is controlling hazards under the preventive
controls regulations to comply with the majority of the provisions of this rule. As discussed in
section I11.C.3 of this document, under § 1.502(c) of the final rule, if an importer is a receiving
facility that implements preventive controls for the hazards in a food in accordance with
8 117.135 or 8 507.34 for a food it imports, the receiving facility is deemed to be in compliance
with the requirements of the FSVP regulation, except for the requirements in § 1.509. For these
reasons, it is not necessary to change § 1.502(a) as suggested.

d. Adequate assurances of foreign supplier’s adherence to food safety standards.

(Comment 98) Some comments suggest that we explain what constitutes “adequate
assurances” that foreign suppliers are producing food in accordance with the standard specified
in 8 1.502(a). One comment suggests that when considering whether adequate assurances exist,
the importer should consider issues such as whether the foreign supplier has an adequate food
safety plan that accounts for all hazards in a food. One comment asks that we specify what kind
of assurance of compliance importers need from their suppliers (e.qg., certification with the
International Standards Organization (1SO), HACCP compliance, reports of FDA inspections),

adding that the requirements should be the same for both domestic and foreign establishments.
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One comment states that the need to provide adequate assurance of compliance with the relevant
standards elevates the importance of clear definitions of those standards.

(Response 98) Importers must obtain adequate assurances of foreign supplier compliance
with the applicable standards stated in § 1.502(a) primarily through foreign supplier verification
activities conducted under § 1.506 of the final rule, which must reflect the evaluation of the food
and foreign supplier conducted under § 1.505. Section 1.506(c) states that foreign supplier
verification activities must provide the adequate assurance that the hazards requiring a control in
imported foods have been significantly minimized or prevented (because such control of hazards
provides assurance that the standard specified in § 1.502(a) is met). Section 1.506 specifies the
foreign supplier verification activities that are appropriate under different circumstances for
providing adequate assurances of compliance.

For foreign suppliers subject to the preventive controls or produce safety regulations, the
adequate assurances that importers must obtain through their FSVPs primarily will be that the
supplier is producing the food in a manner that provides the same level of public health
protection as the applicable regulations. For foreign suppliers subject to the preventive controls
regulations, adequate assurance of compliance would include, as the comments suggest, a
consideration of the adequacy of the supplier’s food safety plan as well as other elements of the
preventive controls regulations and whether the supplier’s processes and procedures provide the
same level of public health protection as the processes and procedures required under those
regulations. As such, the processes and procedures used by foreign farms and facilities covered
by the produce safety and preventive controls regulations are expected to provide no more--and

no less--public health protection than those used by domestic farms and facilities. Section
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111.G.4 of this document addresses the specific information that importers must review under
8 1.506 of the final rule when conducting supplier verification activities to assess whether the
supplier is producing food in accordance with U.S. standards.

e. Same level of public health protection.

(Comment 99) Several comments request that we provide clarity regarding the nature of
processes and procedures that will provide the same level of public health protection as those
required under the preventive controls or produce safety regulations. Some comments express
concern that permitting use of the “same level of public health protection” standard raises
questions about whether there will be a level playing field for domestic and foreign producers.
Some comments state that we must apply the same food safety standards (in particular the
produce safety regulation) to domestic and foreign producers. Some comments assert that we
should also require verification of foreign supplier compliance with USDA requirements
concerning fertilizers, herbicides, pesticides, and fumigants.

One comment states that the “same level of public health protection” language appears to
allow foreign suppliers to establish alternative standards to preventive controls and produce
safety requirements within the FSVP regulations, even though there is no process for adopting
alternative procedures under the preventive controls regulations and the ability to adopt
alternative procedures under the produce safety regulation is limited. Some comments ask that
we specify how importers should determine whether use of an alternative procedure results in the
same level of public health protection and which entity is permitted to make a determination
regarding the same level of public health protection. One comment recommends that we allow a

flexible approach for meeting the same level of public health protection standard because of
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issues raised by the application of preventive controls requirements to foreign facilities. One
comment requests that the regulation specify the standards that verification activities must meet
to demonstrate an equivalent level of public health protection, but adds that if these standards are
instead to be set forth in guidance, it should be a level 1 guidance and the Agency should hold
public meetings and advisory committee meetings. One comment suggests that we include a
requirement for importers to identify when a foreign supplier is using an alternative procedure if
use of alternative procedures is not an option for domestic firms under the applicable food safety
regulations.

(Response 99) As the comments note, FSMA itself (section 805(c)(2)(A) of the FD&C
Act) directs FDA to establish regulations that require importers to obtain assurances that their
foreign suppliers are using processes and procedures that provide the same level of public health
protection as those required under the preventive controls or produce safety regulations, as
appropriate. Importers must determine whether particular processes and procedures used by
foreign suppliers that differ from those required under the preventive controls or produce safety
regulations nevertheless provide the same level of public health protection, although FDA will be
able to review such determinations as part of records reviews of importers for compliance with
the FSVP requirements.

The produce safety regulation includes provisions (8§ 112.12) permitting the use of
alternatives to certain requirements in the regulation provided the producer of the food (the farm)
has adequate scientific data or information to support a conclusion that the alternative would
provide the same level of public health protection as the applicable provision and would not

increase the likelihood that the produce was adulterated. The produce safety regulation also
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includes provisions (subpart P of part 112) under which States, tribes, and foreign countries may
request a variance from the produce safety requirements when the State, tribe, or foreign country
determines that the variance is necessary in light of local growing conditions and the procedures,
processes, and practices to be followed under the variance are reasonably likely to ensure that the
produce is not adulterated and to provide the same level of public health protection. Although
the preventive controls regulations do not include similar alternative or variance procedures,
those regulations are designed to allow facilities the flexibility to tailor their processes and
procedures in a manner that is appropriate to the food and the facility, with management
components that are appropriate to the food, the facility, and the nature of the preventive controls
and their role in the facility’s food safety system.

To the extent that the comment is suggesting that § 1.502 include a requirement that
importers document each procedure used by a foreign supplier that differs from the preventive
controls or produce safety regulations, we conclude it is not necessary to do so. However, where
such use of such alternative procedures is relevant to an importer’s evaluation of a foreign
supplier’s performance under § 1.505 or the results of foreign supplier verification activities
under 8§ 1.506, information about the alternative procedures must be included in the
documentation for these FSVP requirements. With respect to the variance provisions under the
produce safety regulations for States, tribes, and foreign countries, there may be circumstances in
which approved variances are relevant to determining whether a particular foreign supplier’s
processes and procedures provide the same level of public health protection as the requirements
under section 419 of the FD&C Act. Audits of suppliers following procedures, processes, or

practices specified in an approved variance from the produce safety regulation conducted for the
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purpose of FSVP compliance may consider that FDA, in granting the variance, determined that
those procedures, processes, or practices are reasonably likely to ensure that the produce is not
adulterated under section 402 of the FD&C Act and to provide the same level of public health
protection as the requirements under section 419.

We conclude it is not necessary to state in the regulation specific actions that importers
must take in evaluating whether alternative procedures used by foreign suppliers provide the
same level of public health protection as procedures required in the regulations implementing
sections 418 and 419 of the FD&C Act.

(Comment 100) One comment maintains that food safety regulations in the EU, and
particularly in France, provide the same level of public health protection as the FSMA standards
and urges that we recognize these standards.

(Response 100) We do not have sufficient information at this time to determine whether
the food safety regulations in particular countries or regions provide the same level of public
health protection as U.S. standards. However, importers may find that compliance with the laws
of France and other EU countries is relevant to determining whether foods are being produced
using processes and procedures that provide the same level of public health protection as those
required under FDA’s regulations. In addition, as discussed in section III.N of this document,
FDA has established a systems recognition initiative, under which we are conducting
comprehensive assessments of foreign food safety systems to determine whether they provide
similar protections to those offered under the U.S. system and a similar level of oversight and
monitoring. As discussed in more detail in section I11.N, the systems recognition program is

based on the principle that foreign food producers can meet U.S. food safety requirements by
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providing assurances that these foods are produced according to the food safety standards of a
country whose food safety system we have found to be comparable. Under § 1.513 of the final
rule, once we have made a determination that a foreign food safety system is comparable to ours,
certain foods within the scope of such a determination may be imported under modified FSVP
requirements (provided that certain conditions are met). These provisions will allow the
importation of such food without being subject to most of the standard FSVP requirements.

(Comment 101) Some comments state that, to ensure that the concept of “same level of
public health protection” is applied consistently, FDA must conduct risk assessments of foods to
formulate an appropriate risk matrix that can be applied domestically and internationally. The
comments request that, before we issue the final rules on produce safety and FSVPs, we issue for
public comment the risk model that we intend to use for evaluating requests for variances under
the produce safety proposed regulation.

(Response 101) We do not agree. This rule establishes a flexible, risk-based approach to
foreign supplier verification based in significant part on a requirement that importers understand
the hazards in the foods they import so they can take appropriate steps to verify that their
suppliers have adequately controlled these hazards. We believe that a system of hazard analysis,
control, and verification is well accepted and understood throughout the international food safety
community and provides the most effective way to implement a risk-based framework for
foreign supplier verification. We have confidence that importers will be able to implement
FSVPs based on their own hazard analyses or their review of analyses conducted by others,
without our having to conduct risk assessments for all foods to generate a risk matrix that all

food producers would use. As stated previously, we intend to issue guidance to assist importers
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and foreign and domestic producers in complying with the new regulations that we are adopting
under FSMA, including guidance on the analysis of hazards in food. With respect to variances

under the produce safety regulation, we note that the final rule adopting that regulation published

elsewhere in this issue of the Federal Register addresses how FDA will evaluate requests for
variances submitted in accordance with subpart P of part 112.

f. Relevant statutory requirements.

(Comment 102) One comment states that FSVPs should be limited to verifying foreign
supplier compliance with the preventive controls or produce safety regulations. One comment
states that the FSVP regulation should not impose any additional obligations on foreign suppliers
beyond those required under other FDA regulations, and should be based on relevant
international standards and conform to U.S. international obligations.

(Response 102) The purpose and scope of importers’ FSVPs, as set forth in § 1.502(a) of
the final rule, implements the standard mandated in FSMA for FSVPs. Consequently, it requires
importers to take steps to ensure that their foreign suppliers are producing food in a manner
consistent with the preventive controls or produce safety regulations, to the extent that those
regulations apply to the foreign supplier’s production of a food, and to ensure that the food from
the supplier is not adulterated and is not misbranded with respect to allergen labeling, if
applicable. The FSVP regulation does not impose on foreign suppliers any requirements that
they are not already subject to under the FD&C Act and implementing regulations, including the
regulations on preventive controls and produce safety. In addition, the FSVP regulation is

drafted to be consistent with U.S. obligations under international agreements.
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(Comment 103) One comment suggests that the phrase “if either is applicable” when
referring to the preventive controls and produce safety provisions be interpreted to mean that if a
type of produce is covered by section 419 (and the produce safety regulation), it must be in
compliance with section 419, rather than meaning that any imported “produce” would be subject
to section 419.

(Response 103) We agree. If an imported item of produce is not subject to the produce
safety regulation, the importer would not be required to verify that the produce was grown in
accordance with that regulation.

(Comment 104) One comment suggests that the requirement to have an FSVP be limited
to problems that “cause a risk to the public health,” which the comment maintains would be
consistent with the statement in the preamble to the proposed rule that the regulation should
focus on foreseeable food safety risks identified through hazard assessment rather than all risks
covered by the adulteration provisions. The comment contends that not all adulterants cause a
food safety risk and many forms of adulteration are not amenable to discovery by the importer.

(Response 104) We do not believe that the proposed change is necessary. The
importance of the existence of a risk to public health is incorporated in the definition of
“hazard,” meaning any biological, chemical, or physical agent that is reasonably likely to cause
illness or injury. Except as specified otherwise, each importer would need to have an FSVP for
each food that it imports from each foreign supplier and to conduct a hazard analysis for each
type of food in accordance with 8 1.504 of the final rule. However, under 8 1.504(f), if an

importer determines there are no hazards requiring a control in a food, the importer would not be
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required to conduct an evaluation of the risk posed by the food and the foreign supplier’s
performance and would not be required to conduct supplier verification activities.

g. U.S. international obligations.

(Comment 105) One comment notes that domestic farms supplying foods directly to
retailers are not subject to supplier verification requirements because the supplying entity (i.e.,
the farm) and receiving entity (i.e., the retailer) are not subject to the regulations on preventive
controls, which contain supplier program provisions. The comment asks that we revise the
FSVP provisions regarding produce to ensure that there are no differences in treatment between
domestic and foreign suppliers with respect to the obligations of the WTO Agreement on the
Application of Sanitary and Phytosanitary Measures (SPS Agreement) (Ref. 4).

(Response 105) The FSVP regulation aligns with the supply-chain program provisions of
the preventive controls regulations by requiring importers to verify that their suppliers have
systems in place to significantly minimize or prevent the hazards associated with the foods they
are supplying and that their suppliers meet or provide the same level of public health protection
as required under applicable FDA safety standards. In addition, an importer conducting supplier
verification under the preventive controls regulations for imported raw materials or other
ingredients would be deemed in compliance with most of the FSVP requirements.

Nevertheless, the supply-chain program provisions of the preventive controls regulations
do not apply to certain domestic entities, including restaurants or retail food establishments.
However, this does not mean that farms that supply produce to such entities are subject to

different or lesser safety standards than foreign farms that supply produce to U.S. importers
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subject to the FSVP regulation. To the contrary, the requirements in the produce safety
regulation apply with equal force to domestic and foreign farms.

Under the food safety system envisioned by FSMA, supplier verification of imported
produce to be sold by U.S. retailers is needed to ensure a consistent level of oversight and
protection for domestic and imported food. Consistent with other provisions of FSMA, FDA is
taking several steps to establish a more comprehensive, effective, risk-based approach to
domestic food safety oversight and enforcement. We are working through the Partnership for
Food Protection (PFP), a group of dedicated professionals from Federal, State, local, tribal, and
territorial governments with roles in protecting the food supply and public health, to develop and
implement a national Integrated Food Safety System (IFSS) for domestic compliance oversight
(Ref. 5). We are also adopting a new domestic inspection paradigm, stemming from our
authority to inspect under section 704 of the FD&C Act (21 U.S.C. 374), focused on whether
firms are implementing systems that effectively prevent or significantly minimize food
contamination in compliance with the new FSMA regulations, including those on preventive
controls and produce safety. This new paradigm involves a major reorientation and retraining of
more than 2,000 FDA inspectors, compliance officers, and other staff involved in food safety
activities, as well as thousands of State, local, and tribal inspectors.

In addition, section 201 of FSMA (section 421 of the FD&C Act (21 U.S.C. 350j))
mandates that we inspect domestic high-risk facilities not less than once every 3 years. We are
currently meeting this mandate and we intend to significantly exceed it as part of our strategy to

implement the new food safety standards. We intend there to be an FDA or State inspection of
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every domestic high-risk human food facility annually to verify compliance with the new
regulations.
Our implementation of the final rule on produce safety (published elsewhere in this issue

of the Federal Register) will entail a broad, collaborative effort to foster awareness and

compliance domestically. Our strategy includes guidance, education, technical assistance, and
verification. Verification will be achieved through the actions of multiple public and private
entities, including inspections by FDA and partner agencies, USDA audits, marketing
agreements, and private audits required by commercial purchasers. In keeping with this broad
vision, we intend to focus our domestic efforts on several important activities, including the
following:

 Supporting and collaborating with public and private parties involved in audits and
other accountability and verification activities;

 Conducting targeted domestic on-farm surveys and risk-based inspections to
understand current practices and identify gaps in compliance; and

+ Taking administrative compliance and enforcement action when needed to correct
problems that put consumers at risk.

We have the authority to inspect farms subject to the produce safety regulation under
section 704 of the FD&C Act. We will target our inspections on the basis of risk. We intend to
rely heavily on the States to conduct a large proportion of the routine inspections of farms, and
we are committed to working closely with the States to verify compliance with the new FSMA

requirements. In addition to FDA and State inspections, we will leverage third-party audits
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conducted by USDA and others with a goal of annual verification of all domestic farms subject
to the produce safety rule.

In contrast, we expect to have a far less robust system of direct public oversight of
foreign food facilities and farms that are subject to the new FSMA regulations. We have less
ability to physically inspect and take enforcement actions against those who produce food abroad
for export to the United States due to legal and practical limitations. For example, diplomatic
and practical logistics associated with conducting foreign inspections in most countries
complicate, and in some cases make impossible, the kind of routine unannounced inspections of
establishments that we conduct in the United States. As a result, neither we nor our IFSS
partners can rely on unannounced inspections abroad in the same way as we can domestically.

We also face challenges in conducting “for cause” inspections of foreign facilities when
we have evidence of a compliance problem. Domestically, we can respond to a refusal to permit
inspection or a refusal to permit access to or copying of records by obtaining inspection warrants
in the federal courts. For foreign inspections, however, we do not have the same access to the
courts, and it can be challenging to compel inspections and access to records when needed. We
also face diplomatic and logistical challenges in conducting foreign civil and criminal
investigations and prosecutions when violations occur that do not hinder our domestic
enforcement efforts. In addition to legal issues related to extraterritoriality, practical and
operational challenges to our foreign enforcement activities include obtaining visas and official
travel documents, finding qualified translators, procuring foreign travel authorizations,

difficulties in coordinating with foreign authorities, and extradition.



143

Because of these challenges, we largely rely on the cooperation of foreign governments
when conducting inspections in foreign countries and bringing enforcement actions against
foreign businesses and individuals. Today, our main approach to oversight of imported food is
reactive, involving sampling and testing food at ports of entry. However, with the increased
volume of imported foods coming across U.S. borders and limited resources, we are able to
physically examine less than 2 percent of food offered for import each year.

Given the difficulties in conducting direct FDA regulatory oversight of foreign producers,
FSMA requires importers to share responsibility for verifying the safety of imported food. The
FSVP regulation requires that U.S. importers, who are domestic entities under direct legal
jurisdiction, take action to ensure the safety of the food they import by performing risk-based
supplier verification activities. Combined with FDA’s foreign inspections and enforcement
efforts, the FSVP requirements will help ensure that imported food is subject to the same level of
risk-based oversight and accountability that applies to domestic food under our comprehensive,
integrated domestic food safety system.

In establishing these requirements for supplier verification by importers, we are
integrating practices that industry has adopted in the last two decades to ensure that imported
food is produced under modern food safety standards. Global industry best practices include not
only risk-based, prevention-oriented standards for producing safe food but also verification
measures to ensure that those standards are being met, including supplier verification and other
supply-chain management activities. These oversight and verification approaches also are
recognized by the Codex Alimentarius Commission (Codex) and are consistent with the

approach of export oversight agencies in governments of countries with which the United States
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trades (see the discussion of Codex and relevant Codex standards and guidelines in Response
106). Therefore, in relying on the FSVP regulation to help ensure that oversight of imported
food matches the level of domestic oversight made possible under FSMA, we are relying on
mechanisms that are consistent with internationally recognized standards.

Our goal is for our domestic implementation strategy, including outreach, inspection
frequencies, and other mechanisms to achieve compliance, to be operational on a schedule that
corresponds with the dates by which domestic food producers are required to comply with the
new FSMA standards. We have designed the compliance dates for importers under this final rule
in a parallel fashion. As described in section IV.B of this guidance, an FSVP importer whose
foreign supplier is subject to new FSMA requirements will not have to comply with the FSVP
regulation until after its supplier is required to comply with its new requirements.

(Comment 106) Some comments assert that assigning responsibility for ensuring food
safety to importers could result in events that might breach WTO agreements, such as importer-
specific supplier verification lists, different importers imposing different verification criteria on
the same foreign supplier, and additional and more frequent onsite auditing. Some comments
maintain that oversight of foreign suppliers is best left to the private sector, and imposing
requirements on importers might be inconsistent with WTO obligations.

(Response 106) We do not agree. Supplier verification of imported food is needed to
ensure a consistent level of oversight and protection for domestic and imported food. Requiring
importers to share responsibility for ensuring that imported food is safe is consistent with
industry practice, principles of Codex, and the approaches of export oversight agencies of many

U.S. trading partners.
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As a member of the WTO trade agreements, the United States has assumed international
obligations including those set out in the SPS Agreement. The SPS Agreement requires that
measures adopted by WTO members to protect human or animal health be risk-based and that
such measures are not more trade-restrictive than required to achieve their appropriate level of
sanitary or phytosanitary protection, taking into account technical and economic feasibility.

Codex was formed in 1963 by the Food and Agriculture Organization and the World
Health Organization of the United Nations to develop food standards, guidelines, and related
texts such as codes of practice, and is recognized under the SPS Agreement as the international
standards organization for food safety. In describing the general characteristics of food import
control systems, the Guidelines for Food Import Control Systems (CAC/GL 47-2003) (Food
Import Guidelines) issued by the Codex Committee on Food Import and Export Inspection and
Certification Systems (Ref. 6) note the importance of clearly defined legislation on import
control systems and recognize the value of importer verification systems. The Food Import
Guidelines recognize the need for importing countries to perform inspections and audits where
appropriate in exporting countries, and also acknowledge the utility of additional activities in
ensuring that imported foods are safe. The Guidelines recommend that standards should be
based on risk and, as far as possible, applied equally to imported and domestic food.

The FSVP regulation contains requirements to ensure that imported foods are produced in
compliance with processes and procedures that provide the same level of public health protection
as those required under the preventive controls and produce safety regulations, and in
compliance with sections 402 (regarding adulteration) and 403(w) (regarding misbranding with

respect to labeling for the presence of major food allergens) of the FD&C Act. These underlying
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preventive controls regulations are based on and conform to scientific evidence and international
food safety standards, including the HACCP Annex to the Codex General Principles of Food
Hygiene (Annex to CAC/RCP 1-1969 (Rev. 4--2003)) (HACCP Annex) (Ref. 7). In developing
these regulations, we also considered the recommendations of the Codex Code of Hygienic
Practice for Fresh Fruits and Vegetables (CAC/RCP 53-2003) (the Codex Code) (Ref. 8).
Similarly, components of the FSVP regulation, including the hazard analysis requirements, are
consistent with principles in the HACCP Annex that require private sector food producers to play
a role in implementing HACCP by conducting hazard identification, evaluation, and subsequent
control operations. In addition, certain FSVP requirements correlate with Codex codes and
principles on food safety relating to the basic definition of food safety standards and to the
Codex standards for labeling of allergens in prepackaged foods (Refs. 7, 9).

Many countries have adopted similar food safety 