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Dear Dr. Rojas:

The Food Safety and Inspection Service conducted an initial on-site audit of Chile’s poultry
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final report.
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1. INTRODUCTION
The audit took place in Chile from December 7 to December 17, 2004,

An opening meeting was held on December 7, 2004, in Santiago, Chile with the Central
Competent Authority (CCA), which is the Agricultural and Livestock Service [Servicio Agricola
y Ganadero (SAG)], Department of Livestock Protection (Departamento de Proteccidn Pecuaria).
Personnel from the regional and local levels of the SAG Department of Livestock Protection
were also present. At this meeting, the Food Safety and Inspection Service (F515) audit team
leader confirmed the objective and scope of the audit, the andit itinerary, and requested
additional information needed to complete the initial on-site audit of Chile’s pouliry inspection
system.

The avdit team members were accompanied during the entire sudit by a representative from the
SAG Department of Livestock Protection and, when appropriate, representatives from the
regional, local, and establishment inspection offices.

2. OBJECTIVE OF THE AUDIT

This audit was an initial on-site audit of the Chilean poultry inspection system. The objective of
the audit was to determine whether Chile's poultry inspection system meets the United States
import inspection requirements.

In pursuit of the objective, the following sites were visited: the headquarters of the CCA, two
regional offices, one local office, two slaughter establishments, five residoe laboratories and
three microbiological laboratories.

Competent Authority Visits Comments
Competent Authority Central 1

Regional 2

Local : |

Establishment 2

Laboratories Mictobiological | 3

Residue 5

Pouliry Slanghter Establishments - 2
3. PROTOCOL

This on-site audil was conducted in four parts. One part involved visits with CCA officials in
Santiago to discuss oversight programs and practices, including enforcement activities. The
second part involved an audit of a selection of records in the country’s inspection headquarters,
regional and local offices. The third part involved on-site visits to two slaughter establishments,
The fourth part involved visits to three microbiological laboratories and five residue laboratories.
The microbiological laboratories were conducting analysis of field samples for the presence of
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- generic Escherichia coli (E. coli), and Salmonella. The residue laboratories conducted analysis
of field samples for Chile's national residue control program.

Program effectiveness determinations of Chile’s inspection system focused on five areas of risk:
(1) sanitation controls, including the implementation and operation of Sanitation Standard
Operating Procedures (SSOP), (2) animal disease controls, (3) slaughter/processing controls,
including the implementation and operation of Hazard Analysis and Critical Control Point
(HACCP) programs and testing programs for generic E. coli, (4) residoe controls, and (3)
enforcement controls, including a testing program for Salmonella. Chile’s poultry inspection
system was assessed by evaluating these five risk areas.

During all on-site establishment visits, the audit team members evaluated the nature, extent, and
degree to which findings impacted on food safety and public health. The audit team also
assessed how pouliry inspection services are cammied out by the government of Chile and
determined if establishment and inspection system controls were in place to ensure that the
poultry products that Chile secks to export to the United States would be safe, unadulterated, and

properly labeled.

At the opening meeting, the audit team leader explained to the SAG officials that the Chilean
inspection system would be audited against two standards: (1) FSIS regulatory requirements and
(2) any equivalence determinations made for Chile. FSIS requirements include daily inspection
in all certified establishments, humane handling and slaughter of animals, ante-mortem
inspection of animals and post-mortem inspection of carcasses and parts, the handling and
disposal of inedible and condemned materials, species verification testing, requirements for
HACCP, S50P, testing for generic E. coli and Salmonella, and government
oversight/enforcement activities.

Currently, Chile has no equivalence determinations for poultry products.
4. LEGAL BASIS FOR THE AUDIT

The avdit was undertaken under the specific provisions of United States laws and regulations, in
particular;

o The Pouliry Products Inspection Act (21 U.S. Code 451 et seq.).
# The Poultry Products Inspection Regulations {9 CFR Part 381), which include the United
States import requirements and the Pathogen Reduction (PRYHACCP and SSOP regulations.

3. SUMMARY OF PREVIOUS AUDITS

MNo previous audits of Chile’s poultry inspection system have been conducted by FSIS.

6. MAIN FINDINGS

6.1 Government Oversight

Meat inspection activities are centrally located in Santiago and are administered by the SAG

Department of Livestock Protection. The Chief of the Department of Livestock Protection
Department has direct authority over all poultry establishments, including those seeking to be
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certified to export poultry products to the United States. The Chief of the Department of
Livestock Protection serves as the Chief Veterinary Officer for Chile’s poultry inspection
system. The central headquarters office has the legal and regulatory authority to administer the
poultry inspection program. The official list of establishments is maintained and controlled by
the Chief of the SAG Department of Livestock Protection. New official guidelines and
regulations are also issued and disseminated to the lower level inspection offices by CCA
headquarters in Santiago.

Implementation of inspection activities is accomplished by the Veterinarian-in-Charge of each
official establishment, with oversight from the regional offices and headquarters. Vernification of
implementation is accomplished by monthly supervisory reviews conducted by the Regional

Supervisory Inspector.

SAG's Department of Livestock Protection has mechanisms in place to control products from
livestock suspected of animal and/or public health risks. In addition, controls are in place and
carried out to prevent fraud or misuse of export certificates, as well as ensure the integrity of

export product inspection process.
6.1.1 CCA Control Systems

The SAG Department of Livestock Protection has the organizational structure and staffing to
ensure uniform implementation of United States” requirements.

6.1.2 Ultimate Control And Supervision

The SAG Department of Livestock Protection has ultimate control of inspection activities. The
supervision of non-veterinary inspectors at the establishment level is the responsibility of the
Veterinarian-in-Charge. The Veterinarians-in-Charge are supervised by the Regional Directors
and the Regional Supervisory Inspectors. Staffing appeared adequate in individual
establishments.

6.1.3  Assignment of Competent, Qualified Inspectors

The central headquarters is responsible for ensuring adequate training of veterinarians and
inspectors before assignment to an official establishment. Training is overscen by SAG and
administered in partnership with local universities. The program includes 2924 hours of training
for basic certification before on the job training is camed out by the Veterinanan-in-Charge in
cach establishment. Additional training is generally coordinated and provided by the CCA,
although as the need anises other training may be coordinated at the regional or establishment
level. Chile has also had numerous participants in the FSIS sponsored Meat and Poultry
Inspection Seminar in recent years, as well as contracted with consultants for additional training
in United States’ import inspection requirements.

6.1.4 Authority and Responsibility to Enforce the Laws

The CCA and the official inspection personnel have the authority and responsibility to enforce
United States’ requirements. The Chief of the SAG Department of Livestock Protection, the
Regional Directors, and Supervisors, as well as the Veterinarians-in-Charge at cach
establishment are all authorized to enforce the government of Chile's poultry inspection



requirements and the United States’ import requirements, including animal health and welfare,
control of animal disease, veterinary medicines, and the production of safe foods of animal
origin. The Veterinarians-in-Charge at each establishment, as well as the Regional Supervisors
and Directors, and designated headguarters personnel all have the legal authority 1o suspend
operations and delist certified esteblishments to prevent the export of unsafe poultry products to
the United States.

6.1.5 Administrative and Technical Support
The SAG Department of Livestock Protection appears to have adequate technical support.
6.2 Headguarters Audit

‘The audit team met with the Chief of the SAG Department of Livestock Protection and other
govemment officials at the CCA headgquarters to obtain a better understanding of the oversight
and enforcement responsibilities of the government of Chile. Official pay records, training
records, and other enforcement and oversight documentation were reviewed at the headguarters
and regional levels, which have direct oversight of the establishment level inspection functions.

6.2.1 Audit of Regional and Local Inspection Sites

Two Department of Livestock Protection regional offices located in Rancagua (Region VI) and
Cuillota (Region V) respectively were audited. In addition, one local inspection office, also
located in Quillota, was andited. The two establishment inspection offices were audited.

The regional and local level office audits revealed that all relevant regulations, notices, and other
inspection documents and records were effectively disseminated from headguarters through the
regional offices to the local and establishment level offices. This activity was accomplished by
hard copy and e-mail.

The local level offices do not perform inspection oversight and enforcement functions. Rather,
these offices are primarily responsible for administrative support to the establishments and the
regional office. Punctions include inspector payment record keeping, assignment of personnel,
and other administrative and human resource activities. While there is a veterinarian assigned to
each local office, these individuals do not have responsibility for the oversight of establishment
level inspection functions and implementation of United States’ import inspection requirements.

No deficiencies were observed except the following:
¢ In one Regional Office, the verification documentation was not included in the record for
corrective actions taken as a result of observations made during a monthly supervisory
visit. The SAG Department of Livestock Protection officials understood the issue and
committed to providing this documentation in the future.
7. ESTABLISHMENT AUDITS

Two poultry slaughter establishments that are seeking certification to export poultry products to
the United States were presented for review to FSIS as fully meeting the United States” import
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inspection requirements. One establishment was a chicken slaughter establishment and the other
one a turkey slaughter establishment.

Chile is not vet approved to export poultry products to the United States and because this was an
initial on-site audit, no delistments or notices of intent to delist (NOID) were issued. However,
in the case of one establishment, if it had been certified it would have received an NOID. SAG
officials issued the equivalent of a 30-day letter for observed deficiencies.

Specific deficiencies are noted on the attached Foreign Establishment Audit Checklists.
8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS

During laboratory audits, emphasis was placed on the application of procedures and standards
that are equivalent to United States' requirements.

Residue laboratory audits focused on sample handling, sampling frequency, timely analysis, data
reporting, analytical methodologies, tissue matrices, equipment operation and printouts,
detection levels, recovery frequency, percent recoveries, intra-laboratory check samples, and
quality assurance programs, including standards books and corrective actions.

The following residue laboratories were reviewed. The first two laboratorics work jointly to
carry oul reference laboratory functions.

» Department of Laboratory and Quarantine Service (Departmento de Laboratorio y
Estacion Cuarentenaria Pecuaria in Santiago

MNuclear Applications Department, Chilean Nuclear Energy Commission in Sanliago
ANALARB Chile, 5.A. in Santiago

Corthom Quality (Chile), 5.A. in Santiago

Laboratory of Veterinary Pharmacology in Santiago

The microbiology laboratory audits that were conducted focused on analyst qualifications,
sample receipt, timely analysis, analytical methodologies, analytical controls, recording and
reporting of results, and check samples. The following microbiology laboratories were audited.
The first laboratory serves as the reference laboratory for microbiology analysis.,

» Apgriculiure and Livestock Service (Servicio Agricola y Ganadero, SAG) Laboratory in
Santiago
LABSER in Rancagua
University of Chile, Faculty of Science for Chemistry and Pharmaceuticals in Santiago

The FSIS requirements were being followed as required in the microbiology and residue
laboratories and no deficiencies were observed. Residue testing is being accomplished as
required by the national plan.

9. SANITATION CONTROLS
As previously stated, FSIS focuses on five areas of risk to assess an exporting country’s pouliry

inspection system. The first of these risk areas that the audit team reviewed was Sanitation
Controls,



Chile's poultry inspection system had controls in place for SSOP programs, all aspects of facility
and equipment sanitation, the prevention of actual or potential instances of product cross-
contamination, good personal hygiene and practices, and good product handling and storage

practices,

In addition, and except as noted below, Chile's inspection system had controls in place for water
potability records, chlorination procedures, back-siphonage prevention, separation of operations,
temperature control, work space, ventilation, ante-mortem facilities, welfare facilities, and

outside premises.
9.1 SS0P

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
S50P were met, according to the criteria employed in the United States” domestic inspection
program. The SS0P in both establishments audited were found to meet the basic FSIS
regulatory requirements with the following deficiencies noted in regard to implamentation
requirements:

* In one establishment, product contact surfaces on some belts were frayed. Product
contact surfaces on some metal cups (and other welds all around the establishment) in the
offal room had breaks and unsmooth welds, which could allow for the buildup of biofilm
(product residue).

= In one establishment, the descriptions of deficiencies on pre-operational sanitation
records were inadequate to identify the findings. Although provisions for preventive
measures were present in the SS0P plans, the S50P records did not record preventive
measures for the deficiencies.

9.2 Sanitation
The following Sanitation Performance Standard (SPS) deficiencies were observed:

* In one establishment, there was insufficient light at the reprocessing stations in
Proccssing,.

* In another establishment, there was insufficient light (multiple readings below 200 foot
candles) at one end of the inspection table at cotical control point (CCP) #1.

* In one establishment, the overhead wheels at the tums of the chain in slanghter and
processing had frayed edges. These wheels were directly over produoct.

* In another establishment, there was condensation on the guidelines, bars and support
structures above the product convevor belt for the removal of breast meat.

* In one establishment, the hand washing sinks were either not working or inaccessible/
mconvenient for employees in the processing and packaging areas.

* In one establishment, containers for condemned materials were allowed to come into
contact with containers for edible materials. No actual cross contamination was
observed. The containers were also not easily accessible to the employees in the area,

# In one establishment, containers for inedible materials were interchangeable with those
for edible materials. In the plastic containers, a red plastic bag was inserted and marked
as condemned. In metal bins, only a sign marking it as condemned was hung on the
container.



10. ANIMAL DISEASE CONTROLS

The second of the five risk areas that the FSIS audit tcam reviewed was Animal Disease. These
controls include ensuring adequate animal identification, control over condemned and restricted
product, and procedures for sanitary handling of returned and reconditioned product. The audit
teamn determined that the inspection system of Chile had adequate controls in place. No
deficiencies were noted.

Thers have been no outhreaks of animal diseases with public health significance since 2002, The
Animal and Plant Health Inspection Service (APHIS) does not currently have any import
restrictions on poultry products from Chile.

11. SLAUGHTER/PROCESSING CONTROLS

The third of the five risk areas that the FSIS andit team reviewed was Slaughter/Processing
Contrals. Thess include the following areas: ante-mortem inspection procedures, ante-mortem
disposition, humane handling and humane slaughter, post-mortem inspection procedures, post-
mortem disposition, ingredients identification, control of restricted ingredients, formulations,
processing schedules, equipment and records.

The controls also include the implementation of HACCP systems in all establishments and
implementation of a testing program for generic E. coli in slaughter establishments.

In both establishments, slaughter and processing deficiencies were observed. The FSIS auditor
observed deficiencics in HACCP implementation and E. coli testing.

11.1 Humane Handling and Humane Slaughter

Controls for the homane handling and humane slaughter of pouliry were in place and being
followed as required.

11.2 HACCP Implementation

All establishments that will be certified to export poultry products to the United States, with the
exception of facilities dedicated to cold storage, are required to have adequately developed and
implemented HACCP programs. The HACCP programs were evaluated according to the critena
employed in the United States’ domestic inspection program.

During this audit, both establishments audited were required to meet the HACCP requirements.
Chile had adequately implemented the HACCP requirements except for the following
deficiency:

» In one establishment, verification for the CCPs in the HACCP plan did not include
direct observation of the monitor, records review, or calibration of monitoring
equipment in the listed activities of verification. However, both records review and
calibration of monitoring instruments were being conducted and adequately
documented.
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11,3 Testing for Genenic E, coli

Chile has adopted the FSIS regulatory requirements for generic E. coli testing, except for the
following deficiency:

* In both slaughter establishments, the E. coli sampling is done by SAG. At the
direction of SAG, the number of samples is five per week, which does not meet the
requirements of 9 CFR, Part 381.94 for frequency.

o SAG officials are adopting the FSIS requirements in full until such time as
their base line risk assessment is complete and they can submit and receive
approval of an equivalence determination request for an alternate testing
schedule.

11.4 Testing for Listeria monocytogenes

Meither of the two establishments audited was producing ready-to-eat pouliry products. Asa
resull, the FSIS requirements for Listeria monocytogenes testing do not apply.

12. RESIDUE CONTROLS

The fourth of the five risk areas the FSIS audit team reviewed was Residue Controls. These
include sample handling and frequency, imely analysis, data reporting, tissue matrices for
analysis, equipment operation and printouts, minimum detection levels, recovery frequency,
percent recoveries, and corrective actions.

Five residue laboratories were reviewed during this aodit, two of which are carrving out
reference laboratory functions. Residue testing is being accomplished as required by the national
plan with the following exception:

® The records revealed there is a significant time gap between when the results are
received at SAG Headguarters and when they are received at the establishment. This
gap extended up to eleven months in some cases. Documents show that the turnaround
time at the lab for analysis was within expectations (30 days).
o SAG officials have committed to developing guidelines and protocols for the
timely transmission of the results to the establishment inspection team within
specified time frames.

Mo deficiencies in testing methodology were observed in the residue laboratonies.

13. ENFORCEMENT CONTROLS

The fifth of the five risk areas that the FSIS audit team reviewed was Enforcement Controls.
These controls include the enforcement of inspection requirements and the testing program for
Salmonella species.

13.1 Daily Inspection in Establishments

Daily inspection was being conducted as required in the both establishments audited.



13.2 Testing for Salmonella
Chile has adopted the FSIS regulatory requirements for testing for Salmonella species.

Both of the three establishments audited were required 1o meet the basic FSIS regulatory
requirements for Salmonella testing and were evaluated according to the criteria employed in the
United States’ domestic inspection program for slaughter establishments.

Testing for Salmonella was properly conducted in both slanghter establishments.
13.3 Species Verification

In both establishments, species verification testing was not being conducted as required.

13.4 Monthly Reviews

In both establishments, monthly supervisory reviews were being performed and documented as

required.
13.5 Inspection System Controls

The CCA had controls in place for ante-mortem and post-mortem inspection procedures and
dispositions; restricted product and inspection samples; disposition of dead, dying, diseased or
disabled animals; shipment security, including shipment between establishments; and prevention
of commingling of product intended for export to the United States with product intended for the
domestic markel.

Controls were in place for the importation of only eligible livestock from other countries, i.e.,
only from eligible third countries and certified establishments within those countries, and the
importation of only eligible meat products from other counties for further processing.

Lastly, adequate controls were found to be in place for security items, shipment security, and
products entering the establishments from outside sources.

Inspection system controls were being met, except for the following deficiency:
* Inone Regional office, the verification documentation was not included in the record for
corrective actions taken as a result of observations made during a monthly supervisory
visil. The Regional office understood the issue and provided documentation for this

record and committed ensuring this documentation was included with the record in the
future.

14. CLOSING MEETING

A closing meeting was held on December 17, 2004, in Santiago with the CCA. At this meeting,
the preliminary findings from the audit were presented by the audit team leader.

The CCA understood and accepted the findings.
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Shannon McMurtrey
Lead Auditor
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15. ATTACHMENTS TO THE AUDIT REPORT

Foreign Laboratory Awdit Forms
Individual Foreign Establishment Audit Forms
Foreign Country Response to Draft Final Auodit Report
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Ik Fiaq #1. Ventlaion X
14, Developed ard mplesenied o witten HACCP plam .
15, Conents of the HACCP Est the fod sty barweds, 42, Flumbing and Bewags
arilical eonirol pands, erflizal limits, &, mmecive octions. -
18 Aeconds documenting impiemestalion and fonierng of the 42, Water Supply
HACCF plan,
4, Diressing FoomsdLrsfiores x
17. Tha HACCP plan is shred and daled by B mapoasibie
wtaklahimen | individusl, 45, Equipmen and Liensls X
Hazard Aralyst and Gritical Gontal Paint
(HACCP) Systems - Ongoing Requiremants 48, Gankary Operafions
8. Momilorng of KACCP plan. -
e £7. Employes Hyglena
18. Verficaion ard veldation of HACCF plan. X g
45, Condessed Praduct Control i
0. Comectiveacton written in HACCP plan, - —
21, Memanzaed adequacy of the MAGCE plan. Part F - Inspection Requiranents _-
¥ Recoss doounenting; e wiilken HACCP plan, moshorng of the
srtical cunkl oies, duEes and tmes o speciic evect cocarses. W CST— Sty
“Part € -Economic { Wholasomanass 20, Dafly lizpacio Covamge
A, Labeing = Produnt Slandusds ’ i et e
A 1. Enfwcamant X
3, Labafing - Mot Weights
35, Goneral Labaing B2 Humame Handing
25 Fin Prod Slandanis/fcnsless mmumt'atmmuﬁmp X Arimal ke,
Part O - Sampling T -
MEHEE I'-'iﬂfl"lﬂiul'hﬂ . Anbs Mortem Inspection
7. Wirltten Procedurss 55 Poal Mol lmpelion
.al o rI m r 1 dll & L x ; 2 .
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FSIS 50006 (4042002 . : Page 2 i 2
BA. Obsarmton of the Estsbishment e -

Chilz Est. 05-09
14 December 2004

Mote — Labeling has not yet been requestad for US export products.

13— ﬁ:dﬂmﬂhﬁﬂmﬁﬁmwwﬂmmmmmmm Although
prmmshrmmmmesmpmeﬂhh S80P plans, :hnSEDPrc.mda did not record preventive measures for
tedaﬁcimcies 9 CFR § 41615 °

1951 ~ Vexification for the CCPg in the HACCP plan did not include direct observation nfﬂ::munjlm',nnmﬁ review or
calibration of monitoring equipmént in the listed activities of verification. Howeves, both records review and calibration of
moniforing instroments wera' being copducted and sdequately docomented, 9 CFRE 4174 (a) (2) & 417.8

2851 - Generic Escherichia coli (E. colf) sampling iz done by SAG: Thé sicher of samples is 5 per‘week which does not mest
the requirements of 3 CFR. § 381.94 for frequency. This is more like a verification sampling than the required establishment
gampling.  This method l:rf_smnp]iu,g'is at the direction of SAG,

34/51 — No species testing was being done.

40/51 — There was insufficient illohination (moltiple readings halmuﬂl.‘:fmu—mdh} #t one end of the inspection tahle at
CCPL. 9 CFR G 4162 & 4166

41 — These was conddensation on the goilelines, mmwmcmubmuh:mdm:mw I:relt for the removal -of
MMECTREJIEN :

44/51 - Hndwuhfngsinhwa HHthntwtuﬁngwhnmﬂﬂﬁinmmiulﬁrmphﬁs in the processing and
packaging arcas. 9 CFR § 416.2 (h) (2) & 416.6 '

45/51 — Containers for inedible materials wers interchangeable with those for edible materials. In the plastic containers, a red
plastic bag was inserted and marked as condemned. hmhlhmmlyungumhngnumdmmﬂmhm;mﬂm
container. 9 CFR § 416.3c & 4166 -

4E—Eﬂﬂtﬂll1?ﬂ for condemned materials were allowed to come into contact with containers for edible materials. Mo actoal
cross contammnation was observed, mmmmﬂmmnﬁmﬂyaéusﬂhhmm:mph}miuﬂuwm. 9 CFR §416.4d

NOTE: EMMWMW audit, the establishment was not D:rtlﬁ:-d. However, lm!liuahn-m a certified establishment, it
wonld have recefved an NOTD,

1. NAME OF AUDITOR | &, ﬂrrunsu_ml.u. D DATE e
Anrora F. Craver, IIVM % : r fa?;;’é:/
T V/ . ; 7 T



R FAME OF FOREIGN LABORATORY
FOCD AT PErsCTIN 12/14/04 Cortheon Wiaality (Chile), S.A
FOREIGN COUNTRY LABORATORY REVIEW
FOREIGN GoV'T AGENGY CITY & COUNTRY ACIDAESE OF LABORATORY
SAG, Govarnment of Chie Sarizgn, Chils Paiacis Risscn, Huschuraba, Sanfingo
“NAME OF REVIEWER MAME OF FORENSN OFriGIAL
Dr. B.P. Dey Raw A Corthinon, Direcor
——
Aesidoe CodeWame ] 500 EIII
REVIEW [TEMS TTEM ¥
@ Sample Handling o1 A A
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~
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29 A A
% E Equipment Oparafion 0 §
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W | Recovery Fraquency 12 ” A A
-
13 E Parcant Recovery 13 8l A A
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i g Check Sample Frequency 14 E A A
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o 5 A A
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9| comective Actions 18 A A
Intemafional Chack
17 A A
__| Sampias - I B
]
% Comacted Prar Defickenches 18 3
¢ :
s C—
= 10 o
i v
[+ a0 i .-JE

Signatuna of roviewes r—%ﬁ’]ﬂ M/Y

"2 101 iyl v

AT T——
F51% FORM 35204 (395

—eee
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e e S e e e PR CE=X X BN PR =1 WY T Feecr
REVIEW DATE HAME OF FOREIGN LABORATORY
T LT e 12114104 Corthron GQuaity (Chie)S.A.
[Cemman! Sheol)
FOREIGH GOV'T AGEMCY CITY & COUNTRY ADDRESS OF LABORATORY
SAG, Govemmar of Chile Sanfago, Chile Falach Riseco,
Hussharska
MAME OF REVEWER NAME OF FOREIGN OFFICIAL
. Santiagolr. B P. Day Reaul A Corthran, Director
RESDUE TEMMO, SR COMMENTS
A = Acceptable; N = Not Applicabls; O= Not Cbservad, Ul = Unacceptable
Please 562 afiached pege
B0 GOMS
500* ELISA

FEIS FLRM TS24 (390)

Page 2
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REVIEW DATE HAME OF FOREIGN LABORATORY
R PR s 12/8/04 Nuckear appication Department
FOREIGN COUNTRY LASORATORY REVEW Chilaan Muclaar Enargy Commission
FOREIGN GOV AGEMGT CITY & COUNTAY ADORESS OF LABORATORY
Govemment of Chile Sanfiago, Chile #wa Nueva Bibao 12501,
Las Codes, PO 0S006A7, Bandzgn, Chia
HANE OF REVIEWER HARE OF FOPERN DFFCIAL
Dr. B P. Dey Dir. Muri Gras ,
Head, Matrolagy In Chamistry saction, Muckear Applicafion Depariment
ﬂ e — s ———— e —
Resicue CodaMama 4 501
FEVIEW ITEMS TEM ¥ =
g | Sampls Handling o
14 1]
= Sample Fragoency o E A
L
8 | Timely Analysis 2 :.L: &
= ]
o S —
o Compositing Procedure o E B
% Intarpret Gomp Data = g =
@ | Data Reporting 06 A
e e —
Arce al A
_ i3 | Acceptable Mthod w_ |8
SE o
£ 8 | Comsct Tsuets) e |5 A
'8}
3 . El A
= § Equipmeni Diperation 0g 3
=
| Instrument Prinious o | E| A
Minimum Delaclion Leveds
11 A
&5 | Recovery Frequancy 12 A
- W
& E Pircent Recovery 3 | 8] A
gz 2
Eg Chick Sample Frequency 14 E M
o
i | Al Analysl WiCheck 3
g * | samples 14 E A
Correciiva Actions 1G M
Infemafional Chack
17 A
SEMplEs = |
(]
% Corractad Pricr Deficlencies 18 ﬁ N
i
I —
18 E
e 8
l_
ox 20 g
Signature o reviewsr W - Dae 'L {, qu [,1,11

|
F&18 FORM B304 () Cwsigned on Foemn Flow Softwars



REVIEW DATE WAME OF FOAEIGH LABORATORY
L T 12/9/04 Muclear Applicafions Depariment
(Commeni Sheaf) iChilaan Muciaar Enangy Commission
FOREIGH GOVT AGENCY CITY & COUNTRY ADDRESS OF LASORATORY
Giovarnmeant of Chile Santiago, Chis o Nusva Bitan 12,501,
Les Codos, P,0 06008ET, Sarfisge, Chile
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL
Dr, B. P, Day Dir. Muri Gras,

RESIOUE ITEM K,

Head, Metrclogy In Chamistry sschion, Nuclsar Application Depariment

COMMENTS

A = Acoaplable; N = Nat Applicable; 0= Not Observed; U = Unacceplabla

S

Disthylstibestral

FEE FORM 25204 {v8E)
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LN [ERARMMEHT OF aSRsa Lig REVIEW DATE
0T SAFTY G FOTHON SRs 12.8.04
HTEHETINAL PTG

FOREIGH COUKTRY LABCHATORY REVIEW

HAME OF FORENEN LAEDRATORY
AMALAR Chile, 5.4

FOREIGN GOV T AGEMET
SaG, Gowerrimant of Chile

CITY & COUNTHY
Santago, Chila

ADDAEES OF LABORATORY
Exgquicd For randnz 2552
klay, Sarfiam

NAME OF AEVIEWER
Dr. 8. P. Dy

Aesidue CodaMama

NAME OF FOREIGN OFFICIAL
Jorpa Espinoza Manita

w 401 | 100

aro

FEVIEW [TEMES
Sample Handing

ImEM &

Sample Fraguency

Timely Analyss

A
A
A

Compeaiing Procadura

Z2 || = | >

=

interpret Gomp Data

EVLUATION CODE

~ SAMPLING PROCEDURES ‘

Cata Reporting

E B BB
B »
| >

Accepiable Method

slelzle|2|»

Comact Tesuels)

Equipment Opesation

2 1B |8

ANALYTICAL
PROCEDURES

Instrument Prinfouts

EVLUATION CODE
ElE|lE |-
R I e

(=1

1

Minirmurn Dietection Lawals

"

=
=

||| ¥

=

Recovery Frequancy

I=

Parcent Recovery

Check Sample Frequancy

Al Analyst WiCheck
Samples

=
EVLUATION CODE

QUALITY ASSURANCE
PROCEDURES

Correciive Actions

Infemational Check

T

Correctad Prior Deficiancies

|| || |>F
| F ||| |>

=l |>|>|>

ik
[==)

| EVAL. CODE

19

OTHER I REVIEW

REVIEW

EVAL CODE

Sigratune of mviewer

e
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REVIEW HAME OF FOREIGN LABORATORY
FOREIGN COUNTRY LABORATORY REVIEW 15.8.04 ANALAB Chie, S.A
(Eommas Seell
FOREGN GOV'T AGENCY CITY & COUNTRY ACCHESE OF LABORATORY
SAG,Govemment of Chile Santiagn, Ghis Exaquisl Femancz 2342
Masu, Sarliago
NAME OF REVIEWER HANE OF FOREIGN OFFICIAL
Or. B, P. Dy Jarge Expinoza Munita
RESIOUE ITEM ML), GOMMENTS
A = Acceptable; N = Not Applicable; O= Not Observed; U = Unaccaplabla
100 Halocashans
e Oirganic Phosphorous Compound

£01 Arsenic
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FEIS FORM 85204 (W4}
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FOAEIGN COLNTRY LABORATORY REVIEW
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Government of Chilla Banfiago, Chila
“HEAME OF REVEWER RANE OF FOREIM OFFICIAL
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I e —— —
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a0 Sampla Handling o
o
= Sample Frequency 2 ﬁ N
l 7 (5]
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E w |2 W
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E .1
a8 Acoepiehle Method ar L.
oE o
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E o | All Analyst WiCheck 8 E N
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ey e
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—
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FORENGH COLNTRY LABORATORY REVIEW

MAME OF FOREIGH LABORATORY

' 12/9/04 Depanmanto de Laboratarke y Estacion Cusrentenara Pacuaria
{Camment Sheal)
FOAEIGN GOW T AGENGY CITY & COUNTAY ADCAESS OF LABCRATORY
Govemment of Chile Sanfiapn, Chils Av. Brulnes 140
NAME OF REVEWER WANE OF FORENGH OFFICIAL
Dr. B P. Day Pedra Enrlque Alfaro, Biochemico, Jalf Seacien Quirmica, Amilental v Alimantaria
RESIDUE -Hmm COMMENTS
A = Acceplable; N = Not Applicable; O= Mot Observad; U = Unacceptable
800 Sullonamides
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REVIEW DATE NAME OF FOREIGH LABORATORY
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il agisdictin 12.13.04 Laboratory Valarinary Pharmacaology,

{Comment Sheali Urdvarsity of Chile
FOREIGH GOV'T AGENCY CITY & COUNTH ADCRESS OF LABORATORY
SAG, Govemmant of Chills Santiago, Chile Sarva Rosa 11735
La Firats, Bartiage, Chils
NABE OF REVIEWER NAME OF FORENGN OFFICIAL
Dr. Besty San Martin, Director
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GOVERMMERT OF CHILE
DEPARTMENT OF AGRICULTURE
SAG

Livestock Protection Division
Santiago, March 31 2005
2948

Sally White

Director

International Equivalence Staff
Office of International Affairs
Food Safety and Inspection Service
Room 2137-5

1400 Independence Avenue, SW
Washington, DIC 20250

Dear Sally:

o
In relation to the results of the poultry audit done by an FSIS team during December 2004, T'm pleased
to enclose the report with our analysis and comments, including the measures adopted to solve the
discrepancies detected.

Sincerely,

faeal!
Apriculture and Livestock Services
fllegible/

[illegible signature]
HERNAN ROJAS OLAVARRIA
Director
Livestock Protection Division

fillegible signature!
CTG/OVP/MPR
CC: Mrs. Christina Sloop; Agncaltural Attache to the United States Embassy,
Mz, Bdisardo Santos: Agriculmeal Ataché to the Chilean Embassy in the United Sttes,
Foreign Commerce Subdivision {LL5.A)
' [ES 782
bw 47



RESPONSE TO THE DRAFT REPORT OF THE AUDIT PREFORMED BY F51S FROM DECEMBER
7 THROUGH 17, 2004,

The response to the draft report will cover the audit preformed on December 2004
In reference to:

Topic 6. IMPORTANT FINDINGS:
o 6.1 - Governmental Supervision:
No observations were noted.

¢ 6.2 Central Level Audit: :
The corrective measures adopted as result of the observations made during the monthly
supervisions are included in all regional departments.

Topic 7. ESTABLISHMENT ALUDIT: _
With regards to the specific discrepancies found in the audited establishments, these are being thoroughly
explained in the corresponding achievement report, Attachment 1.

Topic 8. WASTE AND MICROBIOLOGY LABORATORIES AUDIT:
No observations were noted.

Topic 9. SANITIZATION CONTROL:

s 9.1 Ohservations noted about SSOP and Sanitization were explained in the corresponding
achievement report, Aftachment 1.

e 9.2 Observations noted about Sanitization were explained in the comresponding achievement report,
Attachment 1.

Tﬁpi:: 10. ANIMAL DISEASE CONTROL:
Mo observations weare noted.

Topic 11. SLAUGHTER CONTROL AND PROCESS:

# 11.1 Human handling and humane slaughtering:
Mo obsarvations were noted.

® 11.2 HACCP Implementation
Ohbservations noted about HACCP implementation were explained in the achievement report,
Attachment 1.

® 11.3 Generic E. coli Sampling . _ _
" 8AG has determined to adopt strong measures for 9 CFR. Starting March 2005, the required modifications
will begin to be implemented.



® | 1.4 Monocytogenes Listeria Sampling
It's not applicable, Ready-for-Consumption Products (RTE) are not yet being requested for Export.

Topic 12. WASTE MANAGEMENT
Attachment 2 indicates the progress of distribution times of results of waste management to SAG

headquarters and to the establishments.
Topic 13, CONTROL OF REGULATIONS IMPLEMENTATION

13.3 SAG is developing the procedures and establishing the frequency for the implementation of the
Species Verification Test.
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GONVERMMENT OF CHILE
AGRICULTURE AND LIVESTOCE SERYICE
BAL
Zan Vicemis L3ne, BAL Wl Hzgmom
VERIFICATION OF CORRECTIVE MEASURES ADOPTED BY EST. 08-08 AS A RESULT OF AN AUDIT FREFORMED TO THE POULTRY INSPECTION SYSTEM BY
' THE UNITED STATES
FIMDIEGS MM EHATE CORRECTIVE PEENVENTIVE CORRECTIVE FERSON HELD VERIFICATIONS,
MEASURE MEASLRE ACCOAUINTABLE (1) Q72005
(2] OHZLZ2MES
TMaie: A rogeest for mport producy | Make & naues o APA Mk & request i AFA Pabic Walde Mone
trs the Unyited Sinies has mot heen
e yel ) . -
11/91 The contact surfoce of same a. The dermaged crop belt was & AR § prEveEitive Mo, 4 Gelender Chigtavo Cafipog @, Cairied ot ofn
‘betts were wormn out. The product immredintely reploced and will ke created for oheermbion and Femigio Jana {iTlegiale)
semiael gurfaee i some enetallie {ilegihle) by the maintenemee replozement of belts on a monthly basis b, Cerried oat on
[illegible] (b) and in othe wekda in 1114 h. Meimtesance saff will maie o regisiry {legible]
the wiale establishement (o) there b. The (illegible) of Mhe of the plant aress where 5loiler c. Cerried oarton
were ({llegible] in the miscellaneoos {illegihle} machine is changnd structumes s prosend which eould have {iTlegimle]
roeom ened welds thai were mat < As 0 preventive mEasurs, o the game defedd present, desigrisg a
polished, which could have ereated & | colesdar will be created gor corrective meimiEnanos program end
{illzgible} conting. CFE obdervwiicn and replacemeni of | 001 82008 and & momihly preventive
(416 & 416.17 bedts on & monthiy basie Mmalnienince.
3, The plans B3 bheen fidlowisg o weliding
imrpenvement progrim which will e an
0175004, Later the Midnienanss:
Dizpt. wall fallow with & momthly
28551 The penenie £ coll Saoples Hame Mons 24T Hows
weore 1dan by SAG, The @mple
wmaunt & 5 per wisk, Wil doeg
noé meet the TquUirEments
st by O CFR 381 54 This s rather a
vendficetion sample than the samples
reapatred iy the estabdishment. This
sampiing methad is the one dimectad
| by SALG
14/51= Ho species samples wern Meone Mone SA0 MamE
Frade
4051« The lighting system in 1t iz herchy riguesed dhat The lighting system maimtezance will be | Gestave Carmesd our on
penCEssnE and FEpTOCESINg aTeas rminfenance proviide a better incioded in the preventive muimienanoe T2 200 (FMETNSE
wag Insdequate, O CFR 416 30 & lighting sysiee in el processing | progrem of the plant
41E6 areay mentionead.
THES] — Wihen rwizsing the chain m Maiztenmmce Bupervisor requesty | Preventive mainienance program o these | Oustevo Campos E_-*I-I':I'.i'him-ltlrl
the slesghter house and daring aszessrent of proper Eequency wheels will be: poordinaed throegh o (ilksEile)
precessing, the upper whisls bad in ondler i camy cuta TSR RG COTEpUDETEEG SyiEm on e
Wl it adgings. Thase whesls matmerance program in this monthdy basis in onder to prevent this
were in dimcl comtact with the Tespect. drmage fium risiong the purity of the
preduoct. & CFR 416.3 &418.8 piisduca

Marcels RODEIGUES MY Mpis
‘eterinerian espector, Tearm Superviso
SAG Bst. v-08

Allegible signatum’




feeal AORICULTURE AND LIVESTOCE SERVICESAN VICIENTE OFFICEINEFECTIONA] RECGHOMN/ San Vicente T.T. March 21°, 20051 REG

San Vicente. SAG V1 Region | (iDegibie) Martinez 149, Segundo pisa [2° Floor), San Yicents de 7.1
{illegible) Fax: (56 72) 573790 e-madl: feclor samvicentie@ang oob ci
OFFICIAL VERIFICATION OF CORRECTIVE MEASURES ADOPTED BY EST. 03-09 TO OBSERVATIONS NOTED IN THE FSIS 12/15/2004 AUDIT

[Loge]

GOVERNMENT OF CHILE

AGRICULTURE AND LIVESTOCKE SERVICE

| HOM COMNFORMITY CORRECTTYE MEASURES [ FREVEMTIVE MEASLRES PERSOM HELD
GRESERVATIONS ACCDUNTABLE!
i 9 TR R L || DEATLIME

1 The descripfBon of In the existing Jocamentahon of Each i an HACCT and S50F HalCP VerifSed and rasolved
medTiciensy aff the HACDCP systern, the cormestive registry is made, these requirements

preaperetionol records
were uneceeptable. For e
dafieiencies decerted, anly

and preventive mesures ane
reconded electromically, moloding
analysis of the Frealn chge mnd

comietive and no [Tl wp, Based oo obesrvibiond
Preventive messures were mnde by the. podit staff, all the POC
nded. and S%0P record forms, coorective

and preventive mesmme columns
ingesher with resporaible persens
and dendlines are hebeded in the
mianibaring meords. Besides, &
codmmn is added ta speaify the type

will be anolyzed and inclodad in the
forme.

of verification mede [paper,
i tomingg surveillances or
calibenti
i The PLOL vesilication inthe | ATl types of veriflcatkns ars pomthly propraprening fo be made by | Companys To be il Werifed and
HACCP plan Jog ney inelded 1 the HACE plen, and the | the afficial servies s the oy of 1= Al HACCE plim, ] ved,
imeiude direel oteervation | direel mositor measurement @ verificaton 10 be made, m & wwy that BAG: Direct manitsng

from moitar, records included om tha cdfficial alll bypee shoald be imchedsd for all shall be included as part of
revision or egoipmen verificatioms. types of POC. venfbcation.
calibracion on the verified
activity lisk _
4 Mo species mmphs Mt agmilicabide in the plant. This 1
avilubile a dectsicn o b made by Cenoml

30
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OFFICIAL VERIFICATION OF CORRECTIVE MEASURES ADOPTED BY EST. 05-00 TO ORSHERVATIONS NOTED IN THE FSIS 120 52004 AUDIT

i| =ome of then wers mecozssble
for some workers. This was
deieered is The besarhing room,
shipping room mnd subsequent
PrOCssE.

studied, ad il was delemmined jo add
14 new washiasins, I foc the
tresthing ronmy, 3 in the shipping ares
and 1 in subsegaent procassmg anea, |
in marinesing ame, 3 o cutting and
cleaming. These stainless stee] pedal-
operwtesd washbeging will be installed
in the areas proviously meniicmed in
the aftached dingram. Two
washbaging will be msinllad on
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Waste Management Plan

Samples taken for the Waste Management Plan meet a cyele which starts from the moment that they are
taken in the plants until the results go back to the plants again, this period (Total Time for Response),
according to some ohservations made by the FSIS anditor is too long for our program.

The commitment adopted by Service in December 2004 was to decrease the response time, and the
following measures were taken for that purpose:

1. The calendar for sample taking in the plant was programmed on a weekly basis, which allows to
gel focused on the samples armival at laboratories.

2. Analysis to be made in the program were divided by type of matenial, this allows the program of
equipment use and improves its efficiency.

As a result of these measures, the total time for response has been reduced considerably.

Diagram No. 1 shows the average time laboratories take to render an analysis result, it is noted an average
of less than 13 days.

Table 1:
Laboratory Species

Broiler Pigs Turkeys Cattle
Analab 13.6 11.4 13.4 11.8
Corthom Quality 12.4 11.7 15.8 12.9
University of Chile 6.1 138 9.4 11.9
(General Average 10.2 12.8 11.9 12.6

Table 2 shows the average time in days that take to receive the amalysis results from the moment of
sample taking until Service gets o know the results, this period includes the deadlines indicated in the
previous diagram.

Laboratory Species

Broiler Pigs  Turkeys Cattle
Analab 21.2 22.6 24.2 26.4
Corthorn Cuality 18.1 18.6 24.2 21.3
Umversity of Chile . 2L.0 19.9 15.1 43,7
(eneral Average 19.7 19.7 20.1 22.9

In order to speed up the process of the waste management program, a software was developed in 2004.
This information system will start to function in the first semester of this year and will expedite the
transmission of information in each of the system phases.




