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Dear Dr. Valdivia: 

The Food Safety and Inspection Service (FSIS) conducted an on-site audit of Nicaragua's meat 
inspection system July 8 through July 22,2008. Comments from the government of Nicaragua 
have been included as an attachment to the f dreport. Enclosed is a copy of the final audit 
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me at telephone number (202) 205-3873, by facsimile at (202) 720-0676, or electronic mail at 
manzoor.cha~@fsis.usda.gov. 

Sincerely,, , 

Manzoor Chaudry 
Deputy Director 
International Audit Staff 
Office of International Affairs 
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DGPSA 
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MAG-FOR 
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SSOP 

Salmonella 

VIC 

Auxiliary Inspector 
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Chief Veterinary Meat Inspector 
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and Forestry 

Notice of Intent to Delist 

Pathogen Reduction! Hazard Analysis and Critical Control Point 
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Sanitation Performance Standards 

Specified Risk Material 
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The audit took place in Nicaragua from July 8 through July 22,2008. 

An opening meeting was held on July 8,2008in Managua with the Central Competent 
Authority (CCA). At this meeting, the auditor confumed the objective and scope of the 
audit, the details of the audit itinerary, and requested additional information needed to 
complete the audit of Nicaragua's meat inspection system. 

The auditor was accompanied during the entire audit by representatives fiom the CCA, 
the Direction General de Protectiony Sanihd Agropecuaria (DGPSA), and when 
appropriate, representatives from the local inspection offices. 

2. OBJECTWE OF THEAUDIT 

This was a routine audit. The objective of the audit was to evaluate the performance of 
the CCA with respect to controls over the slaughter and processing establishments 
certi&d by the CCA as eligible to export meat products to the United States with special 
emphasis on controls for Escherichia coli (;E coli) 0157:H7in beef and humane handing 
and humane slaughter of livestock. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA. 
the five establishments eligible to export to the United States (US.),the official 
government residue laboratory and the official govemment microbiology laboratory. 

Competent Authority Visits Comments 

Competent Authority I 1 II Directly supervises the 

eligible establishments 


Meat Slaughter and Processing Establishments 4 


Meat Processing and Cold Storage Establishment II 1 II 

Residue Laboratory 1 
I I 

Microbiology Laboratory 1 

3.PROTOCOL 

The official on-site audit was conducted in four parts. One part involved interviews with 
CCA officials to discuss oversight programs and practices, including enforcement 
activities. The second part involved an audit of a selection of records in Nicaragua's 
inspection headquarters offices. The third part involved on-site visits to the four beef 
slaughter and processing estabIishents and one processing and cold storage 
establishmentcertified by Nicaragua as eligible to export to the U.S. The fourth part 
involved on-site visits to the governmentresidue and microbiology laboratories 
conducting testing on product eligible for export to the U.S. 



Program effectiveness determinationsof Nicaragua's inspection system focused on five 
areas of risk: (1) sanitation controls, including the implementation and operation of 
Sanitation Standard Operating Procedures (SSOP) and SanitationPerformance Standards 
(SPS); (2)animal. disease controls; (3) slaughterlprocessing controls, including the 
implementation and operation of Hazard Andysis and Critical Control Points (RACCP) 
programs and the testing program for genericE. coli; (4) residue controls; and (5) 
enforcement controls, including the testing program for Salmonella species (Salmonella). 
Nicaragua's inspection system was assessed by evaluatingthese five risk areas. 

During dl on-site estabIishment visits, the auditor evaluated the nature, extent, and 
degree to which findings impacted on food safety and public health. The auditor also 
assessedhow inspection services were carried out by Nicaragua and determined if 
establishment and inspection system controls were in place to ensure the production of 
meat products that are safe, unadulterated and properly labeled. 

During the opening meeting, the auditor explained that FSIS audits a country's inspection 
system in accordancewith two areas of focus. First, FSIS audits against FSIS -

requirements. These include daily inspection in at2 certified establishments, humane 
handling and slaughter of livestock, the handling and disposal of inedible and condemned 
materials, species verification, and FSIS' requirements for HACCP, SSOP, testing for 
generic E, coli and Salmonella. 

Second, FSIS audits against any equivalence determinationsthat have been made by FSIS 
forNicaragua under provisions of the SanitmyPhytosanitary Agreement. Currently, a 
special equivalence determination regarding the method of d y s i s  for Diethylstilbestrol 
in meat products is in effect for Nicaragua. 

4. LEGAL BASIS FOR THE AUDIT 

The audit was undertakenunder the specific provisions of U.S. laws and regulations, in 
particular: 

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.) and 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end), which include the 
Pathogen Reduction/HACCP regulations. 

5.  SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' website at the following address: 

The last two FSIS audits of Nicaragua' s inspection system were conducted in 
FebruaryIMarch 2006 and Febmq/March 2007. 



In FebruaryMarch 2006, five establishmentswere certifiedby Nicaragua as eligible to 
export to the U.S. The following deficiencies were identified: 

In the cold-storage facility, although the establishment management reported taking 
product temperature and cleaning and sanitizingthe thermometer and drill after each 
use, there were no written procedures and records to confirmthis activity. 

Inone establishment, plastic containers for edible product use were not properly 
cleaned and were reused. No clean containers were avaiIable in the edible offal area. 
Additionally, the area for washing dirty containers was located adjacent to the kill 
floor, in close proximity to passing edible product. 

No temperature-monitoringdevice or written records were available for one of the 
two refigeratorsused for the storage of chemical standards. 

InFebmaryIMarch 2007, five establishments were certified by Nicaragua as eligible to 
export to the U.S.;two of these five estabIishmentswere audited. The following 
deficiencies were identified: 

Several plastic cutting boards were observed with dark stains. 

A conveyor belt, used for transport of edible product, had two cracks and several dark 
stains. 

The conveyor belt that had been installed to replace the one found deficient during 
pre-operational sanitation inspection also had a crack and some dark stains. 

The door connecting the cooler with the deboning room was observed contacting 
carcasses when it was opened. 

Monitoring records for CCP 3,which had a Critical Limit (CL) of 47°F for carcass 
temperature inthe cooler, indicated three deviations k m  the CL. However, no 
records of any corrective actions could be located. 

One establishment was issued a Notice of Intent to Delist (NOID) for deficiencies in the 
implementation of basic requirements of the SSOP. 

6.1 Government Oversight 

The office of the Direction General de Protectiony Sanidad Agmpeeuariu (DGPSA),or 
the General Directorate for Agricultural Protection and Health, is under the umbrella of 
the Ministerdo de Agropecuario Forestal (MAG-FOR), or Ministry of AgricuIture and 
Forestry. 



The Direction de Inocudud Agroalimenturia (DIAj is responsible for providing 
government oversight of Nicaragua's meat inspection programs. DGPSA is Nicaragua's 
CCA and has direct authoriw over the Nat iod  Laboratory of Residue and the Central 
Laboratory for Micro Analysis in Managua, the official government laboratories of 
Nicaragua. These official government laboratories perform analytical chemical and 
microbiological testing of meat products exported to the United States. 

The Chief Veterinarian for Meat Inspection (CVMI) reports to the Director of DGPSA 
and supervises the five Veterinarians-in-ChargePIC). The official guidelines and 
regulations are issued by the DIA headquarters in Managua. Any change in the 
regulations must be subjected to a rule-making process that includes analyzing and 
evaluating public comments. The structure and the function of the Ministry and 
Directorates have not changed since the last audit. 

All inspection personnel assigned to the establishments certifiedto export meat to the 
United States are full-time government employees receiving no compensation from either 
industry or establishment personnel. Inspection personnel can hold outside employment 
provided it does not serve as a conflict of interest with their inspection duties. 

Meat export certificatesare controlled by the VIC and are signed and distributed on an as-
needed basis to the official inspection personnel stationed at the certified establishments. 
Additionally, the VIC maintains documented control of all official government seals and 
stamps. The VIC in the five establishments currently certified as eligible to export to the 
United States maintain physical control of all assigned government seals and stamps. 

Verification activities are performed through such activities as monthly supervisory 
reviews and inspection verification of establishment activities. Suspension and 
withdrawal of inspection is authorized by the Head of the Inspection Service. 

6.1.1 CCA Control Systems 

The DIA is headed by a CVMI who has the responsibility for oversight of Nicaragua's 
meat establishments. During this audit, this CVMI accompanied the FSIS auditor and 
served as the audit leader for the five establishment audits. He manages and 
communicates any new inspection guidelines, including new FSIS Directives, Notices, 
and regulations, to the VIC in all five U.S. eligible facilities and also provides 
instructions on how to implement them. The CVMI communicates with the VICs 
through faxes, e-mails, and hard-copy memos. 

The CVMI is directly responsible for ensuring implementation of FSIS requirements by 
the VIC at each certified establishment. There are no regional or district offices in 
Nicaragua. 



6.1.2 Ultimate Control And Supervision 

The implementationof the inspection programs in the five eligible establishments that 
export meat product to the U.S.is accomplished through the VICs and their Auxiliw 
Inspectors (AIs). The VICs are rotated between the establishments every two years. 
At each certified estabIishment, the VIC has the authority to cease the establishment's 
production operations any time the wholesomeness and safety of the product is 
jeopardized. The VIC reports directly to the CVMI regarding enforcement activities. The 
CCA has direct supervision over inspection personnel at establishments certified to 
export to the U.S. Additionally, periodic supervisory audits are performed. Decisions to 
suspend the operations of an establishmentfor non-compliance or to delist an 
estabhshment from exporting to the U.S. are made by the Head of the Inspection Service. 

The VIC has direct supervision over other inspection personnel assigned to certified 
establishments. In the five establishments certified to export meat to the U.S., DL4 has 
the inspection personnel to carry out the FSIS requirements. 

The governmentof Nicaragua has the organizational structure m d  staffing to ensure 
uniform implementation of U.S. import requirements. 

6.1.3 Assignment of Competent, Qualified Inspectors 

Inspection officials in the certified establishments are paid by the government of 
Nicaragua. The MAG-FOR employs a user-fees system to collect f e s  from the certified 
establislments for inspection services rendered. 

All inspection personnel assigned to c e ~ e destablishments undergo initial and ongoing 
training, as well as participate in practical on-the-job training under the combined 
supervision of the CVMI and the VIC. 

All oficial veterinariansare qualified veterinarians who have obtained their college 
veterinary degrees from accredited veterinary colleges inNicaragua and other countries in 
the region and in Europe. Each A1 is required to have a high school diploma with a major 
in livestock or agriculture. 

The government of Nicaragua has competent inspection personnel in all of the certified 
establishments. 

6 14 Authority and Responsibility to Enforce the Laws 

The sanitation, slaughter, and processing inspection procedures and standards, and the 
legd au~ori tyto enforce these requirements, are outlined and specified in two Iegal 
documents, the Reglamento de InspectionSanitaria de Cmnepara Establecimientos 
A utorizados (Regulation of Sanitary Inspection of Meat for Authorized Establishments) 
and the Ley (291) Basica de Salud Animal y Saaidad Vegetal (Basic Law of AnimaI 
Health and Plant Health). 



The official inspection personnel ase authorizedto enforcethe government of Nicaragua's 
meat inspection legislationand U.S. import requirements, including animal health and 
welfare, control of animd disease, veterinary medicines, and the production of safe foods 
of animal origin. TheCVMI of the DL4 and the VIC at each certified establishmenthave 
the legal authority to suspend operations and delistcertified establishments to prevent the 
export of unsafe meat to the U.S. 

6.1.5 Adequate Administrative and Technical Support 

The DGPSA has adequate administrative and technical support to operate Nicaragua's 
meat inspection system and to ensure its compliance with U.S. requirements. The CCA 
has the ability to support a third party audit. 

6.2 Headquarters Audits 

The auditor conducted a review of inspection system documents at the headquartersof the 
inspectionservice and in the inspection offices of the establishments. The records review 
focused primarily on food safety hazards and included the following: 

Methods of payment to inspection personnel. 
Proper distribution of relevant legislation to inspection personnel. 
Process of hiring, qualification, and assignment of inspection personnel to the U.S. 
certified establishments. 
Internal review reports. 
Other supervisory visits to establishments that were certified to export to the U.S. 
New laws and implementation documents such as regulations, notices, directives, and 
guidelines. 
Sampling and laboratory analyses for residues. 
Sanitation, slaughter, and processing inspection procedures and standards. 
Products from livestock with conditions such as cysticercosis. 
Control of inedible and condemned materials. 
Export product inspection and control including export certificates. 
Enforcementrecords, including examples of criminal prosecution and seizure and 
control of noncompliant product. 

No concerns arose as a result o f fe examination of these documents. 

7. ESTABLISHMENTAUDITS 

The FSIS auditor visited the four slaughtex/processingestablishents and one 
processing/cold storage establishmentthat have been certified by the DL4 as eligible to 
export to the U.S. None was delisted and none was issued anNOID by Nicaraguan 
officials. 



8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits, emphasis was placed on the applicationof procedures and 
standards that are equivalent to U.S. requkments. 

The residue laboratory audit focused on sample handing, sampling frequency, timely 
analysis, data reporting, analyticalmethodologies, tissue matrices, equipment operation 
and printouts, detection levels, recovery fiequency, percent recoveries, intra-laboratory 
check samples, international check samples, and quality assurance programs, including 
standardsbooks and corrective actions. 

The following residue laboratory was reviewed: 

The Lab Naciond de Residuos Quimicos y Biologicos 

No concerns arose as a result of the residue laboratory audit. 

The microbiology laboratory audit focused on the following parameters: the role of the 
laboratory relative to other laboratoriesinvolved in U.S.export testing; which U.S.export 
establishments and products were being tested; the U.S.export testing activities;the 
receipt of samples from all the establishmentsthe laboratory says it services;the testing 
of samples for the relevant pathogens and at the relevant frequencies; the receipt of the 
correct type of sample; and the testing of the correct amount of product sample for the 
analysis. 

The followingmicrobiology laboratory was reviewed: 

The LaboratoriaCentral de Diagnostico Veterixlario MicrobioIogia de Alimento 

The microbiology laboratory audit resulted in the following findings. 

The laboratory lacked the capability and a trained analyst to perform the isolation 
and identification of E. coki 0157:H7 bacteria by a method equivalent to the 
method used by FSIS laboratories. 

The method of analysis used for isolation of Salmonella had not been submitted to 
FSIS for determination of equivalence and pre-enrichmentof the sponge samples 
for SuImonelIa was not being performed in a manner equivalent to FSIS methods. 

The laboratory quality control procedures and records did not document 
significant details of culture media preparation and storage. 

9. SANITATION CONTROLS 

As stated earlier, the FSIS auditor focuses on five areas of risk to assess Nicaragua's meat 
inspection system. The first of these risk areas that the FSIS auditor reviewed was 
Sanitation Conbols. . , .  



Based on the on-site audits of establishmentsand except as noted below, Nicaragua's 
inspection system had controls in place for SSOP programs, good personal hygiene 
practices, and good product handling and storagepractices. 

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

In four of the five establishmentsaudited, deficiencies were noted in the Sanitation 
Controls. 

These deficiencies are documented in the attached individual establishment checklists. 

9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOPwere met, according to the criteria employed in the U.S. domestic inspection 
program. 

In two of the five establishments audited, deficiencies were noted in the implementation 
of the pre-operational or operational SSOP. 

In one of the five establishmentsaudited, deficiencies were noted in the SSOP record- 
keeping. 

n e s e  deficiencies are documented in the attached individual establishment checklists. 

9.2 SANITATIONPERFORMANCE STANDARX3S 

The FSIS regulations in 9 CFR 416.2 to 416.5 set forth specific sanitationperformance 
standardsthat establishments must meet to prevent the creation of insanitary conditions 
that could cause the adulteration of meat products. 

In three of the five establishmentsaudited, deficiencies were noted in the implementation 
of the sanitationperformance standards. 

These deficiencies are documented in the attached individual establishment checklists. 

10. ANIMAL DISEASE CONTROLS 

The second of the fiverisk areas that the FSIS auditor reviewed was Animal Disease 
Controls. These controls include ensuring adequate h a 1 identification, control over 
condemned and restricted product, and procedures for sanitary handling of returned and 
reconditionedproduct. The auditor determined that Nicaragua's inspection system had 
adequate cotltrols hplace. 



No deficiencies were reported. 

There had been no outbreaks of animal diseases with public health significance since the 
last FSIS audit* 

11.  SLAUGHTERIPROCESSINGCONTROLS 

The third of the five risk areas that the FSIS auditor reviewed was SlaughterProcessing 
Controls. The controls include the followitlg areas: ante-mortem inspection procedures, 
ante-mortem dispositions, humane handling and humane slaughter of livestock, post-
mortem inspection procedures, post-mortem dispositions, ingredients identification, 
control of restricted ingredients, formulations, processing schedules, equipment and 
records, and processing controls of cured, dried, and cooked products. 

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

1 1.1 Humane Handling and Humane Slaughter 

No deficiencies were reported. 

11.2 HACCP Implementation 

All of the establishmentsapproved to export meat products to the U.S. are required to 
have developed and adequately implementedHACCP programs. Each of these programs 
was evaluated according to the criteria employed in the United States' domestic 
inspection program. 

In two of the five establishments audited, deficiencieswere noted in the implementation 
of the HACCP plan in either the description of monitoring or verification of the Critical 
Control Points. 

These deficiencies are documented in the attached individual establishment checklists. 

11.3 Testing for Generic E. coli 

Nicaragua had adopted the FSIS regulatory requirements for testing for generic E. cooli. 
The four slaughterlprocessingestablishmentswere required to meet the basic FSIS 
regulatory requirements for testing for genericE. coli and were evaluated according to the 
criteria employed in the United States' domestic inspection program. Testing for generic 
E coli was properly conducted in all establishments. 

11.4 Testing for Lisferia monocytogenes 

None of the establishmentswas producing any ready-to-eat products, either for the U.S. 
or f ~ rany other domestic or foreign markets, so the requirements for testing for Ldsferia 



monocytogenes according to the Final Rule of June 6,2003, did not apply to these 
establishments. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditor reviewed was Residue Controls. 
These controls include sample handIing and frequency, timely analysis, data reporting, 
tissue matrices for analysis, equipment operationand printouts, minimum detection 
levels, recovery frequency,percent recoveries, and corrective actions. 

No deficiencies were reported. 

13. ENFORCEMENT CONTROLS 

The fifth of the five risk areas that the FSIS auditor reviewed was Enforcement Controls. 
These controls include the enforcement of inspection requirementsand the testing 
program for Salmonella. 

13.1 Daily Inspection in Establishments 

Documented daily inspection was provided in all eligible establishmentsfor production 
days on which U.S. eligible product was produced. 

13.2 Testing for SaEmoaeIla Species 

Nicaragua had adopted the FSIS regulatoryrequirements for testing for Salmonella 
species. The four eligible slaughterIprocessingestablishmentswere evaluatedaccording 
to the criteria employed in the U&d States' domestic inspection program. 

No deficiencies were reported. 

The laboratory method recorded on the analytical results of the SaImonella testing had not 
been submitted to FSIS for equivalence determination. 

13.3 Species Verification 

At the time of this audit, Nicaragua was required to perform species verification on U.S. 
eligible products. Species verification was being conducted in the eligible establishments 
as required. 

13-4 Periodic Reviews 

Periodic supervisory reviews of all certified establishmentswere being performed and 
documented as required. 

13.5 Inspection System Controls 
... - ,  , . , .  , , . .&. - - . - . . - .. . 



-	 The CCA had controls in place for ante-modern and post-mortem inspection procedures 
and dispositions; restricted product and inspection samples; disposition of dead, dying, 
diseased or disabled animals; shipment security; and prevention of commingling of 
product intended for export to the U.S. with product intended for the domestic market. 

Furthermore, controls were in place for security items, shipment security, and products 
entering the establishments from outside sources. 

National mandates for the implementation of the requirements for special handling of 
Specified Risk Materials regarding Bovine Spongiforrn Encephalopathy (BSE) had been 
implemented. Non-ambulatory cattle were condemned upon ante-mortem inspection, no 
beef containing SRMs was permitted in U.S.eligible product, mechanically-separated 
beef is ineligible for use in U.S, eligible product, and air-injection stunning was not 
permitted in Nicaragua. 

Inspection service officialswere not enforcing some of the U.S. requirements in four of 
the five certified establishments. 

14. CLOSING MEETING 

A closing meeting was held on July 22,2008 with the CCA. At this meeting, the 

preliminary findings from the audit were presented by the auditor. 


The CCA understood and accepted the findings. 

Timothy kg,DVM 

Senior Program Auditor 




15. ATTACHMENTS 

Individual Foreign Establishment Audit Forms 

Foreign Country Response to DraR Final Audit Report (when available) 




__ 

-- 

United States Department of Agriculture 
Food Safety and Inspedbn Service 

Foreign EstablishmentAudit Checklist 
1. 	 ESTABLISHMWT NAMEAND LOCATION 2. AUDIT DATE 3. ESTABLISHMENTNO. 4. NAME OF COUNTRY 

Matadero Novaterra 07/15/08 2 Nicarawa 
Km42 
CmeteraPanamericana Morte 5. NAMEOF AUDITOR(S) 6. TYPE OF AUDIT 


Municipio Tipitapa 0 

Timothy Kmg,DVM 

Place an X in the Audit Results block to indicate noncompIiance with requirements. Use 0 if not applicable. 
Part A -Sanitafon Standard Operating h c e d u  rn(SSOP) wit 

Bask Reaukements Rmdb 

7. Written SSOP 	 I 
8. 	 Records docurnentng implementation. I 
9. 	 Signed and d&ed SSOP,by m-sle w overall authority. 35. Residue 

Sanitation Standad Operating Proceduws(SSOQ) Part E -Other Requirements

Ongoing Requirements 
 I 

10. Implementationof SSOP's, including monitoring of implementation. 35. Export 

1 1. Maintenanceand evaluatbn of the effectivenes ofSOP'S. 	 37. Import 

12. 	 Cormctive action when the SSOPs have faled to p r m n t  direct 38. Establishment Gmmds and Pest Contmlpduct  cordamlnatlcn or adulteration. 

Part 3 - Hazard Analysis and Critical Control 40. Light I 

Point (HACCP) Systems - Basic Requirements I ti-
41. 	Ventilation 

14. Develoced and imulemsnteda written HACCP elan . I - -..-A 
15. 	Codents of the HACCP list the fcod safety haards. 42. Plumbing and Sewage 

caitlcd conb l  punts, critical limits. pcedrres, corrective actions. 

16. 	Records documenting impbmsntatlon and monitoringd the 43. Wata Supply 

HACCP plan. 

I 44. Dressing Rwmsllavatorles 


17. 	The HACCP plan is suned and dated by the responsible 
establishmmt indivauaf. 45. Equipment and Utensls 

Hazard AnalysB and Critical Control Point 

(HACCP)System -Ongoing Requirements I 46. Sanitary Operat'ms 


18. 	 Monitoring of HACGP plan. 

19. Verification and vaidation of HACCP plan. 
48. Condemned Prcduct Control 

20. 	 Co~ectiveaction writtm in HACCP plan. 
Part F - lnspe,ctbn Requirements21. 	 Reassessed adequacy of the HPCCP plan. 

22. 	 Reco& documarting: h e  written HACCP plan, rmnitoriw of the 49. Government Staffing 
critical canto1 pints, dates a d  tmes d specific evert ccarremes.-

Pait C - Economic / Nho[esomeness 	 50. Dally Inspectim Coverage 

23. 	 Labeling - Roduct Standards 
51. 	 Enforcement X 

24. 	 Labding - Nst Weights 
52. Humane Handling 

26. 	Fln. Prod Standards/Boneless (DefedslAPUPcrk Skinsfloisturn) 53. Animal Identification 

Part D -Sampling 
Generic E coii Testing 	

54. Ante Mortem 1 nspctbn 
L 


27. 	 Written Procedures 55. Post Mortem Insaction 

28. 	 Sample ColbctionlAnalysis 
Part G - Other Regulatory Ovedght Requiwments 

29. 	R%cOrdS 

0 

Salmonella Rrformance Standards - BasicRequimments 

56. Eumpan Community Diectives 

30. 	 Comt ive  Actions 57. Mmthly Review 

31. 	 Rmssessment 

32. 	 Written Assurance 



FSlS 5000-6 (W0412002) Page 2 of 2 

60. Observationof the Establishment Date: 07115108 Est #: 2 (Mhdero Novaterra [SIPICSD(Municipio Tipi- Nicaragua) 

41/51. The establishment failed to maintain ventilation adequate to control condensationto the extentnecessary to prevent the 
creation of insanitary conditions. In the box product cooIer# 3, condensatewas observedon the underside of the refrigeration 
unit drip pan. In the boxed product fieezer,heavy ice buildupwas observed on the walls and the supply lines to the 
refigeration units. In the same fieezer, the surfaces of many of the boxes were discoloredand coveredwith fiost, ice, and 
kozen blood. In the carcass chiller # 2, beaded condensate was observed on multiple overhead structures and condensate was 
drippingh m  a light fsxtur'e. No carcasses were present in this cooler. The inspection personnel took immediate control 
actions and establishment managementinitiated corrective actions. [Regulatory referencels):9 CFR §327.2(a)(2)(i)@), 
416.2(d)] 



- - - 

- -- 

-- 

I.ESTABLISHMBJT NAMEAND LEATION 

Industrial Comercial San Martin 
Km.67.5, C m t m  Panamericana Sur 
P.O. Box 5 

Nandaime 0 


UnitedStates Departmentof Agriwkure 

Food Safety and lnspedion Service 


Foreign Establishment Audit Checklist 
1 	 2. AUDIT DATE 1 3. ESTABLISHMENT NO. 1 4. NAME OF COUNTRY 


07/14/2008 4 Nicaragua 


5. NAME OF AUOITOR(S) 6 .  T Y K  OF AUDIT 


Timothy King, DVM WON-SITEAUDIT 
 UDOCUMENTWD~T 
Place an X in the Audit Results block t o  indicate noncompliance w i th  requirements. Use 0 . . if not aw~licable. 
Part A -Sanitation Standard Operating Rocedures(SSOP) I ~ u j ~ tI Part D- Contmued 1 M t  

Bask Reauirements I ~ e ~ r l t a  Economic Sampling I Results 

7. 	Written SSOP 33. Scheduled Sample 0 

8. 	 Records documenthg implementation. 34. Specks Testing 


- * ---
9. 	 Sianad and dsded SSOP. bv m i t e  or overall authoritv. I 35 Renidur? 

Sanitation Standard Opemting Procedures(SSOP) I 

Part € - Other Requirements

Ongoing Requirsments 
 I . 


-10. ImplementaUanof SSOP's, includng monitoring of implementation. X 36. Export 

11. 	Maintenance and evaluationof the effectiveness of SSOP's. 

12. 	 C o m t w e  act in when the SSOPs have f a l d  to prewnt direct 

p d u c t  cortaminatm or aduteration. 


13. 	 Deily records document i bm 10, 11 and 12almve. 

Part B - Harard Analysisand CliticalControl 
Point (HACCP) Systems - Basic Requirements 

14. 	 Developed and implemented a wdttm HACCP plan . 
15. 	 Contents of the HACCP list the f d  safety hazards. 


criticd control pants, critical linits, p o c e d m ,  mrrectiveactions. 


16. 	 Records documenting impkmentation and mnltonng of the 

HACCP plan. 


17. 	 The HACCP plan k shned and dated by the responsible 

establishmmt indlvdual. 


HazardAnaiysio and Critical Control Point 
(HACCP) System - Ongoing Requirements 

18. 	 Monitoring of HACCP plan. 

19. Vetiflcabn and valdetwn of HACCP plan. 

20. 	 Corrective action written in HACCP plan. 

21. 	 Resasessedadaquacyof the HPCCP plan. 

22. 	 Rmords documenting: the written HACCP plan, mnitoriw of the 

crlical c o n M  pints, dates ad t h e s  d specific eved ocmrrences. 


-. 

Part C -Economic IIAholesmeness 
23. Labeling - Froduct Standards 

24. 	 Labeling - Nat Weights 

25. 	 Gemral Labeling 

26. 	 Fin. Prod StandardslBonelfss (DefedslAQWPwk SklnsMoisture) 

Part D -Sampling 
Generic E. coli Testing 

27. 	Written Procedures 

28. 	 Sample ColbctionlAnalysis 

29. 	 Records I 

Salmonella Rrformance Standards - Basic Requirements 

3r I; .- .,-a:-----.A-


-

31. 	 Reassessment 

32. Wrinen Assurance I 
FSIS- 5M30-6 (04W2002) 

37. 	 Import 

38. 	 EstablishmentGmmds and P e t  Contml 

39. 	 EstaMighment Constructin/Maintenance X 

-
41. 	 Ventilation 

42. 	 Plumbing and Sewage 
I 

43. 	 Water Supply 
1 

44. 	 Dressing RmrnslLa~tories 
I 

45. 	 Equipment and Utensils 

46. 	 Sanltary Operations 

47. Emolovee Hvaiene . . - - 	 I 

48. 	 CondemnedPmduct Contrd 
I 

Part F- lnspectkn Requirements 
.-

49. 	 Governmnt Staffing 

50. 	Daily lnspectim Coverage 

51. 	 Enforcement x 
52. 	 Humane Handling 

53. 	 Animal Identificatbn 
I 

54. 	 Ante Mortern Inspection 

55. 	 Post Mortem lnspction 


Part G - Other RegulafolyOversight Requi~ments 


0
56. 	 European Community Dmctlves 

57. 	 Monthly Review 

58. 

59. 

.-
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60.Observation of the Establkhment Date: 0711412008 Est #: 4 (Industrial Comercial SmMartin [SIPICS] ) (Nandaime,Nicmgua) 

10151 .  (A) During pre-operational sanitation inspection in the deboning room, the blade guides on the band saw and the plastic 
guides under the bone conveyor on the center deboning table both had fat and product residue from previous production on 
t h e .  In the offal preparation room of the slaughterfloor, a live insect was observed under an inedible product tub. Inspection 
officials took control actionsand establishmentmanagement initiated immediate corrective actions. (B)During operational 
sanitation inspection on the slaughterfloor, the equipment sterilizer at the spinal cord removal station was not being maintained 
at the 180" Fahrenheit temperature required by the establishment's SSOP. Immediate corrective action was initiated by 
establishment management. megulatory reference(s): 9 CFR $327.2(a)(2)(i)(D), 4 16.13,4 16.171 

39. (A) The M e on one of the tables in the deboning room wasbroken in two places creating an insanim condition for the 
potential creation of a biofdm. (B) The gasket on the door of the # 4 carcass coolerwas worn and damaged preventing effective 
cleaning and creation of an insanitary condition. Corrective actions were either taken ox scheduled by establishment 
management. [9 CFR $416.2(b)] 

61. NAME OF AUDITOR 62.AUDITOR SIGN TURE D DATE 
Timnthv K ino nVM L1 7//s5/as 



United States Departmentof Agrblture 

Food Safety and Inspedbn Servie 


Foreign EstablishmentAudit Checklist 
1. ESTPBLtSHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY 

Matadero Nuevo Camic 0719108 5 Nicaragua

K r n  10 ID carreteraNorte 

P.O.BOX1251 5. NAME OF AUOITOR(S) 6 .  T Y E  OF AUDIT 


Manngua 0 

TimothyKing, DVM ON-sITE AUDIT [7D o c u M m i  *UmT 

Place an X in the Audit Results block to indicate noncompliance with requirements. Use 0 if not applicable. 
Part A -Sanitatatlon Standard Operating h c e d u r e  (SSOP) ~t Part D - Cantinued ~ u j l t  

Basic Requkments Rewlb Economk Sampling R-

7. M t t e n  SSOP 33. Scheduled Sample 0 
-- -- .. -

8. Recordsdocumenting implementation. 34. Specks Testing 

9. signid and Wed SSOP, by on-site or overall authority. 35. Residue 

Sanitation Standard Operaling Procedures(SSOP) Part E -Other Requirements 

Ongoing Requimonts 


10. Implementationof SSOPs. lncludhg monitoring of imglementatbn. 

11. Maintenanceand waluatlon d the effectiveness of SSOP's. 1 37. Import
I I I 

12. Conective action when the SSOPs have faled to preuent dlract 
38. EstablPhment Grornds and Pmt Controlp d u d  codaminatirn or adukeration. 

- -1 
13. Dally racords document item 10, 11 and 12abwe.- 39. Estallkshrnent ConL~dionlMai tenans.  
I 

Part B - b r d  Analysis and CliticalControt 
Point (HACCP) Systems- Basic Requiments 

40. Ltght 

41. Ventlatlon x 
14. Developed and implemented a wr i t t i  HACCP plan . 
15. Cortents of the HACCP list the fmd sakty hzards, 

ctltlcal conml p'nts, critical limits, p c a d m ,  wrrecfive adlons. 
42. Plumbing and Sewage 

16. Records documenting impbmentation and monitoring d the 43. Watm Supply 

HACCP ~lsn. -44. Dres~ing RmmslLamtories 
17. The HACCP plan Is signed and dded by the responsible 

establishment indlvHual. 45. Equlpmentand Utenslls 

HmrdAnalysb and Critical Control Point 
(HACCP) System -Ongoing Requirements 46. Sanitary Operations 

18. Monitoring of HACCP @an. 47. Emdwee Hvaieno 

20. Correctivea c t h  writtm in HACCP plan. 

21. Reassessed adequacy of the H K C P  plan. Part F - Inspection Requirements 

22. Records docummting: the written HACCP plan, monitorirg of the 
crittal conbpl mints. d h s  md tines cF slwcifiievent accurremes. 

49. Government Staffing 

50. Daily lnspectim Coverage 

23. Labeling - W u c t  Standards 
51. EnfDrcement x 

24. Labding - Net Weights 
I 52. Humane Handling 

25. General Labeling 
I 

26. Fin. Prod StandardslBoneless (Defe&lAQUPmk Skinshloisture) 53. Anlmal klentificatlon 

Generic E coliTesting 54. Ante Mortun Inspction 

27. Wltten Procedure& 55. Post Mortm lnspction 

28. Sample ColbctbntAnalysis 

29. Records 
Part G - Other Regulatory OversightRequiwments 

Salmone[la Perfomnce Standards - Basic Kequi~ments 
56. Eumwn Community Di'ectives 0 

-- 

30. Correcthe Actions 
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60.Observationof the Establishment Date: 07191Q8 Est#: 5 (Matadem N w o  Carnic [WICS])(Mhaguq Nicaragua) 

13151.  The Sanitation Standard Operating Procedures (SSOP)rnonitofigrecords for pre-operational sanitation inspection, on 
three different dates during the last two months, did not include the required entries in records for the areas and equipment 
inspected by the establishment monitor. peplatory reference(s): 9 CFR $327.2(a)(2)(i)@), 9CFR #416.16,416.17] 

19151. The Hazard Analysis Critical Control Point (HACCP) writtenplan did not describethe Cntical ControlPoint (CCP) 
ongoing verification activities in sufficient detaiI to determine the frequency at which the verification componentswould be 
performed. [9CFR $327.2(a)(2)(i)@), 9 CFR $4 17.2(c)(7) ] 

4 1. (A) During operational sanitation inspection, in the #5 carcass cooler water was observed dripping fiom overhead slmctures 
at the doorway to the cooler and h m  the ceiling in the cooIer. (B) In the # I  carcass cooler, condensate was observed forming 
w the walls, doors, and many overhead structures. Inboth areas inspection persome1 took immediate control actions and 
establishment management initiated corrective actions. [9 CFR $416.2(d)] 

61. NAME OF AUDITOR 
Tim King, DVM 



United States DepartmentofAgricxllture 
Food Safety and Inspection Service 

Foreign EstablishmentAudit Checklist 
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7110108 

Timothy King, D m  10 ONSITE AUDIT DOCUMENT W D I T  

Place an X in the Audit Results block to indicate noncompliance with requirements. Use 0 if not applicable. 

10. Implementationof SSOP's, hcludng monitoring of Implementation. 36. Export 

12. Maintenanceand evaluationof the effectiveness of SOP'S. 37. Import 

6 
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Sanitation StandardOperaling Procedures(SSOP) 

12. Corwctive actlonwhen the SSOPs have faled to prewnt direct 
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- - .. 

I I 

Nicaragua 

5. NAME OF AU DITOR(3) 

wit 
R%Bllts 

0 

Part A - Sanitation Standard Opmtiag R-ocedur s  (SSOP) 
Basic Requiements 

7 .  Written SSOP 

8. Recordsdocumenting lmplementatlon. 

35. Residue 

Part E - Other Requimments 
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41. Ventilation 
14. D e v d o ~ dwd Implementeda written HACCP plan . 
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Ongoing Requiments 
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~ v d t  
~ - r l t s  
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HazardAnalysis and CriticalControl Point 

18. Monitoring of MCCP plan. 

Part D- Continued 
Economic Sampling 

33. ScheduledSample 

34. Species Tfsting 
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I 

20. Golrective action writtar in HACCP plan. 

21. Reassessed adequacy of the HACCP plan. 
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42. Plumbing and Sewage . 
I 

43. water Supply 
I 

45. Equipmentand Utensils 

46. Sanitary Operations 
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48. CondemnedProduct Control 
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49. Government Stafflng 
I 

50. Daiy Inspect'm Coverage 

52. Humane HandlIng 0 
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27. W t t e n  Procedures 

0 
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I 

32. M e n  Assurance , . 0 59. I 
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60.Obsenration af the ktabtkhment Date:7/10/0R Est f : 6 (IGOSA FIGS]) (Rivas,Nicaragua) 

There were no significant findings to report after consideration,of the nature, degree, and extent of all observations. 

61. NAMEOF AUDITOR 1 62. AUDlTOR SIGNATJ RE DATE 

Timothy King, DVM , ~45-h? 
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United States DepartmentofAgiwlture 

Food Safety and Inspebion Service 


Foreign EstablishmentAudit Checklist 
1. 	 ESTABLISHMWT NAME AND LOCATION 

Matadem Central S.A. (Mama) 
Km. k30112 Carreteraa Juigalpa 
Juigalpa 

JuigaIpa 0 


1 2. AUDIT DATE 1 3. ESTABLISHMENT NO. 1 4. NAME OF COUNTRY1 Nicaragua 

5. MAME OF AU DITOR(S) 	 6, TYPE OF AUDIT 

Timothy King, DVM 

Place an X in the Audit Results block t o  indicate noncompliance with requirements. Use 0 if not applicable. 
PartA -Sanitation Standard Operating P m e e d u ~(SSOP) 

Bask Requirements 
7. 	Wrincn SSOP 

5. 	 Records docummtkig implementation. 

9. 	 Signed and dated SSOP, by on-sle or overall authoritv. 

Sanitation Standard Opemting Procedures(SSOP) 

Ongoing Requirements 


10. Implementation of SSOP's, lncludhg monitoring of implementation. 

11. 	Maintenance and evaluation of the effecheness of SOP'S. 

f 2. Corrective action when the SSOPs have faled to prewnt direct 

pcduct corlaminatimor adukmtion. 


13. 	 Ddly records document item 10. 11 and 12above. 

Part B - k r d  Analysis and Critical Control 
Point (HACCP) Systems- Basic Requirements . 

14. 	 Developed md implemented a writtw HACCP plan . 
15. 	 Cartents of the HACCP l i t  the fwd safety hzards, 


aiticd control punts, critical limits, p e d c r e s ,  m m l v e  adbns. 


16. 	 Records documenting imphentat ion and monitoring of the 

HACCP plan. 


19. 	The HACCP plan is sbned and dated by the responsible 

establishment indfviiual. 


H m r dAnalysis and Critical ContmI Pobt 

(HACCP) System - Ongoing Requirements 


18. 	 Monitoring of HACCP plan. 

19. Verification and valdathn of HACC P Nan. 

20. 	 Con-ectiveactwn writtm in HACCP plan. 

21. 	 Rszssessedadequacy of the H K C P  plan. 

22. 	 Records docummtlng: the wrltten HACCP plan, monitoriq of the 

critical coniral mints. dsdes end tines d s m i f i c  eved occurrences.
. , 
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24. 	 Labeling - Met Welghts 

25. 	 General Labeling 

26. 	 Fin. Pmd StandardslBonel~s(DefectslAQUPork Skinsmoisture) 

Part D -Sampling 
Genedc E.co# Testlng 

27. 	 Written Pmcedures 

28. 	 Sample COlkC~bn(Analysis 
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30. 	 CorlectiveActions 

31. 	 Reassessment 
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I it I Part D- Continued I w~t 
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34. 	 Spacks Testing 

I 

1 	 X 1 38. Export 
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I 
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41. 	 Ventilation 

42. 	 Plumbing and Sewage 

43. 	 Water Supply 

44. 	 Dressing Ro~rnslLavatories 

45. 	 ~quipmentand Utensils 

46. 	Sanitary Operations 

47. 	 Employee Hyglene 

48. 	Condemned P d u c t  Control 


Part F - Inspection Requirements 


49. 	 Government Stafflna 
- " 1 I -	 - I 

51. 	 Enforcement X 
-

52. 	 Humane Handling 

53. 	 Animal Identification 

54. 	 Ant# Mortem lnspction 

55. 	 Post Mortm Insaction 

Part G - Other RegulatoryOversight Requirements 

56. Eumpan Community Dhctives 	 0 

I 1 57. 	 Mmthly Review 1 

i 

58. 

59. 
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60.Observationof the Estabiihment Date: 07/16/2008 Est #: 8 (Matadero Central S . k  w s a )  iS/P/CS])(Juigalpa, Nicaragua) 

10151.(A)During operationalsanitation inspection, an employee in the boning room was observed handling the outer surface of  
product boxes and thenhandling edible product without fmt sanitizing or changinghis g l o w .  (B) On the slaughterfloor at the 
head inspection station, the employee h i n g  the heads wasnot adequately removing the tonsil tissue (Specified Risk 
Material) fiorn the heads. The establishmentmanagement initiated immediate corrective actions in both situations. [Regulatory 
reference@):9 CFR 5 3 10.22(a)(2), 9 CFR §327.2(a)(2)(i)@),9 CFR $416.13,9CFR $416.171 

I9151.In the written Hazard Analysis Critical Control Point (HACCP)plan, the monitoring activities described did not 
adequately address the conho1of the hazard identlfEed at the process step. The Critical Limits (CL)that were listed were all 
associated with the calibrationof either soIutions of chemicals or equipmentused in the process and did not monitorthe process 
control point activity. 19 CFR §327.2(a)(2)(i)@), 9 CFR $417.2(c), 9 CFR 5 417.81 

61. NAME OF AUDITOR 1 62. AUDITOR SIGNATURbAND DATE 

Timothy King, DVM aY- 7/de 



UNOFFICIAL TRANSLATION 

Managua, February 16, 2009 

Mr. 
Donald Smart 
Director 
International Auditing S t a f f  
OIA-FSIS-USDA 
Your hands 

Dear Mr. Smart: 

By this means I would like you to comment on some items 
that have been improved after r e c e i v i n g  the p re l imina ry  
report dated December 18, 2008, that was prepared by Dr. 
Timothy King : 

There i s  l a b o r a t o r y  capacity f o r  implement ing  t h e  
method MLG-5.04 to isolate and identify the E.Coli 
0157:H7 bacteria. We started implementing it on 
January 1 5  of this year. 
From November 17,  2008, the laboratory began the 
a p p l i c a t i o n  of the method MLG-4.04,  w h i c h  is used for 
the isolation of salmonella, for the equivalence 
determination and for the pre-enrichment of the 
sponges' samples of salmonella. This was communicated 
to FSIS.  

In quality c o n t r o l  of procedures and l a b o r a t o r y  
registries, the staff documents significant details of 
the preparation of the cultivation method and its 
storage from August 2008 on. 
All t h e  non-compliances observed by Dr. Timothy King 
were corrected immediately or within ten working days 
a f t e r  the establishmentsr i n s p e c t i o n .  

Without a n y  further comments to add, 

S i n c e r e l y ,  

Dr. Norman Valdivia Quij ano 
Coordinator Meat Inspection 

Cc: Ms. Bernabela Orozco MembreAo '-Director Food Innocousness 
Dr. S o n i a  Garcia -Director Vete r i na ry  Diagnostics Lab. 
Mr. Ervin  Leiva -Embassy USDA-FSIS 
File / YR 
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