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The audit took place in Spain from February 26 through March 14, 2008. 

An opening meeting was held on February 26 in Madrid with the Central Competent 
Authorit!,, (CCA). At this meeting, the auditors confirmed the audit itinerary and the 
ob.jectivc and scope of the audit, and recluested additional information needed to complete 
the audit of Spain's meat inspection system. 

I'hc auditors Lvere accompanied during the entire audit by representatives from the CCA 
(the Ministry of I-Iealth and Consunler Affairs) andlor representatives from the regional and 
local inspection offices. 

2. OBJ1:CTIVE 01: TIIF: AUDIT 

I his nas  a routine annual audit, with special en~phascs on n~icrobiology methodologies and 
humane handling of livestock. 'I'he ob.jective of the audit was to evaluate the perfor~nancc 
of the C'CA with respect to controls over the slaughter and processing establishnlents 
certified by the CCA as eligible to export meat products to tlle Ilnitcd States. 

In pi~rsuit of the ob-jectivc, the following sites ncre visited: The headq~larters ofthe CCA. 
t\\o Autonomous Community inspection offices, one microbiology laboratory pcrforn~ing 
anal!, tical testing on IJnited States-destined product, one swine-slaughter establishment. 
and 1i)iir pork-processing establishments. 

1 Co~npetent Authority Visits I 	 / Comments 

1 Competent Authority Centralf---

- .-

Autonon~ous Castilla y 1,ccin and 
Communities I Valencia 

-- -

l~stablisl~mentlevel 

Swine Slaughter Establishments - + l ~ ~--A 
f'ork Processing Establishments 	 Toledo, Valencia, 


I,ogrofio, and Burgos 
-- - .. --- - -- - -- -

3. I'ROTOCOL 

'l'his on-site audit was conducted in four parts. One part involved visits with CCA officials 
to discuss oversight programs and practices, including enforce~nent activities. 'I'he second 
part i~~\,olved audits of a selection of records in the country's inspection headquarters and 
in t no  Autonomous Community offices. 'The third part involved on-site visits to five 



establishments: One slaughter establishments and four processing establishments. 'The 
fourth part involved visits to one government-owned and operated microbiology laboratory. 
C'c.17tr.o A\'trcaioncil De Alin1enlaci6n was conducting analyses of field samples for species 
verification and for the presence of ,5'crln1onell~rspecies (Sulnzonellc~)and Lisleritr 
l~lonoc;\~fogene.\.'The residue section of the laboratory was also scheduled for audit; 
l~o\\e\rer. time constraints did not allow for its inclusio~~. 

Program effectiveness determinations of Spain's inspection system focused on five areas of 
risk: ( 1  ) sanitatioll controls, including the implementation and operation of Sanitation 
Standard Operating Procedures (SSOP). (2)  animal disease controls, (3) slaughter1 
processing controls. including the implenientation and operation of 1lazard Analysis and 
Critical Control f'oint ( I IACCP) programs and a testing program fhr gencric I< coli. (4) 
residue controls. and ( 5 )  enforcement controls. including a testing program Sor ,c;l~lnioncllcr. 
Spain's inspection syste111 was assessed b? evaluating these five risk areas. 

Iluring all on-sitc establishment visits, thc auditors evaluated the nature, extent and degree 
to ~ h i c l ~  findings i~npacted on food safety and public health. 'Thc auditors also assessed 
lieu inspection services are carried out by Spain and determilled if establishment and 
inspection systcnl controls were in place to ensure the production of mcat products that arc 
safe. unadultcratcd and propcrlq labeled. 

In the opening meeting, the auditors explained to the C'CA that their inspection systeni 
would be audited in accordance with three areas ol' focus. I:irst, under provisions of the 
1:uropean Communityllinited States Veterinary Equivalence Agreement (VEA). the Food 
Safety and Inspectioll Service (FSIS) auditors uould audit the meat illspection syste~n 
against European Commission (EC) Directive 641433lEEC of June 1964; Europcan 
Commission Ilirective 96122lEC of April 1996; and I;~~ropcan Commission Directive 
06/231I~C'of April 1990. l'hese directi~es hakc been declared ccluivalcnt under the VIJA. 

Second. in areas not covered by these directives. the auditors would audit against 1;SIS 
rcquiremc~its. which include daily inspection in all certilied establishments, humane 
handling and slaughter of animals, the handling and disposal of'inedible and condemned 
materials. species verilication, and requircmcnts for I IACCP, SSOP, and testing for generic 
E caoli and Scrl~?~onellu. 

I'hird. the auditors would audit against any equivalence determinations that have been 
11iade bl 1:SIS for Spain under provisions of the SanitaryIPhytosanitary Agreement. l h e  
thllo\iing alternative procedures have bcen determined by 131sto be equivalent for Spain: 

Testing for Salmonella using PEE/I,Sf'VlO 12 
Testing for Enterohucleriaceclc. and Total Viable Coullt in lieu of testing for generic 
I? coli 
The use of EN 45001 - laboratory quality control standards 



4. 1,EGAL BASIS FOR 'IHE AUDIT 

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

7'he Federal Meat Inspection Act (21 1J.S.C.601 et seq.). 

The Federal Meat Inspection Regulatio~ls (9 CFR I'arts 301 to end), which include 
the Pathogen Reduction/HA(:CIJ regulations. 

In addition. compliallcc with the following European Community (EC) Directives was also 
assessed: 

Coullcil Directive 641433lEEC of June 1964, entitled "I Iealth Problcins Affecting 
111tra-Community 'l'rade in Fresh Meat" 
Council Directive 96123IEC of 29 April 1996, entitled "Measures to Monitor 
Certain Substances and Residues Ihereof in 1,ive Animals and Animal Products" 
Council Directive 96122lEC of 29 April 1996. entitled "I'rohibition on the llsc in 
Stockfjrming of Certain Substances I laving a I lormonal or 'Il~yrostatic Action and 
ol' B-agonists" 

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

'the t uo  most rcccnt FSIS audits of Spain's meat inspection system were conducted: 

March 29 through April 26, 2006 

February 28 through March 2 1. 2007 


February-March 2007 

Four establishments (one slaughter and processillg establishment and three processing 
establishments) were audited. one of which had bee11 suspe~ldcd by I;SIS, but which was 
included in the audit schcdule at Spain's rccluest. No establishment was dclisted, nor did 
any receive a Notice of Intcnt to Delist (NOID); however, one ofthe three processing 
establishn~ents had been issued a NOID during the previous 12SISaudit on March 3 1.  2006 
Subsequently, this establishment's eligibility to export meat and meat products to the US 
was suspended on August 15, 2006, as a result of two POE violations for the presence of 
I , ~ T I C Y ~ L I  At the time of the 2007 audit, this establishment remained under m ~ n ~ ~ y t o g e n e ~ .  
suspe~lsion. Had this establishment been certified for US export at that time, it would have 
been delisted. based upon failure to implement effective corrective actions, as required. to 
address the NOID received on March 3 1, 2006, and also upon additional deficiencies 
identified during the new on-site audit. 



In the three establishments certified at the time of the audit, the following deficiencies uerc 
reported: 

111one establishment, the establishment mallageinent could not provide written 
docun~entationto support the frequency of the verification procedures for Critical 
Control Point (CCP) 2-B. 

In one establishment, the monitoring of the CCP for weight increase after the addition 
of nitrite was not being docunlented. as required according to the written HACCP plan. 

In tlie suspended establishment. which was included in tlie audit schedule at the request of 
the CCA and subjected to a "routine" H I S  audit, the following deficiencies were noted: 

Nunlerous SSOI' and other sanitation requirements were not mct. 
Several HACCP deficiencies were identified. 
Inspection officials did not adequatelj describe. in their pre-operational and operational 
sanitation verification records, the deficiencies they had identified. 
Contaminatcdlsuspect swine carcasses uerc retained for fi~rtherpost-morten~inspection 
b j  the veterinary inspector, but these carcasses mere marked "Inspected and Passed" by 
an cstablislinient employee before final inspection was completed. 
Receptacles used for storing inedible products were not marked as such and wcrc cross-
utili~edfor both edible and inedible product in the slaughter, cut-up, and processing 
rooms. 
Verification of the iniplenientation of US and Council Directive 041433 requirenlents 
b! the CCA. the Autonomous Communities. and the districts was inadecluate. 
1 he periodic supervisory audits performed by the C'C'A, the Autonon~ous('ommunity 
officials. and the districts did not adecluatelj veriSy thc implementation of lJS andlor 
Council Ilirectivc 641433 recli~irenientsfor I IACCI' programs, SSOI'. and other 
sanitation programs. 
Council Directive 641433 was not adequately enforced: ]:at residue from the previous 
daq 's operations was observed on employees' metal protective aprons, mesh gloves. 
and plastic aprons in the cut-up room. 

March-April 2006 

Sc\ en establishments (one slaughter and processing establishment and six processing 
cstablishinents) were audited. No establishment was delisted; howcvcr, two cstablishmcnts 
received NOIDs for non-compliance with IIACCP, SSOP, and other sanitation 
recluirements. 

The fhllo\ving deficiencies were reported: 

I'lle periodic supervisory reports did not reflect actual establishn~entconditions. 

I11 one establishment, documentation of'verification procedures was not included in the 
records for corrective actions taken as a result of deficiencies identified during periodic 
supervisory reviews. 



Verification of implementation of US requirements by inspection service officials at the 
Autonomous Community andlor the district levels was inadequate. 

In six establishments, one or more FIACCP andlor SSOP implementation deficiencies 
\\ere reported. 

In three establishments, Council Directive 641433 was not adecluately enforced: In the 
slaughter establishment, the mesenteric lymph nodes of swine viscera werc not being 
routinely palpated by the veterinary inspection officials during post-n~orteminspection. 

In all seven establishments, the periodic supervisory audits performed by the CCA. 
Autonolnous Communities. andlor districts did not adequately documellt the 
implementation of IJS andlor Council llirective 641433 rcquircments, including the 
implementation of I IACCP programs. SSOI'. and other sanitation controls. 

In the slaughter establishment, veterinary inspection officials were not verifying, 
documenting, and enforcing the requirement of zero tolerance for visible contamination 
with fecal material, ingcsta, or milk on hog carcasses at or immediately alier the final 
rail. as required by FSIS Directive 6420.2 

0 MAIN FINIIIN(;S 

r .

I lie auditors were informed that the rclevant I:(' Directives. dctermincd equivalent under 
the VEA. had been transposed into Spain's legislation. 

6.2 (;overnment Oversight 

6.2.1 CC'A Control Systems 

.l'he respolisibility lor Spain's meat inspection control systenis lies with two Ministries. 

The chain of co~nrnandbegins with the Ministry of Ilealth and Consumer Affairs, the 
Central Competent Authority (hereinafter called the Ministry of I Iealth), which is 
responsible in general for matters of food safety, and in particular for the direct 
authorization and supervision of the export establishments, developing and implementing 
controls oker the products they produce. and ensuring that the internal procedures in the 
establishments are safe from a health perspective. Ministry of Health responsibilities cover 
food products of animal and vegetable origin, all kinds of foods, drugs, chemical products. 
phytosanitary products for human use, and public health controls. The Ministry of 
Agriculture. Fisheries, and Food is responsible for animal health and welfare, animal 
feedstuffs. veterinary drugs, and traceability from the farms to the slaughterhouses. 

There is also a Spanish Food Safety Agency (AESA) which is under the authority of the 
t Iealth Minister but is an independent, self-managed body. Its responsibilities include the 
coordination of the conlpetent authorities regarding national health control, the enactnlent 



of food regulations, the preparation of scientific reports for food safety issues, and 
representation of the competent bodies before the EC regarding the development of 
European requirements, but it has no food inspection responsibilities. 

I'he country is divided into 17 Autonon~ous Communities (ACs). 'l'here was a 
decentrali~ation of government functions in thc 1980s. as a result of which the central 
gokernment transferred to the ACs the responsibilities for regulation and enforcement in 
the field of public health, including food control; the central government, however. 
maintains exclusive responsibilities for some aspects of public health, including inlport and 
export controls at Spain's borders. 'The Ministry of Health conducts coordination meetings 
three to four times per year between the ACs and the central government to ensure uniform 
application and implementation of the meat inspection programs and export recluirements 
among the ACs that contain export establishments by harmonizing inspection criteria. 
standards. and procedures. All these meetings mere documented. At the time of this audit. 
t no  such meetings had already been held since the beginning ol'the 2008 calendar year. 

711~eACs are considered to be "federal states." ecluivalent in their responsibilities to the 
national go\.ernn~cnt. l 'he General State Rudget grants the ACs their own authority to 
establish their own regional budgets. 1:ach A(' designs and controls its own budget 
according to allocations provided to them from the central government. In the event of a 
lack ofresources, there is a legal procedure to transfer resources andlor funding from one 
department to another within the same AC. Ilcpending upon the amount required. the 
transfer is authorized by the Minister of I lealth or by the I Icalth C'ounselor in the AC'. and 
i f a  verj. large amount is required, it is authori~cd by the Council of Ministers. 1:or 
emergencies. credit extension may be granted by the Council of Ministers. The public 
ofticials of the ACs (including in-plant inspection personnel) have the same status as public 
officials of the national government. 

At the time ol'this audit, kive of the ACs contained IJS-eligible establishments. The 
Ministry of I Iealth has the absolute authority and responsibility to require uniform 
implementation of FSIS recli~ircrncnts in those ACs that contain (IS-eligible establishments. 
Ihe Ministry of I Iealth also conducts the initial equivalence determinations of 
establishments, in new ACs, whose management personnel wish to become eligible to 
export to the IJS. and has the sole authority to grant final certification of a new 
establishment and to permit an existing IJS-eligible establishment to maintain its eligibilit) 
to export to the llnited States. 

6.3.9 LJltilnate Control And Supervision 

Within the Ministry of I lcalth, the department with inspection and control responsibilities 
regarding exports and imports is the I'ublic I-Iealth General Directorate and its General 
Subdirectorate for Foreign Health. The latter controls exports and imports, whereas 
donlestic trade is controlled by the ACs on the basis of their own responsibilities. The 
Ministry of Health has exclusive responsibility regarding regulation and enforcement of 
imports and exports, and relies on the ACs for the enforcement of the health regulations 
regarding exports, specifically through the official veterinary services of the ACs. Since 
the previous FSIS audit, the Ministry of Health had undertalten to unify field inspection 
procedures and was in the process of developing a computer application intended to unifq 
all the forms and procedures for the official veterinary services throughout the country. 
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In 2006-07, Spain (through an independent contractor) developed a new Auditor's Manual, 
specifying procedures for supervision of establishments for export, in two parts- 
procedures for the regulation of sanitary requirements and a specific audit form for 
inspectors to use; the program will ultimately incorporate a database that will provide full 
traceability of all US-eligible products. The program is based on Spanish national, EU. and 
FSIS regulations and, at the time of this audit, was operational in a pilot form, and was still 
under fi~rther development to include all relevant historical data. A new unified form for 
official supervisory auditing of official establishme~~ts was adopted in April 2007. It mas in 
use at the tinlc of this audit, and was being incorporated into the computer system: field 
inspectors \\ere being provided with devices (similar to Personal Data Assistants) to enter 
inspection results directly into the system. It Ivas anticipated to be co~npleted by April- 
May 2008. and will include data regarding SSOP. HACCI' programs, product and process 
control, Pre-Shipment Reviews, equipment, and hygiene controls regarding operations and 
personnel. 

-l'he details of the organi~ation and structure of the meat inspection delivery programs is, as 
mentioned above. the responsibility ofthe ACs. At the time of this audit there \bere 
basicall\ two general structures. One mas L I I I ~ C ~ L I Cto the AC oS('astilla y I,cGn and the 
other fbur ACs that contained establishments eligible to export to the IJS lit into the 
second. Interviews were conducted in the A('s of Castilla y l,c611 and Valencia. 

Castilla y Lecin Valencia 
'l'he AC was divided into 9 Provinces, each 'l'he AC was divided into three ~Fovinces, 
of nhich was subdivided into Bcrsic llecrlth which were subdivided into 22 public 
.Jl.etr\. I.ac11 Basic I Iealth Area contained (animal and human) 1 Iealth Departments 
its o n n  inspection services. 'I'he Castilla 4 ( I  IDS). 'fhc highcst health authority in this 
1-ecin 1:ood Safkty Agency (1;SA) was the AC is the I lealth Council. Under the I Icalth 
competent authority for health issues. ('oiuncil is the General Ilirectorate l'or 
including managing and coordinating I'ublic I Iealth. 'The Valencia (3eneral 
inspection activities regarding environment. 1)ircctoratc for I'ublic I lealth is the 
food products, food establishments, and competent authority fhr all issues regarding 
food services. 'fhe FSA in Castilla y Ixon public health, including managing and 
had three services: Alert Management and coordinating inspection activities regarding 
I<isl\ Assessment. 1 Iealth I'lanning and environment, food products, food 
Certification (including meat inspection cstablishments, and food services. 'I'he 
sen  ices). and Official Sanitary Vigilance Provincial government had no 
and Control. Each Province had a responsibilities regarding official meat 
I'erritorial Health Service with the following inspection control. 'I'here were no Basic 
six Sections: Official Veterinary Services IIealth Areas (these were unique to Castilla 
(responsible for all products of animal y Leon). Seventeen of the tiDs had 
origin). Official Pharnlaceutical Services, a inspection services, located in Public I Iealth 
I'ublic I Iealth I>aboratory, C'onsumer Centers. Each I'ublic 1iealth Center had a 
Affairs. I'ublic Ilealth, and 1:ood Hygiene & Veterinary Coordinator, a Department 
En\ ironmental Health. Veterinarian, a Veterinary Inspector for 

Slaughterhouses, and a Food Hygiene 
Technical Specialist. 



--

Castilla y Leon Valencia 
There Lvere three levels of supervision over There were three levels of supervision over 
[IS-eligible establishments: The CCA lJS- eligible establishments: The CCA 
(Ministr) of I Iealth). tlie Castilla y 1,eon (Ministry of I Iealth). the Valencia I Iealtli 
1:SA. and the Provincial Food Hygiene Council. and the 17 FIDs. The Ministry of 
Sections. I'he Ministry of Health conducted Healtli conducted at least one review in the 
at least one review in the US-eligible IJS-eligible establishment per year; the AC 
establishment per year; the AC carried out carried out one per year, and the Veterinarq 
one per 1 car. and tlie Provincial Food Coordinator carried out the other 10 reviews 
IIqgiene Sections carried out the other 10 per year. 
re\>ie\\s 
--- --- -

per year. 
- -- - -- ---- -- --

6.2.3 Assignment of'C'on~petent, Qualified Inspectors 

I Iiring Mas accomplished through public competition; successful completion of both 
national and AC civil service exams was required. Rot11 the central government (the 
Ministry of Health) and the ACs were involved in the continuing training procedures to 
ensure that inspection personnel maintained their competence. All official inspection 
personnel at all levels had attended multiple training sessions over the course of the past 

>cars. covering a wide spec t r~~m of topics horn basic theory up to and including 
ad\ anced application of export recluirenients. The ACs had also provided additional recent 
training courses Ibr inspection personnel. 1:~1rthcr11iore, Ministry of I Iealtli and AC 
personncl had attended FSIS courses in I'uerto Rico (in May 2006 and May 2007) and 
washing to^^. DC (July 2007). as well as privately-organid professional 1IACCP courses 
that were held in Spain in April 2007 and an international syn~posiiin~on meat safety in 
1:ebruarq 2007. I<stablishments were not charged for inspection services or laboratory 
analyses: the salaries of all in-plant inspection personnel were paid from taxes. 

Supcr\~isory reviews were conducted monthlq l'lie same review li)rm was used by the AC's 
(and also b) tlie I'rovinces) as was used by the Ministry of 1 Icalth; this fbrm was based 
very closely on the FSIS Foreign Establisliment Audit Report. 'I'he (at least) aliliual AC 
re\,iem s included evaluatiolls of the activities and perforrna~lce of tlie in-plant inspection 
personnel and also of the supervision and erificatioli activities of the I'rovincial inspection 
staff (who conducted 10 of the periodic reviews per year). 

All internal review reports reflected Ihllow-up evaluation of corrective actions taken as a 
result of deficiencies identified during previous reviews. Copies of the internal review 
reports \\ere routinely provided to the General Subdirectorate lbr Foreign I-Iealth in Madrid 
for asscssmcnt 



Castilla y Le6n 
All inspection personnel in IJS-eligible 
establishments were veterinarians. 'l'here 
\\as a pool of qualified personnel who uere 
a~tailableto be called upon to relieve 
inspection personnel on short notice. There 
mere five official veterinarians assigned to 
the three IIS-eligible establishments, and 
they were not pernlitted to have 
simultaneous vacations. 

Valencia 
One veterinarian was assigned to the US-
eligible establishment. In case of sudden 
absence due to illness or for planned 
absence. the Veterinary Coordinator 
assumed the in-plant duties. 

6.2.4 Authority and Responsibility to 1-nfhrcctlie 1,aws 

The Ministry of Health maintains exclusive responsibility regarding the general principles 
of health and also for transposing tlie EC regulations into Spanish law to guarantee the 
consistency of the national inspection system. 1 he general basic regulations regarding food 
safety arc tlie responsibility of the Ministry of I Iealth through tlie Spanish Food Safety 
Agcncq. which coordinates the consistency of'the national system. 'l'lie ACs develop and 
implement those regulations. 

6.3.5 Adeiluate Administrative and 'l'eclinical Support 

One laboratory, the ('enlro N~rciontilIle ~ l l i ~ i e n t ~ ~ ~ . i ; ) ~ ,performed all of the regulator> 
microbiological analyses of lJS-eligible product; all results were provided to the (ieneral 
Subdirectorate for Foreign I Iealth. Kevieus of-this laboratory were conducted by Spain's 
National Accreditation Body (FNAC); the results were reviewed and verified by the 
General Subdirectorate for Foreign Health. 'I'lie laboratory was owned and operated by the 
Ministrq of'IIcalth and was also under tlie authority of the Spanish Food Safety Authority. 
All residue analyses for [IS-eligible product were pcrrormcd in laboratories that were 
olvned and operated by the ACs, and all of which had ENAC and IS0  17025 accreditation; 
the methods employed were recogni~edand approved by tlie E('. 

6 . j  I leadquarters Audit 

71'l~cauditors conducted a review of inspection system documents at the headcli~artersof the 
Ministr~,of Health. The records review focused primarily on h o d  safcty hazards and 
included the fbllowing: 

Internal review reports 
Super\ isory visits to establishments that \\ere certified to export to the U.S. 
7 .

I raining records for inspectors 
Ne\\ lams and ilnplcmcntation documents such as regulations, notices, directives and 
guidelines 

Sampling and laboratory analyses for residues 
Sanitation, slaughter and processing inspection procedures and standards 



Elport product inspection and control including export certificates 
Enforcement records, including examples of sei7ure and control of noncompliant 
product and withholding, suspending. withdrawing inspection services from or delisting 
an establishment that is certified to export product to the United States 

No concerns arose as a result of the examination of these documents. 

6.3.1 Audits of Regional and 1,ocal Inspection Sites 

I'he auditors conducted interviews in the head offices of the inspection services in the 
Autonomous Communities of Castilla j l,e611(in the city of Valladolid) and Valencia (in 
the city of Valencia). and also interviewed the in-plant inspection personnel in thc five 
establishments that were audited. 

7. 1:S'I'ABLISHMEN'I' AUDITS 

I'he FSIS auditors visited a total of five establishments. One was conducting both swine 
slaughter and pork processing; the other Ji,ur were pork-processing establislin~ents.None 
of the cstablisliments was delisted. One establishment received a Notice of Intent to Dclist 
from the Ministry of I Icalth, primarily due to varying degrees of neglected maintenance o f  
over-product structures. This establishment may retain its certification l'or export to thc 
llnited States provided that the establishment management corrects all deficiencies noted 
during the audit within 30 days of the date when thc cstablisliment was audited. 

In the establishment that had bccn suspend and re-listed, thc newly-implemented heat 
trcatmcnt applied to post-lethality-cxposccl product was evaluated; n o  concerns arose as a 
result of this evaluation. 

During the laboratory audit, emphasis was placed on the application ol'procedures and 
standards that are equivale~ltto the IJnited States' requirements. 

Residue laboratory audits focus on sample handling, sanlpling frequency, timely analysis 
data reporting. analytical methodologies, tissue matrices, equipment operation and 
printouts. detection levels, recovery frequent). percent recoveries, intra-laboratory check 
samples. and quality assurance programs, illcl~~dillgstandards bool<sand corrective actions. 

Microbiology laboratory audits lbcus on analqxt qualifications. sample receipt, timely 
anal) sis. analytical methodologies, analytical controls, recording and reporting of results, 
and check samples. If private laboratories are used to test United States samples. the 
auditors evaluated compliance with the criteria established for the use of private 
laboratories under the PRII IACCP requirements. 

Thc microbiology section of the government-ouned and -operated C'entro ATucioncilI le  
:llin~entoc.icinin Majadahonda, Madrid was audited. l'he following deficiencies were 
reported: 



The method being used for species verification was an alternative method that had been 
pro1ided to FSIS for an equivalence determination, but equivalence had not yet been 
granted. A test intended for use with cooked products that was recommended by FSIS 
(Cooked MeatIMeat Products Species Identification Test Kit, manufactured by 
TII'NEI,) had been used, but the products tested were not cooked, and the test did not 
meet the laboratory's quality control recluirements. Exports of the products in question 
to the lJS were stopped until a suitable test (Raw Species Identification Test Kit. 
produced by the same manufacturer) ba s  Jbund. This test was currently in use pending 
a determination of ccluivalence by FSIS. In the meantime, the laboratory was also 
running validation tests on an FSIS-appro\led method. MLG 17-02. 

Illegible corrections were observed in the official media preparation register. 

I'lie laboratory personnel were not routinely recording the condition or the temperature 
oi'samples received for analysis for microbiology and/or species verification. 

As stated carlicr in this report, the residue section of the laboratory was also scheduled for 
audit: ho\+ever, time constraints did not allo\c for its inclusion. 

'1. SANITATION CON'IROLS 

As stated earlier. I:SIS auditors focus on five areas of risk to assess an exporting country's 
meat inspection system. '['he first of these risk areas that the 1:SIS auditors reviewed was 
Sanitation Controls. 

Based on the on-site audits of the establishments, and except as noted below, Spain's 
inspection systenl had controls in place for SSOI' programs. all aspects of facility and 
ecluipmcnt 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. Spain's inspection system had controls in place ibr water potability records. 
chlorination procedures, back-siphonage prekcntion, separation ofopcrations, tcnipcraturc 
control. nork space, ventilation, ante-mortem facilities. welfare facilities, and outside 
premises. 

'1.1 SSOP 

I<achestablishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met, according to the criteria enlployed in the llliited States' domestic 
inspection program. The SSOP in the five establishments were found to meet the basic 
131s regulatory requirements. with no deficiencies reported. 

9.2 Sanitation Perforlnance Standards 

Sanitation Perfornlance Standards in all five establishments were found to meet the basic 
FSIS regulatory requirements, except as noted below. Some requirements were not 
adequately enforced in two of the five establishments audited: 



In one establishment, maintenance and cleaning of many over-product structures in 
numerous areas had been neglected to varying degrees. (No actual product 
contamination was observed.) 

In one establishment, during pre-operational sanitation inspection, product residues 
fro111the previous day's operations uere observed on several non-product contact 
surfaces that were, howcvcr, very close to product-contact surfaces. (No actual product 
contamination was observcd.) 

In one establishment, pull-ropes for opening hydraulic doors in various production 
areas here made of braided materials that were very difficult to clean and saniti~e; 
some of these were discolored and caked nit11 old product residues. 

In one establishn~ent,n~alodorousmaterial from the downstream portion of the inedible 
con\ e) or system had flowed bach into the auger hopper that was clnployed to transport 
inedible and condemned soft tissues out of the main cuttinglboning room at the end of 
the cuttinglboning process. 

In four of the five establishments auditcd. the provisiol~sof I<C' 1)ircctivc 641433 uere 
el'fectively implemented. 

In one cstablisl~ment,maintenance and cleaning ofover-product structi~resand pull-
ropes fhr operating hydraulic doors had been neglected to varying degrees. 

10. ANIMAL, DISEASI: CONlROLS 

'l'he second of the five risk areas that the 1:SIS auditors reviewed was Animal Iliscase 
Controls. 'l'hcsc controls include ensuring adeqi~ateaninla1 identification, control over 
condemned and restricted products, and procedurcs for the sanitary handling of returned 
and reconditioned product. The auditors determined that Spain's inspection system had 
adecluate controls in place. No deficiencies \\ere reported. 

I'liere had bee11110 outbreaks of animal diseases with public health significance since the 
last FSIS audit. 

'I'lie third of the five risk areas that the FSIS auditors reviewed was Slaugl~terlProcessing 
('ontrols. The controls include the folloming areas: ante-mortem inspection procedurcs. 
ante-mortem disposition, humane handling and humane slaughter, post-mortem inspection 
procedures. post-mortem disposition, ingredients identification, control of restricted 
ingredients. forn~ulations,processing schedules. equipment and records, and processing 
controls of cured, dried, and cooked products. 
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I he controls also include the implementation of HACCP systems in all establishments and 
i~nple~nelltationof a testing program for generic E. coli (or its recognized equivalent) in 
slaughter establishments. 

1 1 . 1  Hu~naneHandling and Humane Slaughter 

The auditors evaluated the slaughter establishment's implementation of the rcquiremeilts 
for humane handling and slaughter, employing a recently-developed checklist. No 
concerns arose as a result of this evaluation. 

1 1.2 I IACCP Implementation 

All establishments approved to export meat products to the Ilnited States are required to 
ha\ e developed and adequately implemented a HACCP program. Each of these programs 
uas  evaluated according to the criteria employed in the United States' domestic inspection 
program. 

?l'hc 1 IAC'CI' programs were reviewed during the on-site establishment audits. Deficiencies 
regarding 1 IACCI' implementation were reported in two o f  the five establishlncllts audited: 

In t ~ b oestablishments, illegible corrections were observed in the monitoring dociu~i~cnts 
fix the C'CPs. 

The management of one establishment was iul~ableto provide docunicntation for the 
~erificationof calibration of equipment used to monitor thc critical limits for two of the 
C'C'Ps. 

1 1.3 'l'esting for Generic K. coli 

7'11e suine slaughter establish~nentwas conducting routine testing for gcllcric 1; coli, and 
also for E111er.ohncter.ic1ce~1eand 'I'otal Viable Count according to l:C policy, which has 
been recogni~edby FSIS as equivalent for FII Member States. Fl'hecstablislin~ci~twas 
evaluated according to both FSIS regulations (for generic E. coli) and the relevant Annex to 
the Con~missionIlecision, notified ~uiderdociument number C'(2001 )  1 561 of' 8 June. 200 1 
(for I ~ : ' l i t c ~ ~ . o h ~ ~ ~ * t e ~ " i ~ ~ c * o ~ ~ eand Total Viable Count). 

The testing prograins fhr generic E. coli,Enter.ohcrc.tc.~'i~~~'c.~~o,illld Total Viable Count ~ e r c  
properlq conducted in the slaughter establishment. 

1 1.4 .l'csting for I,istcria n~onocylogc~e., 

All of the five establishments audited were produci~lgready-to-eat products eligible for 
export to the United States. In accordance with FSIS requirements, the HACCP plans in 
these establishments had beell reassessed to iilcludc Liste~ic~r~~onocytogene,sas a hazard 
reasonably likely to exist, and the testing programs were in compliance with FSIS 
rccluiren~ents. 



1 1.5 EC Directive 641433 

In all five establishments, except as noted above. the slaughterlprocessing provisions of EC 
Directive 641433 were effectively implemented. 

12. RESIDUE CONI'ROLS 

The Ihurth of the five risk areas that the FSIS auditors reviewed was Residue Controls. 
'These controls include sample handling and f'rcquency. timely analysis, data reporting. 
tissue matrices for analysis, equipment operation and printouts, ~ninimurndetection levels. 
recovery frequency, percent recoveries, and corrective actions. 

Residue controls at the establishment level uere effectively in~pleme~lted;no deficiencies 
\\ere reported. Spain's national residue testing program for 2008 was being followed and 
\\as on schedule. 

.I'lie fifth of the five risk areas that the FSIS auditor reviewed was I:nfhrcen~cntControls. 

.I'hese controls include the enforcement of inspection reqi~irclnentsand the testing program 
for Scrltnor7cll~r. 

13.1 Ilaily Inspection in 1:stablishments 

Inspection was being conducted daily in all slaughter and processing establishnlents and 
L\ as \\ ell-documented. 

Spain has adopted the 131srecli~irclnc~ltsfix testing for Scrl1~7onell~rwith the exception of 
the following ecluivalent measure: 

7'esting for Salmonella using PEI.:/I,SI'V/012 (equivalence was gra~ltcdMarch 12, 
3008) 

All of the live establishme~~tsaudited were required to meet the basic FSIS regulatory 
recli~iremcntsfor Strln~onellutesting and Mere e\,aluated according to the criteria e~nployed 
in the United States' domestic inspection program. ,V~rlr~~onell~rtesting was properly 
conducted i11 all five establishments. 

13.3 Species Verification 

Species ~rerificationwas being conducted in those establishments in which it was required. 

7'herc mas one concern regarding the method being used for species verification in the 
microbiology laboratory that was audited (see Section 8). 



13.4 Periodic Reviews 

During this audit it was found that in all establishments visited, periodic supervisory 
re\ien s of certified establishments were being performed and documented as required. 

13.5 Inspection Systenl Controls 

I'he CCA had controls in place for ante-mortem and post-mortem inspection proccdurcs 
and dispositions; restricted product and inspection samples; disposition of dead, dying. 
diseased or disabled animals; shipment security. including shipment between 
establishments; and prevention of cornmingling of product intended for export to the 
IJnitedStates with product intended fhr the domestic market. 

In addition. controls were in place for the ilnportation of only eligible meat products from 
other counties for further processing. 

1,astlj.. adequate controls were fhund to be in place for security items, shipment sccuritq 
and products entering the establishn~entsfrom outside sources. 

Ileficicncies regarding enfbrcement by inspection personnel of some FSIS requirements 
\\ere f'ound in two of the five establishments audited and in the microbiology 
laboratorq . 

A closing meeting was held on May 14, 2008 in Madrid with thc CCA. At this meeting. 
the primary findings, conclusions. and recommendations horn the audit were presented by 
the auditor. 

7'hc CCA understood and accepted the findings. 

Gar!, I). Ijolstad. IIVM 
Senior Program Auditor 
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60 Observat~onof the Establ~shrnent Date 3 /04 /08  Eql# 14 (Campofno Allrnentac~on, S A [I1]) (Toledo, Spam) 

(Pork processing establishment) 

19151 The establishment was unable to provide docurnentation for the verification of calibration of 
equipment used to monitor the critical limits for two of the Critical Co~ltrol Points. The Autonomous 
Community official who was leading the audit ordered immediate correction. [Regulatory reference: 
9CFR $417.5(3) and $417.81 

2215 1 Illegible corrections were observed in the monitoring docun~eilts for one of the CCPs. The 
inspection service officials instructed the establishn~e~lt officials regarding the proper way to correct entry 
errors. [9CFR $4 17.5(3) and $41 7.81 

3915 1/56 Varying degrees of neglected mailltenance and cleaning of overhead structures and ceilings. 
o\.er exposed-product-handling and -traffic areas, as well as in production areas (but not directly over 
exposed-product areas). were observcd in numerous parts of the establishment. Observations included 
deteriorated conduit covers, rust, exposed insulation, and beaded condensation. No actual contamination 
or adulteration of product was observed. 'Ihe Autonomous Conlmunity official who was leading the audit 
ordered retention of the product under the affected areas pending microbiological testing and reinspection 
and prompt scheduling of extensive repair and maintenance of the overhead structures and ceilings. 
[Rcgulatosy references: 9CFR $416.2(b), $41 6.1 7. and European Cornnlission Council Directive 641433, 
Chapter 111 (3)] 

4015 1/56 Pull-ropes for opening hydraulic doors in various production areas were made of braided 
materials that uere very difficult to clean and sanitize: some of these were discolored and caked with old 
product residues. The Autonomous Con~n~unity official who was leading the audit ordered immediate 
corrective actions and replacemellt of the uncleanable pull-cords with others made of cleanable materials. 
[OCFR $4 16.4(b) ), $4 16.17, and I<uropean Commission Council Directive 641433, Chapter I11 (3)l 

Note: The deficiencies reported as a result of the previous FSIS audit had been adequately addressed and 
corrected. 

58 The Service Head of the Official Veterinary 13ealth Services, Ministry of Health and Consumer Aff'airs 
issued to the establishment management a Notice of Intent to Delist. This establishment may retain its 
certification for export to the United States provided that thc establishment tnanagement corrects all 
deficiencies noted during the audit within 30 days of the date when the establishn~ent was audited. 

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DATE 

Gar) D Uolstad DVhl  

I 
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60 Observat~onof the Establ~shrnent 
T 

Date 0311 1/08 Est # 16 (l'alac~os Allmentdclon. 7 A [PI) (1  ogrono Spdln) 

< I 

(Pork processing establishment) 

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

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DATE -, 
Ciao L l  13ol\tad,IlVhl 
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60 Observation of the Establishment Date 03-06-2008 Est # 2(l (liedondo lglesias $ A [PI) (LJtlel 5pd11i) 

(Pork processing establishment) 

2215 1 Illegible corrections were observed in the monitoring docurnerlts for one of the CCPs. The 
inspection service officials instructed the establishment officials regarding the proper way to correct entry 
errors. [Regulatosy references: 9CFR $417.5(3)and $417.81 

61 NAME OF AUDITOR 

Ciar! D Bol$tad DVhI 
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product contamlnat~m or aduleratlon I 
13 Daly records document ltem 10 11 and 12above 1 39 Establ~shmentConstruct~on/Matntenance 

Part B - Hazard Analysis and Critical Control 

Point (HACCP) Systems - Basic Requirements 


14 Developed and implemented a wrlttm HACCP plan 


15 Contents of the HACCP l ~ s t  the f m d  safety hazards, 42 Plumb~ng and Sewage 
1 
cr~ttcd control pants crltlcal l ~ m ~ t s  p-ocedures, oorrecbve adlons 

16 	 Records docurnenttng Irnpkmentatlon and mon~torlng of the 43 Water Supply 


HACCP plan 

44 Dresstng RmmsILavator~es 


17 The HACCP plan 1s sgned and dated by the respons~ble 

establishment lndivtiual 1 45 Eaui~mentand Utensils 
, , 

Hazard AnalysG and Critical Control Point 

(HACCP) Systems -Ongoing Requirements 46 Sanitary Operattons 


18 Mon~torlng of HACCP plan 

47 Employee Hyg~ene 


19 Verlflcabon and vaidat~on of HACCP plan 

48 Condemned Product Control 


20 Colrect~veact~on w r ~ t t a  In HACCP plan 


21 Remsessed adequacy of the HACCP plan Part F - Inspection Requirements 
I 
22 	 Records documenting the written HACCP plan monltorlng of the 49 Government Staffing 1 

crlttcal consol p l n t s  dates and tmes d spectflc event occurremes 


Part C -Economic IWholesomeness 50 Dally Inspectlffl Coverage 


23 Label~ng- Product Standards 
 $4 
51 Enforcement 


24 Labd~ng- N e  Wetghts 

52 Humane Handllng 


25 General Labeltng 


26 Fin Prod StandardsIBoneless (DefectslAQLIPcrk Sktnshlo~sture) 53 Anlrnal ldent~f~catlon 


Part D -Sampling 
Generic E, coli Testing 	 354 Ante Mortem Inspectton 

27 Wr~tten Procedures 0 ( 15 For t  Mortem l n i p d i o n  


28 Sample ColkctionlAnalys~s 


Part G - Other Regulatory Oversight Requirements 
29 	 Records 

Salmonella Performance Standards - Basic Requirements 56 European Community Dlrect~ves 

30 	 Correct~veAct~ons 

31 	 Reassessment 

32 	 Wrttten Assurance 
I 
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60. Observation of the Establishment 
-',

Date 03/12/08 kst # 21 (Carnpofrlo Altmentaclon, 7 A (PI) (Burgos S p d ~ n )  

.< . I  

(Pork processi~lg establishment) 

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

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DATE 
(>an 11 f3irlst,id, D\'hl 
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Foreign Establishment Audit Checklist - . 
1 

1 ESTABLISHMENT NAME AND L E A T I O N  2 AUDIT DATE 3 ESTABLISHMENT NO ' 4 NAME OF COUNTRY 

1 m b u t ~ d o sI crmln 5 I 
I a 4lbr rca 

03103108 23 I 

1 
Spa~n 

5 NAME OF AUDITOR(S) 6 TYPE OF AUDIT 

L a  4lherc.1 Salnmaica  0 
Ciaq I>Rotstdd. I)VM i;l ON-SITE .AUDIT - DOCUMENT AUDIT 

Place an X I n  the Audit Results block to ~nd ica tenoncornpl~ancewith requtrements. Use 0 rf not  applicable. 

Part A - Sanitation Standard Operating Procedures (SSOP) A U ~ I ~  Part D - Continued A U ~ I ~  

Basic Requirements RESUI~S Economic Sampling Results 

7 Wr~tten SSOP 33 Scheduled Sample 

8 Records documentng lmplementatlon 34 Speces Testing I 

9 Signed and dated SSOP, by cn-site or ovemll authority 1 35. Residue 

Sanitation Sandard Operating Procedures (SSOP) Part E - Other Requirements 

Ongoing Requirements 


10 lmplementat~onof SSOP s lncludng rnon~torlng of irnplementatlon 

11 Ma~ntenanceand evaluat~on of the effecbveness of SSOP's 1 37 Import 

12 Corrective actlon when the SSOPs have faled to prevent direct 
38 Establ~shment Grolvlds and Pest Control 

pnduct contamlnatlm or adukeration I 
13 Daly records document Item 10, 11 and 12 above 

Part S - Hazard Analysis and Critical Control 

Point (HACCP) Systems - Basic Requirements 


14 Developed and Implemented a wrlttm HACCP plan 

15 Contents of the HACCP l ~ s t  the f w d  safety hazards, 42 Plumbing and Sewage 
cr~t~cal procedures, correcbve actionscontrol pants crltlcal I ~ m ~ t s ,  

16 Records docurnent~ng Impkmentat~on and monltorlng of the 43 Water Supply 

HACCP plan 
44 Dress~ng Rwms/Lavatorles 

17 The HACCP plan is sgned and dated by the respons~ble 
establ~shment lndlvdual 

Hazard Analysis and Critical Control Point 

(HACCP) Systems -Ongoing Requirements 


18  Monitoring of HACCP plan 47 Employee Hyg~ene 

19 Veriflcabon and vaidat~on of HACCP plan 
48 Condemned Product Control 

20 Correct~veactlon wrlttm In HACCP plan 

21 Reassessed adequacy of the HACCP plan I Part F - Inspection Requirements 

22 Records document~ng the wr~tten HACCPplan, monltorlng of the 49 Government Stafflng 1 
crltical contol mlnts dates and tmes d spec~f~cevent occurrewes 

Part C - Economic I V\lholesomeness 50 Dally lnspectlffl Coverage 

23 Label~ng- Roduct Standards 
51 Enforcement 

24 Labdlng - Net We~ghts 
52 Humane Handllng 

I 
25 General Label~ng 

26 Fin Prod StandardslBoneless (DefectsIAQLlPak Sk~nsNoisture) 53. Anlmal Identification 

Part D -Sampling 
Generic E. coli Testing 354 Ante M o r t m  Inspectton 

27 Written Procedures 5 5  Post M o r t m  l n ~ p ~ t l o n  1 
28 Sample Colkct~onIAnalys~s 

Part G - Other Regulatory Oversight Requirements 
29 Records 

Salmonella Performance Standards - Basic Requirements 
56 European Comrnun~ty Duectlves 

30 Correct~veAct~ons 57 Mcnthly Rev~ew 

31 Reassessment 58 

32 Wrrtten Assurance 59 

FSlS- 5000-6 (04/04/2002) 
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60 Observat~onof the Establishment Datc 2/03/08 1 st # 23 (Cmhut ldo~Fermtn 5 1 [SIP])(La A l b e r ~ a  5pdln) 

(Swine slaughterlpork processing establishment) 

45 During pre-operational sanitation inspection. product residues from the previous day's operations were 
observed on several non-product contact surfaces that were, however, very close to product-contact 
surfaces. No actual product was affected. The establishment nlanagelnent took immediate corrective 
actions. [Regulatory reference: 9CFR $416.4(a)] 

46 Malodorous material from the downstream portion of the inedible conveyor system had flowed back 
into the auger hopper that was employed to transpot1 inedible and condemned soft tissues out of the main 
cuttinglboning room at the end of the cuttinglboning process. The establishment management ordered 
thorough cleaning and disinfection of the interior surfaces of the auger unit and proposed modification of 
its construction to permit easy opening, cleaning, and disinfection of the internal surfaces on a regular 
basis. [9CFR 54 16.4(b)] 

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DhTE 
( i a g  I) I3olstad DVhl 
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Brown, Yvonne 

From: Bolstad, Gary 

Sent: Tuesday, November 04,2008 6:36 AM 

To: Smart, Donald; Chaudry, Manzoor; Brown, Yvonne; Winters, Bonnie 

Subject: FW: Est. 14 and Response to Draft Final Report 

I have heard from Spain that there are no comments to the Draft Final Report from my Feb-Mar 08 audit, so we 
may cons~der the report Final. Here is Marta's response (below). 

Gary D. Bolstad, DVM 
Senior Program Auditor 
Office of International Affairs, FSI .  USDA 
Phone 202-205-4054, Fax 202-720-0676 

From: mgarrido@msc.es [mailto:mgarrido@msc.es] 
Sent: Tuesday, November 04, 2008 2: 17 AM 
To: Bolstad, Gary 
Cc: jtroncoso@msc.es; ogonzalez@msc.es 
Subject: RE: Est. 14 and Response to Draft Final Report 

Hi, Gary 

You are right: I forgot to answer the second question. Relating to the Draft Final audit, Autonomous Region and 
Majadahonda Lab didn't send any comments within the 60 days period after its reception. Therefore, it is 
supposed they are satisfied with the content. We are too. So you can close up this issue. 

Thanks for everything 

Marta Garrido Garcia 
Jefa del Area de Gestion y Coordinacidn 
Subdireccion General de Sanidad Exterior 
Minister~o de Sanidad y Consumo 

Tfno: + 34 91 596 20 32 
Fax: + 34 91 360 13 43 
E mail: nigarrido@rnsc. es 

-----Mensaje original----- 

De: Bolstad, Gary [mailto:Gary.Bolstad@fsis.usda.gov] 

Enviado el: lunes, 03 de noviembre de 2008 21:15 

Para: Garrido Garcia, Marta 

CC: Chaudry, Manzoor; Smart, Donald; Brown, Yvonne; Winters, Bonnie; Troncoso Ramon, Juan Manuel 
Asunto: RE: Est. 14 and Response to Draft Final Report 

Hello, Marta. 

Thank you very much for your updating us on the status of your providing us with the corrective actions 
taken for Establishment 14. We are looking forward to receiving the translation of the details from your 
Embassy here in Washington. 

mailto:mgarrido@msc.es
[mailto:mgarrido@msc.es]
mailto:jtroncoso@msc.es;
mailto:ogonzalez@msc.es
mailto:nigarrido@rnsc
[mailto:Gary.Bolstad@fsis.usda.gov]
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Please be so kind as to also answer the other question I asked in my communication of October 2: Have 
you sent a response to the Draft Final audit report that we sent to you on April 21? We are unable to find 
one in our files and are hoping that you will be able to send one in the very near future. If you have no 
comments and are satisfied with the content, please let us know at your very earliest convenience so that 
we may close out this open issue. 

Best regards. 

Gary 


Gary D. Bolstad, DVM 

Senior Program Auditor 

Office of International Affairs, FSIS, USDA 

Phone 202-205-4054, Fax 202-720-0676 


From: mgarrido@msc.es [mailto:mgarrido@msc.es] 

Sent: Monday, October 20, 2008 10:13 AM 

To: Bolstad, Gary 

Cc: Chaudry, Manzoor; Smart, Donald; Winters, Bonnie; jtroncoso@msc.es 

Subject: RE: Est. 14 and Response to Draft Final Report 


Hello, Gary, 

Finally, after some changes in the staff of my Deputy - Directorate, we have news relating on this file. 

For your information, I communicate you that Pedro Angel Garcia (former Deputy - Director) and Carlos 
Abellan (former Head of Service) left us, and they don't work in this Unit any longer. Replacing them, we 
are lucky to count with 0scar Gonzalez (new Deputy - Director) and Juan Manuel Troncoso (new Head of 
Service). 

These changes, added to the change of General Director before last summer, are the main reasons for 
the delay in our response. 

Anyway, I 've got the pleasure to inform you that, last week, we sent the documents concerning the 
corrective measures adopted in establishment No 14. The information was sent in Spanish language to 
our Embassy in Washington for translation and further transmission to FSIS. 

Best regards, 

Marta Garrido Garcia 

Jefa del Area de Gestion y Coordinacion 

Subdireccion General de Sanidad Exterior 

Miriisterio de Sariidad y Consumo 


Tfno: + 34 91 596 20 32 

Fax: + 34 91 360 13 43 

E mail: mgarrido@rnsc. es 


-----Mensaje original----- 
De: Bolstad, Gary [mailto:Gary.Bolstad@fsis.usda.gov] 
Enviado el: jueves, 02 de octubre de 2008 19:12 
Para: Garrido Garcia, Marta; Abellan Garcia, Carlos; Steve.Hammond@fas.usda.gov 
CC: Chaudry, Manzoor; Smart, Donald; Winters, Bonnie 

Asunto: Est. 14 and Response to Draft Final Report 


mailto:mgarrido@msc.es
[mailto:mgarrido@msc.es]
mailto:jtroncoso@msc.es
mailto:mgarrido@rnsc
[mailto:Gary.Bolstad@fsis.usda.gov]
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Hello again Marta, 

I hope you're having a wonderful autumn. The leaves are starting to turn here and it's getting 
beautiful. 

We have two items that we would like to close out, and would like to request your help. 

1. Have you send a response to the Draft Final audit report that we sent to you on April 21? 
We are unable to find one in our files and are hoping that you will be able to send one in the very 
near future. If you have no comments and are happy with the content, please let us know. 

2. In response to questions that I sent regarding the status of corrective actions that were 
taken by Establishment 14 in response to the NOID, you sent the following response on May 12, 
1008: 

"Concerning the establishment 14, 1 inform you that, after receiving the 
NOID: 

The enterprise supplied a plan with corrective actions, 

The Regional Authorities visited the facilities on 13'" March 
and 2'ld April, and 

Our Ministry visited them too on l o t hApril 

"Everything was made within the period provided by FSlS legislation 

"Nevertheless, we didn't inform you yet because we've got a new 
General Director (2 or 3 weeks ago) and we need to let him know the 
situation for taking some decisions. I hope we will be able to inform you in 
some days. Sorry for the inconvenience." 

We had the impression, from your response, that you would be sending additional information, 
and have been waiting to hear from you. I sent more requests for your follow-up information on 
July 8 and August 4. We still have heard nothing more from your side. 

Will you please confirm for the nature and details of the corrective actions taken by the 
establishment, as well as the details of the results of the reviews by the Regional Authorities and 
by your Ministry, at your very earliest convenience? 

Please provide copies of your responses (to both questions) to the people on the distribution list, 
above, as well. 

Thanks, and best regards, 

Gary 
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Gary D. Bolstad, DVM 


Senior Program Auditor 


Office of hternational Affairs, FSIS, USDA 


Phone 202-205-4054, Fax 202-720-0676 
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