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Executive Summary

This report describes the outcome of an onsite equivalence verification audit conducted by the Food
Safety and Inspection Service (FSIS) from September 15 — October 3, 2014, to determine whether
Brazil’s food safety system governing the production of meat continues to be equivalent to that of the
United States, with the ability to produce products that are unadulterated, safe, wholesome, and properly
labeled.

The previous FSIS audit of Brazil’s meat inspection occurred from February 18 to March 14, 2013.
During the period of time surrounding that audit, several violations were identified by FSIS at port-of-
entry (POE) for ivermectin in beef. As a result of the POE violations, the Department of Inspection for
Products of Animal Origin (DIPOA) was notified that FSIS would not certify any new establishments as
eligible to export to the United States until these issues were satisfactorily addressed. Based on this
history, Brazil was classified as a country with an “adequate” level of performance, for which FSIS
determined that the current audit was warranted.

The 2014 audit results indicate that the Central Competent Authority (CCA)’s food safety inspection
system is performing at an “adequate” level meeting the core criteria for all six equivalence

components. FSIS identified operational (or procedural) weaknesses related to Statutory Authority and
Food-Safety Regulations for targeting of animals suspected of presenting violative residue levels at ante-
mortem, and Government Chemical Residue Control Program weaknesses in the CCA’s national residue
monitoring program.

An analysis of the other observations within each component did not identify any systemic deficiencies
that represent an immediate threat to public health. However, as the ability of the inspection system to
ensure export of product that is safe, unadulterated, and properly labeled can be compromised if left
unchecked, FSIS requests that CCA provide a detailed response for each of the identified findings within
60 calendar days of receipt of this report.

During the audit exit meeting, the CCA committed to begin to address the preliminary findings as
presented. FSIS will evaluate the adequacy of CCA’s proposed corrective actions once received, and
base future equivalence verification activities on the information provided.
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I.  INTRODUCTION

FSIS of the United States Department of Agriculture (USDA) conducted an onsite equivalence
verification audit of Brazil’s meat inspection system from September 15 to October 3, 2014.

The audit began with an entrance meeting held on September 15, 2014, in Brasilia with the
participation of representatives from the CCA — DIPOA, and the FSIS International Audit Staff
(IAS).

Il.  AUDIT OBJECTIVE, SCOPE, AND METHODOLOGY

This was a routine ongoing equivalence verification audit. The audit objective was to ensure that
Brazil’s meat inspection system continues to be equivalent to that of the United States, with the
capacity to produce products that are safe, unadulterated, and properly labeled.

During the audit, areas of special emphasis included:

e Corrective actions implemented by the CCA in response to the previous FSIS audit in 2013.
e Residue controls in response to violations identified at United States POE.

¢ Information recently provided by DIPOA via the foreign country self-reporting tool (SRT),
concerning control of:

0 Thermally processed commercially sterile products
0 RTE products

In preparing for the audit, FSIS used a risk-based procedure to determine the audit scope which
included an analysis of country performance within six equivalence components, production
types and volumes, frequency of prior audit-related site visits, POE testing results, and specific
oversight activities and testing capacities of government offices and laboratories. The review
process included data collected by FSIS over a three-year timeframe in addition to information
obtained directly from the CCA, through the SRT, outlining the structure of the country’s
inspection system and identifying any significant changes which have occurred since the last
audit.

The FSIS auditor was accompanied throughout the entire audit by representatives from the CCA
or representatives from the state and local inspection offices. Determinations concerning
program effectiveness focused on performance within the following six components upon which
system equivalence is based: (1) Government oversight, (2) Statutory Authority and Food Safety
Regulations, (3) Sanitation, (4) HACCP Systems, (5) Chemical Residue Control Programs, and
(6) Microbiological Testing Programs.

FSIS auditors reviewed administrative functions at CCA headquarters, two state, and five local
inspection offices, during which the auditor evaluated the implementation of those management
control systems in place that ensure that the national system of inspection, verification, and
enforcement was being implemented as intended.

A sample of five (5) establishments was selected from 25 establishments certified to export to
the United States. During the establishment visits, auditors closely examined the extent to which
industry and government interact to control hazards and prevent non-compliances that threaten
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food safety, with an emphasis on the CCA’s ability to provide oversight through supervisory
reviews conducted in an equivalent manner as provided in 9 Code of Federal Regulations (CFR)
327.2.

Additionally, FSIS audited two laboratories to verify their ability to provide adequate technical
support to the inspection system.

Competent Authority Visits # Locations
Competent Authority | Central 1 | CCA (DIPOA) — Brasilia
State 2 | o Inspection Service of Products of Animal
Offices Origin (SIPOA) Office — Cuiaba
e SIPOA Office — Sao Paulo
Laboratories 2 | e One private microbiology lab in Cuiaba
e One government residue lab in Campinas
Establishments 5 | e Three beef slaughter and processing
establishments
e Two beef processing establishments

The audit was undertaken under the specific provisions of United States’ laws and regulations, in
particular:

e The Federal Meat Inspection Act (21 United States Code -- U.S.C. -- 601 et seq.).
e The Humane Methods of Livestock Slaughter Act (7 U.S.C. Title 7)
e The Federal Meat Inspection Regulations for Imported Products (9 CFR Part 327)

The audit standards applied during the review of Brazil’s meat inspection system included: (1)
All applicable legislation originally determined by FSIS as equivalent as part of the initial review
process, and (2) any subsequent equivalence determinations that have been made by FSIS under
provisions of the Sanitary/Phytosanitary Agreement.

Brazil has equivalence determinations in place for the following:

e Private laboratories analyze samples for Salmonella.
e Establishment employees collect the samples for Salmonella.

e The CCA suspends an establishment from the list of certified establishments after the
establishment has failed the third Salmonella set.

A detailed analysis of the CCA’s continued ability to meet the original commitments related to
these equivalence determinations is provided under section X, Microbiological Testing
Programs.

I11.  BACKGROUND

Brazil is eligible to export beef and pork products to the United States, although no pork
products are currently being produced for the United States market. From January 1, 2013 to
July 7, 2014, FSIS’ import inspectors performed 100 percent re-inspection for labeling and
certification on 87,070,041 pounds of beef products exported by Brazil to the United States.
FSIS also performed re-inspection on 19,207,138 pounds at POE for additional types of
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inspection (TOI). Of these additional TOls, a total of 26,762 pounds was rejected for non-food
safety reasons (pink juice test) and 278,498 pounds were rejected for violative levels of
avermectins. Brazil exports the following categories of products: thermally
processed/commercially sterile, not heat-treated shelf stable, heat-treated shelf stable, and fully
cooked not shelf stable.

FSIS conducted a follow-up examination of the CCA’s corrective action in response to the
previous audit which took place from February 18 to March 14, 2013, during which FSIS
identified deficiencies related to HACCP recordkeeping, frequency of supervisory reviews, SRM
control, and the government microbiological verification program for verifying sanitary
conditions in RTE establishments. In addition, the period of time surrounding the previous audit
was accompanied by a series of violations identified by FSIS at POE for ivermectin in beef
products.

As aresult of these POE violations, the previous audit report directed DIPOA to evaluate, on a
continuous basis, establishment compliance with ivermectin residue levels and to react
accordingly when Maximum Residue Limits (MRLs) were exceeded. Furthermore, DIPOA was
notified that FSIS would no longer accept certification of new establishments for export to the
United States until improvements in the system were effectively implemented and communicated
to FSIS.

Since the issuance of the prior audit report, FSIS identified four (4) additional violations for
ivermectin in product received from Brazil, as summarized in the following table:

Ivermectin Concentration
Parts Per Billion (ppb)

Product Date Failed FDA MRL in muscle (cattle)
Prior to August 2014: 10 ppb
Current MRL: 650 ppb

Fully cooked, not shelf stable

03/03/2014 19.6
(beef)
Fully cooked, not shelf stable 03/28/2014 30.9
(beef)
Fully cooked, not shelf stable 05/16/2014 42.1
(beef)
Thermally processed, 08/01/2014 12.35

commercially sterile (beef)

On June 6, 2014, FSIS began refusing the import of frozen cooked beef from one Federal
Inspection Service (SIF) establishment, based on the lack of information provided by the DIPOA
in response to FSIS’ notification of the above-referenced violations identified at POE. An
additional discussion related to the CCA’s ability to provide FSIS with timely responses
regarding POE violations can be found under section 4 of this report, Government Oversight.



The FSIS final audit reports for Brazil’s Food Safety System are available on the FSIS’ website
at:

http://www.fsis.usda.gov/wps/portal/fsis/topics/international-affairs/importing-products/eligible-
countries-products-foreign-establishments/foreign-audit-reports

IV. COMPONENT ONE: GOVERNMENT OVERSIGHT (ORGANIZATION &
ADMINISTRATION)

The first of the six equivalence components that the auditor reviewed was Government
Oversight. FSIS import regulations require the foreign inspection system to be organized by the
national government in such manner as to provide ultimate control and supervision over all
official inspection activities; ensure the uniform enforcement of requisite laws; provide sufficient
administrative technical support; and assign competent qualified inspection personnel at
establishments where products are prepared for export to the United States.

The DIPOA is under the Ministry of Agriculture, Livestock and Supply (MAPA), and is
comprised of several divisions including: General Coordination for Inspection, General
Coordination for Special Programs, and International Export and Import Programs Coordination
Division that are involved with production of meat product destined for export to the United
States. DIPOA ensures uniform implementation of regulatory requirements and is responsible
for oversight of the official activities of inspection personnel at establishments eligible to export
to the United States. In June of this year, DIPOA notified FSIS of the addition of the Office of
International Affairs (SRI) within MAPA, and that all subsequent communication should be
addressed through this office.

e FSIS requires that foreign governments maintain a communication system to convey
requirements related to United States export throughout its inspection system in a timely
manner. In the case of the last POE violation identified by FSIS, notification to the local
inspection office/establishment took approximately 40 days. This ultimately impacted
CCA'’s ability to investigate, implement measures to prevent recurrence, and provide a
response regarding this violation to FSIS in an appropriate timeframe.

The CCA’s authority to enforce inspection laws is specified in Brazil’s statute, Regulations for
the Inspection of Industrial Sanitation for Products of Animal Origin (RIISPOA). To achieve
this objective, the CCA issues, distributes, and enforces a number of official circulars that
provide inspection-related guidelines and instructions to its inspection personnel.

RIISPOA articles 20 to 76 specify that establishments intending to register with the Federal
Inspection Service must present the following approved aspects: the land on which they intend to
build, the plans (location, cross sections, ground plan, layout) and specifications (listing products
they intend to make, slaughter speed and capacity, temperatures of air-conditioned environments
and other information).

e The FSIS auditor noted that two establishments were incorrectly registered and approved
by DIPOA for processes they no longer had the equipment to conduct. DIPOA had
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incorrectly approved one establishment for thermal processing and the production of
frozen cooked beef, while another was incorrectly approved for the production of beef
jerky. The failure to maintain accurate registration of establishments can ultimately
impact DIPOA’s ability to provide adequate coverage of United States-eligible
establishments and prevent any potential errors with regard to export certification.

Each state of Brazil has a “Federal Agriculture Agency” (SFA-UF) headed by a superintendent,
which is linked directly to the Executive Secretariat of MAPA. These state agencies (SIFISAs,
SISAs, and SIPOAS) work inside the SFA-UFs in accordance with the latest restructuring
outlined in Ordinance 428/2010. These offices are responsible for the implementation and
enforcement of inspection operations in the slaughterhouses, processing plants, and cold storage
facilities within the state and also provide periodic supervisory reviews for the United States-
eligible establishments. At the establishment level, the Federal Inspection Service (SIF) has
responsibility to implement and enforce inspection laws at the establishments eligible to export
meat products to the United States.

The Brazilian government continues to organize and administer the country’s meat inspection
system, and CCA officials are assigned to enforce laws and regulations governing production
and export of meat at certified establishments -- a system that continues to meet the core
requirements for this component.

The analysis and on-site verification activities indicate that the CCA continues to maintain
equivalence and is operating at an “adequate” level for this component.

V. COMPONENT TWO: STATUTORY AUTHORITY AND FOOD SAFETY
REGULATIONS (INSPECTION SYSTEM OPERATION AND PRODUCT
STANDARDS)

The second of the six equivalence components that the FSIS auditor reviewed was Statutory
Authority and Food Safety Regulations (SAFSR).

The inspection system must provide for humane handling and slaughter of livestock; ante-
mortem inspection of animals; post-mortem inspection of carcasses and parts; controls over
condemned materials; controls over establishment construction, facilities, and equipment; daily
inspection; periodic supervisory visits to official establishments; and requirements for thermally
processed/commercially sterile products.

The CCA’s authority to enforce inspection laws is specified in Brazil’s statute, RIISPOA. To
achieve this objective, the CCA issues, distributes, and enforces a number of official circulars
that provide inspection-related guidelines and instructions to its inspection personnel.

RIISPOA articles 20 to 76 specify that establishments intending to register with SIF must
identify the land on which they intend to build, provide the plans (location, cross sections,
ground plan, layout) for the establishment, and the specifications for their operations (listing
products they intend to make, slaughter speed and capacity, temperatures of air-conditioned
environments and other information).

The FSIS auditor verified that an in-plant official veterinarian (OV) conducts ante-mortem
inspection on the day of slaughter by reviewing the incoming registration and identification
documents including Animal Movement Permits (GTA) and Animal Identification Documents
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(DIA). In accordance with procedures outlined in the SRT, the OVs observe all animals at rest
and in motion from both sides in designated holding pens in order to determine whether they
were fit for slaughter. Each establishment has a designated observation pen for further
examination of suspect animals. The FSIS auditor observed and verified that all animals have
access to water in all holding pens (including the pens used for suspect animals), and that if
animals are held overnight, feed and water are provided. The implementation of ante-mortem
inspection is in compliance with Brazil’s RIISPOA, Title VII-Chapter I-Ante-mortem Inspection,
which FSIS has determined to be equivalent. The FSIS auditor further verified through onsite
record review, interviews, and observations that the CCA’s requirements concerning ante-
mortem and humane handling/slaughter of livestock are being met in all audited slaughter
establishments.

e During interviews held at the SIPOA office in Sao Paulo, the auditor was informed by
inspection officials that the DIPOA does not provide local inspection officials with
mechanisms to target testing of animals suspected of presenting violative residue levels at
ante-mortem. Furthermore, it was described that, in the event that the local inspection
should take the initiative to conduct such testing, the results of this test would not be
considered “official” (i.e., with possible enforcement follow-up on the farms), as it was
conducted outside the scope of the national residue monitoring program (PNCRC).
However, when the preliminary findings were presented at the audit exit meeting in
Brasilia, the representatives of the higher echelons of the CCA indicated instructions to
conduct targeted testing have been issued, and that any samples collected would be
treated in an official capacity. In light of this conflicting information, FSIS asks DIPOA
to provide additional information clarifying this matter, as well as a description of
measures were within the inspection system to raise the awareness of these provisions, so
as to ensure their uniform implementation.

FSIS assessed post-mortem inspection examinations through onsite record review, interviews,
and observations of inspection activities in all audited slaughter establishments. The FSIS
auditor observed and verified that proper presentation, identification, examination, and
disposition of carcasses and parts are being implemented. Both in-plant veterinary and non-
veterinary inspectors are adequately trained in performing their on-line post-mortem inspection
duties. The FSIS auditor observed the performance of the inspection personnel examining the
heads, viscera, and carcasses in which the proper incision, observation, and palpation of required
organs and lymph nodes are made in accordance with Brazil’s Federal Inspection Service
(RIISPOA), Title VII, Chapter III-Post-mortem Inspection, which FSIS has determined to be
equivalent.

FSIS verified that documented periodic supervisory reviews are performed as required by 9 CFR
327.2(a) (2) (iv) (A). These reports were reviewed at the SIPOA offices in Cuiaba and Sao
Paulo, in addition to, the local inspection offices at all audited establishments. In all locations,
the supervisory reviews were conducted using a standard form, Relatorio De Supervisao, which
consists of a detailed checklist with two main parts. The first part (Programa De Autocontrole)
consists of sections for evaluating the adequacy of establishment food safety systems, including
items related to inspection verification of Sanitation Performance Standards (SPS) elements,
Sanitation Standard Operating Procedures (SSOP), HACCP, and microbiological control (i.e.,
generic Escherichia coli (E. coli), Salmonella, and Enterobacteriaceae). The second part
(Relatorio De Avaliacao das Atividades de Inspecao) consists of questions for evaluating the
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knowledge, skills, and abilities of inspection personnel to conduct assigned responsibilities at the
United States -eligible establishments.

e At one establishment, periodic supervisory reviews were not conducted at the intended
frequency. During the period ranging from January to August 2014, only three
supervisory reviews (March, May, and August) were conducted at this establishment.
The instructions contained in Official Circular Number 27 /2009/DIPOA prescribe a bi-
monthly frequency for these reviews, for which a minimum of four supervisory visits
should have been conducted within this 8-month period. However, the conditions of the
establishment on the day of the audit indicated no observed effect on the ability for the
system to maintain equivalent standards.

Within Brazil’s inspection system, the principal documents governing the export of thermally
processed commercially sterile product include:

e Articles 377 to 392 of RIISPOA

e Circular DICAR no. 28/1978: Production control of preserved food in establishments
approved for export to the United States of America

e Circular no. 362/2013/CGPE/DIPOA: Guidelines to carry out the inspection procedures
to assess the process control during the elaboration of low acidity canned food, Beef
Jerky, and Cooked and Frozen Food

e Circular no. 285/2005/CGPE/DIPOA - Procedures for incubation of samples of stable
meat products subjected to commercial sterilization.

e Normative Instruction no. 83/2003, Appendix I: Technical Regulations of Identity and
Quality for Canned Beef (Corned Beef)

Circular DICAR Number 28/1978 requires that all the thermal process applications be submitted
to the state offices (e.g., SIPOA/SISA) for technical analysis to ensure that the performance
standard of a 12-log reduction (12D) for Clostridium botulinum is met. This review also ensures
that the process schedules submitted by exporting establishments have sufficiently addressed the
aspects for commercial sterility of the product. Commercial sterility is further ensured through
the implementation of Circular no. 285/2005/CGPE/DIPOA, which instructs local SIF inspection
officials to collect samples at a rate of 0.1 percent (1/1000) for incubation.

While on-site, the auditor verified that the process schedules for products exported to the United
States were appropriately reviewed by the state offices, that they were on file at local SIF
inspection offices, and that the requirements for incubation were met.

FSIS’ SRT review of RIISPOA indicated that the second paragraph of Article 379 permits the
use of lead (Pb) in solder seams for canned product. The use of lead in solder seams has been
prohibited in the United States since 1995. While on-site, the auditor verified that none of the
establishments audited were using cans containing lead. However, as the use of cans which
contain Pb is legally permitted in Brazil, DIPOA will need to update its requirements related to
United States export to ensure that this does not occur. These changes should be communicated
within 60 days of receipt of the audit report in order for FSIS to consider Brazil’s system
governing the export of thermally processed commercially sterile product to continue to be
equivalent.



The analysis and on-site verification activities indicate that the CCA continues to maintain
equivalence and is operating at an “adequate” level for this component.

VI. COMPONENT THREE: SANITATION

The third of the six equivalence components that the FSIS auditor reviewed was Sanitation. To
be considered equivalent to FSIS’ program, the CCA must provide general requirements for
sanitation, sanitary handling of products, and SSOP. The CCA has compiled specific sanitation
requirements related to United States export Circular Number 175/2005/CGPE/DIPOA,
“Verification Procedures for the Self-inspection Programs.”

The FSIS auditor reviewed sanitation plans and records related to the design and implementation
of sanitation programs at all of the audited establishments. In one of the audited establishments,
the FSIS auditor verified the actual pre-operational inspection by shadowing and observing the
in-plant inspector conducting pre-operational sanitation verification of slaughter and processing
areas. The in-plant inspection personnel’s hands-on verification procedures begin after the
establishment personnel conducted their pre-operational sanitation and determined that the
facility is ready for in-plant inspector pre-operational sanitation verification activities. The in-
plant inspection personnel conduct this activity in accordance with the CCA’s established
procedures.

The FSIS auditor followed the off-line inspector and observed in-plant inspection verification of
operational sanitation procedures at all of audited establishments. These verification activities
include direct observation of operations and review of the establishments’ associated records.

Findings related to the enforcement of elementary aspects of SPS were identified in four of the
five establishments visited. The most common finding related to verification of SPS standards
by inspection personnel involved facility lighting. For example, in one establishment, several
lighting non-compliances were noted. One inspection station did not meet the requirement of
540 lux. In addition, many of the carcass transit areas did not meet the requirement of 110 lux.

In addition, the following findings were related to other elements of sanitary performance
standards for establishment operations:

¢ In one establishment, employees were observed entering restrooms with their work
uniforms, without additional measures to protect the surfaces of these uniforms so as to
minimize potential product contamination (e.g., use of protective covering in the
restrooms, or in the production areas).

¢ In one establishment, the floor of the raw material receiving area for thermally processed
product presented numerous cracks and fissures that would render it difficult to clean and
lead to the potential creation of insanitary conditions.

e In one establishment, a section of dead-end pipe was observed in one of the processing
areas.

e In one establishment, a partially-filled cooking bag which bore the mark of inspection
was inappropriately disposed of in a container used for inedible materials. In order to
avoid the potential loss of identity of condemned materials, the meat should have been
removed from the cooking bag prior to disposal.



In one establishment, several crates used to store raw materials for the production of cooked beef
were observed with exposed product. The plastic liners were broken, and the product was
touching the metal bars of these crates (not considered a product contact surface). Upon the
auditor’s identification of the issue, the local inspection personnel directed the establishment to
take immediate corrective action by isolating and disposing of the exposed product and
committing to using double liners in all future crates until a definitive solution could be reached
(e.g., purchasing of thicker linings, modification of crates to avoid puncturing of liners). In
response to this finding, FSIS requests that DIPOA provide specific information regarding its
assessment of the effectiveness of long-term corrective actions proposed by the establishment.

The FSIS auditor determined that the CCA’s inspection system continues to provide sanitation
requirements equivalent to those of the United States’ system. In-plant veterinary officials and
state supervisors demonstrated an overall ability to verify the ability of establishments to
maintain sanitary conditions, although there is a need to better enforce sanitation performance
standards (especially facility lighting). While one case of product contamination was identified,
the FSIS auditor indicated that this was an isolated incident because of the manner in which this
non-compliance was addressed in the remaining areas of this facility and other establishments
approved for United States export.

The analysis and on-site verification activities indicate that the CCA continues to maintain
equivalence and is operating at an “adequate” level for this component.

VIil. COMPONENT FOUR: HACCP SYSTEMS

The fourth of the six equivalence components that the FSIS auditor reviewed was HACCP. The
inspection system must require that each official establishment develop, implement, and
maintain a HACCP plan; and verify the effectiveness of processes and process controls.

Brazil’s meat inspection system has codified FSIS’ HACCP regulatory requirements prescribed
in 9 CFR Part 417 in Circular Number 175/2005/CGE/DIPOA, which addresses the evaluation of
written HACCP programs, monitoring, verification, corrective actions, record keeping, and
hands-on verification inspection.

The FSIS auditor verified through record review and observation that the in-plant inspection
personnel at certified establishments conducted daily verification of HACCP plans, for which
verification results are entered on Form 01/Anélise de Perigos e Pontos Criticos de Controle
(APPCC). The in-plant inspection personnel verification of HACCP plans includes verification
of Critical Control Point (CCP) for all production shifts.

At three slaughter establishments audited, the FSIS auditor conducted an onsite review of the
zero tolerance (feces, ingesta, and milk) CCP records generated during the past year. In addition,
the FSIS auditor reviewed the in-plant inspection’s associated zero tolerance verification records
(Form 02/APPCC) at these locations. All establishments audited were conducting 100 percent
monitoring of carcasses for this CCP. The review of the establishment’s corrective actions in
response to the few observed deviations from the zero tolerance critical limit indicated that all
four parts of the corrective actions were correctly addressed, in accordance with section 14.2.V
of Circular Number 175/2005/CGE/DIPOA. Furthermore, the FSIS auditor confirmed that the



physical CCP monitoring location for government verification was before the final wash in all
establishments audited.

At establishments producing frozen cooked beef and beef jerky, the auditor reviewed the
HACCP programs for these processes with a special emphasis on lethality for Salmonella and
other relevant pathogens. For frozen cooked beef, the auditor observed that all establishments
had a CCP in place in order to meet Brazilian Ordinance No. 711/1995, which requires a
minimum internal temperature of +71°C (159.8 °F) for cooked meat products. In the two audited
facilities that were producing beef jerky, the establishments had adopted the recommendations
included in the FSIS Compliance Guideline for Meat and Poultry Jerky and included appropriate
measures to address lethality: relative humidity within the cooking cycle, cooking temperature,
and water activity. The auditor also reviewed the validation documents at these establishments,
which indicated that the actual lethality achieved by these processes far exceeded the minimum
five-log reduction for Salmonella prescribed in the aforementioned FSIS guidelines.

As a follow-up to the previous year’s audit findings, the auditor verified that establishments
approved for export to the United States have reviewed their SRM control programs to include:
brain, skull, eyes, trigeminal ganglion, spinal cord, spinal ganglia roots, spinal column
(excluding the caudal vertebrae, the transversal processes of the thoracic and lumbar vertebrae
and sacral wings) of bovines 30 months of age and older, and the tonsils and the distal portion of
the ileum for bovines of all ages. On August 15, 2014, Brazil published additional clarifying
instructions (Circular Number 622), increasing the minimum portion of the distal ileum that
should be removed from 70 cm to 203.2 cm (80 inches), in order to maintain equivalence with
the United States domestic program. The auditor noted that all establishment and inspection
personnel were familiar with the contents of this recently issued Circular and were following its
instructions accordingly.

The FSIS auditor found in the establishments that he visited that DIPOA requires removal only
of the palatine tonsils and not the lingual tonsils within their prescribed measures for SRM
control in beef slaughter establishments. In the United States, FSIS requires that both the
palatine and lingual tonsils be removed because infectivity with the BSE agent has been
demonstrated in these tissues. The auditor also observed that DIPOA does not routinely require
establishments to institute measures to prevent SRM cross-contamination with non-SRM
material associated with the knock-hole of cattle 30 months of age and older (e.g., prevent
leakage of brain tissue during head washing, which occurs in high-pressure cabinets). Cattle
less than 30 months of age are slaughtered in the same facilities as are cattle 30 months of age
and older. During the audit, one establishment was using a non-penetrating captive bolt, for
which this was not an issue (FSIS voices no preference over one stunning method or another).

FSIS’ assessment of the significance of these findings is based on the following: 1) Beef tongues
and meat derived from heads are not currently imported from Brazil (neither whole, in part, nor
included in product formulation). 2) DIPOA exercises control over these products through its
establishment approval process. No establishments under the SIF system are eligible to export
tongues or “industrial meat” (identified by DIPOA as carne industriale, which includes head
meat) to the United States. 3) The USDA Animal and Plant Inspection Agency (APHIS), based
on the classification of the World Organization for Animal Health (OIE), consider Brazil to be a
“negligible risk” country for Bovine Spongiform Encephalopathy (BSE). Consequently, FSIS
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concluded that sufficient controls are in place to ensure that lingual tonsils will not be in products
exported from Brazil to the United States.

The FSIS auditor identified the following additional HACCP-related non-compliances that
should have been previously identified by local inspection personnel, or during periodic
supervisory reviews:

e At one establishment, the hazard analysis addressing the production of dried beef did not
accurately identify the potential hazards associated with the stabilization of product. This
document did not address the possible germination and subsequent toxin production of
spore-forming organisms such as Clostridium perfringens. As there is a CCP in place to
ensure that the final product presents a water-activity inferior to 0.82, it is unlikely that
conditions would allow for toxins from these organisms to be produced. However,
failure to address all possible hazards at this step does not meet the regulatory
requirements of section 14 of Brazilian regulation Number 175/2005/CGPE/DIPOA.

e At one establishment, records documenting the monitoring of the three-prong CCP (oven
temperature, relative humidity, and product temperature) related to the production of beef
jerky did not include the time the event occurred.

HACCP Controls for Avermectins in SIF Establishments Certified for United States Export

FSIS auditors noted that SIF establishments rely significantly on the effective implementation of
the national residue monitoring program within the context of their HACCP systems in order to
ensure that product is free from chemical residues. Examples of this reliance included reference
to the PNCRC in the hazard analysis and reference to the PNCRC in supplier letters of
guarantee.

Nevertheless, it was noted that in many cases establishments instituted additional controls
outside of the PNCRC. While some of these controls were voluntary, many of them were put in
place to meet the mandatory requirements instituted by the CCA, in accordance with the
following issuances:

e Circular No 017/2010/DIPOA: Audits for the evaluation of the reassessment and
revalidation of the HACCP Plans;

e Circular No 018/2010/DIPOA: Criteria to be used during the audits for the evaluation of
the reassessment and revalidation of the HACCP Plans;

e Circular No 021/2010/DIPOA: Guidelines for the validation of the CCP limits of the
HACCP Plans and the CPs, of the pre-requisite programs;

e Circular No 022/2010/DIPOA: Official Program of Avermectin Analysis;

e Circular No 127/2010/CHC/CGPE/DIPOA: Use of process control letters to assess the
results of monitoring for ivermectin in cattle;

e Circular No 139/2010/CHC/CGPE/DIPOA: Ivermectin analyses in final product;

e Circular No 198/2010/CHC/CGPE/DIPOA: Review of lvermectin in the final product;
and

e Normative Instruction No 13/2014: Prohibition of the production, manipulation,
fractioning, marketing, imports and use of avermectins of long duration
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What follows is an assessment of these controls based on audit evidence while on-site, and
identified potential weaknesses in how government and industry interact to control the presence
of chemical residues in products exported to the United States. This assessment was conducted
from the following perspectives, based on Federal Register: November 28, 2000 (Volume 65,
Number 229)

e Confirmation of producer history

e The purchase of animals that are free of chemical residues
e Animal identification
e Communication between government and industry
e Notification of violative results to suppliers
Confirmation of producer history

All audited establishments maintained lists to identify previous violators to ensure that animals
received from these individuals would not be used in association with United States export.
While these lists were shared between establishments belonging to the same corporate group,
Brazilian law prohibits the public sharing of this information.

e Ultimately, this practice can impact the ability to identify chronic violators on a national
level.

The purchase of animals that are free of chemical residues

In accordance with Circular No 017/2010/DIPOA, all audited slaughter establishments required
letters of guarantee associated with receiving animals (as a CCP), indicating that withdrawal
times had been respected, or that avermectins of long duration had not been used in accordance
with per Normative Instruction No. 13 of this year (additional information regarding Normative
13 is provided under section 8, Chemical Residue Control Programs).

In addition, each establishment maintained a list of prohibited compounds. All audited
establishments maintained outreach programs with suppliers.

All slaughter establishments conducted ivermectin testing on each lot of animals received, in
accordance with established frequencies outlined in the Brazilian sampling table NBR
5426/2005. At two facilities, the testing frequency for animals from the state of Sao Paulo had
been recently increased, based on the historical analysis of animals arriving from that area.

In many cases, establishments were using ELISA for the testing of received animals (livers or
muscle). Validation studies were available, which renders this method potentially acceptable
within the context of establishment testing.

e However, FSIS would like to point out that ELISA is not considered an equivalent
method to HPLC. DIPOA should continue to assess the accuracy of the results and any
discrepancies related to finished product testing (including results obtained and
communicated by FSIS at POE).

While the testing of animals (livers or muscle) was typically conducted as a control point (CP)
rather than a critical control point (CCP), this distinction seems to have little practical difference
in that all four parts of (HACCP) corrective actions were taken in response to each violative
result and documented.
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e However, it is important to reiterate that FSIS considers avermectin levels that exceed the
current tolerances established by the FDA as a food safety issue, and not simply an export
requirement. This is particularly true when establishments are testing muscle, for which
there is no maximum residue level (MRL) under Brazilian law. Consequently, DIPOA’s
verification activities should focus on the establishment’s ability to control food safety
hazards of chemical origin, considering the results of establishment testing where
appropriate.

On-site audits by the establishment are conducted on farms that present violative lots and require
a successful outcome prior to regaining eligibility to supply animals for the United States market.
This process typically takes a minimum of 6 months to complete.

In addition, establishments conducted ongoing farm visits (audits and outreach) even in the
absence of violative results. One audited establishment audited had conducted audits for a
majority of farms from which it receives live animals. However, another company (with
multiple certified establishments) had only audited approximately 950 of the 15,000 suppliers
(with an average of about 600 visits per year).

In accordance with Circulars 139 and 198 CHC/CGPE/DIPOA of 2010, all establishments
audited were subjecting finished product to HPLC/UPLC testing, during which product is held
until results are received (i.e., hold and test). This included:

1. Government-mandated testing at approved laboratories (observed at all audited
establishments)

2. Company internal testing (observed at some audited establishments, which may also be
accompanied by testing of livers from slaughtered animals)

e However, there is little government verification that accurate results are obtained
by the establishments. While it was described that establishments were expected
to use a validated HPLC method, the procedures or parameters by which to make
this determination were not provided.

Animal identification

All audited slaughter establishments maintained records sufficient to conduct accurate trace-back
and trace-forward activities. During audit, establishments demonstrated the ability to segregate
product lots that exceed established MRLs from United States export.

Communication between government and industry

As indicated previously, establishments routinely generate the following information, which is
available for review by inspection officials. Examples include: slaughter testing results, results
of final product testing, violator lists, and results of onsite audits conducted by the
establishments.

e However, DIPOA makes little use of this information as it relates to implementation of
its national residue control program or exploratory program for residues (e.g., targeting of
violators identified by the establishments, ante-mortem).

Notification of violative results to suppliers
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All establishments presented procedures to notify suppliers of violative samples. This included
the use of either tracked emails or registered mail. Educational outreach materials are also
routinely included in these communications.

Conclusion

The results of the pre-audit document analysis and onsite audit verification of the HACCP
component indicate that the CCA continues to meet FSIS equivalence for this component. While
it is important for the CCA to address the identified recordkeeping non-compliances in order to
meet the applicable requirements, it is unlikely that they would result in the production of unsafe
product. Regarding the control of chemical hazards (avermectins), the audit evidence indicates
that establishments have adopted a proactive approach to address these hazards and are
complying with the requirements related to United States-export imposed by the CCA.

However, the audit did identify some weaknesses in government verification in this area,
particularly related to the verification of testing methodologies and results within the
establishment’s HACCP system.

The analysis and on-site verification activities indicate that the CCA continues to maintain
equivalence and is operating at an “adequate” level for this component.

VIilIl.  COMPONENT FIVE: GOVERNMENT CHEMICAL RESIDUE CONTROL
PROGRAMS

The FSIS auditor reviewed Chemical Residue Control Programs as the fifth of the six
equivalence components. The FSIS criteria for this component include the design and
implementation of a program managed by the CCA that carries out effective regulatory
activities to prevent chemical residue contamination of food products. To be considered
equivalent to FSIS’ residue control program, the CCA’s program needs to include random
sampling of internal organs, fat, and muscle from carcasses for chemical residues identified by
the exporting countries and FSIS as potential contaminants. In addition, the CCA needs to
identify the laws, regulations, or other decrees that serve as the legal authority for the
implementation of the program; provide a description of its residue sampling and testing plan
and the process used to design the plan; describe the actual operation of its residue plan and
actions taken to deal with unsafe residues as they occur; and provide oversight of laboratory
capabilities and analytical methodologies to ensure the validity and reliability of test data.

The Brazilian National Plan for Control of Residues in Products of Animal Origin — (PNCRC),
was established by Ministerial Decree n° 51, on May 6, 1986, and by appropriate Ministerial
Decree n° 527, of August 15, 1995. The PNCRC has the control and surveillance of products as
its basic regulatory function. Its actions are aimed at understanding and preventing the violation
of safety standards or MRLs for allowed substances and the occurrence of residues and
chemicals banned for use in the country at all levels. For this purpose, samples are collected
from live and slaughtered animals and industrialized food products destined for human
consumption originating from the establishments under federal inspection (SIF).

Within the PNCRC, subprograms that are of particular interest to FSIS include:

1. Subprogram for Monitoring: aims at generating information on the frequency, level, and
distribution of residues in the country, over time. The types of residues to be researched
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are selected based on potential risk and availability of analytical methodology appropriate
to the goals of the monitoring being performed. The number of samples, the maximum
residue limit, the methodology analysis, the matrices and the drugs being analyzed, and
the official and accredited laboratories are included in the annual schedule. This
subprogram does not require that product be held until sample results are received
(except in response to follow-up testing, as described below).

To control avermectin, the subprogram for monitoring extends to all establishments
slaughtering cattle at SIF and adopts the limits and the target tissue (liver) of with an
MRL of 100 parts-per-billion (ppb). This value has been adopted legally within Brazil
and is consistent with the MRL previously established by the United States Food and
Drug Administration (FDA).

Subprogram for Exploration: developed in special situations (e.g., in relation to United
States export) to generate information about the frequency and levels where substance
residues occur in Brazil. To control avermectins in the exploratory subprogram for the
USA, DIPOA determines eligibility for export based on FDA’s previously established
MRLs for avermectins, which includes 10 ppb in muscle for ivermectin and abamectin.
Under this subprogram, samples are held until test results are received.

An important point of distinction between the two subprograms is type of enforcement actions
that may be taken under Brazilian law.

1.

Within the subprogram for monitoring, livers from cattle with avermectin levels
exceeding 100 ppb result in a "Notice of Violation,” which initiates official actions across
different governmental bodies in accordance with Ordinance # 396 of November 23,
2009, and Official SDA/MAPA 132/2012. This includes:

0 Investigation of the farm involved in the violation. The investigation includes an
on-site visit, document review, and interviews. This investigation may be
extended to neighboring properties or other farms associated with the violative
lot. The investigation may be extended also to surrounding industries (feed,
veterinary drugs, etc.).

0 Development of a corrective action plan (including preventive measures) by the
SIF establishment. The state inspection office is responsible for the collection of
samples of the next batches of animals/production from the farm involved in the
infringement directed to slaughter/processing until the farm reaches five (5)
consecutive conforming lots. The products obtained from these lots are retained
in the SIF until the results of analysis are known. In case of non-conforming
results, the products are destroyed.

0 Withholding of animal movement permits (GTAs) from the farm in question for a
period of 6 months (for illegal drugs), or throughout the withdrawal period (for
authorized drugs). Subsequent GTAs are marked “PNCRC,” until five
consecutive conforming lots of animals are received. The purpose of this
identification is to guide the collection of investigation samples by inspection
personnel after the withholding period.
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2. Within the subprogram for exploration established for the United States, muscle from
cattle with ivermectin or abamectin levels exceeding 10 ppb do not result in a "Notice of
Violation" to the farm of origin, since MRLs for these compounds in the given matrix
have not been legally established in Brazil. Memorandum No. 306/2013 / GAB / DIPOA
of 27 12 2013 delineates actions to be taken when these values are exceeded. In this
case, the state agency (e.g., SIPOA) simply requires the SIF establishment to conduct a
documented investigation identifying the cause of the violation and institute corrective
actions (including measures to prevent recurrence).

e FSIS understands the difficulties associated with conducting on-farm enforcement
of MRLs that are established by the importing country for which there is no
corresponding Brazilian counterpart. However, it is reasonable to expect that
information gathered from the government subprogram for exploration or
establishment testing for muscle exceeding FDA’s MRL could ultimately be used
to conduct additional follow-up activities within the inspection system (e.g.,
targeted sampling of farms testing positive), rather than relying predominately on
activities conducted by industry.

On May 30, 2014, the Brazilian Minister of Agriculture published Normative Instruction #13,
which prohibits the production, manipulation, fractioning, marketing, import, and use of
avermectins of long duration for veterinary use. While on-site, FSIS gathered further
information regarding the use of the term “long duration.” The auditor was provided with a copy
of Circular no. 001/2014/CPV/DFIP/SDA, which identifies these compounds as follows:

e Products containing ivermectin, abamectin, doramectin, or moxidectin at a concentration
greater than one percent.

e Products containing ivermectin, abamectin, doramectin, or moxidectin at a concentration
of up to one percent, marketed as being of “long duration.”

e Products containing ivermectin, abamectin, doramectin, or moxidectin at a concentration
of up to one percent, with a withdrawal period greater than 35 days.

During visits to establishments, laboratories, and government offices, the interviews held with
inspection officials indicated that they were familiar with the requirements of these documents.
Likewise, all audited establishments maintained lists of anti-parasitic agents, which would be
considered prohibited based on the definitions provided in the above Circular. These lists were
then cross-referenced with the information provided in supplier letters of guarantee, as part of the
control within their HACCP systems.

FSIS audit verification activities of Brazil’s chemical residue testing program indicated that the
CCA continues to demonstrate the ability to meet the equivalence requirements for the Chemical
Residue Control component, although weaknesses in the program were identified. Findings that
may impact DIPOA’s ability to effectively control the presence of chemical hazards in meat have
been described in previous sections of the report and include: the timely propagation of
information related to POE violations identified by FSIS throughout its inspection system,
information regarding the targeting of animals suspected of violative drug residues at ante-
mortem, and the review of establishment information generated under their HACCP systems for
chemical (avermectin) hazard control (e.g., chronic violator lists, and establishment testing
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results). These above weaknesses prevent use of all available data streams within Brazil’s
ongoing assessment of the PNCRC.

The residue violations identified at United States POE for ivermectin have required FSIS to
conduct additional activities outside the context of the on-site audit, to ensure that that meat
products originating from Brazil are safe. On June 6, 2014, FSIS began refusing the import of
frozen cooked beef from one establishment based on the lack of information provided by the
DIPOA in response to FSIS’ notification of ivermectin violations identified at POE. U.S. FDA
approved a change of the MRL for ivermectin in cattle on August 13, 2014. As part of this
change, the MRL for ivermectin in the muscle of cattle has increased from 10 ppb to 650 ppb.
An historical analysis of prior POE rejections for ivermectin indicated that none came within the
proximity of 650 ppb, thereby rendering future violations unlikely. However, the violations
identified by FSIS at POE prior to this change in MRL represent an opportunity for Brazil to
improve its system in association with the above findings to demonstrate that it is able to enforce
controls within established parameters.

The analysis and on-site verification activities indicate that the CCA continues to maintain
equivalence and is operating at an “adequate” level for this component.

IX. COMPONENT SIX: GOVERNMENT MICROBIOLOGICAL TESTING
PROGRAMS

The last of the six equivalence components that the FSIS auditor reviewed was Microbiological
Testing Programs. This component pertains to the microbiological testing programs organized
and administered by the CCA to verify that products destined for export to the United States are
safe, wholesome, and meet all equivalence criteria.

The evaluation of this component included a review and analysis of the CCA’s Circular No
175/2005/CGPE/DIPOA, “Verification Procedures for the Self-inspection Programs,”
previously submitted by the CCA as support for the responses provided in the SRT. This
circular describes the official inspection methodology for a continuous and systematic
assessment of inspection activities during routine verifications of microbiological tests, including
Enterobacteriaceae, Salmonella spp., generic E .coli, and Listeria monocytogenes (Lm) in RTE
products. Although there is no explicit requirement with Brazil’s inspection system for product
to be held in association with government testing, the auditor noted that this was a common
practice at the establishments audited.

The CCA has a Salmonella testing program for chilled livestock (cattle and swine) carcass
sampling that is consistent with the FSIS Salmonella Performance standards in 9 CFR
310.25(b). The CCA requires that one Salmonella set be scheduled per year that consists of 82
samples from beef (55 samples from swine) carcasses with one positive sample considered
acceptable from beef (up to six in swine), and two positive samples considered a set failure.
Establishment failing the first Salmonella set must take immediate corrective action and reassess
its HACCP plan, after which second set of samples is collected. If the establishment fails to
meet the performance standard on the second sample set, then the HACCP plan is audited by the
Brazilian inspection service, and another sample set is collected. If an establishment fails three
consecutive sample sets, it is removed from the list of establishments eligible to export to the
United States. The suspension would remain in effect until the establishment achieves the
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performance standard set based on number of samples tested (n) and maximum number of
positives to achieve standard (c). The CCA’s Salmonella performance standard for bovine (n =
82, ¢ < 1) and swine (n =55, ¢ < 6) is the same as FSIS’ standards.

As indicated previously, Brazil’s equivalence determination for Salmonella requires the
following activities:

e Establishment employees collect the samples
e Private laboratories analyze samples

In order to ensure that the food safety measures and objectives associated with this equivalence
determination continue to be met, the FSIS auditor verified the following aspects related to the
implementation of this program, for which no concerns were identified:

e DIPOA schedules each sample series. The state inspection offices (e.g., SIPOA) are
responsible for informing local inspection personnel at SIF establishments when
sampling is to begin/end and for monitoring of the results.

e SIF inspection personnel randomly select carcasses on the morning the sample is to be
collected, with no prior notification to the establishment.

e SIF inspection personnel observe the collection of each sample taken by establishment
personnel, as well as measures related to sample integrity and security (i.e., application of
security seals to the mailing container).

e Private laboratories must be approved by DIPOA and are audited twice per year by
CGAL. Approved laboratories currently use FSIS MLG methods for Salmonella
analysis.

However, the following findings related to CGAL’s oversight of microbiological laboratories
were identified as it pertains to Salmonella testing:

e DIPOA does not require intra-laboratory proficiency testing, which is specifically
required for analytical methods related to United States export. At the microbiological
lab which was audited, intra-laboratory proficiency testing was conducted exclusively for
the ISO 6579:2002 method of detection for Salmonella spp. The method used for the
detection of Salmonella spp. in association with export to the United States (MLG 4.08)
was not included as part of the intra-laboratory proficiency program.

e At two establishments audited, a review of Salmonella spp. carcass testing results
indicated that the government-approved laboratory was using an outdated method, rather
than the updated MLG 4.08 expected by the Ministry of Agriculture’s division for
CGAL.

An offsite assessment of the non-conformities conducted in conjunction with FSIS’ Office of
Public health and Science (OPHS) concluded that, while the deficiencies do not represent an
immediate risk to public health, they can ultimately compromise the accuracy of test results.

The CCA conducts verification activities that monitor an establishment’s generic E. coli testing
program in chilled livestock carcasses. The testing program complies with FSIS equivalence
criteria and is outlined in the CCA’s Circulars 835/CGPE/DIPOA/2006 and 1058/
CGPE/DIPOA/2008. While on-site at three establishments, the FSIS auditor verified that the
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responsible individuals have the knowledge and skills to implement this type of testing on an
ongoing basis. Similarly, both the establishment and inspection personnel are familiar with the
upper and lower control limits, as well as the correct actions to be taken when the upper limits
are exceeded. However, no such loss of process control was identified in the on-site documents
reviewed for this year.

The CCA has a verification-testing program in place to test for Lm and Salmonella species in
RTE products that are eligible to be exported to the United States. Furthermore, the CCA
requires that establishments exporting RTE products to the United States have a program in place
to meet FSIS equivalence criteria for control of Lm. In addition to product testing,
establishments are required to take five samples (three FCS, and two NFCS) per production line
per week. All samples are collected under observation by inspection personnel and sent in a
secured package to a CGAL-approved laboratory for analysis. Sample sponges are collected
using a 30x30 cm template, and analyzed using the current FSIS MLG method (MLG 8.09).

Because of the current APHIS restrictions for Foot and Mouth Disease (FMD) in the majority of
the country, Brazil does not export raw beef to the United States. If changes in Brazil’s disease
status render the export of raw beef more practical, FSIS will require DIPOA to submit an
equivalent STEC control program prior to permitting import of this type of product.

FSIS concludes that, based on the results of the overall microbiological component assessment,
the CCA continues to meet the core equivalence requirements for this component. An analysis
of the identified findings indicates that they are unlikely to have a significant impact on the
CCA’s ability to ensure the export of safe product.

The analysis and on-site verification activities indicate that the CCA continues to maintain
equivalence and is operating at an “adequate” level for this component.

X.  CONCLUSION AND NEXT STEPS

The 2014 audit results indicate that the Central Competent Authority (CCA)’s food safety
inspection system is performing at an “adequate” level meeting the core criteria for all six
equivalence components. FSIS identified operational (or procedural) weaknesses related to
Statutory Authority and Food-Safety Regulations for targeting of animals suspected of
presenting violative residue levels at ante-mortem; Government Chemical Residue Control
Program showing weakness with the CCA national residue monitoring program.

In addition, an analysis of the other observations within each component did not identify any
systemic deficiencies which represented an immediate threat to public health. However, as the
ability of the inspection system to ensure export of product that is safe, unadulterated, and
properly labeled can be compromised if left unchecked, FSIS requests that CCA provide a
detailed response for each of the identified findings within 60 calendar days of receipt of this
report.

During the audit exit meeting, the CCA committed to address the preliminary findings as
presented. FSIS will evaluate the adequacy of CCA’s proposed corrective actions once received
and base future equivalence verification activities on the information provided.
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MINISTRY OF AGRICULTURE, LIVESTOCK AND FOOD SUPPLY
Secretariat of Animal and Plant Health - SDA
Department of Inspection of Animal Products - DIPOA

Letter no. /2015/GAB/DIPOA/SDA Brasilia, April 10", 2015.

Dear Sir,

SHAUKAT H. SYED

Director — International Audit Staff

Office of Investigation, Enforcement and Audit
FSIS-USDA — Washington - United States

Reference: Brazil. 2014 Draft Final Audit Report — Comments from DIPOA/SDA/MAPA.

Dear Mr. Syed,

1. I would like to greet you and express the respect I have for the Food Safety and
Inspection Service — United States Department of Agriculture and make reference to your
correspondence, dated February 10", 2015, about the Draft Final Report of the Brazilian Meat
Inspection System, which took place from September 14 through October 03, 2014.

2. The Department of Inspection of Animal Products — DIPOA, under the Secretariat of
Animal and Plant Health of the Ministry of Agriculture, Livestock and Food Supply in Brazil —
SDA/MAPA, hereby submits its comments to the aforementioned Draft Final Audit Report.

3. DIPOA would like to thank the opportunity to receive the comments contained in the
Draft Final Audit Report, which will assist in the improvement of the Official Control System and also

in self-control of enterprises. We stay at your entire disposal to clarify any doubts regarding to the FSIS-
USDA 2014 Draft Final Audit Report.

Mr. Syed, please receive my wishes of esteem and consideration.

Best regards,

José Luis Ravagnani Vargas
Deputy Director of DIPOA/SDA/MAPA



Ministry of Agriculture, Livestock and Food Supply - MAPA
Secretariat of Animal and Plant Health — SDA
Department of Inspection of Animal Products — DIPOA

&>

P % * 5
G B w
Ny, CA o

Ol meﬂ “@3

COMMENTS

to the Draft Final Report of an audit of the FSIS-USDA
(which took place from Sept. 15 through Oct. 03, 2014)

APRIL - 2015



INTRODUCTION

The FSIS-USDA held an audit in Brazil from September 15 through October 03,
2014 in order to verify if the Brazilian’s Food Safety System (production of meat products)
continues to be equivalent to that of the United States, that is: producing safe, wholesome, non-
adulterated and properly labeled foods.

The FSIS-USDA audit was outlined to establish the equivalence of the Brazilian
Meat Inspection System in six main components: 1) Government Oversight; 2) Statutory
Authority and Food Safety Regulations; 3) Sanitation; 4) Hazard Analysis and Critical Control
Points (HACCP) Systems; 5) Chemical Residue Control Programs; and 6) Microbiological
Testing Programs. In addition to these components, the audit also emphasized the verification
of corrective actions related to the findings of the 2013 audit (follow-up); the residue controls
in response to violations identified at United States POEs and information provided by DIPOA
via SRT regarding “Thermally processed commercially sterile products” and “RTE products”.

The FSIS-USDA 2014 audit indicated that the Brazilian Inspection System is
performing in an “adequate” level in maintaining its equivalence. However, the FSIS-USDA
requires answers from DIPOA regarding the non-conformities found during such audit.

As requested, DIPOA is pleased to provide in this letter the answers regarding the
non-conformities described in the FSIS Draft Final Report.

The documents cited in the answers and also the Action Plans and
Corrective/Preventive Actions of the establishments audited by FSIS-USDA are attached to this

letter.



DIPOA’s official response to the 2014 FSIS-USDA Draft Final Audit Report

The Central Competent Authority (CCA) understood and accepted the need to address the

following findings to maintain its equivalence.

Component 1: Government Oversight

The investigation procedures for international notifications are described in Memorandum no.
306/2013/GAB/DIPOA (copy attached). In the case of non-compliance with the time taken
between the notification of the violation and the sending of said violation to the Federal
Livestock Inspector responsible for the Federal Inspection service at the establishment, such
occurrence was a result of non-receipt of the notification from the FSIS-USDA by the
diplomatic means formally established within the scope of MAPA. All official notifications
and documents received from other countries must be filed with the Secretary of International
Relations — SRI/MAPA, and subsequently, that Secretary will direct the documents to the

Departments/Coordinations responsible for handling of said issue.

With regard to the two establishments visited during the audit that did not have their
qualifications for export of products updated with the FSIS-USDA, DIPOA provided the
update of qualifications by way of Circular nos. 58 and 59/2015/CGPE/DIPOA (copies
attached).

Component 2: Statutory Authority and Food Safety Regulations

With regard to the note of the absence or lack of knowledge on the part of the SIPOA Federal
Livestock Inspectors about the possibility of collection of samples from lots of suspicious
animals (in addition to the random monitoring, exploratory or investigation sampling by the
PNCRC), for example, from suspicions raised in the ante-mortem inspection or the history of
the property in company self-control, we inform that DIPOA, by way of item no. 2 in Circular
no. 622/2014/CGPE/DIPOA (copy attached), established the control procedures for ivermectin

residue in finished products destined for export to the United States.



Item no. 4 of SDA/MAPA no. 132/2012 (copy attached) establishes procedures for collection
of samples from animals suspected of violation due to residue of veterinary drugs. The results
of these samples, thought outside the PNCRC plan, are considered official. In the case of the
results of the analysis indicating the non-compliance of the sample, an Investigation
Subprogram is commenced. The Federal Livestock Inspectors have the autonomy and legal
authority to carry out collection of samples as long as they are handled within the official

capacity of the Service.

As for the use of lead in the metallic ally of the cans, we clarify that, although it is stated in the
SRT that paragraph 2 of Art. 379 of the RIISPOA allows the use of lead and tin solder (as long
as it does not come into contact with the interior of the receptacle), there is now Law no.
9832/99 (copy attached) in Brazil from September 14, 1999 that prohibits, throughout the
nation, the industrial use of soldered metallic packaging with lead and tin alloys for packaging
foodstuffs (except for dry or dehydrated goods). Therefore, pursuant to the Law, the use of
metallic alloy containing lead in its composition is prohibited in Brazil for the packaging of

foodstuffs.

Component 3: Sanitation

The non-conformities observed in this point are responded to in the Action Plans that are

attached to this Letter.

Component 4. HACCP Systems

The ELISA tests mentioned refer exclusively to the tests carried out within the scope of the

industry self-control programs and under their full responsibility with regard to the control of



animals received. From a merely analytical point of view, the ELISA technique can be
considered sensitive and specific enough to identify the presence of ivermectin residue within
the current tolerance or LMR levels established by American legislation. Taking this fact into
consideration and that the said tests are carried out as screening, and especially considering that
additional tests that use the HPLC-FL or LC-MS/MS technique are carried out in the muscle
and end products, whether within the self-control environment or the PNCRC environment, we
believe that a requirement for only the HPLC technique to be used in this specific point of
control is not relevant. DIPOA is working to improve the critical analysis of the results
obtained in the self-control measures of raw materials, comparing them with the results
obtained in the self-control measures of the end products and the PNCRC. It is important to
highlight that the DIPOA already carries out this critical analysis with regard to the

communications of violation received from the POEs.

DIPOA and CGAL are currently working on the publication of a Normative Instruction that
will improve the self-control measures that are the responsibility of the industries and that will
establish the requirements for carrying out laboratory testing within the scope of these self-

controls, so as to increase the effectivity of the governmental verification.

Component 5: Government Chemical Residue Control Programs

We consider the findings of this item met with regard to the LMR of 10ppb of ivermectin
residue since the FDA decided to increase the LMR of ivermectin to 650ppb and DIPOA;
despite this increase, it oriented the Federal Inspection Service to maintain the control on this
new limit. Furthermore, with regard to the notifications of violations from the FSIS-USDA
received in Brazil when the LMR of 10ppb was still in effect, we are informing that these have

been responded to or are in the final phase of investigation.

Item no. 4 of Official Bulletin SDA/MAPA no. 132/2012 establishes procedures for sample
collection from animals suspected of violation due to veterinary drug residue. The results of

these samples, though outside the PNCRC plan, are considered official.

Many times the reference limits applied in the self-control programs at companies are less than
the legal limits established in the PNCRC. Due to this, the non-conformities identified in the

self-control programs do not always correspond to a PNCRC violation. However, per the



criteria of the Federal Livestock Inspector (FFA) responsible for the Federal Inspection Service
(SIF) at the establishment, inspection samples can be collected and sent for analysis at any time
and, in the case of violation, the FFA, in addition to the legal sanctions provided for, can

request that an Investigation Subprogram is commenced.

Component 6: Government Microbiological Testing Programs

With regard to the note that DIPOA does not request intra-laboratory proficiency tests, we have
to comment that the private laboratories that carry out the analyses of Listeria spp., Salmonela
spp. and E. coli in carcass swab samples will participate in proficiency tests using the MLG

methodologies starting in 2015.

With regard to the observation that in two establishments audited they were using an outdated
method for analyzing Salmonella spp., we are informing that said laboratory was using the
method recommended by CGAL and was duly updated. The issue was not just the name update

of the method in their Quality Guarantee system registries.



Attachments

Memorandum no. 306/2013/GAB/DIPOA
Circular no. 58/2015/CGPE/DIPOA
Circular no. 59/2015/CGPE/DIPOA
Circular no. 622/2014/CGPE/DIPOA
Oficio [Official Bulletin] SDA/MAPA no. 132/2012
Lei [Law] n°® 9.832/1999
Planos de Ac¢ao [Action Plans] — SIFs 385, 337, 13, 2500 ¢ 226
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