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Executive Summary
Purpose and Coverage of the Final Rule
This rule is part of FDA’s implementation of FSMA, which intends to better protect
public health by, among other things, adopting a modern, preventive, and risk-based approach to
food safety regulation. In this document, we establish a program for accreditation of third-party
certification bodies® to conduct food safety audits and issue certifications of foreign food
facilities and foods for humans and animals for purposes of sections 801(q) and 806 of the
FD&C Act. We are also codifying certain limited exemptions to mandatory import certification

under 801(q) of the FD&C Act (21 U.S.C. 381).

! As explained more fully in Response 1, in response to comments and for clarity, this final rule uses the term “third-
party certification body” rather than either the term “third-party auditor” or the term, “third party
auditor/certification body” (except that we will use the term “third-party auditor” in the definitions of “accredited
third-party certification body” and “third-party certification body” in 21 CFR 1.600(c) and in the preamble
discussion of those definitions in section 111.A).



FSMA added section 808 to the FD&C Act (21 U.S.C. 384d), which directs FDA to
establish a new program for accreditation of third-party certification bodies to conduct food
safety audits and to certify that eligible foreign entities (including registered foreign food
facilities) and food produced by such entities meet applicable FDA requirements for purposes of
sections 801(qg) and 806 of the FD&C Act. This rulemaking implements section 808 of the
FD&C Act; we will recognize accreditation bodies to accredit third-party certification bodies,
except for limited circumstances in which we may directly accredit third-party certification
bodies.

FSMA specifies two uses for the food and facility certifications issued by accredited
third-party certification bodies under this program. First, facility certifications will be used by
importers to establish eligibility for VQIP under section 806 of the FD&C Act (21 U.S.C.
384b(a)). VQIP offers participating importers expedited review and entry of food that is part of
VQIP. One condition of participation is importation of food from facilities audited and certified
by third-party certification bodies accredited under this subpart. FDA issued draft guidance on
VQIP on June 5, 2015 (80 FR 32136); the draft guidance may be accessed at
http://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInfor
mation/UCM448558.pdf.

Second, section 801(q) of the FD&C Act gives FDA the authority to make a risk-based
determination to require, as a condition of admissibility, that a food imported or offered for
import into the United States be accompanied by a certification or other assurance that the food
meets the applicable requirements of the FD&C Act. The authority to mandate import
certification for food, based on risk, is one of the tools we can use to help prevent potentially

harmful food from reaching U.S. consumers. When FDA has determined that a food import is
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subject to such certification under section 801(q) of the FD&C Act, FDA will require, as a
condition of entry, a certification issued either by an accredited third-party certification body
under this rule or by an agency or representative of the government of the country from which
the food at issue originated, as designated by FDA.

In addition, facilities and importers may choose to use onsite audits conducted by third-
party certification bodies accredited under the program set out in this rule in connection with
meeting supplier verification requirements under FDA’s final rules for Current Good
Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Human
Food (final human preventive controls regulation) (80 FR55907, September 17, 2015); Current
Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Food
for Animals (final animal preventive controls regulation) (80 FR 56169, September 17, 2015);
and the Foreign Supplier Verification Programs (FSVP) for Importers of Food for Humans and
Animals (published elsewhere in this edition of the Federal Register) (implementing sections 418
and 805 of the FD&C Act, respectively). Under those rules, in circumstances where an onsite
audit is the appropriate supplier verification activity, such audit must be conducted by a
“qualified auditor.” The definitions of “qualified auditor” in those rules make clear that an
example of a potential qualified auditor includes, but is not limited to, an audit agent of a
certification body that has been accredited in accordance with regulations in part 1, subpart M of
this chapter (i.e., this rule implementing section 808 of the FD&C Act).

Summary of Major Provisions of the Final Rule

This rule establishes the framework, procedures, and requirements for accreditation

bodies and third-party certification bodies for purposes of section 808 of the FD&C Act. The

rule sets requirements for the legal authority, competency, capacity, conflict of interest
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safeguards, quality assurance, and records procedures that accreditation bodies must demonstrate
to be eligible for recognition. Accreditation bodies also must demonstrate capability to meet the
FDA requirements that would apply upon recognition. Additionally, the rule establishes
requirements for the legal authority, competency, capacity, conflict of interest safeguards, quality
assurance, and records procedures that third-party certification bodies must demonstrate to be
eligible for accreditation. Third-party certification bodies also must demonstrate capability to
meet the applicable requirements of the rule that would apply upon accreditation.

Pursuant to FSMA section 307 (21 U.S.C. 384d), the rule requires accredited third-party
certification bodies to perform unannounced facility audits, to notify FDA upon discovering a
condition that could cause or contribute to a serious risk to the public health, and to submit to
FDA reports of regulatory audits conducted for certification purposes. The rule includes
stringent requirements to prevent conflicts of interest from influencing the decisions of
recognized accreditation bodies and accredited third-party certification bodies. The rule does
not, however, establish the audit criteria that accredited third-party certification bodies will use
in examining eligible entities for compliance with the applicable food safety requirements of the
FD&C Act and FDA regulations, because those criteria appear elsewhere in FDA regulations and
the FD&C Act.

Costs and Benefits

Costs of the Third-Party final rule include compliance costs of accreditation bodies and
certification bodies that choose to participate in our third-party program, and user fees imposed by
FDA on accreditation bodies and certification bodies for application review and monitoring of

program participants.
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Table 1.--Summary User Fee, Compliance, Undiscounted and Annualized Costs of the Third-Party (TP) Program Per

Participant

Audited By

Certification Bodies

Eligible Entity (CBs) Currently CBs Not Accredited Total
Accredited Under Under Any Program
Other Programs

SCENARIO 1
Number of section 801(q) Entities 10 65 75
Cost of Compliance with Program
Requirements (TP Compliance Cost) $694 $2,569
Section 801(q) Compliance Cost $6,940 $166,985 $173,925
Number of section 806 Entities 145 971 1,116
TP Compliance Cost $694 $2,569
Section 806 Compliance Cost $100,630 $2,494,499 $2,595,129
Total TP Compliance Cost--Scenario 1 $2,769,054
SCENARIO 2
Number of section 801(q) Entities 10 65 75
TP Compliance Cost $322 $2,197
Section 801(q) Compliance Cost $3,220 $142,805 $146,025
Number of § 806 Entities 459 3,068 3,527
TP Compliance Cost $322 $2,197
Section 806 Compliance Cost $147,798 $6,740,396 $6,888,194
Total TP Compliance Cost--Scenario 2 $7,034,219
SCENARIO 3
Number of section 801(q) Entities 10 65 75
TP Compliance Cost $227 $2,102
Section 801(q) Compliance Cost $2,270 $136,630 $138,900
Number of section 806 Entities 801 5,359 6,160
TP Compliance Cost $227 $2,102
Section 806 Compliance Cost $181,827 $11,264,618 $11,446,445
Total TP Compliance Cost--Scenario 3 $11,585,345

The costs that accreditation bodies and certification bodies incur in complying with the

regulation are necessarily less than the private benefits they accrue by becoming recognized or

accredited, respectively. Through the third-party accreditation program more effective

regulatory oversight is achieved. FDA will recoup resources in managing its third-party

accreditation program through user fees that FDA intends to impose on participating

accreditation bodies and third-party certification bodies.
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I. Introduction and 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
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 and contain problems when they do 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 and international

collaborations with foreign regulatory counterparts. 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 2 and requested

comments on all aspects of these proposed rules.

Table 2.--Published Foundational Proposed Rules for Implementation of FSMA

Title

Abbreviation

Publication

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

2013 proposed human
preventive controls
regulation

78 FR 3646, January 16,
2013

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

2013 proposed produce
safety regulation

78 FR 3504, January 16,
2013

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

2013 proposed animal
preventive controls
regulation

78 FR 64736, October 29,
2013

Foreign Supplier Verification Programs (FSVP)
for Importers of Food for Humans and Animals

2013 proposed FSVP
regulation

78 FR 45730, July 29, 2013

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

2013 proposed third-party
certification regulation (also
referred to in this document
as the proposed rule)

78 FR 45782, July 29, 2013

Focused Mitigation Strategies To Protect Food
Against Intentional Adulteration

2013 proposed intentional
adulteration regulation

78 FR 78014, December 24,
2013
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Title Abbreviation Publication
Sanitary Transportation of Human and Animal 2014 proposed sanitary 79 FR 7006, February 5,
Food transportation regulation 2014

We also issued a supplemental notice of proposed rulemaking for the rules listed in table
3 and requested comments on specific issues identified in each supplemental notice of proposed

rulemaking.

Table 3.--Published Supplemental Notices of Proposed Rulemaking for the Foundational Rules for Implementation

of FSMA

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

We finalized two of the foundational rulemakings listed in table 4 in September 2015.

Table 4.--Published Foundational Final Rules for Implementation of FSMA

Title Abbreviation Publication
Current Good Manufacturing Practice and Hazard | final human preventive 80 FR 55908, September 17,
Analysis and Risk-Based Preventive Controls for controls regulation 2015
Human Food
Current Good Manufacturing Practice and Hazard | final animal preventive 80 FR 56170, September 17,
Analysis and Risk-Based Preventive Controls for controls regulation 2015
Food for Animals

As FDA finalizes these seven foundational rulemakings, we are putting in place a
modern, risk-based framework for food safety that is based on the most recent science, that
focuses efforts where the hazards are reasonably likely to occur, and that is flexible and practical
given our current knowledge of food safety practices. To achieve this, FDA has engaged in a
significant amount of outreach to the stakeholder community to find the right balance between
flexibility and accountability in these regulations.

After FSMA was enacted in 2011, we have been involved in approximately 600

stakeholder engagements on FSMA and the proposed rules, including public meetings, webinars,
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listening sessions, farm tours, and extensive presentations and meetings with various stakeholder
groups (Refs. 1, 2, 3). As aresult of this stakeholder dialogue, FDA decided to issue the four
supplemental notices of proposed rulemaking to 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 stakeholders understand and
engage in their respective roles in food safety. FDA believes these seven foundational final
rules, when implemented, will affect the paradigm shift toward prevention that was envisioned in
FSMA and be a major step forward for food safety that will help protect consumers into the
future.

B. Purpose of This Rulemaking

FSMA added section 808 to the FD&C Act which directs FDA to establish a new
voluntary program for accreditation of third-party certification bodies to conduct food safety
audits and to issue food and facility certifications to eligible foreign entities (including registered
foreign food facilities) that meet our applicable requirements for purposes of sections 801(q) and
806 of the FD&C Act. This rulemaking implements section 808 of the FD&C Act; we will
recognize accreditation bodies to accredit third-party certification bodies, except for limited
circumstances in which we may directly accredit third-party certification bodies.

FSMA specifies two uses for the food and facility certifications issued by accredited
third-party certification bodies under this program. First, facility certifications will be used by
importers to establish eligibility for VQIP under section 806 of the FD&C Act. VQIP offers
participating importers expedited review and importation for food from facilities audited and

certified by third-party certification bodies accredited under this subpart. FDA issued draft
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guidance on VQIP on June 5, 2015 (80 FR 32136); the draft guidance may be accessed at
http://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryinfor
mation/UCM448558.pdf.

Second, section 801(q) of the FD&C Act gives FDA the authority to make a risk-based
determination to require, as a condition of admissibility, that a food imported or offered for
import into the United States be accompanied by a certification or other assurance that the food
meets the applicable requirements of the FD&C Act. The authority to mandate import
certification for food, based on risk, is one of the tools we can use to help prevent potentially
harmful food from reaching U.S. consumers. When FDA has determined that a food import is
subject to such certification under section 801(q) of the FD&C Act, FDA will require, as a
condition of entry, a certification issued either by an accredited third-party certification body
under this rule or by an agency or representative of the government of the country from which
the food at issue originated, as designated by FDA.

This final rule will help FDA ensure the competence and independence of third-party
certification bodies who are accredited to conduct foreign food safety audits to examine
compliance with the applicable food safety requirements of the FD&C Act and FDA regulations,
among other things. The document also will help ensure the validity and reliability of
certifications offered to FDA for purposes of VQIP eligibility under section 806 of the FD&C
Act and admissibility of an imported food subject to an FDA risk determination under section
801(q) of the FD&C Act.

The third-party certification program is part of FSMA’s paradigm shift toward a modern,
preventive, and risk-based approach to food safety regulation and new programs to facilitate

global trade in safe food. Specifically, FSMA requires FDA to issue new preventive controls
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and produce safety standards that apply to domestic and foreign processors and producers. In
addition, FSMA directs FDA to issue an FSVP regulation requiring importers to implement
FSVPs that provide adequate assurances that their foreign suppliers produce food that is 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 that is in compliance with sections 402 (concerning adulteration) and 403(w)
(concerning misbranding regarding allergen labeling) of the FD&C Act. We emphasize that
facilities and importers are not required to use third-party certification bodies accredited under
this rule in meeting their supplier verification requirements under the final human or animal
preventive controls or FSVP regulations. See section XIII.G.

By contrast, the third-party certification program established under section 808 of the
FD&C Act focuses on food safety audits to certify that eligible foreign entities and the food
produced by such entities meet applicable FDA requirements for purposes of sections 801(q) and
806 of the FD&C Act. Although importers must obtain facility certifications from accredited
third-party certification bodies under this rule in order to be eligible for VQIP, we note that
importers seeking to satisfy a requirement for certification as a condition of admissibility for an
article of food under section 801(q) of the FD&C Act may offer a certification issued either by
foreign governments designated by FDA to issue such certifications or by third-party
certification bodies accredited under this rule.

Through FSMA we are transforming our role in the global food safety system, by
building ever stronger partnerships with our foreign regulatory counterparts and by exploring

opportunities to leverage private food safety activities to benefit of our system of public food
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safety assurances. We value the role that private audits can play in enhancing food safety when
done properly, and we share common purpose with the food industry in ensuring the rigor and
objectivity of those audits.

The final rule on accreditation of third-party certification bodies reflects the results of
significant stakeholder engagement to help ensure that the rule achieves its public health goal,
reflects industry best practices, and strikes the right balance between flexibility and
accountability.

C. The Proposed Rule

FDA published a proposed rule for “Accreditation of Third-Party Auditors/Certification
Bodies to Conduct Food Safety Audits and to Issue Certifications” (the proposed rule) on July
29, 2013. The proposed rule included eligibility requirements for accreditation bodies to qualify
for recognition and requirements that accreditation bodies choosing to participate in the FDA
program must meet, once recognized. We also proposed eligibility requirements for third-party
certification bodies to qualify for accreditation and requirements that third-party certification
bodies choosing to participate in the FDA program must meet, once accredited. We intended the
proposed requirements to ensure the competency and independence of the accreditation bodies
and third-party certification bodies participating in the program.

We also proposed procedures for recognition and accreditation, as well as requirements
relating to monitoring and oversight of participating accreditation bodies and third-party
certification bodies. These included procedures that we would follow when removing a third-
party certification body or an accreditation body from the program. Further, we proposed
requirements relating to auditing and certification of foreign eligible entities under the program,

and for notifying us of conditions in an audited facility that could cause or contribute to a serious
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risk to the public health. In response to several requests, we extended the proposed rule
comment period until January 27, 2014.

D. Public Comments

We received over 150 comments from accreditation bodies, certification bodies, members
of the food industry, industry associations, foreign governments, State governments, public
health organizations, public advocacy groups, individual consumers, consumer groups, and
others. Some submissions included signatures and statements from multiple individuals. Taken
as a whole, the comments address virtually every provision of the proposed rule. In the
remainder of this document, we describe the comments that are within the scope of this
rulemaking, respond to them, and explain any revisions we made from the proposed rule.

A number of comments focus on the overarching issues of: (1) Alignment with voluntary
consensus standards; (2) the use of private food safety schemes; (3) the relationship between the
third-party certification program, foreign competent authorities, and FDA’s international
activities; and (4) the possible implications of the lack of qualified auditors on the third-party
certification program. We address these comments generally below.

We received several comments on the overarching issue of the use of voluntary
international consensus standards issued by the International Organization for Standardization
(ISO) and the International Electrotechnical Commission (IEC), including the following
ISO/IEC standards: 1SO/IEC 17000:2004 Conformity assessment--Vocabulary and general
principles (ISO/IEC 17000:2004) (Ref. 4); ISO/IEC 17011:2004, Conformity assessment--
General requirements for accreditation bodies accrediting conformity assessment bodies
(ISO/IEC 17011:2004) (Ref. 5); ISO/IEC 17021:2011, Conformity assessment--Requirements

for bodies providing audit and certification of management systems (ISO/IEC 17021:2011) (Ref.
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6); ISO/IEC 17065:2012, Conformity assessment--Requirements for bodies certifying products,
processes and services (ISO/IEC 17065:2012) (Ref. 7); and ISO/IEC 19011:2011, Guidelines for
auditing management systems (ISO/IEC 19011:2011) (Ref. 8).

Some comments support the approach to ISO/IEC standards that we used when
developing the proposed rule; some comments state that the process for developing these
standards makes them unbiased. Other comments suggest we should place greater reliance on
ISO/IEC standards, including some comments asserting that we should incorporate ISO/IEC
standards by reference into the final rule. These comments encourage us to follow the example
of a proposed rule issued by the Environmental Protection Agency and entitled, “Formaldehyde;
Third-Party Certification Framework for the Formaldehyde Standards for Composite Wood
Products” (78 FR 34795, June 10, 2013), which proposed to incorporate by reference certain
international standards. These comments assert that by placing greater reliance on ISO
standards, we could allow ISO’s broader oversight program to complement FDA’s management
of these bodies.

Implementation of section 808 of the FD&C Act occurs against the backdrop of the
broader Federal policies on consensus standards and conformity assessment under the National
Technology Transfer and Advancement Act of 1995 (NTTAA) (Pub. L. 104-113). The NTTAA,
together with the Office of Management and Budget (OMB) Circular A-119, revised February
10, 1998 (63 FR 8546, February 19, 1998), directs Federal Agencies to use voluntary consensus
standards in lieu of government-unique standards except where inconsistent with law or
otherwise impractical. OMB Circular A-119 states that the use of voluntary standards, whenever
practicable and appropriate, is intended to eliminate the cost to government of developing its

own standards and decrease the cost of goods procured and the burden of complying with
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Agency regulation; provide incentives and opportunities to establish standards that serve national
needs; encourage long-term growth for U.S. enterprises and promote efficiency and economic
competition through harmonization of standards; and further the policy of reliance upon the
private sector to supply government needs for goods and services.

As directed by OMB in Circular A-119, the National Institute of Standards and

Technology (NIST), in the Federal Register of August 10, 2000 (65 FR 48894), issued policy

guidance on Federal conformity assessment activities (defined as activities concerned with
determining directly or indirectly that requirements for products, services, systems, and
organizations are fulfilled) (15 CFR 287.2). The Federal conformity assessment guidance is
codified at 15 CFR part 287 and applies to all Federal Agencies that set policy for, manage,
operate, or use conformity assessment activities or results, domestically and internationally
(except for activities conducted pursuant to treaties) and is intended to eliminate unnecessary
duplication and complexity in conformity assessment requirements. (We note that OMB has
announced it is currently revising Circular A-119, and NIST is revising the Federal conformity
assessment guidance.)

We agree with comments on the value of promoting international consistency and tapping
into an existing framework of consensus standards that is familiar to industry, which may make it
easier for accreditation bodies, third-party certification bodies, and eligible entities to comply
with this rule. Therefore, we are revising the rule to allow for accreditation bodies and third-
party certification bodies to use documentation of their conformance with ISO/IEC standards in
meeting the program requirements under this rule, supplemented as necessary. We are not,
however, incorporating these standards by reference into the rule as further discussed in our

responses to comments in sections Ill. to XIII., except that we are not further responding to
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comments citing specific requirements of ISO/IEC Guide 65:1996, Conformity assessment--
Requirements for bodies providing audit and certification of management systems (ISO/IEC
Guide 65:1996) (Ref. 9) in sections I11. to XIII., because that standard has been withdrawn and
replaced by ISO/IEC 17065:2012 (Ref. 7) in September 2015. Comments referring to ISO/IEC
17020:2012, Conformity assessment--Requirements for the operation of various types of bodies
performing inspection (ISO/IEC 17020:2012) (Ref. 10) are outside the scope of this rulemaking,
because that standard relates to inspections and not the auditing and certification activities that
will be performed under this rule. Therefore, we are not responding to comments citing to
ISO/IEC 17020:2012, Conformity assessment--Requirements for the operation of various types
of bodies performing inspection (ISO/IEC 17020:2012) (Ref. 10) in sections II. to XIII.

We also received several comments on the overarching issue of using private food safety
schemes as audit criteria for regulatory audits conducted under the third-party certification
program. Some comments suggest that FDA should rely on private food safety schemes,
particularly those that have been benchmarked by the Global Food Safety Initiative (GFSI), as
the audit criteria for regulatory audits of eligible entities under the third-party certification
program. Other comments suggest that FDA should establish requirements for accreditation
bodies and third-party certification bodies that are similar to those required by GFSI, such as
GFSI requirements relating to accreditation under relevant ISO/IEC product certification or
management system standards.

By way of background, a group of international retailers established GFSI in 2000 with
the goal of reducing the need for duplicative third-party audits by benchmarking private food
safety schemes against a harmonized set of criteria for food safety and management systems (see

78 FR 45782 at 45788; July 29, 2013). Under current GFSI criteria, a food safety scheme must
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have a commitment with one or more accreditation bodies for certification bodies that operate in
conformance with either the product certification standard, ISO/IEC Guide 65, or the
management system standard, ISO/IEC 17021:2006 (supplemented by ISO/TS 22003). GFSI
describes these standards as having similar requirements for how a certification body must
operate--e.g., in addressing issues of preventing conflict of interest, managing customer
information, properly qualifying personnel, auditor calibration, and many other aspects involved
with the certification process. However, as GFSI noted in a 2011 White Paper (Ref. 11), there is
a distinct difference between the two. 1SO 17021/1SO 22003 is not product specific. ISO/IEC
Guide 65, on the other hand, is concerned with verifying that particular products or services meet
specified requirements. The type and scope of GFSI benchmarked scheme selected, determines
the accreditation standard which applies. The majority of GFSI recognized schemes fall under
ISO/IEC Guide 65 accreditation requirements, whereas only two currently recognized schemes
are management system schemes accredited to ISO 17021/1SO 22003.

Comments suggesting that we should rely on GFSI-benchmarked food safety schemes or
other private food safety schemes as the criteria for certification under the third-party program
are outside the scope of this rulemaking. This rule establishes the framework for the third-party
certification program, and not the food safety standards that accredited third-party certification
bodies will use to determine an eligible entity’s compliance with the applicable food safety
requirements of the FD&C Act and FDA regulations. We are however responding to relevant
comments that address audit quality and auditor competency, consistency, and capacity,
including comments referencing GFSI’s work in these areas.

Other overarching comments ask how the FSMA third-party certification program relates

to the roles of foreign competent authorities and to FDA’s international activities. Some
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comments assert that competent authorities should be allowed to participate in the third-party
certification program purely by administrative procedures without a formal review process.
Other comments suggest that government agencies with both regulatory and trade promotion
missions face inherent conflicts of interest.

Some comments recommend that we should establish a different structure for accrediting
third-party certification bodies that already have been approved by a foreign government
accreditation body. Other comments suggest that FDA should reserve the role of accreditation
body or third-party certification body for a national competent authority that requests it. The
comments argue that the responsibility for monitoring the safety of food exports should remain
with the national competent authorities in each country.

Some comments ask whether a national competent authority has a role in auditing and
certification activities occurring in the country, including in countries where an FDA foreign
office is located. Other comments ask whether the competent authority may perform other
activities in the third-party certification program, such as authentication of audit information
before it is submitted to FDA. Still other comments suggest that FDA require accredited third-
party certification bodies to review correspondence between an audited eligible entity and the
competent authorities in the country where the eligible entity is located.

Section 808 of the FD&C Act expressly provides for both public and private accredited
third-party certification bodies. Public accreditation bodies and third-party certification bodies,
as well as private accreditation bodies and third-party certification bodies that meet the eligibility
requirements for recognition and accreditation under section 808 of the FD&C Act and this rule
are equally eligible to participate in the third-party certification program. This includes

government accreditation bodies and certification bodies in countries where FDA has a foreign
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office, as well as government agencies with the dual missions of food safety and trade
promotion. We believe that both public and private third-party certification bodies and
accreditation bodies are capable of exhibiting the competency, capacity, and impartiality
necessary to meet the letter and spirit of the law and this regulation.

By becoming an accredited third-party certification body or a recognized accreditation
body, a competent authority for food safety or a foreign accreditation body would establish a role
in the third-party certification program. Only if competent authorities are accredited under this
rule, may they issue food and facility certifications under section 808 of the FD&C Act. (We
note, however, that FDA may require certifications from competent authorities under section
801(q) of the FD&C Act for foods that FDA determines meet the criteria set forth in that section
(see 801(q)(3)(A) of the FD&C Act), regardless of whether the competent authorities are
accredited.) We acknowledge that the third-party certification program that is the subject of this
rule is narrowly tailored and only a small piece of the much larger modernized, prevention-
oriented food safety system we are establishing under FSMA. Broader FSMA activities are
outside the scope of this rulemaking, as are matters covered by FDA’s information sharing
arrangements with foreign competent authorities.

We received other comments on the overarching issue of how the third-party certification
program fits into FDA’s international activities. Some comments assert that, for countries with a
systems recognition agreement with FDA, there should be no need for a (direct or indirect) role
for FDA in monitoring accredited third-party certification bodies. Other comments encourage us
to recognize their national food safety system as equivalent to that of the United States.

The systems recognition initiative is a food safety regulatory cooperation program that

allows FDA to take into account the role of food safety systems of exporting countries in our
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risk-based decisionmaking. We are using systems recognition as a tool to determine when we
can rely on the implementation of science-based food safety programs by foreign regulatory
authorities and take action based on information provided by such authorities.

We note that a competent authority with whom FDA has a systems recognition
agreement must apply for recognition to make accreditation decisions and apply for accreditation
to issue certifications under section 808 of the FD&C Act. If the competent authority applies for
recognition or direct accreditation by FDA (assuming that the statutory criteria have been met for
FDA to begin direct accreditation), FDA’s review will be informed by the data, experiences, and
insights into the foreign system that FDA gained through the systems recognition review.

Except as described above, systems recognition activities are outside the scope of this
rulemaking, as are equivalency determinations.

We also received several overarching comments noting that the lack of qualified food
safety auditors is a problem in many countries. Some comments suggest that we may face
similar problems with the availability of accredited third-party certification bodies in our
program. The comments assert that we should prioritize the review of applications from foreign
countries with significant volumes of exports to the United States because of the cost and
inconvenience to foreign suppliers and the likely trade disruption that would result if the only
accredited third-party certification bodies were located in other countries. Some comments
predict that rapid expansion in the field of food safety auditing may result in shortcuts in
auditing. Other comments contend that because of the limited availability of qualified auditors
we should adjust the timeframes for accredited third-party certification bodies to submit
information to FDA under the regulations. The comments specifically request that we lengthen

the 45-day timeframe for submitting regulatory audit reports.
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We acknowledge the concerns about cost, inconvenience, and disruption resulting from
auditor capacity issues. We are encouraging broad program participation to minimize the
likelihood that capacity issues might emerge, because certifications issued by accredited third-
party certification bodies under this program are intended to facilitate trade. The certifications
are used in meeting the eligibility requirements of VQIP for expedited entry of food under
section 806 of the FD&C Act and in satisfying a condition of admissibility for a food subject an
FDA determination under section 801(q) of the FD&C Act.

Revisions have been made to this rule made in response to comments, such as allowing
accreditation bodies and third-party certification bodies to use documentation of their
conformance with ISO/IEC standards in support of their applications. We also are modifying
our “first in, first out” approach to processing applications, as comments request, to allow for
prioritizing specific applications and requests based on program needs. We are unable to
accommodate the request to lengthen the timeframe for submission of regulatory audit reports to
FDA, because the 45-day deadline for submission is established in section 808(c)(3)(A) of the
FD&C Act. Audit protocols and other requirements of the rule are designed to prevent audit
agents (auditors) and third-party certification bodies from taking shortcuts that would jeopardize
audit results.

Some comments addressed the Model Accreditation Standards that FDA is required to
develop under section 808(b)(2) of the FD&C Act for use in qualifying third-party certification
bodies for accreditation. Some of these comments suggest various criteria to be included in the
model standards. Other comments suggest the proposed rule was ambiguous with respect to the

form of, and manner by which, FDA will establish the Model Accreditation Standards.
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While the substance of the Model Accreditation Standards is outside the scope of this
rulemaking, we note that on July 24, 2015, FDA published a draft guidance on Model
Accreditation Standards. The draft guidance can be accessed at:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/ucm

455328.htm. Additionally, a notice was published in the Federal Register (80 FR 44137, July 24,

2015) of the availability of the draft guidance and of the opening of a docket for public
comments on the document. As explained in the draft guidance, section 808(b)(2) of the FD&C
Act requires FDA to develop Model Accreditation Standards that recognized accreditation
bodies shall use to qualify third-party certification bodies for accreditation, and in so doing, to
look to existing standards for certification bodies (as of the date of enactment of FSMA) to avoid
unnecessary duplication of efforts and costs. The draft guidance contains FDA
recommendations on third-party certification body qualifications, including recommendations
based on relevant provisions in the proposed rule. This final rule will serve as a framework for
the Model Accreditation Standards final guidance, which will include more detailed
recommendations on third-party certification body qualifications.

Some comments respond to our request for input on the question about the value of, and
possible need for, FDA to establish a program for use of accredited third-party certification
bodies to conduct domestic food safety audits (78 FR 45782 at 45823). We received comments
on all sides, expressing various views. We are taking these comments under advisement at this
time, as the focus of this final rule is on establishing and implementing the third-party
certification program set forth in section 808 of the FD&C Act.

Other comments addressed the substance of VQIP, import certification, laboratory

accreditation, and provisions in the proposed FSVP rule and/or other FMSA rules that are
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outside the scope of this rulemaking; accordingly we will not be responding to those comments
here. Other comments that fall outside the scope of this rulemaking, and to which we will
therefore not be responding, include comments on the value of a universal, mandatory food
safety system; comments advocating for policies promoting locally grown produce; comments
addressing the information technology infrastructure needs of the third-party certification
program; comments suggesting the value of student interns to the food safety system; and
comments on factors beyond the use of third-party audits that FDA should consider in setting
inspection priorities.

We also received a few comments concerning the rulemaking process. Comments
suggest that we devise a new process for regularly updating the rule; they state that FDA has
cumbersome requirements for modifying rules. FDA’s current rulemaking process is consistent
with FDA’s obligations under the Administrative Procedure Act (5 U.S.C. 551-559).

Il. Legal Authority

Section 307 of FSMA, Accreditation of Third-Party Auditors, amends the FD&C Act to
create a new provision, section 808, under the same name. Section 808(b)(1)(A) of the FD&C
Act requires us to establish a system, within 2 years of the enactment of FSMA, for the
recognition of accreditation bodies that accredit third-party certification bodies to conduct food
safety audits and to issue certifications for eligible foreign food entities and their products for
purposes of sections 801(q) and 806 of the FD&C Act.

Section 808(c)(5)(C) of the FD&C Act directs us to issue implementing regulations for
section 808 of the FD&C Act. The regulations must require audits to be unannounced and must
contain protections against conflicts of interest between accredited third-party certification

bodies (and their audit agents) and the entities they audit or certify, including requirements on
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timing and public disclosure of fees and appropriate limits on financial affiliations (21 U.S.C.
384d(c)(5)(C)(i), (ii), and (iii)).

This final rule establishes regulations implementing section 808 of the FD&C Act. The
authority for the requirements in this rule comes primarily from section 808 of the FD&C Act.
However, FDA also derives authority for this final rule from other sections of the FD&C Act,
including section 701(a) of the FD&C Act (21 U.S.C. 371(a)), which authorizes us to issue
regulations for the efficient enforcement of the FD&C Act. The regulations in this final rule
ensure the competency and independence of recognized accreditation bodies and of accredited
third-party certification bodies, which will help ensure the validity and reliability of certifications
and other information resulting from the food safety audits conducted by accredited third-party
certification bodies. These features of the final rule are essential to the operation of the third-
party program. This rule also is consistent with section 404 of FSMA (21 U.S.C. 2252), which
states that nothing in FSMA should be construed in a manner that is inconsistent with the
agreement establishing the World Trade Organization or any other treaty or international
agreement to which the United States is a party.

This rule establishes requirements for accreditation bodies and third-party certification
bodies seeking recognition and accreditation, respectively. These requirements will help ensure
that any accreditation bodies that we recognize, and any certification bodies that are accredited,
are capable of meeting all of the requirements of this program. This includes requirements, for
example, for legal authority and competency and capacity. It also includes provisions for the
direct accreditation of third-party certification bodies by FDA in accordance with section
808(b)(1)(A)(ii) of the FD&C Act. This rule also establishes requirements for accreditation

bodies that have been recognized, and third-party certification bodies that have been accredited.
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This includes requirements designed to decrease the potential for conflicts of interest in
accordance with section 808(c)(5)(C)(ii) of the FD&C Act. Additionally, this rule establishes
requirements for eligible entities that want to be certified under this program. This includes
requirements for onsite audits by FDA for the purpose of monitoring in accordance with section
808(f)(3) of the FD&C Act. Finally, this rule establishes general requirements related to the
operation of this program. These include requirements for requesting a regulatory hearing on
revocation of recognition or withdrawal of accreditation.

Some of the requirements under this final rule are also established, in part, under the
authority in sections 806 and 801(q) of the FD&C Act. Section 806 of the FD&C Act describes
a voluntary program to provide for the expedited review and importation of food offered for
importation from certified facilities (VQIP). Section 801(q) of the FD&C Act gives FDA
authority to require certifications for imported food in certain situations. This final rule does not
set up the framework for participation in the program described under section 806 of the FD&C
Act, nor does it describe the circumstances under which FDA might require certification under
section 801(q) of the FD&C Act. However, this rule does describe circumstances under which
FDA might refuse to consider a certification issued under this program in determining the
admissibility of an article of food for which the certification was offered under section 801(q) of
the FD&C Act, or in determining eligibility for participation in VQIP under section 806 of the
FD&C Act. Additionally, this rule creates limited exemptions from the certification
requirements of section 801(q) of the FD&C Act for certain alcoholic beverages, including
certain raw materials and ingredients that are used to manufacture/process alcoholic beverages.
The exemptions are being promulgated consistent with section 116 of FSMA (21 U.S.C. 2206).

Section 116(a) of FSMA states that, except as provided by certain listed sections in FSMA,
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nothing in FSMA, or the amendments made by FSMA, will be construed to apply to a facility
that: (1) Under the Federal Alcohol Administration Act (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.) is required to obtain a
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 (21 U.S.C. 350d) 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). This rule also creates
exemptions from the certification requirements of section 801(q) of the FD&C Act for products
subject to the requirements of the U.S. Department of Agriculture (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 seq.) at
the time of importation. We conclude that this provision is consistent with section 403 of
FSMA, entitled “Rule of Construction,” which states that nothing in FSMA shall be construed to
alter or limit the jurisdiction of the Secretary of the Department of Agriculture.

I11. Comments on What Definitions Apply to This Subpart (§ 1.600)

We proposed to codify definitions of several terms used in the third-party certification
regulations. We received several comments on this section. As discussed in the following
paragraphs, we have revised many of the proposed definitions in response to comments as well
as on our own initiative. Where we disagree with comments or decline a suggested revision, we
offer an explanation in response. Some definitions were finalized as proposed.

The definitions for terms used in the third-party certification regulations are codified in

21 CFR 1.600.
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A. Definitions, Generally

(Comment 1) Several comments encourage us to more closely align the definitions in
8 1.600 with international standards to promote consistency and common understanding of the
rule. The comments explain that the terms and definitions used in section 808 of the FD&C Act
and in the proposed rule convey a different meaning for accreditation bodies, certification
bodies, and the standards community. To that end, some comments encourage us to avoid using
the term “third-party auditor” synonymously with “certification body,” to be consistent with
international standards, which use the term “certification body” (e.g., ISO/IEC 17065:2012
(Ref.7).

Similarly, some comments indicate that, the language of the statute notwithstanding, it is
not correct to use the term “third-party auditor” when describing the activities of a “third-party
certification body.” The comments explain that auditors are individuals contracted or employed
by certification bodies to conduct audits, and they urge us to clarify the rule by substituting
“certification body” for “third-party auditor.”

(Response 1) We agree that alignment with the terminology used in international
standards is preferable, wherever possible. Congress recognized the value of international
standards in accreditation and certification, having instructed us in section 808(b)(2) of the
FD&C Act to look to existing standards in developing our model accreditation standards to avoid
unnecessary duplication of efforts and costs. We believe it is particularly useful to rely on
definitions and terminology from international consensus standards when possible where, as
here, the rule is establishing a voluntary program with an international focus. In addition, we
agree that, notwithstanding the use of the term “third-party auditor” in the statute, the use of the

term “third-party certification body” instead of the term “third-party auditor” provides some
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clarity for purposes of referring to bodies that employ or contract individuals to perform audits.

Therefore, in response to the comments suggesting the term “third-party auditor” is
confusing and inconsistent with international standards, we are using the term “third-party
certification body” in the remainder of the preamble and in the codified of this final rule, except
in the definitions of “Accredited third-party certification body” and “Third-party certification
body” in § 1.600(c) and in the preamble discussion of those definitions.

On our own initiative, we are including the descriptor “third-party” before “certification
body” throughout this final rule. We did not use that descriptor in the proposed rule when
referring to a third-party auditor/certification body once accredited. We are doing so now in
order that the term accurately reflects that, under this subpart, only third-party certification
bodies are eligible for accreditation. We are making corresponding changes to the term
“accredited auditor/certification body;” and in this final rule we will instead use the term,
“accredited third-party certification body.”

Accordingly, we have revised the proposed definitions of “accreditation,” “accreditation
body,” “accredited auditor/certification body,” “audit,” “audit agent,” “certification body,”
“direct accreditation,” “eligible entity,” “facility certification,” “food certification,” “recognized
accreditation body,” “relinquishment,” and “self-assessment,” to replace the term “third-party
auditor” with the term “third-party certification body,” or “third-party certification bodies,” and
to remove “auditor/” from in the term “third-party auditor/certification body” or “third-party
auditors/certification bodies” that was used in the proposed rule.

On our own initiative, we added a sentence to the definition of “accredited third-party
certification body” in 8 1.600 of this final rule to explain that the term has the same meaning as

“accredited third-party auditor” as defined in section 808(a)(4) of the FD&C Act. Similarly, we
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added language to the definition of “third-party certification body” in § 1.600 of this final rule
explaining that the term has the same meaning as “third-party auditor” as defined in section
808(a)(3) of the FD&C Act.

(Comment 2) Some comments encourage us to make the definitions in this rule
consistent with the definitions in other FSMA proposed rules, such as the 2013 proposed FSVP
regulation, the 2013 proposed human preventive controls regulation, the 2013 proposed animal
preventive controls regulation, and the 2012 proposed produce safety regulation, where feasible.

(Response 2) We agree with the comments on the overarching goal of alignment across
regulations and accepted suggested revisions, where feasible and appropriate. However, it is not
always possible to develop uniform definitions due to the distinct statutory requirements and the
framework of each program. In such cases where it was not feasible or appropriate, we declined
the suggested revisions from comments. We discuss such comments and our responses under
each relevant term.

B. Assessment

We did not define “assessment” in the proposed rule.

(Comment 3) Some comments recommend adding a definition of “assessment” based on
ISO/IEC 17011:2004 (Ref. 5), clause 3.7, which describes the process for evaluating certification
bodies. The comments explain that defining such evaluations as “audits,” as we had proposed, is
inconsistent with international standards. The comments suggest consulting with other ISO/IEC
standards for relevant terminology.

(Response 3) We agree that the term “assessment” should be used, in part, to refer to the
activity undertaken to assess the competency and capacity of a third-party certification body

under the rule. We reviewed ISO/IEC 17011:2004 (Ref. 5) (clause 3.7 and NOTE) and ISO/IEC
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17000:2004 (Ref. 4), ISO/IEC 17040:2005 Conformity assessment--General requirements for
peer assessment of conformity assessment bodies and accreditation bodies (ISO/IEC
17040:2005) (Ref. 12), and an International Accreditation Forum (IAF) document entitled, “IAF
Endorsed Normative Documents” (Ref. 13).

After considering the comments and reviewing the referenced documents, we developed
a definition of “assessment” that describes, with respect to accreditation bodies, the activity
undertaken by FDA to evaluate the competency and capacity of the accreditation body under the
applicable requirements of this rule. With respect to certification bodies, “assessment” describes
the activity undertaken by a recognized accreditation body (or, in the case of direct accreditation,
FDA) to evaluate the competency and capacity of a certification body under the applicable
requirements of this rule. We also made corresponding changes to the definition of “audit” from
proposed § 1.600(c) by removing clauses (1) and (2).

C. Audit

We proposed a definition of “audit” describing the examination of accreditation bodies,
third-party certification bodies, and eligible entities. We proposed to define an audit of an
accreditation body as an examination by FDA of the accreditation body’s authority,
qualifications, resources, policies, procedures, and performance, as well as of its capability to
meet the requirements of the proposed rule. We proposed to define an audit of a third-party
certification body as an examination by a recognized accreditation body (or, by FDA, for direct
accreditation) of the third-party certification body’s authority, qualifications, resources, policies,
procedures, and performance, as well as of its capability to meet the requirements of the
proposed rule. We proposed to define an audit of an eligible entity as an examination by an

accredited third-party certification body of the eligible entity to assess the entity, its facility,
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system(s), and food using audit criteria for consultative or regulatory audits, and, for consultative
audits, also including an assessment of compliance with applicable industry standards and
practices.

We received some comments on the proposed definition of “audit,” and the related
definitions of “consultative audit” and “regulatory audit.” Comments specific to the definition of
“consultative audit” are discussed in section Il1.E., and comments on the definition of
“regulatory audit” are discussed in section I1l.L. As described in Response 3, we also removed
clauses (1) and (2) from the proposed definition of “audit” because those evaluations are
“assessments” as the term is defined in § 1.600(c).

On our own initiative, we are revising the definition of “audit” to clarify that an audit
conducted under this subpart is not an inspection under section 704 of the FD&C Act (21 U.S.C.
374).

(Comment 4) Several comments encourage us to align our definition of audit with
relevant international standards, and some comments request that we use the definition of “audit”
from the Codex “Principles for Food Import and Export Inspection and Certification” (CAC/GL
20-1995) (Ref. 14), which defines “audit” as a “systematic and functionally independent
examination to determine whether activities and related results comply with planned objectives.”

(Response 4) We agree with the general principle of creating consistency with
international standards and have revised the definition of “audit” in § 1.600(c) accordingly.
Rather than describing the determination of whether activities comply with “planned objectives”
that appears in the Codex definition of “audit” (Ref. 14), we inserted a brief description of the
objectives of consultative and regulatory audits from the definitions in section 808(a)(5) and (7)

of the FD&C Act (i.e., the examination of an eligible entity under this rule).
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(Comment 5) Some comments encourage us to remove the proposed definition of
“audit” in § 1.600(c) and substitute the FSVP definition of “audit” instead, to promote
consistency and a common understanding of terminology.

(Response 5) We disagree. We believe that it is more important for the definition in this
rule to reflect international standards that are generally well known to the parties subject to this
rule than it is for the definition to mirror the definition in FSVP, which has different
applicability. FSVP applies to importers; this rule applies to accreditation bodies, third-party
certification bodies, and eligible entities. Therefore, we are rejecting the suggestion to use the
FSVP definition of “audit” as the definition of “audit” in § 1.600(c).

(Comment 6) We received some comments on the definition of “audit” regarding its
relationship to the related definitions of “consultative audit” and “regulatory audit” in § 1.600(c).
Some comments recommend that we revise the definition of “audit” to mean only regulatory
audits, and not consultative audits, asserting that is how the word “audit™ is used in the statute.
These comments contend that the statute must be interpreted in light of the fact that section 808
of the FD&C Act is directed to food and facility certifications, which are only accomplished
through regulatory audits. Other comments ask us to clarify that the services of an accredited
third-party certification body that fall short of the definition of an “audit” (e.g., informal
consulting, continuous improvement programs, and limited purpose audits) under this rule, are
not subject to the requirements of the rule.

(Response 6) We decline the suggestion to interpret section 808 of the FD&C Act in a
manner that would equate “audit” with “regulatory audit.” Section 808 of the FD&C Act defines
two types of audits used under the program, consultative audits and regulatory audits, and

contains requirements relating to each. (See, e.g., section 808(a)(5), (7), and (c)(3)(A) of the
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FD&C Act). In addition, section 808(c)(4)(B) of the FD&C Act expressly allows an accredited
third-party certification body or an audit agent of such auditor to perform consultative and
regulatory audits of eligible entities.

To the extent that other comments suggest creating a list of exceptions from the definition
of “audit” in the codified for this rule, we decline to do so. To the extent that these comments
were seeking clarification of the definition of “consultative audit” in § 1.600(c), and what types
of activities might fall outside of that definition as well as outside of this program, please see the
discussion in Response 9 in section I11.E.

(Comment 7) Some comments express confusion about the criteria that accredited third-
party certification bodies will be using in conducting audits under subpart M and ask us to more
clearly describe the “applicable requirements” against which compliance will be evaluated.
Some comments are concerned that eligible entities might be audited against requirements that
do not apply to their operations. For example, some comments note that firms subject to the
final animal preventive controls regulation should not be assessed for compliance with the
allergen cross contamination requirements of the final human preventive controls regulation.
Other comments ask us to clarify whether the “applicable requirements” are limited to
requirements that appear in the FD&C Act or FDA regulations, or both.

(Response 7) During regulatory and consultative audits, accredited third-party
certification bodies will examine compliance with applicable food safety requirements of the
FD&C Act and FDA regulations within the scope of the audit. In consultative audits, the third-
party certification bodies also may be conducting an examination to determine conformance with

applicable industry standards and practices.
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The applicable requirements that accredited third-party certification bodies and their audit
agents will use relate to the food safety standards under the FD&C Act, such as the adulterated
food provisions in section 402 of the FD&C Act and the provisions on the misbranding of food
allergens in section 403(w) of the FD&C Act. The applicable requirements of the FD&C Act
and FDA regulations would depend on the type of eligible entity being audited. To use the
example given by one of the comments, an eligible entity that is subject to the requirements of
the final animal preventive controls regulation, but not the final human preventive controls
regulation, would not be subject to an audit examining its practices relating to cross-
contamination by food allergens under the final human preventive controls regulation because
those are not “applicable food safety requirements” for such an entity.

To help clarify this rule for eligible entities, third-party certification bodies, and
accreditation bodies who may be interested in participating in the program and who may not yet
be familiar with U.S. laws and regulations, we are using the phrase “applicable food safety
requirements of the FD&C Act and FDA regulations” in place of the phrase “applicable
requirements” in the definition of “audit” in § 1.600(c) and elsewhere throughout the rule where
we are discussing the requirements that will be used in auditing eligible entities.?

D. Audit Agent

We proposed to define an “audit agent” as an individual who is an employee or other
agent of an accredited third-party certification body who, although not individually accredited, is

qualified to conduct food safety audits on behalf of an accredited third-party certification body.

2 Although we have elected to cite to both the FD&C Act and FDA regulations in this definition, we otherwise will
follow the conventional practice of using the words “applicable requirements” to refer the applicable requirements
of the FD&C Act and FDA regulations.
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Under the proposed rule we also defined an audit agent to include a contractor of the accredited
third-party certification body.

(Comment 8) Some comments express concern about our proposal to allow a contractor
of an accredited third-party certification body to serve as an audit agent, asserting that “[w]ith
each step that is further removed in this process, institutional control is lost exponentially.” The
comments point out that a subcontractor conducted the audit and gave a passing audit score to a
cantaloupe farm and packing facility that used “improper and unsafe processing equipment” and

subsequently was linked to a deadly outbreak caused by Listeria monocytogenes. Other

comments mentioning the incident cite to an article in Bloomberg News explaining that auditors
often outsource to independent contractors over whom they do not have direct management
control (Ref. 15). Still other comments offer the cantaloupe outbreak as an example of why
auditors must be competent and accountable for their activities.

(Response 8) We understand that third-party certification bodies currently work with
individual auditors under many different types of arrangements. We acknowledge concerns
raised by comments about recent outbreaks at some domestic facilities that had received
satisfactory scores in food safety audits. Further, we agree with the comments on the importance
of an accredited third-party certification body exercising adequate control over an audit agent
conducting audits on its behalf. We believe that principle is equally true whether the audit agent
is an employee or a contract auditor.

International standards, such as ISO/IEC 17021:2011 (Ref. 6), specifically allow
accredited third-party certification bodies to use contractors to perform audits if certain
conditions are met. Among other conditions, contract auditors must meet the same level of

qualifications (e.g., knowledge, skills, and experience) and the same requirements for
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impartiality and objectivity as do the auditors the third-party certification body employs. The
third-party certification body must exercise adequate control and oversight over a contractor such
that the third-party certification body accepts the result of the contractor’s audit as its own.

When we proposed to define “audit agent” to include a contractor, we were
contemplating arrangements such as those described in ISO/IEC 17021:2011 (Ref. 6) that
involve a direct relationship between the accredited third-party certification body and its
auditors. We are revising the definition of “audit agent” to clarify that we are excluding
subcontractors and other types of outsourcing arrangements; we have concluded that such
arrangements fail to provide the degree of control and oversight necessary for an accredited
third-party certification body to ensure that its audit agents are competent and objective. An
accredited third-party certification body exercises direct supervision over the activities of its
employees, and has a direct relationship with a contractor; but the relationship between the third-
party certification body and a subcontractor or other type of outsourced staff is attenuated — the
third-party certification body may not even choose such persons and may not have any direct
authority over them. We do not believe such diminished oversight is appropriate, given the
important role of audit agents in this program.

By revising the definition of “audit agent” we are not preventing an accredited third-party
certification body from subcontracting for services in areas other than the conduct of audits. For
example, an accredited third-party certification body may use subcontractors or other
outsourcing arrangements to deliver annual training to its audit agents under § 1.650 or may use
subcontractors or other outsourcing arrangements to investigate and decide on appeals of adverse
regulatory audit results under § 1.651. However, we are limiting the role of “audit agent” to

employees and contractors of the accredited third—party certification body.
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E. Consultative Audit

We proposed to define a “consultative audit” as an audit of an eligible entity: (1) To
determine whether such entity is in compliance with applicable requirements of the FD&C Act
and industry standards and practices and (2) the results of which are for internal purposes only
and cannot be used to determine eligibility for a food or facility certification issued under this
subpart or in meeting the requirements for an onsite audit of a foreign supplier under subpart L
of this part.

(Comment 9) We received several comments on the definition of “consultative audit.”
Many comments express concern that the definition of “consultative audit” is overly broad and
that some of the requirements that would apply to consultative audits under the proposed rule
might create a disincentive to using accredited third-party certification bodies. Some comments
urge FDA to remove all requirements associated with consultative audits from the rule. Other
comments identify two requirements of particular concern: (1) Proposed § 1.656, requiring an
accredited third-party certification body conducting a consultative audit or regulatory audit under
the rule to notify FDA immediately upon discovering a condition that could cause or contribute
to a serious risk to public health (the notification requirement) and (2) proposed § 1.652,
requiring an accredited third-party certification body to provide FDA access to a consultative
audit report when the criteria for records access under section 414 of the FD&C Act (21 U.S.C.
350c) are met (the records access requirement). The comments explain that many firms use
certification bodies (and/or their consulting divisions) to help establish, maintain, and improve
their food safety practices. For example, some firms use certification bodies (and/or their
consulting divisions) to help in identifying root causes and remediating food safety problems.

Comments also note that certification bodies (and/or their consulting divisions) provide informal
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counseling, perform preliminary evaluations, limited purpose audits, and activities in support of
firms’ continuous improvement programs.

Comments express concern that if these types of activities are subject to notification,
records access, and other requirements of the rule, firms located outside the United States might
not use accredited third-party certification bodies, instead choosing unaccredited third-party
certification bodies to avoid the requirements of this rule. The comments assert that
unaccredited third-party certification bodies are less likely to have qualified auditors and their
independence and objectivity is less certain, than third-party certification bodies that have been
evaluated and issued accreditation.

Comments also argue that the definition of “Consultative audit,” which states that the
results of such an audit are “for internal purposes only,” is inconsistent with the requirements for
notification and records access that would apply to consultative audits under the proposed rule.
Other comments ask us to clarify that audits conducted for external purposes--for example, an
audit for purposes of compliance with FSVP--do not satisfy the definition of a consultative audit
because consultative audits are for internal purposes only.

Some comments suggest that the proposed definition of “consultative audit,” taken
together with the proposed definitions of “food safety audit” and “regulatory audit,” could
preclude third-party certification bodies from conducting any audits that are outside the scope of
subpart M, once accredited. Based on that interpretation, the comments predict that few if any
third-party certification bodies would want to participate in the program.

Many of the comments that express concern about disincentives also suggest that
Congress intended the third-party program to be much narrower than our proposed definition of

“consultative audit” would suggest. These comments suggest that the FSMA third-party
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certification program was intended to be focused on regulatory audits and the issuance of
certifications to be used for two limited purposes: i.e., in establishing an importer’s eligibility for
VQIP and in satisfying a condition of admissibility for a food subject to an FDA safety
determination under section 801(q) of the FD&C Act. These comments argue further that
Congress inserted the term “consultative audit” in the statute to be used only in reference to the
conflicts of interest provisions in section 808(c)(4)(C) and (c)(5) of the FD&C Act; therefore, a
broad interpretation of “Consultative audit” is inconsistent with Congressional intent. The
comments urge us to construe the term “consultative audit” as narrowly as possible.

(Response 9) We recognize that food firms use accredited third-party certification bodies
(and their consulting divisions) in various capacities that serve the ultimate goal of improving
food safety. We do not want, nor do we believe Congress intended, for our third-party
certification program to create disincentives for food firms seeking to use accredited third-party
certification bodies for various purposes to improve food safety practices in their operations.
Nevertheless, we decline the request to remove all requirements relating to consultative audits
from this final rule. Section 808(c)(5)(C) of the FD&C Act directs us to issue implementing
regulations for section 808 of the FD&C Act, which includes some specific provisions relating to
consultative audits (e.g., section 808(c)(3)(A) and (C) on consultative audit reports and section
808 (c)(4)(C) of the FD&C Act on audit agents performing regulatory audits of eligible entities
of which they performed consultative or regulatory audits within the preceding 13 months). We
have, however, revised the definition of “consultative audit” as explained below and have made
other revisions to the rule to clarify the scope of such audits and help mitigate possible

disincentives to conduct consultative audits, while fulfilling the letter and spirit of the law.
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With regard to the comments expressing concerns about an overly broad interpretation of
“consultative audit,” we remind readers that the statute endows both regulatory and consultative
audits with certain characteristics. For example, section 808(a)(6) of the FD&C Act indicates
that an eligible entity must choose to be audited by an accredited third-party certification body,
and section 808(c)(5)(C)(i) of the FD&C Act states that audits under this program must be
unannounced. We understand these provisions to mean that, at the time the audit services are
arranged, an eligible entity must specifically request from an accredited third-party certification
body a food safety audit under this rule--that is the only way the accredited third-party
certification body would know that the eligible entity is requesting an unannounced subpart M
audit to determine compliance with the applicable food safety requirements of the FD&C Act
and FDA regulations. Further, the eligible entity would need to specify whether it is seeking a
regulatory or consultative audit. (In addition to determining whether the eligible entity is in
compliance with the food safety requirements of the FD&C Act, consultative audits under
section 808 of the FD&C Act also determine whether the eligible entity is in compliance with
applicable industry standards and practices). Audits that fall outside the purview of this rule--for
example, audits that are conducted by third-party certification bodies that are not accredited
under this program, audits that determine compliance with standards other than the food safety
requirements of the FD&C Act and FDA regulations (e.g., audits that determine compliance with
private standards), audits that are announced, and audits conducted solely for the purposes of
supplier verification under the final human or animal preventive controls regulations or the final
FSVP regulations--are not covered by, or subject to, the requirements of this rule.

It is impossible to describe or predict all of the audit scenarios that may occur. We

emphasize that an accredited third-party certification body can continue to offer auditing and
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certification services that are outside the scope of this rule, such as on-site supplier verification
audits under the final human or animal food preventive controls regulations or the final FSVP
regulation. Such audits would not be subject to the requirements of this rule, including the
reporting and notification requirements.

In response to comments, we revised the proposed definition of “consultative audit” to
clarify that it is an audit conducted in preparation for a regulatory audit under the third-party
certification program. A consultative audit would thus be a pre-examination or pre-assessment
type of activity imbued with certain characteristics. We further clarify the characteristics of a
consultative audit, as well as of a regulatory audit (the results of which can form the basis for
issuance of certification under the rule), in the definition of “food safety audit” discussed in
section I11.J.

F. Eligible Entity

We proposed to define an “eligible entity” as a foreign entity that chooses to be subject to
a food safety audit by an accredited third-party certification body. We further proposed that
eligible entities include foreign facilities subject to the registration requirements in FDA
regulations.

(Comment 10) We received several comments on the definition of “eligible entity.”
Some comments request that we provide examples of specific types of entities that satisfy the
definition. Some comments offer examples of “eligible entities,” including orchards or farms,
packing houses, processing plants, and storage facilities. Other comments suggest we add “and
foreign farms” to the end of the definition, to clarify that such entities are eligible to receive

audits under subpart M. Some comments encourage us to adjust the definition of “eligible
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entity” to make it mandatory for foreign food facilities to undergo food safety audits by
accredited third-party certification bodies.

(Response 10) The proposed definition of “eligible entity” was based on the statutory
definition, which includes facilities subject to the registration requirements in section 415 of the
FD&C Act that choose to be audited under the program. At our own initiative we are revising
the definition of “eligible entity” in the codified to more accurately track the statute, and we
decline the suggestion to add specific examples, such as orchards or farms, that are not included
in the statutory definition of “eligible entity.” However, as explained in Response 12 we are
revising the definition of “facility” in § 1.600(c) to clarify that entities that grow, harvest, or raise
animals for food for consumption in the United States are facilities that are eligible for auditing
and certification under this subpart.

We disagree with the comment suggesting that we should make audits under this program
mandatory for all foreign food firms by modifying the definition of “eligible entity.” The statute
clearly indicates that participation in this program is intended to be voluntary, and only entities
that choose to be audited under the program are subject to its requirements (see section 808(a)(6)
of the FD&C Act).

(Comment 11) In the proposed rule, we specifically asked for comment on whether to
allow for food or facility certification to be issued to a producer group, offering as an example
the criteria for groups under the National Organic Program (NOP)--i.e., having multiple sites
operating under a single management system and whose farms are “uniform in most ways.”
Several comments responded to this inquiry in relation to the definition of “eligible entity.”

Comments in support of certification of a group (e.g., a cooperative being audited as a

single eligible entity) note that some producers are very small and might find it difficult on their
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own to obtain third-party certification, but taken as a group the task would likely be more
manageable. Other comments note that treating multiples sites with a single management system
as a single eligible entity could be particularly helpful in sectors or regions where there is a
scarcity of accredited third-party certification bodies. Some comments argue in support of
groups functioning as a single eligible entity as long as the central management system functions
effectively, providing oversight to the members. Comments also note that some multisite
sampling protocols have been developed by international organizations, such as ISO.

Other comments encourage us to ensure that cooperatives are subject to this rule, so that
all the links in a foreign supply chain are appropriately inspected, and so that they are subject to
any applicable regulations before their product is exported to the United States.

Comments not in support of cooperatives being classified as eligible entities note that
food safety practices and conditions are site-specific and can vary significantly even if the
individual farms are located in the same geographic area (for example, due to soil composition,
agricultural water runoff, or the manner in which the land was used in the past). They also note
that organic production standards and scientifically-based food safety standards are not the same,
so what works for the NOP may not be appropriate here

Some comments encourage us to provide guidance on the acceptable parameters of a
cooperative. Some comments encourage us to consider guidance available from other sources
beyond the NOP, such as the International Federation of Organic Agriculture Movements.

(Response 11) We decline to revise the definition of eligible entities to include a group.
We acknowledge that some very small producers might be daunted by the prospect of working
individually with an accredited third-party certification body, and there would be obvious

economies in banding together with other very small producers to gain certification. We also
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acknowledge that some sets of producers do currently function as a unit under a centralized
management system, and that group certification may make it easier for entities to access
accredited third-party certification bodies in areas or regions where they may be scarce.
Nevertheless, after reviewing the NOP, the International Federation of Organic Agricultural
Movements, the Canada Organic Office Operation Manual, the USDA Agricultural Marketing
Service pilot program on group certification, and other recommended sources, we conclude that
it would not be appropriate to allow groups to be certified under this program. Group
certification raises a myriad of complicated issues such as establishing who may act as a group,
determining the requisites of a central management system, and delineating the minimum
requirements for accredited third-party certification body audits of a group.

With regard to the comments contending that certifications from individual eligible
entities that might otherwise act as a group would create redundant and unnecessary paperwork
for FDA, we will take that sort of information into account as we gain experience with the
program. Finally, with regard to the comments encouraging us to define “eligible entity” to
include groups to ensure that all their members are examined for compliance with applicable
food safety regulations before their food is exported to the United States, we note that this rule
does not create audit obligations for all foreign suppliers or for all importers. The third-party
certification program created by this rule is a voluntary program for eligible entities who wish to
participate.

G. Facility

We proposed to define “facility” as any structure, or structures of an eligible entity under

one ownership at one general physical location, or, in the case of a mobile facility, traveling to

multiple locations, which manufactures/processes, packs, or holds food for consumption in the
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United States. The definition went on to state that: (1) transport vehicles are not facilities if they
hold food only in the usual course of business as carriers; (2) a facility may consist of one or
more contiguous structures, and a single building may house more than one distinct facility if the
facilities are under separate ownership; (3) the private residence of an individual is not a facility;
and (4) non-bottled water drinking water collection and distribution establishments and their
structures are not facilities.

On our own initiative, we are clarifying that facilities for the purposes of this subpart are
not limited to facilities required to be registered under Subpart H.

(Comment 12) Some comments encourage us to align the proposed definition of
“facility” to the definition of “facility” in the human and animal preventive controls, produce
safety, and FSVP regulations, to promote consistency and common understanding of the rules.

(Response 12) As previously noted, we agree with the comments on the importance of
consistency across regulations, where feasible and appropriate. We reviewed the definitions of
“facility” in the final FSVP and final human preventive controls regulations, and found those
definitions to be too narrow in light of the purpose of this rule to establish a voluntary program
for certification of foods and facilities and the broad definition of “eligible entity” in section
808(a)(6) of the FD&C Act. Of our own initiative, in order to preserve the option for broad
participation in the third-party program, we are expressly including in the definition of “facility”
those entities that grow, harvest, or raise animals for food for consumption in the United States.

H. Facility Certification and Food Certification

We proposed to define “facility certification” as an attestation, issued for purposes of
section 806 of the FD&C Act by an accredited third-party certification body, after conducting a

regulatory audit and any other activities necessary to establish that a facility meets the applicable
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requirements of the FD&C Act. We proposed to define “food certification” as an attestation,
issued for purposes of section 801(q) of the FD&C Act by an accredited third-party certification
body, after conducting a regulatory audit and any other activities necessary to establish that a
food meets the applicable requirements of the FD&C Act.

(Comment 13) We received some comments on the definitions of “facility certification”
and “food certification.” Some of these comments raise group certification issues which we
address above, in connection with the definition of “foreign cooperative.” Some comments state
that “food certification” is improper terminology, because it implies a product certification
model, whereas audits of eligible entities--particularly in the produce sector--generally assess
processes and/or management systems.

(Response 13) The term “food certification” appears in the statute and is specifically
discussed in the statute as a type of certification that may be used in meeting a condition of
admissibility under section 801(q) of the FD&C Act. Under section 808(c)(2)(C) of the FD&C
Act, food certifications may only issue upon conduct of a regulatory audit. In light of the
statutory language, we decline to revise the term “food certification” in response to the
comments on this rule.

We also note that section 801(q)(1) of the FD&C Act allows for FDA to accept “a listing
of certified facilities that manufacture, process, pack, or hold food, or other assurances deemed
appropriate by FDA” to satisfy the condition of admissibility. Of our own initiative, in light of
this statutory language, we are clarifying in the definition of “facility certification” that a facility

certification may be issued for purposes of 801(q) of the FD&C Act.
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1. Food

In proposed § 1.600(b), we stated unless otherwise defined in 8 1.600(c) of the proposed
rule, definitions of terms in section 201 of the FD&C Act would apply to terms used in this
subpart. Section 201 of the FD&C Act defines “food” as “(1) articles used for food or drink for
man or other animals, (2) chewing gum, and (3) articles used for components of any such
article.” Proposed § 1.600(c) did not define the term “food.”

(Comment 14) Some comments request that we define “food” consistent with how it was
defined in the FSVP proposed rule for consistency and to indicate that producers of food contact
substances are eligible entities.

(Response 14) The proposed definition of “food” under § 1.600 would include pesticides
when they meet the definition of “food” under section 201 of the FD&C Act. By contrast, the
FSVP rule’s proposed definition of food explicitly does not include pesticides, as defined in 7
U.S.C. 136(u), consistent with the definition of “food” used in the rulemaking on the Prior
Notice of Imported Food Under the Public Health Security and Bioterrorism Preparedness Act of
2002 (prior notice rule). FDA received comments during that rulemaking questioning the
applicability of the rule to pesticides, so FDA clarified that “food” for the purposes of that rule
did not include pesticides.

The final FSVP regulation, which is publishing elsewhere in this issue of the Federal
Reqister, retains the exclusion of pesticides from the definition of “food.”

In response to comments suggesting revision of the definition of “food” in this rule to be
consistent with the final FSVP regulation, we considered the purposes that certifications serve
under this program and the nature of comments we received on the third-party proposed rule,

including general comments requesting alignment across the FSMA rules and comments
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specifically requesting that we use the FSVP definition of “food.” Certifications issued by
accredited third-party certification bodies may be used in establishing an importer’s eligibility to
participate in VQIP and in satisfying a condition of admissibility for an imported food that we
determine poses a safety risk under section 801(q) of the FD&C Act.

While certifications may be useful in addressing pesticide contamination of food (e.g.,
pesticide levels in food that exceed established tolerances), we have not identified a need for
certifications to address pesticides as articles of food, nor do we anticipate a role for food safety
audits in pesticide manufacturing facilities. Accordingly, we are revising the final rule by adding
to § 1.600(c) a definition of “food” that excludes pesticides.

We also agree with the comment that producers of food contact substances could be
eligible entities under this rule and that food contact substances should be considered food for
the purposes of this rule. Third-party food safety audits and certifications for food contact
substances could potentially be useful given the possibility of migration of harmful food contact
substances into food or contamination of food contact materials that directly contact food.
Accordingly, we are revising the proposed definition of “food” to exclude pesticides and retain
“food contact substances” in the definition of “food” in this final rule, consistent with the
definition of “food” in the final FSVP regulation.

J. Food Safety Audit

We proposed to define “food safety audit” as a regulatory audit or a consultative audit.

(Comment 15) We received a few comments on the definition of “food safety audit.”
Some comments request that we remove consultative audits from the definition of “food safety
audit,” asserting that consultative audits should not be subject to the reporting and notification

requirements associated with “food safety audits.” Other comments say we should replace the
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term “food safety audit” with “regulatory audit,” as a matter of statutory construction and sound
policy. Finally, some comments suggest that we delete the definition of “food safety audit”
altogether.

(Response 15) We are retaining the definition of “food safety audit” as a useful
definition to describe regulatory and consultative audits that fall under the requirements of this
rule. As described in Response 9, we have revised the definition of “Consultative audit” to
clarify that it is an audit conducted in preparation for a regulatory audit under the third-party
certification program. Although an audit meeting that definition would be subject to certain
reporting and notification requirements, there are many types of audits/arrangements that would
not fall within the definition of “consultative audit” or “regulatory audit,” and would therefore
not be subject to the requirements of this rule, including the reporting and notification
requirements. Therefore, including consultative audits in the definition of “food safety audit”
will not prevent eligible entities from using accredited third-party certification bodies for
auditing arrangements that fall outside of the scope of this rule and do not trigger the
requirements of this rule. To further address comments’ concerns, we are modifying the
definition of “food safety audit” to provide clarification regarding what types of audits/activities
would fall outside of the scope of this rule. Specifically, we clarify that a food safety audit must
be declared by an eligible entity at the time of audit planning and must be conducted on an
unannounced basis consistent with sections 808(b)(6) and 808(c)(5)(C) of the FD&C Act.

K. Foreign Cooperative

We proposed to define “foreign cooperative” as an entity that aggregates food from

growers or processors that is intended for export to the United States.
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On our own initiative, we are replacing the phrase “entity that aggregates” with
“autonomous association of persons, identified as members, who are united through a jointly
owned enterprise to aggregate” for clarification purposes.

(Comment 16) Some comments suggest that we add a definition for “consolidator.” The
comments contrast consolidators with cooperatives and argue that consolidators act essentially as
brokers that purchase products from several sources and then export the total set to the United
States. According to these comments, consolidators do not own or manage the individual sites
and generally do not have control over or even knowledge of the processing procedures.

(Response 16) We agree with the comment that an entity without a single management
system that exercises control over the manner in which individual sites meet the applicable food
safety requirements of the FD&C Act and FDA regulations would not be an eligible entity.
However, we disagree that adding a definition of “consolidator” would be helpful because
whether an entity is a “consolidator” has no bearing on the requirements of this rule.

(Comment 17) Some comments point out that while the proposed rule indicates a foreign
cooperative could be an accreditation body or a third-party certification body, in their countries
the government is the accreditation body. Also, in some places the government authorizes
certain parties to conduct audit activities and those parties are under the control and supervision
of the government. Accordingly, the comments suggest that we indicate in which countries and
in which cases a foreign cooperative could be an accreditation body or a third-party certification
body. Other comments recommend more detail on how cooperatives are defined, and how they
would conform to FDA requirements for third-party certification bodies.

(Response 17) We currently are not in a position to be able to determine which countries

or which foreign cooperatives may be adequately qualified to become accredited under the third-
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party certification program. We note that section 808 of the FD&C Act expressly allows foreign
cooperatives to serve as accredited third-party certification bodies if they are adequately
qualified and independent of the eligible entities they audit or certify under the third-party
certification program. Therefore, we are not categorically excluding foreign cooperatives from
the third-party certification program, nor are we making any categorical decisions on whether
governmental accreditation bodies have conflicts that would preclude them from accrediting
such foreign cooperatives under the program.

L. Requlatory Audit

We proposed to define a “regulatory audit™ as an audit of an eligible entity to determine
whether such entity is in compliance with the provisions of the FD&C Act and the results of
which are used in determining eligibility for food certification under section 801(q) of the FD&C
Act or facility certification under section 806 of the FD&C Act, and may be used by an importer
in meeting the requirements for an onsite audit of a foreign supplier under the FSVVP program.

(Comment 18) Some comments request that we clarify the definition of “regulatory
audit.”

(Response 18) The comments requesting clarification failed to mention specific
characteristics in the definition needing clarification and did not offer suggestions for
clarification. Therefore, we decline to modify the definition based on these comments.
However, on our own initiative we have revised the definition of “regulatory audit” by removing
the clause “, and may be used by an importer in meeting the requirements for an onsite audit of a
foreign supplier under subpart L of this part” that does not appear in the statute. We did this in
part to avoid confusion. We emphasize that an audit conducted for the purposes of FSVP would

not need to be conducted by a third-party certification body under this subpart. See section
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XIIL.G. Nor are facilities required to use third-party certification bodies accredited under this
rule in meeting their supplier verification requirements under the final human or animal
preventive controls regulations. On our own initiative, we are revising the definition of
“regulatory audit” to clarify that the results of a regulatory audit may be used to determine
eligibility for any certifications that may be used for purposes of section 801(q) or section 806 of
the FD&C Act.

M. Self-Assessment

We proposed to define “self-assessment™ as a systematic assessment conducted by an
accreditation body or by a third-party certification body to determine whether it meets the
applicable requirements of this subpart.

We received no adverse comments about our proposed definition. However, on our own
initiative, we are revising the definition of “self-assessment™ to improve clarity and to specify
what is required of a recognized accreditation body and an accredited third-party certification
body when performing these evaluations.

N. Third-Party Auditor

We proposed to define a “third-party auditor” as a foreign government, agency of a
foreign government, foreign cooperative, or any other third-party that is eligible to be considered
for accreditation to conduct food safety audits and to certify that eligible entities meet the
applicable requirements of the FD&C Act. We further proposed that a third-party auditor may
be a single individual or an organization and may use audit agents to conduct food safety audits.
Finally, we proposed that “third-party auditor” has the same meaning as “certification body” as

that term was defined in the proposed rule.
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(Comment 19) As described in Comment 1, we received several comments urging us to
align our definitions and terminology with international standards. Some comments state that the
term “third-party auditor,” the language of the statute notwithstanding, is not correct terminology
to use interchangeably with “third-party certification body.”

(Response 19) As discussed previously, we agree that it is beneficial to use terminology
in this rule that is consistent with terminology used in international standards when feasible and
appropriate. Therefore, we are deleting the definition of “third-party auditor” in the final rule
and will use the term “third-party certification body” in this rule except that we will use the term
“third-party auditor” in the definitions of “Accredited third-party certification body” and “Third-
party certification body” in § 1.600(c) and in the preamble discussion of those definitions in
section II.LA. We are clarifying in the definition of “third-party certification body” in § 1.600(c)
that the term has the same meaning as “third-party auditor” as defined in section 808(a)(3) of the
FD&C Act.

IV. Comments on Who is Subject to this Subpart (§ 1.601)

We proposed in § 1.601 that this rule would apply to those accreditation bodies, third-
party certification bodies, and eligible entities that seek to participate in this voluntary third-party
certification program. We proposed two limited exemptions from section 801(q) of the FD&C
Act: one related to alcoholic beverages from an eligible entity that is a facility that meets certain
conditions, and another related to certain food constituting not more than 5 percent of the overall

sales of a facility meeting the conditions of the first exemption.
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A. Limiting the Scope of the Rule to Requlatory Audits and Certifications

Under proposed § 1.601(b), we proposed that subpart M would apply to third-party
certification bodies seeking accreditation to conduct food safety audits and issue certifications
for purposes of sections 801(q) and 806 of the FD&C Act.

(Comment 20) Some comments suggest we modify the language in § 1.601(b) regarding
third-party certification bodies seeking accreditation to clarify that requirements of the rule apply
only to imported foods that are subject to a condition of admissibility under section 801(q) of the
FD&C Act and imported foods offered by an importer seeking to establish eligibility to
participate in VQIP. In this view, the requirements of the rule (e.g., the notification
requirements) should not apply to audits other than regulatory audits that are conducted for
certification purposes.

(Response 20) We decline to make the suggested revisions to 8 1.601(b) because
8 1.601(b)(2) already describes the two types of certifications that may be issued by accredited
third-party certification bodies under the final rule and the types of audits that they would
conduct under this program (i.e., food safety audits, which include both consultative and
regulatory audits). Audits conducted by third-party certification bodies that are outside of the
scope of this program, and eligible entities receiving audits outside of the scope of this program,
would not be subject to the requirements of this final rule. With respect to the suggestion that
the final rule should apply only to regulatory audits, and therefore not to consultative audits, we
note, as previously discussed, that section 808 of the FD&C Act specifically defines
“consultative audit” and contains requirements for the conduct of both regulatory and

consultative audits (see, e.g., section 808(a)(5) and (c)(4)(B) of the FD&C Act). Therefore, this
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final rule establishes requirements for consultative audits that are consistent with the provisions

on consultative audits in the statute.

B. Exemption for Alcoholic Beverages

Under proposed § 1.601(d), we proposed to exempt from the certification requirements
under section 801(q) of the FD&C Act alcoholic beverages that are imported from an eligible
entity that is a facility that meets the following two conditions:

» Under the Federal Alcohol Administration Act or chapter 51 of subtitle E of the Internal
Revenue Code of 1986, 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 Federal Food, Drug, and Cosmetic 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 certification requirements under section 801(q) of the FD&C
Act would not apply to food other than alcoholic beverages that is imported from a facility
described in § 1.601(d)(1) provided that such food:

(i) Isin prepackaged form that prevents any direct human contact with such food; and

(if) 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.
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(Comment 21) Some comments support the proposed exemption of imported beverage
alcohol products, but encourage us to clarify and amplify the exemption to cover the raw
materials and ingredients (e.g., grapes, grains, hops, flavors) used to produce alcoholic
beverages. The comments assert that the requested exemption would provide for consistency
between domestic and foreign facilities and would be consistent with Congressional intent
regarding section 116 of FSMA. The comments assert that the expanded exemption would be
consistent with the regulations on preventive controls for human food. The comments urge us to
consult their comments on the FSVP proposed rule.

(Response 21) As requested, we consulted comments submitted on proposed § 1.501(e)
in the FSVP proposed rule, requesting an exemption from the FSVP requirements for the
importation of the raw materials and ingredients (e.g., grapes, grains, hops, flavors) used to
produce alcoholic beverages, and asserting that such an exemption would be consistent with
Congressional intent regarding section 116 of FSMA.

We considered the comments’ request in light of the risk-based public health principles
generally underlying FSMA and have concluded that Congress did not intend for FSMA’s core
requirements to apply 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. In
light of this context, we have concluded that section 116 of FSMA should be interpreted to mean
that the manufacturing, processing, packing, or holding of alcoholic beverages at most alcohol-

related facilities should not be subject to this rule.
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We believe the same rationale supports the comments’ request. Accordingly, and
consistent with the final FSVP regulation, we are expanding the exemption from certification
under section 801(q) of the FD&C Act in § 1.601(d) to cover raw materials or other ingredients
that are used to manufacture/process, pack or hold alcoholic beverages by an importer required
to be registered under section 415 of the FD&C Act, when such facilities are exempt from the
preventive controls regulations under 21 CFR 117.5(i).

Also in this final rule, we are replacing the term “food other than alcoholic beverages,” to
describe the applicability of the exemption, with the term “food that is not an alcoholic
beverage.”

C. USDA Requlated Products

(Comment 22) Some comments suggest we explicitly exempt products under USDA
jurisdiction from the requirements of this rule.

(Response 22) We agree that an exemption to 801(q) is appropriate with respect to meat,
poultry, and egg products regulated by USDA at the time of importation. The final rule adds a
new § 1.601(d)(2) which states that any certification under 801(q) does not apply to meat,
poultry, and egg products that at the time of importation are subject to the requirements of the
USDA under FMIA (21 U.S.C. 601 et seq.), PPIA (21 U.S.C. 451 et seq.), or EPIA (21 U.S.C.
1031 et seq.). We conclude that this provision is consistent with section 403 of FSMA, entitled
“Rule of Construction,” which states that nothing in FSMA shall 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 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,
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we believe that Congress did not intend for an FDA determination under section 801(q) of the
FD&C Act 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 final § 1.601(d)(2) is consistent with Congress’s intent in promulgating section 403 of
FSMA.

With respect to the third-party program, we note that the program establishes a voluntary
system of certification by accredited third-party certification bodies that food and facilities meet
applicable requirements of the FD&C Act and FDA regulations. Certifications issued under this
program will not be used to facilitate entry of meat, poultry, and egg products that are regulated
by USDA at the time of importation, as defined above.

V. Comments on Recognition of Accreditation Bodies Under this Subpart

A. Who Is Eligible to Seek Recognition? (8§ 1.610)

Proposed § 1.610 states that an accreditation body would be eligible for recognition if it
could demonstrate that it meets the requirements related to legal authority, competency, capacity,
conflicts of interest, quality assurance, and records in 88 1.611 through 1.615. In our discussion
of this section in the preamble of the proposed rule we stated our tentative conclusions that key
elements of ISO/IEC 17011:2004 (Ref. 5) would form a basis for our requirements, and that
documented conformance to that standard would be relevant in demonstrating that an
accreditation body is qualified for recognition.

(Comment 23) Some comments recommend that we require accreditation bodies to be
signatories to IAF multilateral recognition agreements (IAF-MLASs) (which requires signatories,
among other things, to conform to ISO/IEC 17011:2004) as a condition of recognition, and some

contend it should be the sole criterion. Comments in favor of including signatory status as a
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requirement note that the process of becoming a signatory involves a thorough peer-review
process, which helps ensure quality outcomes (e.g., signatories have to demonstrate conformance
to ISO/IEC 17011:2004 as part of the peer review process). Comments note other aspects of
IAF-MLA signatory status that would be beneficial to the program, such as periodic reevaluation
by peer signatories to ensure continued compliance. These comments argue that when a foreign
government is the accreditation body, it may be difficult for FDA to regulate a peer agency, so
reliance on IAF-MLA signatory status would be helpful, in part because it would give an
independent organization (IAF) a role in managing the accreditation bodly.

Some comments discourage us from requiring IAF-MLA signatory status as a condition
of recognition. Some comments suggest that we consider signatory status as a factor in favor of
recognition, noting many of the same advantages touted by proponents of requiring signatory
status, but suggest that we not make IAF-MLA signatory status a condition of program
participation.

Other comments explain that it would be premature to make IAF signatory status the sole
requirement. The comments note that at the time of these comments the IAF-MLA does not yet
include subscopes for specific food safety standards or schemes. Still other comments
recommend that FDA study the issues surrounding signatory status further before making it a
requirement, pointing out that some countries may not have signatory IAF-MLA members
representing them.

Some comments cite to third-party food safety audit programs administered by other
governments, noting those programs do not require IAF-MLA status as a condition for program
participation. These comments argue that it is more important to require conformance to

ISO/IEC 17011:2004.
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(Response 23) The comments uniformly agree on the value of an accreditation body’s
conformance to ISO/IEC 17011:2004 in establishing its qualifications for recognition. As
discussed in section I.D., we agree that an accreditation body may use its documented
conformance to ISO/IEC 17011:2004 to support its eligibility for recognition under this rule,
supplemented as necessary (for example, to demonstrate capability to meet FDA requirements
for reporting and notification under § 1.623, if recognized). We also agree that additional
documentation relating to IAF-MLA signatory status may be useful in supporting an
accreditation body’s application for recognition under this program. However, we disagree with
comments suggesting that we require IAF-MLA signatory status as the sole criterion or one of
several criteria for recognition to accredit third-party certification bodies to conduct food safety
audits and to certify that eligible entities meet the applicable food safety requirements of the
FD&C Act and FDA regulations at this time. We currently lack (and the comments did not
provide) adequate information to conclude that IAF-MLA signatory status should be the sole
factual basis or one of several criteria for determining whether an accreditation body can fulfill
the roles and responsibilities of a recognized accreditation body under this subpart. Further, we
also want to allow accreditation bodies that are not signatories to participate in the program if
they meet the statutory and regulatory criteria.

(Comment 24) As explained in section I.D., several comments support FDA’s reliance
on ISO/IEC 17011:2004 (Ref. 5) in developing the proposed rule. Other comments suggest FDA
should place greater reliance on ISO/IEC 17011:2004 (Ref. 5), including some comments
recommending that we incorporate the standard by reference into the rule.

(Response 24) We agree with comments on the value of promoting international

consistency and tapping into an existing framework that is familiar to accreditation bodies, third-
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party certification bodies, and the food industry. Accordingly, in 8 1.610 we are adding new
language to state that an accreditation body may use documentation of conformance with
ISO/IEC 17011:2004 (Ref. 5), supplemented as necessary, to demonstrate that it is eligible for
recognition. This new language may make it easier for accreditation bodies that already conform
to ISO/IEC 17011:2004 (Ref. 5) to apply for the program. We are also making conforming
changes to 8§ 1.622(d) and 1.623(b), 1.640(a), and 1.655(e).

We decline to incorporate ISO/IEC 17011:2004 (Ref. 5) by reference as the sole criterion
or one of several criteria for recognition, because the standard contains some provisions that are
inconsistent with section 808 of the FD&C Act or impractical for use in our program. For
example, ISO/IEC 17011:2004 (Ref. 5), clause 4.3.7, allows an accreditation body to have
“related bodies” that provide conformity assessment services (e.g., auditing and certification) in
areas the accreditation body accredits. (A “related body” is linked to the accreditation body by
common ownership or contractual arrangement, under clause 4.3.7 NOTE 1.) The only
safeguards that a related body is expressly required to meet are as follows: (1) It must have
different top management than the accreditation body’s top management; (2) different personnel
from those involved in the accreditation decisionmaking processes; (3) no possibility to influence
the outcome of an assessment for accreditation; and (4) distinctly different names, logos, and
symbols. While clause 4.3.7 of ISO/IEC 17011 (Ref. 5) speaks to issues of common
management and control of the accreditation body and its related body, the standard does not
expressly prohibit the accreditation body from accrediting its related body with which it shares
common ownership or financial interests. For example, an accreditation body that provides
financial support (directly or indirectly) to a related body could be viewed as lacking the

impartiality necessary to make an objective decision about whether the related body it supports is
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appropriately qualified . The impartiality provisions in ISO/IEC 17011:2004 (Ref. 5) are
impractical for our purposes because they fail to address the range of possible conflicts
associated with shared financial interests and ownership between a recognized accreditation
body and a “related” third-party certification body under this rule. To help ensure the credibility
of our program, § 1.624 requires a recognized accreditation body to implement a program to
ensure that the accreditation body and its officers, employees, and other agents involved in
accreditation activities do not own or have a financial interest in a third-party certification body
seeking its accreditation. Accordingly, it would be inappropriate for us to rely on the conflict of
interest safeguards contained in ISO/IEC 17011:2004 (Ref. 5), in the third-party certification
program we are establishing.

For the foregoing reasons, we decline the suggestion to incorporate ISO/IEC 17011:2004
(Ref. 5) by reference into this rule.

(Comment 25) Several comments express concern about our proposal to allow both
public and private accreditation bodies to seek recognition. Some comments discourage us from
allowing private entities to be accreditation bodies because of the concern that allowing for
private accreditation bodies may cause conflicts of interest. Similarly, some comments contend
that accreditation bodies must uphold public confidence and perform their duties objectively,
which is the purview of governmental entities.

Other comments take a contrary view, suggesting that some government agencies have
missions that may undermine the objectivity and independence required of a recognized
accreditation body. Some comments encourage us to consider which government
agency/ministry in a given country may be eligible for recognition, and to solicit input from

stakeholders as to which agencies/ministries are best positioned to perform this function.
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Still other comments assert that private and government entities are sufficiently different
such that we should establish different conflict of interest provisions and requirements for each.

(Response 25) Comments on both sides of this issue express concern that any
accreditation body we recognize must be independent and objective in the performance of its
duties. We share that concern. However, none of the comments offered substantiation that
would lead us to bar public or private accreditation bodies, as a class, from seeking recognition
because of conflicts of interest inherent in the class.

Section 808 of the FD&C Act defines an “accreditation body” as an authority that
accredits third-party certification bodies and makes no distinction between public and private
accreditation bodies. We have concluded that both public and private accreditation bodies are
potentially capable of exhibiting the impartiality necessary for recognition under this rule.
Therefore in light of the broad definition of “accreditation body” and to maximize the
opportunities for qualified accreditation bodies to participate in the program, FDA does not
consider it to be appropriate to limit the program to only certain types of accreditation bodies.

With respect to the comments that suggest we apply different conflict of interest
requirements to different types of accreditation bodies, none of these comments offered an
adequate explanation to justify different requirements for public and private accreditation bodies.
Again, we note that section 808 of the FD&C Act does not make distinctions for different types
of accreditation bodies.

(Comment 26) Some comments request that we provide additional explanation regarding
how an accreditation body that does not have experience accrediting third-party certification

bodies for food safety scopes would become eligible for recognition under this program.
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(Response 26) An accreditation body of the type described in the comments’
hypothetical might face practical difficulties in providing adequate substantiation demonstrating
that it meets the requirements described in 8§ 1.610. However, we will consider each application
on its own merits and do not foreclose the possibility for such an accreditation body to make the
showing necessary to be granted recognition under this rule.

B. What Legal Authority Must an Accreditation Body Have to Qualify for Recognition?

(8 1.611)

We proposed to require an accreditation body seeking recognition to demonstrate that it
has adequate legal authority (as a governmental entity or through contractual rights) to assess a
third-party certification body for accreditation, including authority to review records and conduct
performance assessments (e.g., authority to witness the performance of a statistically significant
number of employees and other agents conducting assessments). We proposed to require that the
accreditation body have adequate authority to remove or modify an accreditation status, once
granted. We also proposed to require the accreditation body to demonstrate that it would be
capable of exercising the legal authority necessary to meet the program requirements, if we
granted recognition.

On our own initiative, in § 1.611(a)(2) we replaced, “personnel and other agents,” with,
“audit agents, or the third-party certification body in the case of a third-party certification body
that is an individual” for clarity and consistency with section 808(a)(4) of the FD&C Act. We
have also made corresponding changes throughout this subpart.

(Comment 27) Some comments provide support for this provision, and others encourage
us to ensure that a private accreditation body seeking recognition could have adequate legal

authority to operate.
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(Response 27) We agree with the comment urging us to ensure that a private
accreditation body could have the necessary authority to act as a recognized accreditation body
under this rule. As noted previously, we see no inherent reason why private entities could not
theoretically meet the eligibility requirements for accreditation bodies under this rule. Therefore,
we are revising 8 1.611(a) and (b) to clarify that an accreditation body can be a legal entity with
contractual rights. By the words “legal entity,” we mean that the accreditation body must be
duly authorized to operate as an accreditation body by governmental authorities responsible for
such authorizations in any country or countries in which the accreditation body seeks to perform
accreditation of third-party certification bodies under this rule.

(Comment 28) Some comments ask us to clarify what we mean by “statistically
significant” as used in § 1.611(a)(2) and elsewhere in the proposed rule to provide adequate
confidence in the results of an analysis of the sample. The comments encourage us to abandon
the phrase “statistically significant” in favor of the language of ISO/IEC 17011:2004 (Ref. 5),
which requires an accreditation body to witness the performance of a representative number of
third-party certification body staff.

(Response 28) We understand from the comments that a body of knowledge and
experience has developed among accreditation bodies conforming to ISO/IEC 17011: 2004 (Ref.
5) on the meaning of “representative” numbers of observations and that no similar body of
knowledge or experience exists on the meaning of “statistically significant” numbers of
observations in this context. Accordingly, we are revising § 1.611 to require observations of a
“representative sample” of audit agents and food safety audits. We are making similar revisions

to other sections of the rule that require onsite observations.
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For purposes of an accreditation body’s observations of a third-party certification body
under this rule, what constitutes a “representative sample” will be decided on a case-by-case
basis, depending on various factors. These factors include the scope of accreditation, whether
the third-party certification body is an individual who will conduct audits and make certification
decisions, or whether the third-party certification body uses agents to conduct audits and, if so,
whether such agents are centrally managed, conducting similar types of audits, under a single set
of operating procedures or whether the agents are managed from various locations, perform
different types of audits, or follow different procedures such that these various locations,
activities, or practices must be observed to ensure that the sample is sufficiently representative.
A representative sample also must provide adequate confidence in the results of an analysis of
the sample.

C. What Competency and Capacity Must an Accreditation Body Have to Qualify for

Recoqnition? (§ 1.612)

We proposed to require an accreditation body seeking recognition to demonstrate that it
has the resources required to adequately implement its accreditation program, including adequate
numbers of qualified employees and other agents, adequate financial resources for its operations,
and the capability to meet the resource demands of a recognized accreditation body, in the event
the accreditation body is recognized.

(Comment 29) We received some comments on this provision, which also support the
proposed rule’s requirement that accreditation bodies demonstrate their competence and capacity
based on the requirements of ISO/IEC 17011:2004 (Ref. 5). However, these comments disagree
with our statement in the preamble that liability coverage requirements should not apply to this

rule. The comments argue that we should include a requirement for accreditation bodies to carry
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liability coverage, noting that it is one of the requirements in ISO/IEC 17011:2004 (Ref. 5) and
describing it as especially important because of the risks associated with food safety.

(Response 29) We agree with the comments that liability insurance may be useful in
demonstrating the adequacy of an accreditation body’s resources, for example, under ISO/IEC
17011:2004 (Ref. 5); however, FDA lacks experience in evaluating the adequacy of liability
coverage for accreditation activities and we do not believe it would be appropriate for FDA to
make recognition decisions primarily on this basis. We believe an accreditation body can
demonstrate that it is adequately resourced in a number of different ways, including providing
documentation of liability coverage as part of the information submitted to help to demonstrate
that accreditation body is adequately resourced.

D. What Protections Against Conflict of Interest Must an Accreditation Body Have to Qualify

for Recognition? (§ 1.613)

Proposed § 1.613 requires accreditation bodies to demonstrate that they have written
measures to protect against conflicts of interest with third-party certification bodies and the
capability to meet the rule’s other conflict of interest requirements.

On our own initiative, we are clarifying that the scope of conflict of interest provisions in
8 1.613(a) is limited to individuals involved in accreditation, auditing, and certification activities
and not, for example, employees involved in purely administrative functions, such as payroll, or
in positions that support administrative functions, such as computer technicians. Therefore,

8 1.613(a) of this rule applies to interests between the officers, employees, and other agents of
the accreditation body that are involved in accreditation activities and the officers, employees,

and other agents of the third-party certification body involved in auditing and certification
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activities. We are making corresponding changes in the subsequent provisions for recognized
accreditation bodies under 8§ 1.624(a).

(Comment 30) Some comments take issue with our decision not to include the
requirements of clause 4.3.2 of ISO/IEC 17011:2004 (Ref. 5), which requires the accreditation
body to have documented and implemented a structure relating to conflicts of interest that
provides for effective involvement by interested parties with balanced representation ensured.

(Response 30) We decline to require that recognized accreditation bodies establish and
implement a structure for involving interested parties in matters relating to the conflict of interest
requirements for recognized accreditation bodies. It would be administratively burdensome for
FDA to establish a mechanism for monitoring the activities of interested parties that the
accreditation body elects to involve to comply with such requirements. In our third-party
certification program, impartiality will be protected by the conflict of interest provisions for
accreditation bodies in § 1.624, the appeals provisions in §1.620(d), and FDA’s oversight
activities.

E. What Quality Assurance Procedures Must an Accreditation Body Have to Qualify for

Recoqnition? (§ 1.614)

Proposed § 1.614 requires accreditation bodies to implement a written quality assurance
program and have the capability to meet the rule’s other quality assurance requirements.

(Comment 31) Some comments encourage FDA to more closely align § 1.614 with
established international standards on quality assurance programs. Some ask us to rely on the

relevant provisions in ISO/IEC 17011:2004 (Ref. 5) in particular.
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(Response 31) We agree with the comments and as described in section I.D., we are
revising § 1.610 to allow accreditation bodies to use their demonstrated conformance to ISO/IEC
17011:2004 (Ref. 5), supplemented as necessary, in meeting the requirements for recognition.

(Comment 32) Some comments ask us to clarify the language in 8 1.614(a)(1) and (2)
regarding food safety problems and corrective actions.

(Response 32) We agree and have revised 8§ 1.614(a)(1) and (2) to clarify that an
accreditation body must demonstrate that it has procedures to identify deficiencies and
procedures to execute corrective actions for such deficiencies, using language that better aligns
with international standards (see, e.g., clause 5.5 in ISO/IEC 17011:2004 (Ref. 5)).

F. What Records Procedures Must an Accreditation Body Have to Qualify for Recognition?

(8 1.615)

Proposed § 1.615 would require accreditation bodies seeking recognition to demonstrate

that they have developed and implemented adequate written procedures for establishing,
controlling, and retaining records and to demonstrate the capability to meet the program’s
records, reporting, and notification requirements, if recognized.

(Comment 33) Some comments voice general concerns about confidentiality. Others
state their concern with how confidentiality of third-party certification body records would be
preserved when third-party certification bodies must share information with recognized
accreditation bodies and FDA. Noting that such information can be sensitive in nature and
sometimes includes confidential business information, these comments urge us to place certain
limits--i.e., only information related to food safety would be collected during audits of third-
party certification bodies and such information would be shared only with the recognized

accreditation body and FDA. Some comments suggest FDA require strict protective measures
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for information handled by third-party certification bodies and accreditation bodies, because the
release of an eligible entity’s confidential business information could have detrimental effects on
U.S. businesses and their foreign suppliers. These comments suggest the use of confidentiality
protections such as “confidential disclosure agreements” so that the audit climate remains
conducive to robust scrutiny and open dialogue.

Some comments also express concern with the proposed use of electronic records,
because of the opportunity for sensitive electronic information to be compromised. Such
comments recommend that the final rule include requirements for both third-party certification
bodies and accreditation bodies to ensure that electronic records remain secure in transit and
during storage.

(Response 33) We decline the suggestions to require confidential disclosure agreements
between recognized accreditation bodies and third-party certification bodies under our program
and to establish data protection requirements for electronic records and communications of
recognized accreditation bodies and accredited third-party certification bodies. We understand
that many accreditation bodies and third-party certification bodies have contractual agreements
regarding confidentiality and disclosure by those parties. We expect accreditation bodies that
become recognized under our program may elect to establish contracts that incorporate language
on information sharing with FDA for third-party certification bodies seeking accreditation under
this program. For such accreditation bodies, how they choose to accomplish this--e.g., whether
by establishing a separate confidentiality agreement or through revision of current contract
language or creation of a new contract addendum--is a decision best made by the parties to those
contracts. Accreditation bodies and third-party certification bodies will have common interests

in safeguarding the electronic records they store and transmit to each other; therefore, we have



77

no reason to believe that any separate agreements will lack adequate protections for
confidentiality of information, including information stored and shared among the parties
electronically.

This rule focuses on confidentiality and disclosure with respect to information shared
with FDA. As explained in section XIII.F., FDA will protect the confidentiality of information
accessed by or submitted to the Agency in accordance with 8 1.695 of this subpart. With respect
to the storage of electronic records and electronic transmission of information by FDA, we note
that we are working the FDA IT security professionals in establishing the electronic portal for
the third-party certification program to apply adequate and appropriate controls to ensure the
confidentiality and integrity of data submitted to FDA through the portal.

(Comment 34) In the proposed rule preamble discussion of this section we stated that,
“[a]ccreditation bodies applying for recognition must demonstrate their capacity, if recognized,
to grant us access to confidential information, including information contained in records,
without prior written consent of the third-party certification body involved. Having access to
records relating to accreditation activities (including confidential information) under this subpart
IS necessary to ensure the rigor, credibility, and independence of the program.” Some comments
take issue with this point, arguing that accreditation bodies would not be able to grant such
access--they would only be able to grant access to confidential information with prior written
consent. That is, the accreditation body would first need to make arrangements for FDA access
to confidential records with the third-party certification bodies it accredits and the eligible
entities certified by those third-party certification bodies. Comments that express doubt about

private sector foreign accreditation bodies actually granting FDA access to confidential records
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contend that such access is particularly unlikely without the prior written consent of the third-
party certification body whose records are sought.

(Response 34) We agree with the comments that the contracts accreditation bodies
currently use with their third-party certification body clients do not contemplate the program we
are establishing. As comments suggest, we would expect that confidentiality provisions in
standard contracts would need to be revised such that, in signing a contract for accreditation
under the FDA program, the third-party certification body would be giving the accreditation
body its prior consent to perform any reporting or notification necessary for the recognized
accreditation body to fulfill its obligations under the rule. Indeed, we expect that accreditation
bodies seeking recognition will demonstrate their ability to comply with the reporting and
notification provisions of this rule by providing us examples of standard contract language that
has been suitably revised as comments describe.

VI. Comments on Requirements for Recognized Accreditation Bodies Under this Subpart

A. How Must a Recognized Accreditation Body Evaluate Third-Party Certification Bodies

Seeking Accreditation? (§ 1.620)

Proposed § 1.620 would establish the criteria and procedures that a recognized
accreditation body must use in assessing third-party certification bodies for accreditation.
Paragraph (a) broadly addresses the different requirements for foreign governments and foreign
cooperatives or other third parties. Paragraph (b) requires the accreditation body to require third-
party certification bodies to satisfy the rule’s reporting and notification requirements. Paragraph
(c) requires the accreditation body to maintain certain records, such as those related to

withdrawal or suspension of a third-party certification body. Paragraph (d) requires an
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accreditation body to have written procedures for handling appeals from third-party certification
bodies, and requires certain minimal appeal procedures.

On our own initiative, we are revising 8§ 1.620(a)(2) and (3) to apply to accredited third-
party certification bodies that are comprised of a single individual, as applicable. We are also
removing, “and any requirements specified in FDA model accreditation standards regarding
qualifications for accreditation, including legal authority, competency, capacity, conflicts of
interest, quality assurance, and records” to follow good guidance practice. We are making
corresponding changes to 88 1.620(a)(1), 1.640(b), and 1.640(c). We are also revising
8 1.620(c) to specify that recognized accreditation bodies must also include the date of the action
in their records relating to any denial of accreditation or the withdrawal, suspension, or reduction
in scope of accreditation of a third-party certification body. In addition, we are revising 8
1.620(d) to clarify that the recognized accreditation body must notify any third-party certification
body of an adverse decision associated with its accreditation under the subpart, including denial
of accreditation or the withdrawal, suspension, or reduction in the scope of its accreditation.

(Comment 35) In paragraph (a)(3) of this proposed section we stated that a recognized
accreditation body must observe “a statistically significant number of onsite audits” conducted
by the third-party certification body seeking accreditation. Some comments request clarification
of what we meant by “statistically significant,” so that accreditation bodies would know what
would be an adequate number of audits to observe to provide adequate confidence in the results
of an analysis of such observations. The comments suggest that we should explain the criteria
for determining the number of witness audits to be conducted under proposed § 1.620 and ask
whether site-specific issues such as geographic factors should be considered. Other comments

encourage us to abandon the phrase “statistically significant” in favor of the language of
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ISO/IEC 17011:2004 (Ref. 5), which requires an accreditation body to witness the performance
of a representative number of third-party certification body staff.

(Response 35) We have removed the phrase “statistically significant” in § 1.620(a)(3)
and inserted the phrase “representative sample.” We explain in Response 28 that comments
presented compelling arguments that a significant body of knowledge and experience has
developed around the meaning of a “representative” number of observations under ISO/IEC
17011:2004 (Ref. 5) to achieve an adequate level of confidence in the results. We have revised §
1.620(a)(3) accordingly. Site-specific issues may be relevant in determining the representative
number of witness assessments to conduct, for example, where audit agents are located in remote
offices or where food safety audits are managed by remote offices. The accrediting body, either
a recognized accreditation body or FDA in the case of direct accreditation, will be best
positioned to determine whether geographic issues are relevant for purposes of § 1.620(a)(3).

(Comment 36) Some comments ask us to revise 8 1.620(d)(2) to clarify that the
individuals used to hear appeals of adverse decisions by a recognized accreditation body could
be individuals external to the accreditation body.

(Response 36) We agree with the comments and have revised this provision to clarify
that individuals used to hear appeals may be external to the accreditation body, as well as a
similar provision applying to appeals by eligible entities of adverse decisions by an accredited
third-party certification body. We have also revised this provision to use language similar to
language that is used in 8 16.42(b), which describes the characteristics of a presiding officer that
may be used for FDA regulatory hearings.

(Comment 37) In the preamble to the proposed rule we stated that we were not proposing

to review the decisions of recognized accreditation bodies nor were we proposing to hear appeals
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from third-party certification bodies aggrieved by an accreditation body’s decision(s). We sought
comment on these matters. In response, some comments state their understanding that FDA
would retain the authority to challenge a recognized accreditation body’s decisions, because we
have authority over the entire program.

(Response 37) We agree with comments that our oversight extends to any accreditation
body or third-party certification body participating in the program, including the authority to
withdraw accreditation from a third-party certification body even if the accreditation was granted
by a recognized accreditation body. However, FDA does not intend to serve as an appellate
body for aggrieved third-party certification bodies, as this would be unworkable and
unnecessary. Withdrawing the accreditation of a third-party certification body to remove it from
our program is quite different than, for example, overturning an accreditation body’s decision to
deny accreditation to a third-party certification body in the first place. Our program is designed
to ensure the competency and independence of accreditation bodies. As part of this program,
FDA will be recognizing accreditation bodies to make accreditation decisions based on a
determination that the accreditation body is qualified to do so. FDA involvement in
accreditation decisions would defeat the purpose of the program. Additionally, FDA retains the
authority to revoke the recognition of accreditation bodies for good cause under § 1.634(a)(4) for
failure to comply with this rule. For all of these reasons, FDA declines to codify a process to
review appeals challenging recognized accreditation body decisions under this program.

(Comment 38) Several comments encourage us to expand on the requirement to use
“independent” person(s) to hear an appeal of an adverse accreditation body decision. Some

comments suggest that we clarify that an independent person is one who was not involved in the
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decision that is the subject of the appeal. A few comments suggest we further require the
accreditation body to use person(s) who are external to the organization.

(Response 38) We agree with the suggestions to clarify § 1.620(d)(2) and are revising it
to align with the impartiality provisions in 21 CFR part 16, which contains the regulations for
regulatory hearings that we will generally apply under 8 1.693 to an appeal of a revocation or
withdrawal. Under the part 16 regulations, the person presiding over the hearing must be free
from bias or prejudice and must not have participated in the action that is the subject of the
hearing or be subordinate to a person who participated in the action. We believe that the
credibility of the third-party certification program will be enhanced by requiring recognized
accreditation bodies to afford similar protections when considering appeals by certification
bodies under this rule. While we decline the suggestion to require the use of external parties in
deciding appeals, we note that a recognized accreditation body has flexibility to use an external
party under § 1.620(d)(2).

B. How Must a Recognized Accreditation Body Monitor the Performance of Third-Party

Certification Bodies It Accredited? (§ 1.621)

We proposed to require a recognized accreditation body to conduct an annual evaluation
of each of its accredited certification bodies that includes a review of the certification body’s
self-assessments, its regulatory audit reports, notifications to FDA, and any other information
reasonably available. We requested comment on whether the information we proposed to require
would provide a solid basis for an evaluation. We asked stakeholders whether we should include
a requirement in § 1.621 for onsite monitoring of accredited certification bodies and, if so,
whether we should require the accreditation body to observe or visit the certification body’s

headquarters.
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(Comment 39) We received several comments on the annual assessment requirements of
proposed § 1.621. Some comments agree with the requirement for an annual assessment. Some
comments mention a Government Accountability Office (GAO) report entitled, “FDA Can
Better Oversee Food Imports by Assessing and Leveraging Other Countries’ Oversight
Resources” (GAO 12-933) and dated September 2012, which notes ongoing challenges with
ensuring the competency of third parties to consistently apply standards and argues that annual
assessments would improve certification body reliability and competency. Some of these
comments state they would even support more frequent certification body evaluations.

In contrast, some comments argue that annual assessments would be burdensome.
Comments variously focus on the burden on accreditation bodies, certification bodies, and
eligible entities. Some comments disapprove of the cumulative burden of all the assessments
(e.g., self-assessments and monitoring assessments) required throughout the rule. Some
comments suggest biennial assessments, and note that such a requirement would be consistent
with ISO/IEC 17011:2004 (Ref. 5). Still others argue that when the accreditation body or
certification body is a government entity we should allow for flexibility around the timing of
assessments.

(Response 39) We agree with comments that express the view that annual assessments of
certification bodies will help build confidence in the third-party certification program. Annual
assessments will help accreditation bodies ensure certification bodies’ continued compliance
with the program requirements and quickly identify and address any deficiencies with a
certification body before a situation escalates.

We also acknowledge the concerns about the efforts needed to comply with the

monitoring and self-assessment requirements of the rule. Section 1.621 is part of a set of
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proposed monitoring and self-assessment requirements intended to work together in helping to
ensure that the recognized accreditation bodies and accredited third-party certification bodies
maintain compliance with the rule’s requirements. The certification body self-assessment in

8 1.655 is intended to serve, in part, as information for use in the accreditation body monitoring
in 8 1.621, the results of which we intend the accreditation body to use in its self-assessment
under 8 1.622. We do not intend for the assessments to require duplicative efforts, with each
section requiring a discrete set of activities with no opportunity to use the results of one set of
activities when performing another. As explained in the preamble to the proposed rule, the
accreditation body assessments of certification bodies will not only help ensure that the
certification bodies continue to comply with our requirements, but also can help the accreditation
body identify trends and any deficiencies in its own performance. The proposed monitoring and
self-assessment activities are an essential part of the program’s safety net.

With respect to 8 1.621, in particular, we believe this section will be far less burdensome
in practice than some of the comments anticipate, because of the convergence between the
ISO/IEC standards and this rule. The activities required by § 1.621 are similar in substance to
surveillance activities under ISO/IEC 17011:2004 (Ref. 5), which includes review of audit
reports, results of internal quality control, and management review records identified in clause
3.18 NOTE, and thus are likely to be activities many accreditation bodies already perform. In
light of the foregoing, we have concluded that requiring accreditation bodies to perform annual
evaluations of each certification body they accredit under the program is not unduly burdensome.
We disagree with comments suggesting that monitoring should be more frequent than once a
year, because requiring assessments to be performed and reported twice each year, for example,

would result in a nearly continuous cycle of assessments and reports. Semiannual assessments
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are likely to produce limited data sets that would be less helpful for evaluation purposes than
would larger data sets, such as compilations of 12 months of data, which allow for tracking and
trending performance over time. Requiring assessments to be performed more frequently than
once a year also risks creating significant disruption of the operations of accredited third-party
certification bodies and eligible entities and might have the unintended effect of serving as a
disincentive to participation in the program. For these reasons, we have determined that an
annual monitoring requirement is appropriate to verify the overall effectiveness of the accredited
third-party certification body’s operations and performance in activities relevant to the third-
party certification program and the validity of its certification decisions. Accordingly, we are not
revising the annual certification body monitoring requirements we proposed in § 1.621.

(Comment 40) We received some comments on proposed 8§ 1.621(b) specifically, which
would require an accreditation body to consider any other “reasonably available” information
relevant to a determination of whether a certification body is in compliance with this rule.
Comments encourage us to set limits around assessments conducted in the wake of an incident,
noting that a problem involving one certification/type of product should not involve review of all
certifications/products. These comments did not want an incident in one sector (e.g., human
food) to unnecessarily jeopardize an accreditation in a separate sector (e.g., animal food). Some
comments express concern that proposed 8 1.621(b) would require an accreditation body to
review every certificate issued by a certification body if one of the eligible entities it certified
was placed on FDA import alert.

(Response 40) We decline the suggestions to narrow the scope of proposed 8§ 1.621(b) or
to direct how recognized accreditation bodies should consider other “reasonably available”

relevant information, because it will depend on the facts of a particular situation. In the wake of
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incidents, we expect the accreditation body to take appropriate steps to determine whether the
certification body is in compliance with this subpart. Such steps may include a review of
certifications for product areas other than the subject of the incident if the accreditation body
deems it needed to assess the certification body’s compliance. We reiterate, as we explained in
the preamble to the proposed rule, we do not expect a recognized accreditation body launch
investigations of each certification body it accredited absent cause, but we do expect the
accreditation body to actively monitor public information about their certification bodies and not
ignore public information about problems that might be associated with a certification body it
accredited.

(Comment 41) In response to our preamble questions about whether to require
observations and certification body headquarters visits in 8 1.621, some comments state that
observations are a useful tool and should be required. Similarly, some comments support a
requirement for visiting the key location of the certification body. Some comments state that the
accreditation body should visit any location of the accredited third-party certification body where
the certification body manages its staff or agents conducting audits under this program, which
the comments note may not be the certification body’s headquarters. Other comments agree that
onsite visits can be a useful tool, but encourage the use of remote assessments in certain
circumstances (e.g., after the certification body has successfully completed a set number of
accreditation cycles).

Some comments suggest that we follow the requirements of relevant ISO/IEC standards
in establishing requirements for observations and site visits under § 1.621. Some comments
express concern about the cumulative burden of the monitoring and self-assessments we

proposed to require of accreditation bodies and certification bodies. A few comments express
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concern we might impose duplicative requirements for observations under 88 1.621 and
1.622(b). Some comments request guidance on how an eligible entity would be selected as a site
for an observation.

(Response 41) We agree with the comments that state that observations are useful and
should be required as part of accredited third-party certification body monitoring. Likewise, we
agree with the comments that state a recognized accreditation body should visit any location of
the certification body where the certification body manages its staff or agents conducting audits
under this program, if different than the certification body’s headquarters, to get a better
understanding of how different locations operate. While we acknowledge that some
accreditation bodies may be successfully using remote assessments in certain circumstances
(e.g., after the certification body has successfully completed a set number of accreditation
cycles), we decline the suggestion to allow for remote assessments in this rulemaking.

In establishing requirements in § 1.621 for observations and accredited third-party
certification body visits, we considered comments’ concerns that such requirements might be
duplicative of the observation requirements in § 1.622(b), might pose practical difficulties in
arranging to observe audits, and might pose difficulties if a certification body had several “key”
locations. We also considered comments’ concerns about the cumulative burden of the
monitoring and self-assessment requirements of the rule and the comments that urge us to align
the requirements of § 1.621 with the relevant international standards.

Accordingly, in the final rule we are combining all of the paragraphs in proposed § 1.621
into new § 1.621(a), and we are adding a new paragraph (b) that requires the accreditation body
to perform a representative sample of onsite observations of regulatory audits conducted by each

accredited third-party certification body, as explained in Response 28, and visit the certification
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body’s headquarters (or other certification body location if its audit agents are managed by the
certification body at a location other than its headquarters). The observed audits and site visits
must be performed by no later than 12 months after the certification body’s initial accreditation
and again every 2 years thereafter for the duration of its accreditation, including renewals. The
requirements for the frequency of observed audits and site visits under § 1.621(b) are similar to
the intervals for surveillance onsite assessments in one of the options under clause 7.11.3 of
ISO/IEC 17011:2004 (Ref. 5). We are also requiring the accreditation body to consider
information from activities conducted under paragraph (b) in the annual performance report of
the accredited third-party certification body.

We also are making a corresponding revision to § 1.622(b) to clarify that the
accreditation body should consider the results of onsite observations and site visits conducted
under 8§ 1.621(b) as part of its self-assessment under § 1.622.

C. How Must a Recognized Accreditation Body Monitor Its Own Performance? (§ 1.622)

Proposed § 1.622 would require recognized accreditation bodies to conduct self-
assessments on an annual basis, and as required under proposed § 1.664(g) (following FDA
withdrawal of accreditation of a certification body it accredited). Under the proposed rule, the
accreditation body’s self-assessment would include evaluating the performance of its officers,
employees, or other agents; observing regulatory audits by a statistically significant number of
certification bodies it accredited under this program, and creating a written report of results.

(Comment 42) Some comments encourage a broader self-assessment. They contend
that, in addition to requiring that accreditation bodies assess the consistency of their performance
and their compliance with conflict of interest provisions, we should also require accreditation

bodies to compare their performance against competitors, compare the certification bodies they
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accredit to other certification bodies, and look at industry best practices and benchmarks to set
improvement objectives.

(Response 42) The self-assessments are intended to help the accreditation body
determine whether it is in compliance with the requirements of this rule. While the report
elements suggested by comments might be useful for an accreditation body to consider, we do
not believe those elements are necessary to a determination of compliance with the rule.
Therefore, we decline to revise the rule in response to these comments.

(Comment 43) Some comments question whether the requirements for accreditation
body self-assessment would fit the government-to-government model. Other comments suggest
that the different nature of private operators and public administration warrant different
requirements for each. The comments further contend that the workload associated with the
program would be significant for any government agency; therefore, the time limits and
frequencies of reporting should be more flexible in the case of government agencies.

(Response 43) FDA uses self-assessment tools in various government-to-government
programs. As one comment notes, we require State governments to conduct annual self-
assessments for their work under the Manufactured Food Regulatory Program Standards
(MFRPS) and the Animal Feed Regulatory Program Standards. We also require a foreign
government seeking a systems-recognition agreement with FDA to begin the process by
completing the International Comparability Assessment Tool, which is a self-assessment tool
that we developed based on the approach of the MFRPS self-assessment. Our experience in
using self-assessment tools with foreign and State governments suggests to us that self-

assessments would be feasible and appropriate in the context of this program as well.
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We decline the suggestion to afford more flexibility in deadlines for government agencies
serving as recognized accreditation bodies than we afford to other recognized accreditation
bodies. Section 808 of the FD&C Act makes no distinction between public and private
accreditation bodies, and the proposed rule would place the same workload burden on private
accreditation bodies as it would on public accreditation bodies. The comments fail to explain
why the differences in nature of public and private accreditation bodies justify flexible deadlines
for governmental accreditation bodies but not private accreditation bodies.

(Comment 44) Some comments suggest that accreditation body self-assessments under
proposed § 1.622 should be done in concert with its monitoring of certification bodies under
proposed § 1.621, because it would be more efficient and would reduce the burden on eligible
entities that were observed during regulatory audits. Other comments question the need for
accreditation body self-assessments to include requirements for observations, because they read
our preamble discussion of proposed § 1.621 as a signal that we would be requiring accreditation
bodies to conduct annual onsite observations of each certification body under that provision.

(Response 44) We agree that self-assessments under § 1.622 can be done in concert with
monitoring under 8 1.621. As described in Response 39, we do not intend the self-assessment
and monitoring requirements of the rule to be duplicative. Having added requirements for
observations and certification body site visits to certification body monitoring requirements in
the final rule, we are revising 8§ 1.622(b) to clarify that accreditation bodies may consider the
results of any observations or visits conducted under § 1.621(b) in its self-assessments.

(Comment 45) Comments also suggest that international standards could provide
guidance on improving the efficiency and effectiveness of an accreditation body’s self-

assessment. Some comments specifically suggest that FDA could rely on the internal audits and
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management reviews that are required under ISO/IEC 17011:2004 (Ref. 5) instead of requiring
its own self-assessments.

(Response 45) We agree that documentation of internal audits and management reviews
required under ISO/IEC 17011:2004 (Ref. 5) could be useful to help demonstrate compliance
with the requirement for self-assessments under this program. We have revised § 1.622(d) and
made a conforming change to 8 1.623(b) to specifically allow a recognized accreditation body to
use reports of internal audits and management reviews prepared for conformance with ISO/IEC
17011:2004 (Ref. 5), supplemented as necessary, to demonstrate compliance with the
accreditation body self-assessment requirements of § 1.622.

D. What Reports and Notifications Must a Recognized Accreditation Body Submit to FDA?

(8 1.623)

Proposed § 1.623 would require recognized accreditation bodies to submit to FDA

reports of its self-assessments and annual re-assessments of certification bodies within 45 days of
completing the assessment. The proposed rule also would require notification to FDA of matters
affecting recognition and accreditation status; notice of denials of accreditation and any
significant change that would affect how the accreditation body complies with this rule would be
required within 30 days, while immediate notification would be required for other matters (e.g.,
grant or withdrawing accreditation). Under the proposed rule the reports and notifications would
have to be submitted electronically and in English.

On our own initiative, we are revising § 1.623(c)(1)(i) and (d)(1)(i) to require the
recognized accreditation body to provide FDA the email address of any third-party certification
body that was granted or denied accreditation (respectively) under our program. Having the

email address will facilitate FDA’s communications with such third-party certification bodies.
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We also are revising § 1.623(c)(1)(iv) on our own initiative to specify that a recognized
accreditation body must also notify FDA of the expiration date of accreditation upon granting
accreditation to a third-party certification body under this subpart.

(Comment 46) Some comments ask whether FDA intends to provide feedback in
response to self-assessment reports.

(Response 46) While FDA will not be providing formal responses to the self-assessment
reports, we will use the information in the reports in our oversight of the third-party certification
program and will address any specific items of concern we identify in an accreditation body-self-
assessment report directly with the accreditation body.

(Comment 47) We received several comments related to our proposal to require all
reports and notifications to be submitted in English. Some comments agree that both the
notifications and the reports should be submitted in English. Some comments agree that
notifications should be in English, but suggested that reports of self-assessments and re-
assessments of certification bodies could remain in their native language, and if FDA had any
questions about such reports the accreditation body could furnish English translations.

Some comments note the difficulty and others the expense for recognized accreditation
bodies in countries that do not officially or routinely conduct business in English. Some
comments request a longer period of time (e.g., up to 4 months) to submit documents that must
be translated into English. Other comments note that if we require documents to be in English,
and the translations are not done well, the documents may be difficult to understand.

Some comments propose alternative solutions, including comments that suggest that
FDA explore technical translation and recognition software, which in combination with

standardized report/notification templates, might facilitate submission in languages other than
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English. Other comments suggest that if reports and notifications are submitted in languages
other than English, the recognized accreditation body should be responsible for all translation
costs.

Some comments ask whether supporting documents that accompany reports also would
have to be in English. Other comments inquire whether there is any flexibility in the language
requirement for governmental accreditation bodies that do not maintain their records in English.

(Response 47) We decline the suggestion to remove the requirement to submit reports
and notifications in English. While allowing submissions in multiple languages might be helpful
to some interested parties, the accreditation body reports and notifications required by § 1.623
are essential to our oversight and management of the third-party certification program and the
programs that rely on certifications issued by accredited third-party certification bodies, and thus,
must be in English in order for FDA to properly review and evaluate. Some comments ask to
have up to 4 months to prepare an English translation of a submission under proposed 8 1.623.
Such delays would be unworkable. For example, we cannot afford delays in translating an
accreditation body’s notification of withdrawal of accreditation, or an accreditation body’s
notification that a certification body has issued a food or facility certification without meeting the
requirements of this rule. We are requiring immediate notification of these and other matters
under 8§ 1.623(c) because of the implications for the program and possibly for our acceptance of
certifications issued by the certification body. Unless the notification is submitted in English,
our actions will be delayed until the information is translated. Although the annual certification
body monitoring reports and the accreditation body self-assessments reports are not required to
be submitted until 45 days after completion under 8 1.623(a) and (b)(i) (and 60 days following

certification body withdrawal for self-assessment reports submitted under § 1.623(b)(ii)), we will
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use these reports to identify areas where FDA may need to promptly engage with an
accreditation body or a certification body to address apparent misunderstandings or confusion
about our program requirements. We plan to use these reports to identify emerging issues that
need intervention. Therefore any additional time allotted for translation purposes would delay
and possibly hinder our ability to use these reports for program evaluation and management.

(Comment) 48) Some comments address the proposed timeframes for submitting reports
and notifications, and suggest that instead of requiring reports within 45 days of completing the
assessment/re-assessment, we should require submission every 6 months or annually.

(Response 48) We disagree with comments suggesting that we modify the timeframe for
submission of reports of annual self-assessments and annual certification body monitoring
reports from 45 days after completion to every 6 months or every year. We are concerned that
the information could be outdated and our ability to use the reports for early intervention would
be significantly diminished.

(Comment 49) Some comments contend that the volume of reports and notifications we
proposed to require would be burdensome to FDA to review and maintain. They suggest that
instead we require recognized accreditation bodies and their certification bodies to maintain
reports of self-assessment/re-assessment, and provide prompt access to FDA upon request.

(Response 49) We disagree. We are establishing an electronic portal for submission of
applications, reports, notifications, and other information under this rule and an electronic
repository of this information, which will allow us to access and use the information as needed.
Therefore, we decline to revise § 1.623 is response to these comments.

(Comment 50) Some comments ask if all reports and notifications submitted to FDA will

be subject to the Freedom of information Act (FOIA) or if these submissions will be considered
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confidential information with reasonable protections from disclosure. Other comments suggest
the importance of striking the appropriate balance between disclosure and confidentiality and
note the following statements in ISO/IEC 17021:2011 (Ref. 6), clause 4.1.3 and NOTE:
“Principles for inspiring confidence include: Impartiality, competence, responsibility, openness,
confidentiality, and responsiveness to complaints...An appropriate balance between the
principles of openness and confidentiality, including responsiveness to complaints, is necessary
in order to demonstrate integrity and credibility to all users of certification.”

(Response 51) We agree with comments suggesting the importance of striking the
appropriate balance between providing transparency to the public and maintaining the
confidentiality of any trade secrets and confidential commercial information included in the
applications, reports, notifications, and other information submitted to FDA. We are guided in
this effort by FOIA as well as laws that protect trade secrets and confidential commercial
information from disclosure. In response to comments, we are adding new § 1.695 on public
disclosure, which is discussed in section XIII.F.

(Comment 51) Some comments urge us to eliminate or reduce the proposed reporting
requirements in proposed § 1.623(a) and (b), for various reasons. Some of these comments
suggest that we should only require regular submission of a report or other document that shows
the third-party certification bodies are maintaining their accreditation. Other comments
recommend that when a certification body is first accredited, it should submit translated
accreditation documents within 3 to 4 months of the accreditation body’s decision. Then, as long
as the accreditation is unchanged, it should not be necessary for the accreditation body to submit

its--assessment reports under § 1.623(a).
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Some comments suggest it should not be necessary for accreditation bodies to submit
their self-assessment reports under 8 1.623(b) if there is no significant change in their
recognition. Other comments assert that signatories to IAF MLASs should not have to submit
self-assessment reports to FDA, because IAF monitors accreditation bodies for continued
compliance with ISO/IEC 17011:2004 (Ref. 5).

(Response 51) We disagree. As described in Response 47, the reports of annual
certification body monitoring and accreditation body self-assessments are essential to our
oversight and management of the third-party certification program and the programs that rely on
certifications issued by accredited third-party certification bodies. We are not requiring
accredited third-party certification bodies to submit their self-assessments to FDA (except for
directly accredited third-party certification bodies); therefore, the reports that we receive of the
recognized accreditation bodies’ assessments of accredited third-party certification bodies are a
fundamental piece of the monitoring system we are establishing, as are the self-assessment
reports submitted by accreditation bodies we have recognized. Reducing or eliminating either of
these reporting requirements would hinder our ability to properly oversee the program.

(Comment 52) We received some requests for clarification regarding required content of
the accreditation self-assessment reports and reports of certification body annual monitoring.
Some comments request that FDA either suggest a format for the reports, provide an opportunity
for accreditation bodies to propose a format, or at least indicate the minimum required elements.

(Response 52) We believe we provided minimum requirements on the content of these
reports in this rule and plan to provide additional information on the format and submission of

these reports on our Web site.
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(Comment 53) Comments suggest that to be consistent with ISO/IEC 17011:2004 (Ref.
5), a recognized accreditation body only would need to notify FDA of the approval, suspension,
or withdrawal of accreditation of a third-party certification body, as well as any changes in its
scope of the accreditation scope or reduction of authorization. The comments assert that the
notification should not need to include such details as the address and name of third-party
certification body employees under 8 1.624(c)(1).

(Response 53) We agree that submission of the information described in the comment
and required by clause 8 of ISO/IEC 17011:2004 (Ref. 5) is necessary for our program
management and oversight. For example, it will help us verify the identity of any certification
body before taking an action to affect its status in the program based on a notification submitted
under 8§ 1.623. However, the notifications required under § 1.623(c)(3) and (d) are also
necessary for our program management and oversight. Under 8 1.623(c)(3), a recognized
accreditation body would have to notify FDA if one of its accredited third-party certification
bodies issued a food or facility certification without complying with the requirements of this
rule. This notification will allow FDA to refuse to accept those improperly issued certifications
and to coordinate with the accreditation body in determining appropriate next steps. Having
information on a denial of accreditation under § 1.623(d) will allow FDA to monitor
accreditation activities across the program, including any repeat denials of a third-party
certification body.

With respect to providing the names of the audit agents of the accredited third-party
certification body, we note that section 808(b)(1)(B) of the FD&C Act requires a recognized
accreditation body to submit to FDA a list of all third-party certification bodies it accredited

under the program and the audit agents of such accredited certification bodies. The list of audit
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agents we proposed to require a recognized accreditation body to submit under § 1.623(c)(1)(iii)
is necessary for verification of compliance with the conflict of interest requirements by audit
agents under section 808(c)(5)(A)(iii) and (B) of the FD&C Act and by proposed § 1.657, among
other things. With respect to the proposed requirement to provide the address and name of one
or more of the officers of the accredited third-party certification body, this information will be
helpful in communicating with the accredited third-party certification body.

For the foregoing reasons, we decline the suggestion to eliminate the requirements for the
recognized accreditation body to provide FDA the name of one or more officers of the accredited
third-party certification body under 8 1.623(c)(1)(ii) and a list of audit agents of the accredited
third-party certification body under § 1.623(c)(1)(iii).

E. How Must a Recognized Accreditation Body Protect Against Conflicts of Interest? (8§ 1.624)

Proposed § 1.624 would require a recognized accreditation body to take certain steps to
safeguard against conflicts of interest, including the requirement to implement a written conflict
of interest program. The accreditation body would be prohibited from owning, having a
financial interest in, or managing/controlling a certification body. Under the proposed rule,
accreditation body employees would be unable to accept money, gifts or other items of value
from the certification body, though we did exempt meals of de minimis value onsite where the
assessment occurs. We also proposed to require that a recognized accreditation body maintain
on its Web site a list of certification bodies it accredited under this program, the duration and
scope of accreditation, and the date on which the certification bodies paid their fee or
reimbursement associated accreditation. We sought comment on alternative approaches for

public disclosure of payments.
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On our own initiative, we are adding new provision 81.624(b) to clarify when a
recognized accreditation body can accept the payment of fees for its services so that the payment
is not considered a conflict of interest for purposes of § 1.624(a).

(Comment 54) Some comments agree that a recognized accreditation body should be
required to have a written program to protect against conflict of interest. Comments suggest that
the written plans should include assurances of independence and safeguards to address any
possibility of conflicts. Some comments state FDA should require accreditation bodies to make
their conflict of interest policies public.

(Response 54) We agree with comments about the importance of a recognized
accreditation body having a written program to safeguard against conflicts of interest that meets
the requirements of this rule. While a recognized accreditation body may choose to make its
conflicts of interest program publicly available, we are not imposing that as a program
requirement because we do not believe it is necessary to ensure that accreditation bodies
safeguard against conflicts of interest.

(Comment 55) We received several comments related to allowing certification bodies to
provide onsite meals of de minimis value to accreditation body representatives conducting an
audit. Several comments agree with the general concept of allowing meals of de minimis value.
Some supporting comments state that allowing such meals would expedite the assessment, and
could be necessary if the certification body is distant from meal service providers. With respect
to the question of what constitutes “de minimis” value for these purposes, some comments
endorse the idea of defining de minimis value in accordance with U.S. Government employee

limits on accepting gifts or gratuities. Others simply encourage us to define it in some way that
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ensures consistency and clarity. Some comments state that we should not set a fixed amount for
the de minimis value, because costs vary in different locations.

Some comments disagree with the proposal to allow meals of de minimis value, and
contend that the financial relationship between the accreditation body and the certification body
should be strictly limited to the fee paid for the accreditation audit/services.

(Response 55) We agree with the comments that suggest that allowing the certification
body to provide meals of a de minimis value during an assessment and at the site where the
assessment is being conducted might help facilitate the assessment, particularly for remote sites.
We also agree with comments that state we should not set a fixed amount for the de minimis
value because costs vary in different locations.

We disagree with comments suggesting that by providing meals of a de minimis value, a
certification body might influence the outcome of an accreditation body assessment, particularly
if the only allowable meals are ones of minimal value that are provided during the course of an
activity and with the purpose of facilitating timeliness and efficiency. FDA follows a similar
approach for investigators conducting foreign inspections--that is, FDA investigators performing
foreign inspections are allowed to accept lunches (of little cost) provided by the firm during the
course of a foreign inspection. We also note that the U.S. government allows its employees to
accept meals, within per diem limits, when on official business in a foreign country, as an
exception to the prohibition on the acceptance of gifts or gratuities from outside sources (5 CFR
2635.204(i)(1)), though we believe the FDA’s practices for foreign inspections serve as a better
model because foreign inspections are more analogous to foreign assessments than are the range
of activities that covered by the general requirements applicable to all U.S. government

employees on official business in foreign countries. Accordingly, in light of the comments
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received and analogous FDA guidelines, we have concluded that it is reasonable and appropriate
to limit the meal exception in § 1.624(a)(3)(ii) to only lunches of de minimis value provided
during the course of an assessment, on site at the premises where the assessment is being
conducted, and only if necessary to facilitate the efficient conduct of the assessment. We believe
these revisions help to address concerns regarding the threats to impartiality, while
accommodating the practical considerations that apply to foreign assessments.

We offer the following additional input to recognized accreditation bodies seeking
guidance on the application of § 1.624(a)(3)(ii). In considering whether a meal is allowable
under this provision, we recommend that the assessor first consider whether accepting the lunch
IS necessary to facilitate the efficient conduct of the assessment. We recommend the assessor
consider: (1) Whether the circumstances surrounding the travel would allow the assessor to pack
a lunch to bring on site; (2) Whether the meal is being provided during the midday or early
afternoon. A lunch provided in the midst of an assessment is different than a lunch or other meal
provided at the completion of the audit; (3) Whether the site of the assessment is in close
proximity to a retail food establishment, or is at a remote location far from a retail food
establishment; (4) What is the estimated value (or cost) of the lunch in light of the costs
associated with the area where the assessment is being conducted; and (5) other similar
considerations.

For assessors seeking additional guidance on determining what constitutes a “de
minimis” amount for purposes of complying with § 1.624(a)(3)(i1), we offer the following
guidance that is based on the requirements applicable to U.S. government employees who accept
certain meals while on official travel in foreign countries. Such employees must deduct from the

per diem the value of that meal, calculated using a two-step process.
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First, the individual must determine the per diem applicable to the foreign area where the
lunch was provided, as specified in the U.S. Department of State's Maximum Per Diem
Allowances for Foreign Areas, Per Diem Supplement Section 925 to the Standardized
Regulations (GC,FA) available from the Superintendent of Documents, U.S. Government
Printing Office, Washington, DC 20402, and available on the Department of State Web site at
https://aoprals.state.gov/Web920/per_diem.asp. (Foreign per diem rates are established monthly
by the Department of State’s Office of Allowances as maximum U.S. dollar rates for
reimbursement of U.S. Government civilians traveling on official business in foreign areas.)

Second, the individual must determine the appropriate allocation for the meal within the
daily per diem rate which is broken down into Lodging and M&IE (Meals & Incidental
Expenses) that are reported separately in Appendix B of the Federal Travel Regulation and
available on the Department of State’s Web site at
https://aoprals.state.gov/content.asp?content_id=114&menu_id=78.

(Comment 56) Our proposal to require accreditation bodies to maintain a Web site listing
of certification bodies, and information about each, drew several comments. Most comments
agree with the Web site listing in principle. Some comments encourage us to require additional
information in the Web site listing, such as requiring accreditation bodies to include in their Web
site listing those certification bodies whose accreditations have been suspended or revoked.
Some comments advise that the “scope” information required on the Web site should be specific
(e.g., whether the accreditation is for human food, animal food, or for specific rules).

Additionally, many comments address the proposed requirement to include fee
information in the Web site listing. Some comments suggest that we require recognized

accreditation bodies to specify what is included in the fee payment and what costs are
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reimbursable. We also received comments arguing that requiring payment schedules to be posted
online is not sufficient to ensure that potential conflicts of interest will be identified; they
suggested we require accreditation bodies to submit payment schedule information directly to
FDA.

Some comments disagree with the proposed requirement to require the Web site posting
of payment schedules contending, among other things, that such information is proprietary.
Some suggest that, instead, FDA should require accreditation bodies to keep records of payments
which would be available to FDA if we have reason to examine them. Others suggest it would
be sufficient for the financial payment information to be maintained such that FDA could review
it during the recognition/renewal process. Still other comments seek clarification as to whether
we would be requiring, in addition to the date of payment, the dollar value of payment. These
comments are not in favor of such a requirement; they state such payment details constitute
sensitive information and argue that FDA should instead require the amount of payment to be in
the records required under 8§ 1.625.

(Response 56) We agree with comments that state that an accreditation body’s Web site
posting under § 1.624(c), finalized as 81.624(d), must include specific information about the
scope(s) of accreditation, for example by relevant part of 21 CFR or by a designation, such as
“part 123” or “Seafood HACCP” (Hazard Analysis Critical Control Point). We also are revising
final § 1.624(d) to state that an accreditation body’s Web site must identify a certification body
whose accreditation was suspended, withdrawn, or reduced in scope, because we believe that this
information would be important to eligible entities seeking information on accredited
certification bodies. The suspension or withdrawal information must be maintained on the Web

site for 4 years (the maximum duration of an accreditation under the rule) or until the suspension
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is lifted or the certification body is reaccredited by that accreditation body, whichever occurs
first.

In the interest of transparency, we are maintaining the requirement for accreditation
bodies to post information on the timing of fee payments and direct reimbursements by
certification bodies. This posting requirement is similar to the posting requirements that apply to
certification bodies under § 1.657(d) and will help build confidence in the impartiality of
accreditation body accreditation decisions. We are not requiring posting of the amount of fees or
reimbursement paid, because we do not think it is necessary to help build confidence in the
impartiality of accreditation body accreditation decisions. We agree with the suggestion to
specifically require fee payment records to be maintained and are revising 8 1.625 accordingly.

(Comment 57) Some comments contend that 8 1.624 is seriously flawed because it is
inconsistent with “the latest science on the issue” and a 2009 Institute of Medicine (IOM)
Report, “Conflicts of Interest in Medical Research, Education, and Practice.” They encourage
FDA to evaluate the most recent scientific research on conflicts of interest and consult with
leading academicians involved in such work. They contend that the fact of payment by the
certification body to the accreditation body creates a conflict of interest that cannot be avoided so
we should aim our regulation to minimize it. They recommend that we prohibit any financial
relationship between the accreditation body and a certification body it audits for at least 1 year
before accreditation was sought and 1 year after the last accreditation expires or was denied.

(Response 57) While we agree with the comments’ suggestion to remain vigilant in
ensuring that our conflict of interest protections represent current best practices, we disagree with
the assertion that § 1.624 is seriously flawed and have concluded that the suggested revision

would be infeasible and impractical. Third-party certification bodies currently accredited for
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food safety auditing by accreditation bodies that become recognized by FDA would have to
apply to another recognized accreditation body to join our program if the comments’ suggestion
were adopted. This would create a disincentive to participation by experienced third-party
certification bodies and would pose difficulties when the availability of recognized accreditation
bodies is limited.

In response to comments citing the 2009 I0OM report on financial conflicts of interest
between medical researchers and medical products companies, we note that it identified some
conflict of interest issues that also are relevant to our third-party certification program, such as
the need to disclose payments from industry and to place limits on meals and gifts. However, the
differences between the context of medical research and practice and the context of our third-
party certification program pose difficulties in identifying practical implications of the analysis
for our purposes--i.e., the analysis of data suggesting that the acceptance of meals and gifts and
other relationships may influence physicians to prescribe a company’s medicines. Nor are the
IOM recommendations readily adaptable to conflicts of interest in the third-party certification
program. The “best practices” we employ must be suitable for the third-party certification
program and may differ from the state of the art best practices for conflict of interests in medical
research. For example, the recommendations to place limits on the use of drug samples for
patients who lack financial access to medications and to prohibit the claiming of authorship for
ghost-written publications are not applicable to this program. For the foregoing reasons, we
decline the suggestion to prohibit any financial relationship, such as the payment of fees,
between a recognized accreditation body and a certification body for at least 1 year before

seeking accreditation and 1 year after the last accreditation expires or is denied.
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(Comment 58) Some comments reject the notion that there could be effective protections
against conflict of interest. Such comments consider third-party food safety audits to possess
inherent shortcomings and believe that FDA itself should conduct any food safety inspections
required by FSMA.

(Response 58) We disagree with the notion that it is not possible to effectively protect
against conflicts of interest. Currently, accreditation bodies and certification bodies operate
under a number of private schemes successfully, with reasonably effective protections against
conflicts of interest. We note that the primary regulatory functions of the third-party certification
program are to facilitate participation in VQIP and to provide certifications for the purposes of
section 801(q) of the FD&C Act. At this time, we do not intend for private third-parties to
conduct food safety inspections required by FSMA.

F. What Records Requirements Must an Accreditation Body That Has Been Recognized Meet?

(8 1.625)

Proposed § 1.625 identifies specific types of documents a recognized accreditation body

would be required to establish, control, and maintain to document compliance with applicable
requirements (including applications for accreditation and for renewal; regulatory audit reports
and supporting information from its accredited auditors/certification bodies; reports and
notifications required under proposed § 1.623, along with any supporting information). The
recognized accreditation body would be required to provide FDA access to such records. The
rule also proposed to require records to be maintained electronically and in English for 5 years.

In the proposed rule we acknowledged that the contracts between accreditation bodies
and certification bodies frequently include confidentiality provisions that might otherwise

prevent disclosure of certain records to FDA without prior approval of the certification body.
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We noted that any such contract provisions would need to be changed to allow the accreditation
body to furnish FDA with the records identified in this section.

On our own initiative, we are including fee payment records as another type of record
that an accreditation body that has been recognized must maintain under § 1.625(a)(8).

(Comment 59) Several comments disagree with the proposed requirement for records to
be maintained in English. Some comments, while noting their support for submission of reports
and notifications in English under proposed § 1.623, disagree with our proposal to require that
records maintained by the accreditation body be kept in English as well. Some comments,
noting the cost of translating all records, request that we allow records to be maintained in the
language of the country. They propose we could require the accreditation body to provide the
records in English upon our request within a reasonable time; some suggest a reasonable time
might be a week, depending on the volume of records requested. Other comments argue that the
food industry is global and in recognition of that fact FDA should accept records in other
languages. Some comments suggest that we allow three or four additional widely-used
languages.

(Response 59) We agree with the recommendation to allow records held by the
accreditation body to be maintained in a language other than English, coupled with a requirement
that, upon FDA request, the accreditation body must provide an English translation of the records
within a reasonable time.

The records required by § 1.625 are necessary to document the accreditation body’s
accreditation activities, and we expect to request access to the accreditation body’s records as
necessary to verify the accreditation body’s continuing compliance with the requirements of this

rule, such as when we are considering whether to renew its recognition. The accreditation body
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records also will be useful in helping to verify the compliance of certification bodies it accredited
under the program. However, the records required by § 1.625 are generally distinguishable from
the reports and notifications that must be directly submitted to us under § 1.623, which we are
requiring to be submitted to FDA in English because the reports and notifications submitted
directly to us are time sensitive in nature and essential to our management and oversight of the
third-party certification program. For example, under 8 1.623(c) we are requiring immediate
notification, in English, of an accreditation body’s withdrawal of accreditation from a
certification body. We cannot afford delays in translating this information, because of its
implications for the program and possibly for our acceptance of certifications issued by the
certification body. Unless the notification is submitted in English, our actions will be delayed
until the information is translated.

By contrast, the records required under § 1.625 typically contain information that is less
time sensitive; therefore, reasonable delays for translation purposes will not compromise our
ability to manage or oversee the program. Accordingly, we are revising 8§ 1.625 to allow other
accreditation body records to be maintained and submitted to FDA in languages other than
English, provided that an English language translation of such records is provided within a
reasonable time thereafter. The circumstances surrounding each request will differ; therefore, we
decline to set a specific (numerical) deadline for submission of the translation.

(Comment 60) We received several comments expressing confidentiality concerns.
Some comments note that documents that are part of an audit process may contain critical

business information that warrants some level of proprietary protection.
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(Response 60) We acknowledge comments’ concerns and note that we are including
8 1.695 on public disclosure in section XII1.F. The new section explains that records obtained by
FDA under this subpart are subject to the disclosure requirements under 21 CFR part 20.

(Comment 61) With regard to the proposed requirement that records must be maintained
electronically, some comments discourage us from requiring compliance with 21 CFR part 11,
which are regulations setting certain electronic records criteria. Comments contend that
imposing part 11 requirements would be disproportionate to the need under this rule without an
appreciable improvement in food safety and would create a tremendous and costly burden. They
encourage FDA to explicitly exclude records under this rule from part 11. Comments propose
that instead of imposing part 11 requirements, we require documentation of the chain of custody
by requiring records to be signed and dated when created or modified.

(Response 61) We acknowledge comments’ concerns and note that we are establishing
8 1.694 on electronic records in section XII1.E. This new section will generally exempt records
that are established or maintained to satisfy the requirements of this subpart from the
requirements of part 11.

(Comment 61) Some comments express concern that our proposed record keeping
requirement was too broad; and others express concern about how we might use our authority to
request records. Some comments request clarification of our proposed requirement that
accreditation bodies’ records include any supporting information for the reports and notifications
required under 8§ 1.623. Other comments suggest that our records requests should be narrower
when the recognized accreditation body is a foreign government than a records request to a

recognized, nonprofit accreditation body. Still other comments encourage us to clarify the
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circumstances under which FDA staff could request records and to include a method for an
accreditation body to object to an FDA records request.

(Response 62) The records we are requiring an accreditation body to maintain under
8 1.625 are necessary to document the accreditation body’s accreditation activities and itS
compliance with the requirements of this rule. We expect to request access to the accreditation
body’s records in verifying an accreditation body’s continuing compliance with the requirements
of this rule. While the details of each records request will vary depending on its circumstances,
we will tailor our records requests under § 1.625 as narrowly as possible to reach program-
related records and exclude records that are irrelevant or insignificant to this program. For
example, the information an accreditation body reports under 8 1.623 may prompt us to request
the underlying record to supplement the report as needed. Or, when an accreditation body is
requesting renewal of its recognition, we may request records to supplement information
provided in the application.

Therefore, we believe it is unnecessary to develop administrative procedures for
accreditation body challenges to FDA records requests. We recommend accreditation bodies to
fully consider the program requirements before deciding to pursue recognition under the
voluntary third-party certification program.

(Comment 63) We proposed that if FDA requests records electronically, the recognized
accreditation body provide the requested records within 10 days. Some comments contend that
10 days is insufficient time, and instead request a period of 3 months.

(Response 63) We believe that 10 days is ample time for accreditation bodies to
electronically submit any requested records they are already required to maintain under this

subpart. We note that we are revising the final rule to allow accreditation bodies to maintain and
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submit records in languages other than English, provided that they electronically submit an
English translation within a reasonable time thereafter. By allowing records to be submitted in a
language other than English, accreditation bodies should be able to provide requested records
electronically within 10 days.

VIl. Comments on Procedures for Recognition of Accreditation Bodies Under this Subpart

A. How Do | Apply to FDA for Recognition or Renewal of Recognition? (§ 1.630)

We proposed to establish procedures for accreditation bodies to follow when applying to
FDA for recognition or for renewal of recognition. We proposed that the accreditation body
must submit a signed application, accompanied by any supporting documents, electronically and
in English, demonstrating that it meets the eligibility requirements in proposed § 1.610. We also
proposed to require an applicant to provide any translation or interpretation services we need to
process the application.

(Comment 64) Some comments assert that the proposed rule does not differentiate
adequately between foreign governments and private entities that are serving as accreditation
bodies and suggest that we provide a separate path for recognition of foreign government
accreditation bodies that prioritizes their applications over those submitted by private
accreditation bodies. The comments recommend that we draft additional rules to specifically
cover recognition of foreign government accreditation bodies and/or direct accreditation of
foreign government certification bodies.

(Response 64) We disagree with the recommendation to create a bifurcated system for
recognition, because the line between governmental and private accreditation bodies is not
always clear. Private accreditation bodies comprise approximately one third of the 72

accreditation bodies that accredit food safety certification bodies around the world, according to
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a report prepared by the Research Triangle Institute (RTI) (Ref. 16). In the report, RTI found
that the distribution of accreditation bodies by private versus government agency is as follows:
24 private accreditation bodies, 38 governmental accreditation bodies, and 10 accreditation
bodies with unknown private or government agency status. RTI found that the vast majority of
the private accreditation bodies were non-profit entities. Many of the private accreditation
bodies identified by RTI operate under government sanction or in quasi-governmental roles. For
example, the American National Standards Institute (ANSI) is a private, non-profit accreditation
body that serves as the official U.S. representative to ISO (Ref. 17); the United Kingdom
Accreditation Services is appointed as the national accreditation body for the United Kingdom,
though it is independent of the government (Ref. 18); and the Danish Accreditation and
Metrology Fund is a self-described “business fund” that is appointed by the Danish Safety
Technology Authority as the national accreditation body for Denmark (Ref. 19). Additionally,
we note that section 808 of the FD&C Act makes no distinction in the requirements or process
for recognizing public or private accreditation bodies. Furthermore, we do not believe it
practical to engage in additional rulemaking for foreign government accreditation bodies and
certification applications, as the comments suggest.

(Comment 65) Some comments ask us to accept applications in other languages common
to the major production areas exporting product to the United States. These comments assert that
due to the global nature of produce supply chains allowing applications in other languages would
encourage supply chain participation in third-party auditing programs as a tool to improve food
safety. These comments suggest that we could develop a phased process where we only accept
English applications initially, but increase flexibility to accept applications/renewal documents in

other languages as the program builds up.
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(Response 65) We acknowledge that accepting applications for recognition in languages
other than English might be beneficial to some interested parties. However, requiring
applications for recognition to be submitted in English will help us make well-informed and
timely decisions. Further, FDA does not have the resources to translate or review documentation
in other languages and generally requires documents submitted in other languages to be
translated to English. Therefore, we decline the suggestion to develop long-term plans for
accepting applications for recognition in languages other than English.

(Comment 66) Some comments ask what costs are associated with getting recognized as
an accreditation body.

(Response 66) Pursuant to section 808(c)(8) of the FD&C Act, we issued proposed
regulations to establish a reimbursement (user fee) program to assess fees and require
reimbursement for the work performed to establish and administer the third-party certification
program. The proposed rule provides details on how user fees would be computed (80 FR
43987, July 24, 2015).

B. How Will FDA Review my Application for Recognition or for Renewal of Recognition and

What Happens Once FDA Decides on my Application? (§ 1.631)

We proposed to establish procedures for reviewing and deciding on applications for
recognition and for renewal of recognition. We proposed to order the application queue on a
first in, first out basis and to only place complete applications in the queue.

On our own initiative, we are revising paragraph (a) to clarify that FDA will review
submitted applications for completeness and will notify applicants of any identified deficiencies.

We also are revising paragraph (b) to clarify that FDA’s evaluation of any completed recognition
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or renewal application may include an onsite assessment of the accreditation body. In addition,
we are redesignating proposed paragraph (e) as part of paragraph (b) for clarity.

On our own initiative we are adding new paragraphs (e) through (h) to 8 1.631 to explain
what happens when an accreditation body’s renewal application is denied. We are adding
provisions to clarify what the applicant must do, the manner in which FDA will notify accredited
third-party certification bodies and the public of the denial, the effect of denial of an application
for renewal of recognition on accredited third-party certification bodies, and the effect of denial
of an application for renewal of recognition on food or facility certifications issued to eligible
entities..

(Comment 67) Some comments ask us to clarify how we will recognize an accreditation
body. Some comments ask that we clearly and comprehensively lay out the conditions and
requirements governing the application for recognition, to ensure transparency, certainty, and
predictability of the procedures and criteria governing recognition. Some comments specifically
recommend that we use the IAF/ILAC/International Laboratory Accreditation Cooperation
(ILAC) (A-series) documents as the foundation upon which to base our process for recognition
of accreditation bodies.

(Response 67) This rule establishes the framework for the third-party certification
program and generally describes procedures involved in the submission and processing of
applications for recognition and will be supplemented by additional instructions. For example,
we are developing an electronic portal that accreditation bodies will use in submitting their
applications for recognition, and we will be issuing directions for using the portal. We also are
developing internal operational procedures for recognition of accreditation bodies and will

consult the IAF/ILAC (A-series) documents in considering the types of materials that may be
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useful to accreditation bodies and other stakeholders interested in learning more about our
program.

(Comment 68) Some comments express concern that we are limiting ourselves to a “first
in, first out” review process that gives us no discretion to recognize foreign governments before
we consider other applications from private accreditation bodies that apply. These comments
recommend that we use guidance to industry or internal management documents, rather than this
rule, to describe how we will establish the queue of applications for review.

(Response 68) For the reasons described in Response 64, we decline the suggestion to
prioritize applications submitted by government accreditation bodies over applications submitted
by private accreditation bodies. However, we are modifying the first in, first out approach to
application review in proposed § 1.631(a) to allow FDA to prioritize an application for review
based on program needs. We will consider the suggestion to use an internal management
document to establish our procedures for reviewing applications for recognition as part of our
operational planning.

(Comment 69) We received several comments on the timeliness of application review
and decisionmaking. Some comments assert that our application review process must be
comprehensive but also expedient. Some comments ask that our communications with
applicants be timely. Other comments ask us to establish review timeframes by which
accreditation bodies and other interested parties may expect a response to applications, asserting
this will foster enhanced confidence and transparency with the review process. Some comments
suggest that we review and act upon an accurately completed recognition application within 90

days and a completed recognition renewal application within 45 days.
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(Response 69) We agree with the comments suggesting that our application review must
be comprehensive and as expedient as possible. We decline the suggestion to establish review
timelines in this rule because we lack the experience and data that would allow us to reasonably
estimate review timeframes. We also recognize that each review will differ depending on the
circumstances, and we expect to become more efficient in application review as we gain
experience in the program.

(Comment 70) Some comments express concern about the length of time it will take us
to recognize and notify an applicant of any deficiencies in the application. These comments also
assert that requiring applicants with deficiencies to resubmit their applications and sending them
to the bottom of the review list would make for significant delays in the recognition and renewal
processes.

(Response 70) FDA agrees that an application for recognition should be checked for
completeness promptly after submission. The Agency intends to notify the submitter in a timely
manner if the submission is not complete. FDA anticipates that this completeness determination
could generally be made within 15 business days, because this is not a decision on the merits of
the application. However, given the competing demands on Agency resources, including staff
available to conduct review, the Agency declines to add a time restriction in the final rule for
notifying an applicant of deficiencies that cause its application to be considered incomplete and
thus not ready for processing.

(Comment 71) Some comments assert that we should include a mechanism for
stakeholders to provide feedback to the Agency concerning the capacity and functioning of
accreditation bodies and auditors/certification bodies because stakeholders have firsthand

experience with such entities. These comments suggest that we modify § 1.631(b) to specify that
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FDA will also “solicit and consider information provided by stakeholders, including importers
and foreign suppliers subject to the accreditation body’s jurisdiction, to assist in the recognition
or renewal application review process.”

(Response 71) To the extent the comments suggest that the Agency’s review and
decisionmaking process on recognition applications should include a solicitation of comments
from the public we disagree, as this would create unnecessary delay in the recognition process.
FDA believes that the information it gains through the application process will be sufficient to
make a recognition determination, and that this process and subsequent monitoring by FDA
ensures robust oversight of the program. Nevertheless, stakeholders are always free to share
with FDA any information relevant to the Agency’s food safety programs. We note that
information shared with FDA is subject to the information disclosure regulations in part 20, as
stated in 8 1.695.

(Comment 72) Some comments note that there are no circumstances or conditions in the
proposed rule that allow for an accreditation body to question or object to an FDA action or
request if they believe it is not reasonable or relevant to the recognition and performance of the
accreditation body.

(Response 72) We do not expect to make requests or actions of an accreditation body
that are not relevant to the requirements of the third-party certification program. FDA’s
evaluation of accreditation bodies, as expressed in 88 1.631(b), 1.633(a), and 1.634(a), is
premised on the accreditation body’s compliance with the applicable requirements of this rule.

We note that in this rulemaking, FDA has established a number of mechanisms to address
challenges to FDA’s decisions, including § 1.691 (for requests for reconsideration of the denial

of an application for recognition, renewal, or reinstatement of recognition); § 1.692 (for internal
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Agency review of the denial of an accreditation body application upon reconsideration); and
8 1.693 (for regulatory hearings on revocation of recognition).
We recommend accreditation bodies to fully consider the program requirements before
deciding to pursue recognition under the voluntary third-party certification program.
(Comment 73) Some comments ask that we provide training and education documents
regarding the application process as quickly as possible to ensure that accreditation bodies are
clear on the process and its requirements. These comments assert that training and education
would minimize the need for second reviews due to inaccurate or incomplete applications.
(Response 73) As indicated in Response 67, we are developing additional instructions
for applications for recognition that will be useful to accreditation bodies interested in pursuing
recognition.

C. What is the Duration of Recognition? (§ 1.632)

We proposed to grant recognition to an accreditation body for up to 5 years, though we
will determine the length of recognition on a case-by-case basis.

(Comment 74) Some comments support our proposal to recognize accreditation bodies
for a duration of up to 5 years, with shorter durations awarded early in the program for
accreditation bodies with little experience in accrediting third-party certification bodies.

(Response 74) We agree with comments suggesting that the duration of recognition may
vary depending on a number of factors, including the accreditation body’s history (or lack of
history) in accrediting certification bodies. We believe the proposal allows FDA to consider
such factors.

(Comment 75) Some comments express concern that we are not proposing a fixed

duration of recognition and ask us to establish a specific time limit of 5 years. These comments
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assert that having a standardized duration of recognition for all accreditation bodies is
administratively more viable for FDA to plan its resource needs and would provide consistency
across the industry. Additionally, these comments assert that 5 years is a reasonable duration
given the other reporting and monitoring requirements built into the system.

(Response 75) We acknowledge the advantages that certainty provides and, where
appropriate, the Agency will grant recognition for the maximum duration of 5 years. However,
as noted in our previous response, we also recognize it may be appropriate for the duration of
recognition to vary depending on a number of factors. Where, for example, an accreditation
body has little or no experience in accrediting food safety certification bodies, we may decide the
initial grant of recognition should be less than 5 years.

(Comment 76) Some comments suggest that the duration of recognition for an
accreditation body should be 4 years to be consistent with the duration proposed for accreditation
of certification bodies in § 1.661. Other comments request clarification about the difference in
durations proposed for recognition of accreditation bodies and accreditation of certification
bodies.

(Response 76) We decline the suggestion to shorten the maximum duration of
accreditation body recognition to 4 years and note that the comments suggesting it should be the
same maximum duration as third-party certification body accreditation offered no information
that would provide an adequate basis for shortening recognition such that an accreditation body
could be recognized for no longer than a certification body’s accreditation. Further, as stated in
the proposed rule, we noted that other government programs such as the Substance Abuse and
Mental Health Services Administration program for accredited programs that use opioid agonist

treatment medications approves accreditation bodies for up to 5 years (42 CFR 8.3). Under the
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FDA mammography program, we may approve accreditation bodies for terms up to 7 years (21
CFR 900.3(g)). As stated previously, FDA may establish a period of recognition of less than 5
years if appropriate for a particular applicant.

(Comment 77) Some comments assert that accreditation bodies that maintain their IAF
signatory status should not be limited to a 5-year duration.

(Response 77) We decline the suggestion, noting that the comment lacks information
demonstrating that a longer term of recognition is warranted for an accreditation body that is an
IAF signatory.

D. How Will FDA Monitor Recognized Accreditation Bodies? (8§ 1.633)

We proposed to establish the frequency and manner for formal evaluations of recognized
accreditation bodies. Specifically, we proposed to evaluate each recognized accreditation body
by at least 4 years after the date of recognition of an accreditation body granted a 5-year term of
recognition and by no later than the mid-term point for an accreditation body granted a term of
recognition of less than 5 years. Proposed § 1.633 also notes that FDA may conduct additional
assessments of recognized accreditation bodies at any time.

(Comment 78) While the comments generally support FDA performance assessments of
recognized accreditation bodies, the comments express a wide range of views on how frequently
such assessments should occur. Some comments support the proposed reevaluation frequency
for recognized accreditation bodies. Some comments assert that we need to have a more suitable
monitoring mechanism. Other comments suggest we incorporate a random, unannounced
performance review for recognized accreditation bodies as a supplement to the proposed
frequency. Some comments take a contrary view, asking us to clarify in the final rule the

circumstances under which we may perform additional performance assessments of recognized
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accreditation bodies. These comments assert that FDA’s ability to conduct additional audits,
assessments, and investigations without the requirement to justify such actions creates the
potential for a confrontational relationship and lack of trust. The comments question whether,
without such clarification, any refusal by an accreditation body to grant FDA access or
information would trigger revocation of their recognition. Still other comments request
clarification on the frequency of audits that will be conducted on accreditation bodies.

(Response 78) Monitoring assessments of accreditation bodies are one of several tools
we will use for program oversight. Section 1.633(a) implements section 808(f) of the FD&C
Act, which states that FDA must reevaluate a recognized accreditation body periodically, or at
least once every 4 years, and take any other measures FDA deems necessary to ensure
compliance. We anticipate that information gleaned from other monitoring tools, such as an
accreditation body’s self-assessment, may prompt additional performance assessments in certain
instances. Although we decline to specifically codify random, unannounced performance
reviews as a supplement to the proposed frequency as suggested by the comment, we note that
under 8§ 1.633(a) FDA may conduct additional assessments of recognized accreditation bodies,
including unannounced assessments, at any time as it deems appropriate. We need to retain
flexibility to conduct additional audits, assessments and investigations to support the credibility
of the program.

With respect to the request to clarify whether any refusal to grant FDA access or
information for a performance assessment would trigger revocation, under section § 1.634(a),
refusal to allow FDA to conduct an assessment to ensure the accreditation body’s continued

compliance with the requirements of this subpart is grounds for revocation.
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(Comment 79) Some comments assert that we should provide additional detail on our
monitoring procedures under § 1.633(b). Some comments express concern about the ambiguity
of the term “statistically significant” as well as the scope of onsite assessments and onsite audits
for performance evaluation purposes. These comments assert that we must provide clear
guidance to industry as to what we expect would be involved in such onsite assessments and
make this guidance available for public comment. Other comments specifically request that we
outline the procedures under which we will conduct audits on accreditation bodies and third-
party certification bodies and specify a timeframe for when we will issue the results of the audits.
Still other comments assert that we must provide guidance on how an eligible entity might be
selected for an audit/inspection that relates to an accreditation body’s reassessment of a
certification body.

(Response 79) The objective of an assessment under 8 1.633 will be to determine an
accreditation body’s compliance with the requirements of this rule. When planning an
assessment, we will establish the time period of activities covered by the assessment and may
request records of an accreditation body under § 1.625. We also will develop plans for any
locations to be visited, which may include the accreditation body’s headquarters and any other
locations where employees and other agents who conduct activities under this program are
managed.

In conducting the assessment, we may review records, such as records relating to
conflicts of interest and may interview officers, employees, and other agents of the accreditation
body. We also may observe regulatory audits by certification bodies the accreditation body has
accredited. For the reasons explained in Response 28, we have removed the phrase, “statistically

significant” and revised the sentence to explain that we may observe a “representative sample” of
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certification body regulatory audits when conducting an assessment of its accreditation body.
We will decide what constitutes a “representative sample” for purposes of § 1.633 on a case-by-
case basis, based on factors such as how many certification bodies the accreditation body has
accredited under the program, the scope of accreditation of the certification bodies accredited by
the accreditation body, how many years the accreditation body has been in the program, how
many prior assessments of the accreditation body we have performed, and the length of time
since any prior assessments.

(Comment 80) Some comments ask that we inform recognized accreditation bodies prior
to doing onsite assessments of accredited certification bodies and eligible entities as part of our
performance evaluations.

(Response 80) In planning an assessment with onsite observations of certification bodies
or an audit of certified eligible entities, we will consider whether to provide notice to the
accreditation body and/or invite the accreditation body to be present. In some circumstances we
may determine that it would be necessary or appropriate to conduct the assessment or audit
without notice to the accreditation body.

(Comment 81) Some comments assert that to carry out performance evaluations for the
purpose of monitoring recognized accreditation bodies, we must have an agreement directly with
the certification bodies or request that recognized accreditation bodies include these
requirements in their agreements with certification bodies they have accredited.

(Response 81) We disagree that we must have an agreement directly in place with each
accredited certification body for us to carry out performance evaluations, as § 1.633(b) states that
FDA may include onsite assessments of a representative sample of third-party certification

bodies the recognized accreditation body accredited and onsite audits of a representative sample
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of eligible entities certified by such third-party certification bodies under this subpart. We
recommend that third-party certification bodies fully consider the program requirements before
deciding to pursue accreditation under this voluntary third-party certification program. We also
encourage recognized accreditation bodies to include language in their standard contracts with
third-party certification bodies they accredit under this program that acknowledges FDA’s ability
to conduct such evaluations.

(Comment 82) Some comments ask who will cover the costs of audits on recognized
accreditation bodies.

(Response 82) As discussed in Response 66, we are proposing in a separate rulemaking
(80 FR 43987) the costs of FDA monitoring of recognized accreditation bodies will be covered
by user fees that we will establish by regulation.

E. When Will FDA Revoke Recognition? (§ 1.634)

Proposed § 1.634 establishes the criteria and procedures for revocation of recognition of
an accreditation body, including requests for records and notifications. It describes several
circumstances that warrant revocation of recognition and describes the effects (if any) of
revocation on accreditations and certifications occurring prior to the revocation.

On our own initiative, we are revising § 1.634(c)(2) to require the accreditation body to
notify FDA of the name and contact information of the custodian who will maintain the records
required by 8§ 1.625 instead of just providing us with a location to increase flexibility. We are
making corresponding changes to 88 1.635(a), 1.664(e)(2), and 1.665(a). We also are revising
paragraphs (d) through (f) to clarify the manner of FDA’s notice to affected third-party

certification bodies and the public of the revocation, as well as the effect of such revocation on
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the accredited third-party certification bodies and certifications they issued prior to issuance of
the revocation of recognition.

(Comment 83) Some comments recommend that when an accreditation body’s
recognition is revoked, the information on the Web site includes the cause or causes of the
revocation.

(Response 83) We agree and will include on the FDA Web site a brief description of the
grounds whenever revoking the recognition of an accreditation body.

(Comment 84) Some comments agree that providing the certification body 1 year to
transition and become accredited with another accreditation body is a reasonable concept, but
express concerns that in many countries a limited number of accreditation bodies may make
meeting that timeframe difficult. They also note that although audited entities’ certifications
may remain in effect until its expiration, it may be difficult for them to maintain their
certifications beyond that date due to lack of accreditation bodies, or there may be instances in
which their certification is set to expire in weeks or months following the revocation. These
comments note a similar concern about the impact of a lack of capacity on scheduling
certification audits should the certification body have to be reaccredited within 1 year.
Comments recommend that FDA address this issue by performing an assessment of accreditation
capacity in key production regions around the world and using that information as a baseline to
inform timeframes on re-accreditation of third-party certification bodies. Other comments
suggest that either FDA be required to renew the recognition of the recently revoked
accreditation body or recognize a new accreditation body in time for any affected accredited
certification body to comply, or FDA would be required to solicit applications for a new

accreditation body after an accreditation body’s recognition is revoked. Comments also
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recommend that certifications issued by a certification body accredited by the accreditation body
whose recognition was revoked remain in effect for 1 year from the date of the revocation of the
accreditation body in order to reduce the likelihood of a lapse in certification of eligible facilities.

(Response 84) We acknowledge that revocation of the recognition of an accreditation
body may present difficulties for the certification bodies accredited by the accreditation body
(and for the eligible entities those certification bodies certified), particularly in countries that
have a single national accrediting authority. In such circumstances, we intend to work with
recognized accreditation bodies and the certification bodies to identify opportunities and
challenges. We believe 1 year is sufficient time for a certification body to be reaccredited in
such circumstances. The requirement for an eligible entity to become recertified after a
certificate terminates by expiration is based on section 808(d) of the FD&C Act, which requires
an eligible entity to apply for annual recertification. In light of the foregoing, we are declining
the requests to extend the deadlines for reaccreditation and for recertification in the case of
revocation of recognition of an accreditation body.

(Comment 85) Some comments request FDA provide specific provisions to address
potential questions that may arise if recognition of an accreditation body is revoked, with
particular emphasis on the validity of certificates or other documentation already issued when
revocation occurs.

(Response 85) Section 1.634(d) specifically describes the impact of revocation of
recognition of an accreditation body on the certification bodies that it accredited under this
program, including that a certification body’s accreditation will remain in effect if it provides a
self-assessment to FDA within 60 days of issuance of the revocation and it is accredited by

another recognized accreditation body or FDA no later than 1 year after the revocation or the
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original date of expiration of the accreditation, whichever comes first. Section 1.634(e) explains
that in the case of revocation of an accreditation body’s recognition, a food or facility
certification issued by a certification body accredited by the accreditation body prior to the
revocation of its recognition will remain in effect until the certification terminates by expiration.

(Comment 86) Some comments request that FDA clarify how individual holders of
certifications would be made aware of the revocation of recognition. For example, they ask if
FDA would contact certification holders directly or if the certification holder would be required
to monitor the recognition status of the accreditation and certification bodies.

(Response 86) We will provide notice on the FDA Web site when we revoke the
recognition of an accreditation body. We also will notify certification bodies that have been
accredited by the accreditation body that has had its recognition revoked through the electronic
portal we are establishing. Because revocation of recognition will not affect the duration of
previously issued certificates, we will not directly contact eligible entities to inform them of the
revocation. If the revocation of recognition results in the withdrawal of accreditation of a
certification body, FDA will provide notice of such withdrawal on our Web site as provided in
§ 1.664(h).

(Comment 87) Some comments recommend that FDA refer to the provisions in ISO/IEC
17011:2004 and ISO/IEC 17021:2011 to inform the provisions revocation of recognition in
8§ 1.634 and withdrawal of accreditation in § 1.664 and to distinguish those actions from
reduction in scope of recognition and accreditation and to establish the specific grounds and
effects for those actions.

(Response 87) Neither of the ISO/IEC standards cited in the comments relate to

revocation of recognition of an accreditation body; however, we reviewed ISO/IEC 17011:2004
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(Ref. 5) for terminology, procedures, and grounds that might have relevance for revocation of
recognition in § 1.634. We decline the suggestion to consider ISO/IEC 17021:2012 (Ref. 6),
which applies to certification bodies, for purposes of this analysis as it is inapplicable.

Having reviewed ISO/IEC 17011:2004, we note that ISO/IEC 17011:2004 (Ref. 5) gives
an accreditation body the flexibility to establish its own procedures for suspension, withdrawal,
or reduction of the scope of an accreditation as explained in clause 7.13.1 and NOTE. FDA’s
procedures for revocation of recognition are thus not inconsistent with the 1SO standards in this
respect. Regarding the grounds for withdrawal of accreditation, ISO/IEC 17011:2004 (Ref. 5),
clause 7.13, provides that an accreditation body must make decisions to suspend and/or withdraw
accreditation when an accredited conformity assessment body (i.e., third-party certification
body) has persistently failed to meet the requirements of accreditation or to abide by the rules for
accreditation. The standard for revocation of recognition under this program is established by
section 808(b)(1)(C) of the FD&C Act, which requires FDA to “promptly revoke the recognition
of any accreditation body found not to be in compliance with the requirements of this section,”
which is the standard that is used in proposed § 1.634. Therefore, we cannot incorporate this
standard for withdrawal for purposes of this program.

(Comment 88) Some comments suggest FDA revise § 1.634(a)(3) and (4) to provide that
FDA can make a decision to revoke recognition or withdraw accreditation only when it has
objective evidence to demonstrate that the recognized accreditation body committed fraud or
submitted material with significant false statements, demonstrated a significant bias or
significant lack of objectivity when conducting activities, or significantly failed to adequately

support one or more decisions to grant accreditation.
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(Response 88) We disagree. Section 808(b)(1)(C) requires FDA to promptly revoke the
recognition of any recognized accreditation body found not to be in compliance with section 808
of the FD&C Act, which establishes the third-party program. This program is a system of
assurances that begins with the recognition of qualified accreditation bodies, which in turn
accredit certification bodies to make judgments about the compliance of eligible entities and the
food they produce with the applicable food safety requirements of the FD&C Act and FDA
regulations. FDA’s ability to have swift recourse when a recognized accreditation fails to
comply with the requirements of the third-party program is essential. Limiting FDA’s ability to
revoke the recognition of accreditation bodies to instances of “significant” fraud, bias, or lack of
competence as the comment suggests would render the program unreliable to provide the
assurance of food safety intended by this section.

F. What if | Want to Voluntarily Relinquish Recognition or Do Not Want to Renew

Recoqnition? (§ 1.635)

Proposed § 1.635 describes the procedures that an accreditation body must follow when it
intends to relinquish its recognition.

FDA received comments in support of the proposed procedures for voluntary
relinquishment of recognition. FDA received no adverse comments on this section. On our own
initiative, we are revising the voluntary relinquishment provisions in 8 1.635 to also address
situations where a recognized accreditation body decides it does not want to renew its
recognition once it expires. In addition we are including procedures for the certification bodies

to follow after their accreditation bodies’ recognitions are relinquished or not renewed.
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G. How Do | Request Reinstatement of Recognition? (8§ 1.636)

Proposed 8§ 1.636 describes the procedures that an accreditation body would have to
follow when seeking reinstatement of its recognition.

FDA received comments in support of the proposed procedures for reinstatement of
recognition. FDA received no adverse comments on this section and is not making any
substantive changes to this section in this final rule.

VIII. Comments on Accreditation of Third-Party Certification Bodies Under this Subpart

A. Who is Eligible to Seek Accreditation? (§ 1.640)

Proposed § 1.640 states that a foreign government, agency of a foreign government,
foreign cooperative, or other third-party would be eligible for accreditation from a recognized
accreditation body (or, where direct accreditation is appropriate, FDA) to conduct food safety
audits and issue food and facility certifications under the program. Proposed § 1.640(b) is based
on section 808(c)(1)(A) of the FD&C Act and would require a foreign government/agency
seeking accreditation to demonstrate that its food safety programs, systems, and standards would
meet the requirements of proposed 88 1.641 to 1.645, as specified in FDA’s model standards on
qualifications for accreditation, including legal authority, competency, capacity, conflicts of
interest, quality assurance, and records. Proposed 8§ 1.640(c) is based on section 808(c)(1)(B) of
the FD&C Act and would require a foreign cooperative or other third-party certification body
seeking accreditation to demonstrate that the training and qualifications of its audit agents and
the internal systems used by the certification body would meet the requirements of proposed
88 1.641 to 1.645, as specified in FDA’s model standards on qualifications for accreditation,
including legal authority, competency, capacity, conflicts of interest, quality assurance, and

records.
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At our own initiative, we revised 8 1.640(c) to apply to accredited third-party
certification bodies that are comprised of a single individual, as applicable.

(Comment 89) Some comments suggest that FDA should require third-party certification
bodies conducting regulatory audits to be accredited to either: (1) ISO 17021:2011 (Ref. 6), with
the complementary requirements of ISO/TS 22003:2007, Food safety management systems--
Requirements for bodies providing audit and certification of food safety management systems
(Ref. 20) or (2) ISO 17065:2012 (Ref. 7), with conformance to 1ISO 17021:2011 (Ref. 6) and ISO
22000:2005, Food safety management systems--Requirements for any organization in the food
chain (Ref. 21).

Other comments suggest that ISO/IEC 17000:2004 (Ref. 4) and ISO/IEC 17021:2011
(Ref. 6) provide a common framework for managing the effectiveness of third-party certification
activities and recommend incorporating the standards by reference into the final rule. The
comments assert that FDA’s proposed rule, by failing to incorporate by reference the ISO
standards, appears to unnecessarily establish a unique standard in contravention of the NTTAA
and OMB Circular A-119 (63 FR 8546) without adequate justification. The comments include
recommended revisions to § 1.640. Other comments note that ISO/IEC Guide 65:1996 (Ref. 9)
will be phased out by September 2015; therefore, the wording in the final rule should be changed
to reflect the successor standard, ISO/IEC 17065:2012 (Ref. 7). Some comments express
concern about the additional costs to exporters from third-party audits and private interests over
and above official systems.

(Response 89) As explained in section 1.D., we have revised the rule to allow a third-
party certification body to offer documentation of conformance to ISO/IEC 17021:2011 (Ref. 6)

or ISO/IEC 17065:2013 (Ref. 7) in support of its application for accreditation, supplemented as
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necessary. However, we decline the suggestion to incorporate the standards by reference into
this rule.

ISO/IEC ISO 17021:2011 (Ref. 6) and ISO/IEC 17065:2012 (Ref. 7), the successor to
ISO Guide 65:1996 (Ref. 9), contain requirements that are inconsistent with section 808 of the
FD&C Act and impractical for our program. For example, ISO/IEC 17021:2011 (Ref. 6), clause
5.2.6, prohibits a certification body, including a governmental certification body, from providing
internal audits to its certified clients. Under this same clause, a certification body that has
provided internal auditing services to a client must wait for 2 years before conducting an audit
for certification purposes. Clause 5.2.5 of the standard also prohibits the certification body from
offering or providing any management systems consultancy (defined as participation in
designing, implementing, or maintaining a management system). We note that ISO/IEC
17065:2012 (Ref. 7), clause 4 contains similar requirements, e.g., in clauses 4.2.6 and 4.2.10
NOTE 1, as the requirements of clauses 5.2.5 and 5.2.6 of ISO/IEC 17011:2004 (Ref. 5).

The requirements of our third-party program are markedly different, because section 808
of the FD&C Act expressly allows an accredited third-party certification body to conduct both
regulatory audits for certification purposes and consultative audits for internal purposes. Further,
section 808(c)(4)(C) of the FD&C Act allows an accredited certification body to use the same
audit agent in auditing the same eligible entity, subject only to a limitation (that FDA may
waive) on using the agent for a regulatory audit when the agent had conducted a consultative
audit of the eligible entity in the preceding 13 months.

As another example, we note that ISO/IEC 17021:2011, clauses 6.2.1 to 6.2.3 (Ref. 6),
require a certification body to establish an external committee for safeguarding impartiality that

includes representation of key interests, such as audited firms. Clause 5.3.2 of the standard
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requires the certification body to demonstrate to the external committee that commercial,
financial, or other pressures do not compromise its impartiality. Under clause 6.2.2(c), the
committee has the right to take “independent action” if the top management of the certification
body “does not respect the advice of this committee.” ISO/IEC 17065:2012 (Ref. 7), clause 5,
contains similar requirements--e.g., clause 5.2.1 NOTE 1 (committee) and 5.2.3 (right to take
independent action).

It would be inappropriate and impractical for FDA to require an accredited third-party
certification body to assemble a committee representing interests outside those of this program,
and would be impractical for FDA to properly manage the program under such circumstances.
We also are concerned about the disincentive these requirements of ISO/IEC 17011:2004 (Ref.
5) and ISO/IEC 17065:2012 (Ref. 7) might create, for example, for foreign competent authorities
who have their own processes for stakeholder engagement.

Based on our review of the standard and explained in the examples provided above, we
have determined that ISO/IEC 17011:2004 (Ref. 5) and ISO/IEC 17065:2012 (Ref. 7) are
inconsistent with section 808 of the FD&C Act and impractical for purposes of this program and
therefore deny the suggestion to incorporate by reference into this rule.

With respect to the suggestion to incorporate ISO/IEC 17000:2004 (Ref. 4) into this rule,
we note that this standard uses terminology that is inconsistent with section 808 of the FD&C
Act. We are concerned that incorporating the terms used in ISO/IEC 17000:2004 (Ref. 4) in this
rule would create unnecessary confusion as to how the rule relates to the statute. For example,
clause 7.5 of the standard uses the term “recognition” for the “acknowledgement of the validity

of a conformity assessment result provided by another person or body,” while recognition is used
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in section 808 of the FD&C Act when describing FDA’s determination that an accreditation
body meets the requirements of this rule.

Based on our review of the standard and explained in the example provided above, we
have determined that ISO/IEC 17000:2004 (Ref. 4) is inappropriate for incorporation by
reference into this rule.

Although we decline to incorporate the standards mentioned in the comments, we are
revising § 1.640 to allow a third-party certification body to offer documentation of its
conformance to ISO/IEC 17021:2011 (Ref. 6) or ISO/IEC 17065: 2013 (Ref. 7), supplemented as
necessary, in support of its application for accreditation under the final rule. We conclude that
this will serve to promote international consistency and allow third-party certification bodies to
use a framework that is familiar to them when it can be used to meet the requirements of this
rule.

(Comment 90) Some comments suggest the rule should impose different requirements on
foreign government certification bodies and on other third-party certification bodies (i.e., foreign
cooperatives and other third-party certification bodies), because of the different nature of private
operators and public administration.

(Response 90) Under section 808(a)(3) of the FD&C Act third-party certification bodies
include Foreign government certification bodies, foreign cooperatives, and other third-party
certification bodies. Section 808 of the FD&C Act for the most part does not distinguish
between public and private certification bodies and states that both are subject to the same model
accreditation standards discussed in 808(b)(2). The only difference in treatment of public and
private certification bodies is set forth in section 808(c)(1) of the FD&C Act, describing what

elements of oversight be assessed for accreditation. This difference is reflected in the eligibility
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criteria set forth in in 8 1.640(b) and (c). In all other areas, we decline the suggestion to impose
different requirements on foreign government certification bodies and other third-party
certification bodies.

(Comment 91) Some comments express skepticism about private auditing companies.
Some comments note that foreign cooperatives have rarely if ever been engaged in true
accredited third-party auditing/certification activities and are thus unproven in that role.

(Response 91) As stated above, section 808 of the FD&C Act expressly provides for
both public and private accredited third-party certification bodies. FDA believes the system of
oversight established under this rulemaking will be sufficient to ensure the reliability of private
certification bodies that are able to participate in the program. Foreign cooperatives are
specifically listed in section 808 of the FD&C Act as a third party that could be a certification
body, and must meet the same rigorous criteria to qualify for accreditation.

B. What Legal Authority Must a Third-Party Certification Body Have to Qualify for

Accreditation? (8§ 1.641)

Proposed § 1.641 would require third-party certification bodies to demonstrate that they
have adequate legal authority, which may include authority established by contract or as a
government entity to evaluate eligible entities for compliance with the applicable requirements of
the FD&C Act and FDA regulations.

FDA received no adverse comments specific to this section. However, as discussed in
Response 27, we have revised § 1.641 to specify that a third-party certification body has to be a

legal entity.
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C. What Competency and Capacity Must a Third-Party Certification Body Have to Qualify for

Accreditation? (8§ 1.642)

Proposed 8§ 1.642 would require a third-party certification body to demonstrate it has
adequate resources to fully implement its auditing and certification program and the capacity to
implement the requirements of this program, if accredited.

(Comment 92) Some comments suggest that we require certification bodies to be
bonded, to cover any Agency costs should the firm go bankrupt.

(Response 92) We decline the suggestion to require certification bodies to be bonded to
cover any Agency costs if a certification body goes bankrupt. This requirement is unnecessary
because the program is designed to operate using user fees. Additionally, 8 1.642 of the final
rule requires a third-party certification body to demonstrate that it has adequate resources to fully
implement its auditing and certification program.

(Comment 93) Some comments recommend that we clearly define the necessary
competencies of certification body staff and auditors. Some comments suggest that we require
auditors to have at least 1 year of work experience in testing and assessing the conditions for
food safety of certain food manufacturer(s) and to have attended at least 20 audits for
management systems using hazards analysis and critical control point requirements.

(Response 93) Section 1.640 of this rule establishes the eligibility requirements for third-
party certification bodies seeking to participate in the third-party certification program. Specific
recommendations on qualifications such as the years and types of work experience in food safety
and in conducting audits will be contained in FDA’s Model Accreditation Standards final

guidance, as explained in section I.D.
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(Comment 94) Some comments emphasize the importance of having certification bodies
accredited to the specific areas in which they will be conducting audits and issuing certifications.
The comment explains that accredited auditors/certification bodies auditing pet food facilities
must be adequately qualified and knowledgeable in pet food requirements. The comments
express concern that human food standards might be misapplied to a facility producing raw
materials, ingredients or finished food for pet food (e.g., cross-contact for allergens, ingredients
destined for further processing).

(Response 94) A recognized accreditation body assessing a certification body for
accreditation (or FDA under direct accreditation) must ensure that the certification body is
qualified to conduct audits under the food safety requirements of the FD&C Act and FDA
regulations that apply to the scope of accreditation sought. Therefore, a third-party certification
body that is accredited to conduct audits under part 117 would not be accredited to perform
audits under 21 CFR part 507, unless the accrediting body has assessed the certification body’s
qualifications and accredited it to perform audits under part 507 as well.

D. What Protections Against Conflict Interest Must a Third-Party Certification Body Have to

Qualify for Accreditation? (§ 1.643)

Proposed § 1.643 would require third-party certification bodies to have established
programs to safeguard against conflicts of interest that might compromise their objectivity and
independence.

On our own initiative, we are clarifying in § 1.643(a) that the conflict of interest
provisions of this section apply to officers, employees, and other agents that are involved in
auditing and certification activities, as relevant. We are making corresponding changes in the

subsequent provisions for accredited third-party certification bodies under § 1.657(a) and (c).
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(Comment 95) Some comments recommend that FDA ensure that auditors are competent
and accountable and that there are adequate protections against conflicts of interest, with
maximum transparency related to auditors’ activities. The comments support requirements for
documented safeguards against conflicts of interest to help ensure that decisions are accurate and
unbiased and that auditors are independent.

(Response 95) We agree and are requiring third-party certification bodies seeking
accreditation to demonstrate they have written conflict of interest measures and that they have
the capacity to meet the requirements of the final rule, if accredited.

E. What Quality Assurance Procedures Must a Third-Party Certification Body Have to Qualify

for Accreditation? (8§ 1.644)

Proposed § 1.644 would require a third-party certification body to have a written program
for monitoring and assessing its performance, identifying deficiencies in its program or
performance and quickly executing corrective actions.

FDA received no adverse comments specific to this section. However, as discussed in
Response 32, we revised § 1.644(a) to clarify that a certification body must demonstrate that it
has procedures to identify deficiencies and procedures to execute corrective actions for such
deficiencies, which would better align with international standards (see, e.g., clause 5.5 in
ISO/IEC 17011:2004 (Ref. 5)).

F. What Records Procedures Must a Third-Party Certification Body Have to Qualify for

Accreditation? (8§ 1.645)

Proposed § 1.645 would require a third-party certification body to have developed and

implemented written procedures to establish, control, and retain the records. Such records are
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necessary to provide the recognized accreditation body (or FDA under direct accreditation) an
adequate basis for assessing the certification body for accreditation under this program.
We received no adverse comments specific to § 1.645 and are making no substantive
revisions to this section.
IX. Comments on Requirements for Third-Party Certification Bodies That Have Been Accredited
Under this Subpart

A. How Must an Accredited Third-Party Certification Body Ensure its Audit Agents Are

Competent and Objective? (8§ 1.650)

Proposed § 1.650 would require an accredited third-party certification body that uses
audit agents to ensure that each audit agent meets certain requirements for competency and
objectivity under the final rule. Under paragraph (a), the audit agent would need to have
knowledge and experience relevant to determining an eligible entity’s compliance with the
applicable food safety requirements of the FD&C Act and FDA regulations and, for consultative
audits, conformance with industry standards and practices. The accredited certification body
would have to determine the audit agent’s competency to conduct food safety audits in part by
observing a representative number of audits performed by the audit agent. The audit agent
would have to complete annual food safety training under the accredited third-party certification
body’s training plan, comply with the conflict of interest requirements for audit agents, and agree
to notify its certification body immediately upon discovering, during a food safety audit, any
condition that could cause or contribute to a serious risk to the public health.

Under proposed § 1.650(b), the accredited third-party certification body would have to
assign an audit agent qualified to conduct the food safety audit, based on the scope and purpose

of the audit and the type of facility, its processes, and food. Proposed 8§ 1.650(c) would prevent
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an accredited third-party certification body from using an audit agent to conduct a regulatory
audit of an eligible entity if the agent had conducted a regulatory or consultative audit of the
same eligible entity during the preceding 13 months, except FDA could waive the 13-month
limitation for an accredited certification body that could demonstrate insufficient access to
accredited third-party certification bodies in the country or region where the eligible entity is
located.

Of our own initiative, we are revising § 1.650(a) to apply to accredited third-party
certification bodies that are comprised of a single individual, as applicable. Section 808(a)(3) of
the FD&C Act specifically allows an accredited third-party certification body to be an individual,
which would not fall within the definition of “audit agent” in the statute or this rule. Therefore,
as part of establishing eligibility under 8 1.640, an individual seeking accreditation must fulfill
the requirements of § 1.650(a)(1) to become accredited under this rule and, once accredited, must
comply with the annual food safety training requirements of 8§ 1.650(a)(3). Pursuant to 8
1.650(a)(4), an accredited third-party certification body also must comply with the conflict of
interest provisions applicable to audit agents under § 1.657(a)(3).

We note that a recognized accreditation body that is assessing an individual seeking
accreditation under this program also must assess the individual’s knowledge and experience
under 8§ 1.650(a)(1) for the scope of accreditation requested and must consider the results of such
assessment in determining the individual’s eligibility for accreditation under § 1.640. The onsite
observations of an individual seeking accreditation that are performed under § 1.620(a)(3) must
be sufficient to determine competency consistent with 8 1.650(a)(2).

(Comment 96) Some comments strongly support the proposed requirements of § 1.650,

which would require an accredited certification body to ensure that the audit agents it uses have
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the knowledge and experience, within the scope of its accreditation, to examine facilities,
processes, and foods for compliance with the FD&C Act and FDA regulations. The comments
assert that audits are only as good as the education, training, and experience of the auditor. Other
comments recommend that food safety audits under this rule should be performed by individuals
that have training equivalent to FDA investigator training standards.

(Response 96) We agree with comments emphasizing the importance of ensuring that
audit agents an accredited third-party certification body uses to conduct audits under the program
are appropriately qualified within the scope of the third-party certification body’s accreditation.
Proposed § 1.650 would comprise the elements of a comprehensive assessment that an accredited
third-party certification body would need to perform for each audit agent it would use to conduct
a food safety audit under this rule. We further agree with comments suggesting that an auditor
determined by a third-party certification body to be competent to conduct audits under private
food safety schemes must nonetheless be assessed by the accredited third-party certification body
for competency to conduct audits using the applicable food safety requirements of the FD&C Act
and FDA regulations as the audit criteria. Therefore, under § 1.650(a), an audit agent would
need to demonstrate substantive knowledge of the applicable food safety requirements of the
FD&C Act and FDA regulations relevant to the scope and purpose of the food safety audits the
agent would conduct under the program. We do not agree to go so far as to require that all audit
agents or individuals accredited as third-party certification bodies must have training equivalent
to FDA investigator training standards, as we acknowledge that some investigator training would
not be necessary to conduct audits under this program (e.g., evidence collection for enforcement
purposes). Such a requirement would impose unnecessary costs and might serve as a

disincentive to participation in the program.
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(Comment 97) Some comments specifically endorse proposed § 1.650(a)(2), which
would require each audit agent to be observed conducting audits to examine compliance with the
FD&C Act in a representative number of facilities and foods. Other comments recommend that
an accredited third-party certification body should observe an audit agent before the agent begins
to conduct food safety audits of a different type of food, followed by random, periodic spot
audits to confirm that the audit agent is applying the audit criteria consistently. The comments
interpret proposed 8 1.650(a)(2) to mean that the accredited third-party certification bodies
would be required to “continually witness” each audit agent they use.

(Response 97) We agree that observations of audit agents under proposed § 1.650(a)(2)
are essential in determining the competency of audit agents. We are revising proposed
8 1.650(a)(2) to require the observation of a representative “sample” of audits, instead of a
representative “number” of audits, because the focus of this provision was not intended to be on
the number of audits the audit agents would be expected to conducted. Rather, we intend for the
accredited third-party certification body to observe a sample of audits that are representative of
the range of audits the audit agent might be assigned.

In determining what would constitute a “representative sample” for purposes of final
8 1.650(a)(2), the accredited third-party certification body should consider the various types of
food facilities that might be audited and the range of FDA regulations that would apply to such
facilities. An accredited third-party certification body would need to observe the audit agent
conducting a number of audits across the range of facilities identified by the certification body,
and the range of FDA regulations that would apply to those facilities, such that, taken together,
the observed audits would be adequately representative of the facilities, processes, and foods the

audit agent may be assigned to conduct. Generally, the more complex the regulations or the
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more complex the processes used by the facility, the greater the sample size should be, to help
ensure the audit agent can apply the audit criteria consistently and reliably in various situations.
The accredited third-party certification also should gather sufficient information to provide
confidence in its determination of the audit agent’s competency to conduct audits under this rule.

Contrary to the interpretation suggested by some comments, proposed § 1.650(a)(2)
would not require an accredited third-party certification body to “continually witness” each of its
audit agents. Such an approach is not practical, efficient, or necessary. However, we are
clarifying in § 1.650(a)(2) that before an audit agent is used to conduct food safety audits under
this rule the audit agent must be observed by the accredited third-party certification body and
found to be competent to conduct food safety audits relevant to the audits they will be assigned
to perform under this program. Such observations also must be performed whenever an audit
agent will be assigned to perform food safety audits to determine compliance with additional
food safety requirements under the FD&C Act and FDA regulations beyond what the
certification body has previously observed.

Under this approach, once an accredited third-party certification body has determined an
audit agent’s competency and objectivity under § 1.650, the audit agent can be assigned to
conduct audits for which they are qualified under § 1.650(a)(1) and (2), subject to requirements
such as the annual training requirements in 8 1.650(a)(3) and the accredited third-party
certification body’s self-assessment under §1.655. Although we decline to require periodic
observations of audit agents, once the accredited certification body has determined the
competency of its audit agents under 8 1.650(a)(2), we acknowledge the value of such
observations in verifying audit agent competency and the rigor of the certification body’s

program for evaluating its audit agents.
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(Comment) 98) Some comments recommend that we include requirements focusing on
the performance of individual audit agents because, the comments assert, many audit complaints
arise from individual auditor conduct and focusing on individual performance may help create
more consistency in the process.

(Response 98) We agree, and have received similar input from other stakeholders during
our public meetings. The comments and other stakeholder input underscore the importance of
the requirements for an accredited third-party certification body to observe a representative
sample of audits conducted by each audit agent under 8 1.650(a)(2), to ensure that any audit
agent it assigns to an audit is appropriately qualified under § 1.650(b), and to assess the
performance of its audit agents and the consistency of performance across all its audit agents as
part of the certification body’s self-assessment under 8 1.655.

(Comment 99) Some comments support the proposed requirement for annual food safety
training under proposed § 1.650(a)(3), noting the importance of ensuring that audit agents have
up-to-date training in areas relevant to their audit activities. The comments also suggest that
FDA should communicate to training institutions any general audit agent training needs FDA
identifies through its program management and oversight. Other comments recommend that the
annual training requirement should relate to relevant food safety provisions of the FD&C Act
and FDA regulations.

(Response 99) We agree and are revising 8§ 1.650(a)(3) to clarify that an audit agent, or
an individual accredited as a third-party certification body, must have annual food safety training
that is relevant to activities conducted under this program. FDA works with a number of
Alliances and other organizations to ensure training needs for regulatory requirements are met.

For instance, having identified the need to train regulators and industry in the new FSMA
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preventive controls rules, FDA is working in collaboration with the Food Safety Preventive
Controls Alliance (FSPCA) to develop training materials and establish training and technical
assistance programs for the preventive controls rules. The Alliance includes members from
FDA, state food protection agencies, the food industry, and academia and is funded by a grant to
the Illinois Institute of Technology’s Institute for Food Safety and Health. For more information
about the FSPCA, see e.qg., http://www.iit.edu/ifsh/alliance/.http://www.iit.edu/ifsh/alliance/.

(Comment 100) Some comments suggest that in addition to the requirements of the
proposed rule, we should require conformance to ISO/IEC 19011:2011 (Ref. 8) on auditor
competency.

(Response 100) FDA’s recommendations on auditor competency, among other things,
will be contained in FDA’s Model Accreditation Standards. As noted in section I.D., comments
that address matters covered by FDA’s Model Accreditation Standards are outside the scope of
this rulemaking.

The issuance of the Model Accreditation Standards draft guidance was announced

through publication of a notice of availability in the Federal Register of July 24, 2015. We plan

to finalize the Model Accreditation Standards after receiving public comments on the draft
guidance.

(Comment 101) Some comments note that the audit agent’s education, training, and
experience must be specific to the industry or industries being audited. Some comments, for
example, recommend that audit agents who examine eligible entities for compliance with food
additive requirements should have industry experience with food additives and relevant

knowledge, experience or training in auditing these types of facilities and processes.
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(Response 101) We agree that a certification body must consider an audit agent’s
competency whenever assigning the audit agent to a specific audit. Therefore, § 1.650(b)
requires the accredited third-party certification body to ensure that an audit agent it assigns to a
specific audit is appropriately qualified, based on the audit scope and purpose, the specific type
of facility, processes, and foods the audit agent would be required to examine, and the food
safety requirements of the FD&C Act and FDA regulations that would apply.

We note that an accredited third-party certification body that is an individual would be
determined during the accreditation process to be appropriately qualified to conduct audits within
the scope of its accreditation.

(Comment 102) Some comments agree with proposed 8 1.650(c) and assert that it is
needed to protect against conflicts of interest. Some comments assert that, under current
practices, auditors in many countries frequently conduct consecutive audits at the same premises.
Other comments suggest that the 13-month limit is unnecessary because adequate mechanisms
already exist to manage conflicts of interest and objectivity in ISO/IEC standards. Still other
comments express concern that the proposed limit of 13 months would be too short to avoid a
conflict of interest. These comments contend a short interval between consultative audits and
regulatory audits that are conducted by the same audit agent could create the appearance that the
audit agent is auditing the results of the prior consultation. Other comments assert we should
impose a 2-year limit, rather than a 13-month limit on audit agents conducting regulatory audits
of the same eligible entity.

(Response 102) We disagree with comments opposed to proposed § 1.650(c). Proposed
8§ 1.650(c) would implement the requirements of section 808(c)(4)(C) of the FD&C Act, which

limits an accredited third-party certification body’s ability to use an audit agent to conduct a
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regulatory audit of an eligible entity if the agent conducted a consultative or regulatory audit for
the same eligible entity in the preceding 13 months, unless FDA waives the limitation under
criteria described in the statute. While we recognize this requirement may differ from some
international standards, it balances the concern of an audit agent auditing their own prior results
if the subsequent audit happens too soon with auditor capacity concerns through a waiver
provision. Under proposed 8 1.663, FDA would issue waivers where we determine there is
insufficient access to in the country or region where the eligible entity is located.

We note that the proposed rule was unclear with respect to whether the showing of
insufficient access to support a waiver was based on a lack of certification bodies or individual
audit agents in a country or region, and have therefore clarified in the final rule that the showing
of insufficient access necessary for FDA to grant a waiver request is based on lack of audit
agents (or in cases where individuals are accredited as third-party certification bodies, those
individuals). Although we are finalizing additional conflict of interest requirements in 8 1.657 of
this rule, these provisions do not implement the 13-month limit in section 808(c)(4) of the FD&C
Act. Section § 1.650(c) complements the requirements in 8 1.657 to provide additional conflict
of interest protections. Note that though this response uses the term “audit agent” this provision
also applies to accredited third-party certification bodies that are individuals.

(Comment 103) Several comments assert that proposed 8 1.650(c) and the waiver
process FDA proposes to establish would be impractical. The comments note that there is
currently a significant shortage of experienced food safety auditors around the world. Describing
it as a “capacity” issue, the comments suggest that implementation of the FSMA rules will
further exacerbate the problem. Some comments suggest that proposed 8 1.650(c) would be

impractical for small countries due to auditor capacity issues.
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(Response 103) We acknowledge the concerns about the possible shortage of skilled
food safety auditors to meet current global demand and are aware of efforts by GFSI, the food
industry, scheme owners, and third-party food safety certification bodies to address auditor
capacity, as described in section I.D. We also understand that FSMA implementation is likely to
create further demand for auditors. Nonetheless, as explained in Response 102, we are required
by section 808(c)(4)(C) of the FD&C Act to limit an accredited third-party certification body’s
ability to use an audit agent; we have clarified in the final rule that the showing of insufficient
access necessary for FDA to grant a waiver request is based on lack of audit agents (or in cases
where individuals are accredited as third-party certification bodies, those individuals).

We disagree with comments suggesting that the waiver process we propose would be
impractical. We are developing an IT portal that includes the capability for accepting electronic
submissions of requests and electronic issuance of waivers, which will help facilitate the
submission of waiver requests by accredited third-party certification bodies and FDA’s
processing of such requests.

(Comment 104) Some comments contend that the proposal to require accredited third-
party certification bodies to show insufficient accredited third-party certification body resources
to obtain an FDA waiver of proposed 8 1.650(c) would be unnecessarily burdensome because the
proposed conflict of interest requirements adequately protect against concerns about “industry
capture.” Some comments recommend that FDA research global food safety auditor capacity
and proactively issue waivers of proposed 8§ 1.650(c), absent waiver request(s). Still other
comments suggest that eligible entities should be able to seek waivers of the 13-month limit on

behalf of an accredited third-party certification body.
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(Response 104) Under section 808(c)(4)(C) of the FD&C Act, the 13-month limit on
audit agents conducting regulatory audits may be waived if FDA determines there is insufficient
access to audit agents in a country or region. While acknowledging capacity concerns raised in
comments, we decline the suggestion that FDA should gather information to support waivers
absent a request for a waiver under section 808(c)(4)(C)(ii) of the FD&C Act. We believe
gathering such information would not be the best use of our limited resources, and that third-
party certification bodies would be better positioned to inform FDA of audit agent capacity
issues in their country or region of operation. Moreover, the final rule clarifies that accredited
third-party certification bodies must demonstrate that there is insufficient access to audit agents
in the country or region where the eligible entity is located in order to obtain a waiver. Because
the 13-month limit is on individual audit agents, and not third-party certification bodies, this
limitation is likely to be less burdensome than anticipated by the comments.

We decline the suggestion to allow eligible entities to request a waiver of proposed
8§ 1.650(c) on behalf of an accredited third-party certification body, because we believe the
accredited third-party certification body will be better suited to assess auditor capacity on a
national or regional basis. Periodic rotation of audit agents is intended to help ensure that audits
remain objective and do not become compromised by familiarity. The requirement to ensure an
audit agent’s objectivity is placed on the accredited third-party certification body, not an eligible
entity, under proposed § 1.650(a). Further, given that the accredited third-party certification
body would ultimately need to agree to conduct an audit for an eligible entity, requiring the
accredited third-party certification body to request the waiver would ensure that they are willing

to accept the request for a food safety audit in the first place. In light of the foregoing, we have
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concluded that it is the accredited third-party certification body, not the eligible entity, who
should seek a waiver of the 13-month limit in proposed 8§ 1.650(c).

We disagree with comments suggesting waiver requests will be unduly burdensome or
time-consuming for accredited third-party certification bodies. The IT portal we are developing
for the third-party certification program includes the capability for accepting electronic
submissions of requests and electronic issuance of waivers, which we believe will help minimize
the administrative burden on certification bodies and FDA.

B. How Must an Accredited Third-Party Certification Body Conduct a Food Safety Audit of an

Eligible Entity? (§ 1.651)

Proposed § 1.651 would establish requirements for planning and conducting consultative
and regulatory audits in a manner that fulfills the purposes of section 808 of the FD&C Act.
Under paragraph (a) on audit planning, the accredited third-party certification body would
require the eligible entity to identify whether it was seeking a consultative or regulatory audit
subject to the requirements of this subpart under the third-party certification program. The
eligible entity would indicate the scope and purpose of the requested audit and, in the case of a
regulatory audit, would indicate the type of certification sought. The accredited third-party
certification body would also require the eligible entity to provide a 30-day operating schedule
for the facility that would provide information relevant to scope and purpose of the audit. The
accredited third-party certification body would then consider whether the requested audit is
within the scope of its accreditation.

Proposed § 1.651(b) would require the accredited third-party certification body to ensure
it would have adequate authority to conduct the requested audit, including authority to: (1)

Conduct an unannounced audit; (2) access any area of the facility or any of its records relevant to
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the scope of the audit; (3) use an accredited laboratory in accordance with section 422 of the
FD&C Act, (21 U.S.C. 350k), where FDA requires sampling and analysis; (4) notify FDA
immediately upon discovering, during a consultative or regulatory audit, a condition that could
cause or contribute to a serious risk to the public health; (5) prepare audit reports that would
contain certain elements and, for regulatory audits, that would be submitted to FDA; and (6)
allow FDA and its recognized accreditation body to observe any food safety audit under the
program.

Proposed § 1.651(c) would require an unannounced audit to be conducted in a manner
consistent with its scope and purpose and would include records review as well as an onsite
examination of the facility, process(es), and food to determine compliance with the applicable food
safety requirements of the FD&C Act and FDA regulations, and for consultative audits,
conformance with include industry standards and practices. Proposed § 1.651(c) would require the
audit agent to document observations and corrective actions and, where appropriate, would include
environmental or product sampling and analysis using validated methodologies and a laboratory
accredited in accordance with the requirements of section 422 of the FD&C Act.

At our own initiative, we are removing the requirement to use a laboratory consistent with
section 422 of the FD&C Act and inserting a requirement in § 1.651(b)(3) to use a laboratory
accredited under ISO/IEC 17025:2005 or another laboratory accreditation standard that provides at
least a similar level of assurance in the validity and reliability of sampling methodologies,
analytical methodologies, and analytical results.

On our own initiative, we are also revising § 1.651(c)(1) to clarify that the audit must be
focused on determining whether the facility, its process(es), and food are in compliance with the

applicable food safety requirements of the FD&C Act and FDA regulations, and for consultative
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audits, also includes conformance with applicable industry standards and practices. Based on
comments received on 8§ 1.653 and for the reasons described in Comment/Response 112 in
section IX.C., we are revising 8 1.651(c)(3) to clarify that an accredited third-party certification
body (or its audit agent, where applicable) that identifies a deficiency requiring corrective action
may verify the effectiveness of a corrective action once implemented by the eligible entity but
must not recommend or provide input to the eligible entity in identifying, selecting, or
implementing the corrective action.

(Comment 105) Some comments suggest that we should incorporate ISO/IEC
19011:2011 (Ref. 8), which contains guidelines on auditing management systems, by reference
into the rule.

(Response 105) We disagree, because ISO/IEC 19011:2011 (Ref. 8) is inconsistent with
the requirements of section 808 of the FD&C Act and this rule. For example, ISO/IEC
19011:2011 (Ref. 8) is premised on announced audits that are scheduled with the client, as
described in clauses 6.2.2, and 6.2.3 of the standard; however, section 808(c)(5)(C)(i) of the
FD&C Act requires audits conducted under this rule to be unannounced. As another example,
clause 6.4.9 of ISO/IEC 19011:2011 (Ref. 8) suggests that an audit team should attempt to
resolve any “diverging opinions” between the team and the audited entity regarding the audit
conclusions, such as the extent of conformity with audit criteria (clause 6.4.8), during the closing
meeting. We acknowledge that differences of opinions regarding audit conclusions are likely to
occur between eligible entities and accredited third-party certification bodies or audit agents.
However, the credibility of our program rests in large part on the independence and objectivity of
accredited third-party certification bodies and audit agents. This rule is intended to help ensure

they are free from the influence of the eligible entities and any appearance that their judgment is
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compromised by eligible entities. Audit conclusions regarding an eligible entity’s compliance
with the applicable food safety requirements of the FD&C Act and FDA regulations are the
purview of the accredited third-party certification body and any audit agents it uses. The
appropriate mechanism for an eligible entity seeking to challenge adverse decisions would be the
accredited third-party certification body’s appeals process.

For the foregoing reasons, we decline to incorporate ISO/IEC 19011:2011 (Ref. 8) by
reference into this rule.

(Comment 106) Some comments assert the guidelines for management systems auditing
in ISO/IEC 19011:2011 (Ref. 8) would provide a useful guide for audits conducted under the
program. Other comments suggest the audit agents should be conducting food safety audits
using a quality systems approach. Citing the production of food additives as an example, these
comments note that while it would be preferable to conduct an audit while a food additive is
being produced it is not always feasible. The comments suggest that as long as the audit focuses
on quality systems it should not be necessary for production of the food additive to occur during
the audit.

(Response 106) As explained in Response 105, some elements of ISO/IEC 19011:2011
(Ref. 8) are inconsistent with the requirements of section 808 of the FD&C Act and this rule,
thereby limiting its applicability for food safety audits conducted under this rule. We agree,
however, with the general principle that a “systems” approach to food safety audits with a
correctly identified scope and purpose, using appropriate audit criteria, and properly executed by
a competent audit agent (or individual accredited as third-party certification body), should be
sufficient to cover the food within the audited system(s) of the facility, without requiring direct

observation of each type of food produced. We note that it is essential that the scope of the audit
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covers the appropriate physical locations, activities, and processes that are part of the
management system to be audited, and information collected during the audit must be relevant to
the audit scope, purpose, and criteria, including information relating to interfaces between
functions, activities, and processes of the food safety system.

We use the term “systems audits” generally, acknowledging that “management systems”
audits, “product certification” audits, and “quality systems” audits have specific meanings in
some contexts, such as ISO/IEC standards, but may have different meanings in different
contexts. To the extent that the comments referencing a “quality systems” approach are
suggesting that food safety audits should be conducted using a “systems auditing” approach, we
agree. Accordingly, we are revising 8 1.651(c)(1) to better align with the language of section
808 of the FD&C Act and this rule, as well as “systems” auditing principles.

Our goal is to ensure the rigor of the food safety audits conducted under our program,
which will be accomplished through compliance with the requirements of this rule. It is intended
to help ensure that food safety audits are conducted by competent audit agents (or individuals
accredited as a third-party certification bodies), in accordance with a properly defined audit
scope and purpose, using the applicable audit criteria required by this rule. As such, any food
safety audit conducted under the rule should provide the information necessary for the accredited
third-party certification body to make a determination on compliance with the applicable food
safety requirements of the FD&C Act and FDA regulations. Whether or not a particular audit
does, in fact, provide such information, with an appropriate level of confidence, is dependent on
a number of factors, among them:

1. At the time that the food safety audit is procured, the eligible entity must declare the scope

and purpose of the audit consistent with the requirements of this rule (and any additional
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criteria established in VQIP guidance for facility certifications for use in that program or, for
certifications to be used for purposes of section 801(q) of the FD&C Act any additional
criteria that may be established by FDA relating to the safety determination).

2. The accredited third-party certification body must assign an audit agent that is competent to
perform the audit (or, for an accredited third-party certification body that is an individual,
such audit must be within the scope of accreditation).

3. The audit agent (or individual accredited as a third-party certification body) must:

a. Develop and successfully execute an audit plan that includes a records review, which
may be scheduled, and a subsequent onsite facility examination performed on an
unannounced basis within a 30-day window of time according to the facility’s
operating schedule for the requested audit purpose and scope and using the
appropriate audit criteria; and

b. during the audit collect and verify information that is relevant to the audit purpose,
scope, and criteria and that will form the basis for the audit findings and conclusions.

We note that this rule establishes the requirements for the third-party certification

program but does not establish requirements relating to the use of these certifications for

purposes of sections 801(q) and 806 of the FD&C Act. To that end, we urge an eligible entity
seeking a regulatory audit for certification to be used for VQIP purposes or for purposes of
satisfying a requirement for certification under section 801(q) to ensure that the scope of the
regulatory audit it procures, and any food and facility certifications that are issued as a result,
will be sufficient to meet FDA requirements under sections 801(q) and 806 of the FD&C Act.

Under section 806 of the FD&C Act, FDA will require facility certifications issued by

accredited third-party certification bodies under section 808 as a condition of an importer’s
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eligibility for VQIP. We encourage eligible entities, importers, and accredited third-party
certification bodies to consult the VQIP guidance, when finalized, to ensure the proper scope has
been established for any regulatory audit conducted to obtain facility certification for VQIP
purposes.

Any requirement for certification to satisfy a condition of admissibility under section
801(q) of the FD&C Act would be based on an FDA safety determination relating to specific
circumstances, as described in section 801(q)(2). An eligible entity seeking certification from an
accredited third-party certification body to meet the admissibility requirements under section
801(q) of the FD&C Act must ensure the proper scope has been established for the regulatory
audit it procures to address the circumstances behind the 801(q) determination.

(Comment 107) Some comments assert that the audit requirements in proposed 8§ 1.651
are overly detailed and inflexible, contending that accreditation bodies have their own
requirements for good auditing practices. The comments also suggest that proposed § 1.651,
would be problematic to implement and cite as an example the proposed requirement for
unannounced audits, which the comments say would be inconsistent with the requirements
associated with planned audits that apply in other programs.

(Response 107) We understand that some of the requirements in proposed § 1.651 differ
from the audit protocols currently used in conducting many third-party audits of food facilities.
The comments do not identify the good auditing practices they assert accreditation bodies
already require certification bodies to use; however, we are not incorporating ISO/IEC
17021:2011, ISO/IEC 17065:2012, or ISO/IEC 19011:2011 by reference into this rule for the
reasons explained in section I.D. We are unable to identify a voluntary consensus standard that

would encompass the audit practices required by section 808 of the FD&C Act (e.qg.,
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unannounced audits and notification of conditions that could cause or contribute to a serious risk
to public health) as well as other practices the statute allows (e.g., audit agents conducting both
consultative and regulatory audits). In the absence of existing standards that would adequately
address the food safety audit requirements of section 808 of the FD&C Act, § 1.651 offers
accredited third-party certification bodies and audit agents the requirements needed to conduct
food safety audits in the manner the statute contemplates and requires.

The comment asserting that proposed § 1.651, would be problematic to implement cited
as an example the proposed requirement for unannounced audits in § 1.651(c)(1). We
acknowledge that most audits are scheduled, and a program involving unannounced audits will
require changes in the current usual practices of accredited third-party certification bodies and
eligible entities. However, section 808(c)(5)(C)(i) of the FD&C Act specifically requires audits
performed under this rule to be unannounced. As described in Response 106, proposed
8§ 1.651(c)(1) was designed to provide flexibility to accredited third-party certification bodies and
eligible entities, while fulfilling this statutory requirement. Without additional examples or other
details in the comments to explain why the other audit protocols in proposed8 1.651(a) would be
problematic to implement, we decline to revise § 1.651(a)(2) to (4) in response to the comments.

(Comment 108) In addition to comments described in section I11.E. regarding the
impracticality of unannounced audits, some comments contend that unannounced audits would
be impractical and inefficient for any food safety audit (e.g., regulatory audits) conducted under
this rule. Other comments express concern about implementing unannounced audits at farms
that may be geographically isolated, while offering support for unannounced audits in principle.

Other comments note that unannounced audits are conducted for operations participating

in the Leafy Greens Marketing Agreements (LGMAS) in California and Arizona and in the
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California Cantaloupe Marketing Order (CCMO), asserting it is feasible to conduct audits of
seasonal operations during harvest activities, observing practices and programs in the field and
facility. Some comments suggest that unannounced audits provide a more realistic view of the
entity’s compliance status than planned audits do.

Some comments endorse the approach of a planned records review prior to an
unscheduled site audit occurring at any point during a 30-day operating window. Other
comments ask us to clarify in the final rule which parts of a food safety audit may be performed
on a scheduled basis and which parts must be performed on an unannounced basis within a 30-
day window.

(Response 108) We decline to revise our approach to unannounced audits under 8 1.651,
as section 808(c)(5)(C)(i) of the FD&C Act explicitly requires that audits be unannounced. We
are, however, adding language to § 1.651(c)(1) to clarify that the records review portion of a
food safety audit may be scheduled with an eligible entity and, through revisions to
8 1.651(c)(2), are requiring the records review to occur before the onsite facility examination
portion of the audit, consistent with the description in the preamble to the proposed rule (78 FR
45782 at 45811 to 45812). We are retaining the requirement in 8 1.651(c)(1) to conduct an
unannounced audit through an unscheduled onsite facility examination at any time during the 30-
day timeframe identified pursuant to § 1.651(a)(1)(ii).

As discussed in the preamble to the proposed rule (78 FR 45782 at 45811), when
developing the audit protocols to implement the statutory requirement for unannounced audits,
we considered the British Retail Consortium (BRC) Global Standard for Food Safety (Ref. 22)
unannounced audit option to help us ensure that our approach to unannounced audits would be

practical and feasible to implement. The BRC unannounced audit option provides for a “Good
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Manufacturing Practices-type audit” to be unannounced, while a separate records review could
occur during a planned visit. We have concluded that it is reasonable and appropriate to interpret
the statutory requirement for unannounced audits to allow a record review to be conducted
during a planned visit to the eligible entity, provided that the onsite audit is conducted on an
unannounced basis. In addition, as discussed previously, we have revised 8§ 1.651(c)(2) to
require that the records review must precede the onsite examination to facilitate the facility visit.

We agree with comments suggesting that unannounced audits are feasible and note, for
example, that another GFSI-benchmarked scheme, the Safe Quality Food Code in July 2014
began implementing an unannounced audit component, wherein unannounced audits are
mandatory for every third audit (Ref. 23). Additionally, while we appreciate the concern
expressed by comments regarding the implementation of unannounced audits at farms that may
be geographically isolated, we believe the examples cited by comments of unannounced audits of
participants that are performed at least once each year under the LGMA and the CCMO are
persuasive in demonstrating the feasibility of unannounced audits for primary production.
Moreover, the requirements for audits specified in the statute and our experiences planning
foreign inspections lead us to believe that the requirement for a 30-day operating window will
assist in preventing logistic problems associated with unannounced audits in geographically
isolated areas. For the foregoing reasons, we have concluded that the unannounced audit
protocol in 8§ 1.651(a)(1) is practical and efficient to implement, while meeting the requirements
of section 808(c)(5)(C)(i) of the FD&C Act.

(Comment 109) Some comments suggest that FDA increase the window of time between
the records review, which informs the audit planning, and the unannounced site audit, which

examines the facility, its process(es), and food for compliance with the applicable food safety



160

requirements of the FD&C Act and FDA regulations. To maximize the element of surprise while
ensuring the relevance of the records review to the conduct of the site audit, the comments
suggest we should expand the timeframe to allow the audit agent to conduct the site audit any
time during a 90-day period.

(Response 109) Food safety audits conducted under this program, particularly regulatory
audits for certification purposes, often are time sensitive in nature, because they are necessary for
issuance of certifications that are used facilitate trade. Establishing a lengthy window of time
during which an unannounced audit could occur could have significant implications, for
example, where certification is used in satisfying a condition of admissibility for a food subject
an FDA safety determination under section 801(q) of the FD&C Act. A lengthy window of time
for an unannounced audit to be conducted also could hinder participation in the VQIP program
under section 806 of the FD&C Act, which requires an importer to provide facility certification
as a condition of participation. In light of the foregoing, we do not believe it would be
reasonable to extend the length of time between records review and the site audit from 30 to 90
days.

C. What Must an Accredited Third-Party Certification Body Include in Food Safety Audit

Reports? (§ 1.652)

Proposed § 1.652 would implement section 808(c)(3)(A) of the FD&C Act, which
authorizes FDA to establish the requirements for audit reports that an accredited third-party
certification body would need to prepare as a condition of its accreditation. The statute specifies
that such report of an audit must include: (1) The identity of the persons at the eligible entity

responsible for compliance with food safety requirements; (2) the dates and scope of the audit;
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and (3) any other information FDA requires that relates to or may influence an assessment of
compliance.

Proposed § 1.652(a) would specify the form of consultative audit reports, which would
include: The name, address, and unique facility identifier (UFI) of the facility subject to audit;
the name, address, and UFI of the eligible entity (if it differs from the facility); the contact
information for the person(s) responsible for food safety compliance at the facility; the dates and
scope of the consultative audit; and any deficiency(ies) observed during the audit that require
corrective action(s) and the date on which such corrective action(s) were completed. Proposed
8 1.652(a) would require that a consultative audit report be prepared by no later than 45 days
after completing the audit and would require preparing the report in English and maintaining it as
a record under proposed § 1.658.

Proposed § 1.652(b) would specify the form of regulatory audit reports, which would
include: (1) The name, address, and UFI of the facility subject to audit; (2) the FDA food facility
registration number (where applicable); (3) the name, address, and UFI of the eligible entity (if it
differs from the facility); (4) the contact information for the person(s) responsible for food safety
compliance at the facility; (5) the dates and scope of the regulatory audit; (6) the process(es) and
food(s) observed during the audit; (7) whether sampling and laboratory analysis is used in the
facility; (8) recent food recalls; (9) recent significant changes at the facility; and (10) any food or
facility certifications recently issued to the entity. With respect to deficiencies and corrective
actions, proposed 8§ 1.652(b) would require the accredited third-party certification body to
include in the regulatory audit report any deficiency(ies) observed during the audit that meet
FDA’s Class I and Class II recall standards--i.e., the deficiency(ies) present(s) a reasonable

probability that the use of or exposure to the violative product will cause serious adverse health
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consequences or death; or may cause temporary or medically reversible adverse health
consequences or where the probability of serious adverse health consequences is remote, and the
corrective action plan for any identified deficiency unless the corrective action was implemented
immediately and verified onsite by the accredited third-party certification body. Proposed 8
1.652(b) also would require that a regulatory audit report be submitted to FDA electronically, in
English, by no later than 45 days after completing the audit.

Under proposed § 1.652(c), an accredited third-party certif