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.4BBRE\'IA4TIONS ATD SPECIAL TERhIS USED IK THE REPORT 

CCA Central Competent Authority [Ministerio de Sanidad 1 Consumo or klinistrj~ 
of Health and Consumer Affairs] 

E coli Eschel-ichia coli 

FSIS Food Safety and Inspection Senice 

PR'HACCP Pathogen Reductionll-Iazard Analysis and Critical Control Point Systems 

RTE Ready-to-Eat 

Salmonella Salmo~el laspecies 

SPS Sanitation Performance Standards 

SSOP Sanitation Standard Operating Procedures 

VEA European CommunityiCTnited States Veterinary Equivalence Agreement 



I hc a d i t  took place in Spain from March 30 through April 21. 2005. 

In opening meeting u a s  held on March 30. 2005. in Madrid \lit11 the Central Competent 
\uthorit! (C'C.4). At this meeting. the auditor confirmed the objecti\e and scope of the 

'~udit. the auditor's itinerarq, and requested additional information needed to complete the 
i~ l~d i tof' Spa~n's  meat i~lspection system. 

1 lie wditor \\as accoinpanied during the entire audit by representatives fi-om the CCA, the 
hlinistrj of I-Iealth and Co~lsumer Affairs, Food Safety Agencq (Agencia Espanola de 
Seguridad Alimentaria). and representatives from Spain's Regional Autono~nous 
C'o~nmunities. 

2. OBSECTIVE OF THE AUDIT 

I Iiis audit \\as a routine annual audit. The objective of the audit [vas to evaluate the 
performance of the CCA wit11 respect to controls over the slaughter and Processing 
cstablishii~ents certified by the CCA as eligible to export meat products to the United 
Slates. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA. 
three Autonon~ous Comn~unities. five pork processing establisl~inents, one swine slaughter 
establishment, and two laboratories conducting microbiological and residue testing of meat 
samples. 

Competent Authority Visits 
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Coininunities 
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Meat I'roccssing Establishments 
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5 

Pork Producing 
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-

3 .  I'ROTOCOL 

T ~ I \on-site audit mas collducted in four parts. One part involved visits nit11 CCA offjcials 
to d~\cuss  or ersight programs and practices. including enforcement a c t i ~  ities. The second 
p r t  1111011 ed an audit of a selection of records in the countrq's inspection headcluarters or 
I c.gion,il offices. The third part in\ 011 ed on-site \isits to six establishments: one slaughter 
c \~hl i \hn ien t  and f i \  e processing establishments. The slaughter establishn~ent \\as not 
c u  t~liedto  export product to the United States but presented as f d l j  meeting the FSIS 
ln\pc'ctlon lccluireinents The fourth part m o l ~ e d  \ isits to tixo go1 erilment laboratories. 



The Centro Kational de Alimentacion (CN-4) laborator) \\as conducting anal) ses of field 
samples for the presence of Llstcl-ra morzocj togenes and S u l m o ~ ~ e l l u  for Read; -to-Eat 
(RTE) products. The Centre de Salut Publica de Valencia n a s  conducting anal) ses of field 
samples for Spain's national residue control program. 

Program effectiveness determinations of Spain's inspection s:, stem focused on five areas of 
risk: (1) sanitation controls, including the implementation and operation of Sanitation 
Standard Operating Procedures, (2) animal disease controls, (3) slaughter/processing 
controls, including the implementation and operation of HACCP programs and a testing 
program for generic E. coli, (4) residue controls, and ( 5 )  enforcement controls. including a 
testing program for Salmonella. Spain's inspection system was assessed by evaluating 
these five risk areas. 

During all on-site establishment visits, the auditor evaluated the nature, extent and degree 
to which findings impacted on food safety and public health. The auditor also assessed 
how inspection services are carried out by Spain 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. 

At the opening meeting, the auditor explained to the CCA that their inspection system 
would be audited in accordance with three areas of focus. First, under provisions of the 
European CommunityIUnited States Veterinary Equivalence Agreement (VEA), the FSIS 
auditor would audit the meat inspection system against European Commission Directive 
6414331EEC of June 1964; European Commission Directive 96122lEC of April 1996; and 
European Commission Directive 96123lEC of April 1996. These directives have been 
declared equivalent under the VEA. 

Second, in areas not covered by these directives, the duditor would audit against FSIS 
requirements. FSIS requirements include daily inspection in all certified establishments. 
humane handling and slaughter of animals. the handling and disposal of inedible and 
condemned materials, species verification testing, and requirements for HACCP. SSOP, 
testing ihr generic E. coli, Listeria monocj'togenes, and Salnmnella. 

Third. the auditor would audit against any equivalence determinations that ha1.e been made 
by FSIS for Spain under provisions of the SanitaryIPhytosanitary Agreement. Currently, 
there are no equivalences determinations in effect for Spain. 

4. LEGAL BASIS FOR THE AUDIT 

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

The Federal Meat Inspection Act (3 1 U.S.C. 601 et scq.). 

The Federal Aleat I~lspcction Regulations (9 CFR Parts 301 to end). uhich include 
the Pathogen ReductionllIACCP regulations. 



In addition. compliance \T ith the follo\~ing European Cornmunit). Directix es n-as also 
assessed: 

Council DirectiL e 63'333 EEC of June 1964 entitled Health Problems Affecting 
Intra-Community Trade in Fresh Meat 
Council Directi1.e 96/23/EC of 29 April 1996 entitled Measures to Monitor Certain 
Substances and Residues Thereof in Li1.e Animals and Animal Products 
Council Directil e 96/22/EC of 29 April 1996 entitled Prohibition on the Use in 
Stockfarming of Certain Substances Having a tlormonal or Thyrostatic Action and 
of B-agonists 

5 .  SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' website at the following address: 
http://~~~v.fsi~.usda.gov/Regulations - & - Policies/Foreign-Audit-Reports/index.asp 

Duri i l  the MarcldApril 2004 FSIS audit of Spain's inspection system: 

Four establishments received an NOID. 
Inadequate HACCP implementation in one establishment. 
No daily inspection in three establishments. 
Inadequate implementation of listeria regulations. 
Salmonella testing for RTE products was not implemented. (This deficiency was 
not cited during the audit but determined later.) 

During the No\~ember/December 2004 FSIS audit of Spain's inspection system: 

Five certified establishments and two laboratories were reviewed. 
One non-certified pork slaughter establishment \vas reviewed. 
Three establishments were cited for inadequate HACCP implementation. 
Three establishments were cited for inadequate SSOP implementation. 
One establishment was cited for inadequate implementation of Sanitation 
Performance Standards (SPS). 
Three establishments were cited for inadequate RTE product testing. 
Sulmonella Performance Standard \vas not conducted by the government in the 
slaughter establishment. 
The government's Central National laboratory was not using the FSIS laboratory 
testing methods for the detection of Liste~ia nzonocytogenes. 
All six establishments, as well as the government's Central National Laboratory. 
mere cited for inadequate government enforcement. 

6.1 Legislation 



The CCA has the organizational structure and staffing to ensure uniform implementation of 
the U.S. import inspection requirements. 

6.2.1 CCA Control Systems 

The CCA has jurisdiction over Spain's 17 Autonomous Communities. Each Autonon~ous 
Community has two departments: the Public Health Department and the Animal Health 
Veterinary Services Department. The Public Health Departments within the Autonon~ous 
Conlmunities are directly responsible for official control, inspection. and certification 
throughout the food production chain and it has three administrative levels (Central. 
Province, and Local). Local Autonomous Administration is responsible for carrying out the 
inspection activities in slaughter and processing establishments. 

6.2.2 Ultimate Control and Supervision 

Official control of inspection activities is under direct supervision of the Autonomous 
Communities which have received public health competencies through the Ministry of 
Health which in turn oversees the entire process annually. The Autonomous Communities 
perform the functions needed to fulfill the FSIS inspection requirements. These functions 
are based on instructions issued by the CCA and in accordance with the criteria agreed 
upon in the different coordinating meetings between the CCA and the Autonomous 
Communities. 

6.2.3 Assignment of Competent, Qualified Inspectors 

According to Autonomous Communities Legislations: 

1) An Official Veterinarian must be present during the ante- and post-mortem 
inspection in the slaughterhouse. 

2) Routine ~reterinary supervision in the rest of the establishments is, at times, required 
by the legislation. or according to the establishment size and/or types of 
manufactured products. 

All six establislments audited had daily inspection coyerage. The inspection officials 
assigned to certified establishments Lvere full time employees of the Spanish government. 

6.2.3 Authority and Responsibility to Enforce the Laws 

The Autonomous Communities possess delegated health author it^ for executing and 
responsibility to enforce and implement food safety legislation 01 er the exporting 
establishn~ents and go\.ernnlent laboratories Lvithin their region. 

The Inam functions of the Autonon~ous Communities Health Department are as f o l l o ~ :  

i )  The implenlentation of 11) giene regulations in fresh medt estdblislunents. 



2 )  1 he ~mplementation of 11)giene controls in meat products. minced meat and other 
production establishments. 

7 )  The super\ ision of the recall and marh of the specified risk materials. 
4) Sxnp l~ng  for microbiological anal) sis. collection of 7oonotic agents residues. and 
ctc. 

1 he hlinlstr~ of Health and Consumer Affairs has legislati\,e authoritj o\er the exporting 
csthl~shments  and therefore has legal authorit) to certify and decertify appro1 ed 
est,~bl~shments. The Ministry of Health and Co~lsumer Affairs also has legislati\ e authorit> 
o\ er the National Go\ ernlnent 1,aboratorq (CNA). nhic11 is the on14 laboratory currently 
coniluctlng microbiological testing of sa~nples for ,Yulrln?onclla and Llsterzcr rmnocj togem\ 
In I< 1'E meat products being exported to the United States. 

0.2.5  Adequate Adn~inistrative and 'Technical Support 

1 he c~~~ t l~o r i~a t i o~~ /ce r t i f i c a t i o~ i  of red meat establishments wishing to export to the IJnited 
States of America has several steps which brought together in the April 4. 1995. Decree. 
Firjt. the application must be filled out by the establishment and addressed to the General 
Ollice of Public Health (DGSP) of the Ministry of Health and Consumer alfairs. Second, in 
xcordance \tit11 the general procedures for authorization of establislime~~ts for the export 
of meat and meat products to the United States. the DGSP requests the competent authority 
ol'tlic \utonomous Con~munities for the corresponding report on compliance with the 
clcmands to he met for that authorization. Third. once the favorable report on such 
compliance has been received. h4SC and MAPA officials make the verification L isit to 
,Issure that such compliance meets the requirements established by FSIS. Finally, \\hen it is 
l i \  orable. both departments make the authorization jointly on the establishment and notify 
FSIS. Health certification of foods that are going to be exported is performed by the 
Of'ficial Veterinary Services of the Autonomous Communities, which are responsible for 
routine monitoring of the establishments. 

I he C'C'A, through the Autono~nous Communities (Central, Regional, and Local offices), 
ha{ administrati\e and technical support to operate its inspection sen  ice and has the ability 
to support a third-party audit. 

6.3 I~lcadquarters Audit 

1 IIC auditor conducted a revien of inspection system documents at the headquarters, 
,4utonomous Communities, and local inspection offices of the audited establishments. The 
secorcls re\ ieu focused primarily on food safety hazards and included the following: 

Internal review reports. 
0 Supen isor) visits to establishments that mere certified to export to the U.S. 
0 I raining records for inspectors and laborator) personnel. 

I ~ b e l  approval records such as generic labels and animal raising claims. 
0 \e\\ la\\ s and implementation documents such as regulations. notices. directi~ es 

and g~lidelines. 
Sampling and laborator) ana l~ses  for residues. 

0 Sanitation. slaughter and processing inspection procedures and standards. 



Export product inspection and control including export certificates. 
Enforcement records. including examples of criminal prosecution, consumer 
complaints. recalls. seizure and control of noncompliant product, and nithholding. 
suspending. uithdrawing inspection services from or delisting an establishment that 
is certified to export product to the United States. 

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

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of six establishments. One was a slaughter establishment 
that was not certified but presented to FSIS as fully meeting the U.S. inspection 
requirements and five were processing establishments. None of the six establishments 
were delisted or received a Notice of Intent to Delist the establishment from Spanish 
inspection officials. 

Specific deficiencies are noted on the attached individual establishment report checklists. 

8 .  LABORATORY AUDITS 

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

Residue laboratory audits focus on sa~nple handling, sampling frequency, timely analysis 
data reporting, analytical methodologies, tissue matrices, equipment operation and 
printouts, detection levels, recovery frequency, percent recoveries, intra-laboratory check 
samples, and quality assurance programs, including standards books and conecti\~e actions. 

Microbiology laboratory audits focus on analyst qualifications, sample receipt, timely 
analysis, analytical methodologies, analytical controls, recording and reporting of results, 
and check samples. 

Thc following laboratories were reviewed: 

The Centre de Salut Publica de Valencia. a government residue laboratory located in 
Valencia Autonomous Community. No deficiencies were noted. 

The Centro Nacional de Alimentacion, the Central Kational Laboratory, located in 
Majadahonda. This laboratory has been certified under the requirements of I S 0  17025. 
This is the only lab in Spain currently conducting microbiological testing for both Listeriu 
moi7oc~~2ogenes and Sulrnorwlla in RTE meat products being exported to the United States. 
The testing methods used for the detection of Listeriu monocytogel.zes and Salnzo~lcllu were 
not FSIS-appro1 ed methods. Spain has been submitted its alte~matixre testing  neth hods to 
FSIS for e q u i ~  alence determination. Meanwhile, Spain ma3 continue using its methods 
until further notification by FSIS. 



9. SAKITATION CONTROLS 

As stated earlier. the FSIS auditor focuses on f i ~e areas of risk to assess an exporting 
countrj 's meat inspection s) stem. The first of these risk areas that the FSIS auditor 
revie~,edIvas Sanitation Controls. 

Based on the on-site audits of the six establishments, Spain's inspection system had 
controls in place for SSOP programs. all aspects of facility and equipment sanitation. the 
prevention of actual or potential instances of product cross-contamination. good personal 
hygiene and practices, and good product handling and storage practices. 
In addition, Spain's inspection system had controls in place for water potability records, 
chlorination procedures, back-siphonage prevention, separation of operations, temperature 
control. work space, ventilation, ante-mortem facilities, welfare facilities, and outside 
premises. 

9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met, according to the criteria employed in the United States' domestic 
inspection program. The SSOP in the six establishments were found to meet the basic 
FSIS regulatory requirements with no deficiencies. 

9.2 EC Directive 641433 

In all establishments, the provisions of EC Directive 641433 were effectively implemented. 
As for the SPS requirements, there was inadequate implementation of these requirements in 
two establishments. 

Specific SPS deficiencies are noted in the attached individual establishment reports. 

10. ANIMAL DISEASE CONTROLS 

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

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

1 1 .  SLAGGHTEWPKOCESSING COX? ROLS 

The third of the fi1.e risk areas that the FSIS auditor reliewed was Slaughter/Processi~lg 
Controls. The controls include the follo\ving areas: ante-mortem inspection procedures. 
ante-~nortem disposition. humane handling and humane slaughter, post-mortem inspection 
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ingredients. formulations. processirlg schedules, equipment and records. and processing 
controls of cured. dried, and cooked products. 

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

1 1.1 Hu~nane Handling and Slaughter 

No deficiencies were noted. 

11.2 HACCP Implen~entation 

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

The HACCP programs were reviewed during the on-site audits of the six establishments. 
Three establishments had not fully implemented the HACCP requirements. 

Specific HACCP deficiencies are noted in the attached individual establishment reports. 

1 1.3 Testing for Generic E. coli 

Testing for generic E. coli was properly conducted in the slaughter establishment. 

11.4 Testing for Listel-ia monocytogenes 

Five of the six establishments audited were producing ready-to-eat products for export to 
the United States. In accordance with FSIS requirements, the HACCP plans in these 
establishments had been reassessed to include Listeria monocytogenes as a hazard 
reasonably likely to occur. 

No deficiencies concerning government sampling were noted. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditor reviewed was Residue Controls. 
Thcse controls include sample handling and frequency, timely analysis, data reporting. 
tissue matrices for analysis, equipment operation and printouts, minimum detection le lds ,  
recoL7erj frequency. percent reco\.eries. and corrective actions. 

The Centre de Salut Publica de I'alencia. a government residue laboratory located in 
I'alencia .4utonornous Cornmunit>. Lvas re\ iened. No deficiencies were noted. 



13.1 EC Directive 96/22 

In the Centre de Salut Publica de Valencia, the pro1 isions of EC Directi1.e 96'22 Lvere 
effecti\ ely implemented. 

12.2 EC Directive 96/23 

In the Centre de Salut Publica de Valencia, the provisions of EC Direct i~~e96/23 were 
effectively implemented. 

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 requirements and the testing program 
for Salmonella. 

13.1 Daily Inspection in Establishments 

Inspection was being conducted daily in all slaughter and processing establishments. 

13.2 Testing for Salmonella 

Salv~onellaspecies testing was implemented in the slaughter establishment (carcass testing) 
and the processing establishments (producing RTE products). 

13.3 Species Verification 

Species verification was being conducted in those establishments in which it was required 

13.4 Monthly Re~riems 

During this audit it was found that in all establishments visited, monthly supenkory 
reviews of certified establishments were being performed and documented as required. 

13.5 Inspection System Controls 

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

In addition, controls mere in place for the importation of only eligible li~restock from other 
countries. i.e.. only from eligible third countries and certified establishments uithin those 
countries. and the importation of o n l ~  eligible meat products from other counties for hrther 
processing. 



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

A closing meeting \vas held on April 2 1 ,  2005 in hfadrid \?.it11 the CCA. At this meeting. 
the primary findings and conclusions from the audit Lvere presented by the auditor. 

The CCA understood and accepted the findings. 

Dr. Nader Memarian 
Senior Program Auditor 
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United States Department of Agrlxlltlire 
Food Safety and Inspection Service 

Foreign Establishment Audit Checklist 
A 

P A -

1 ES-AB-1SrlMEN- N A K E A Y D  LCCAT3N 2 AUDIT CATE 3 ESTABLSrMEN- NO 4 NAME OF COJNT?Y 

Jarnones Burgalesses April 05, 3005 22 Spain 
APol. h d  G a m o n a l - V ~ l h a r  5 NAME OF AUDTOR(S) 5 T Y E  OF AUDIT 

C L a  Bureba. S K-Apdo 84 --
09007 Burgos Dr Nader Memarlan O N - S I T E A J ~ I T  -DOCUMWT W D I T  

Place an X I n  the A u d ~ t~ e s u l t sb lock t o  ~ n d ~ c a t enoncompl~ancew ~ t hr e q u i r e m e n t s .  Use 0 ~fno t  applicable. 
Procedures (SSOP) ALOI~ Part D - ContinuedPart A - ~ a n g b m a ~ - E p e r a t i n g  

Basic Requirements Results Economic Sampling 

7 Wr~t ten  SSOP 33 Scheduled Sample n 

8 Records documentng implementation 34 Speces Testing 
- -- ---- 0 

9 Slgned and dated SSOP by m-si te or overall authority 35 Residue 0 
7 


Sanitation Standard Operating Procedures(SS0P) Part E -Other Requirements 
Ongoing Requirements I 

- -2 

10 lmplementatlon of SSOP s includng monitoring of ~mplementation 38 Export 
-. - --- - - -- -- -- - - -

11 Maintenance and evaluation of the effechveness of SSOP s 37 Import 

12 Correctiveactlon when the SSOPs have faled to prevent direct 
38 Establishment Gromds and Pest Control 

pmduct contaminatim or adulteration 

13. Da'ly records document item 10, 11 and 12above. 39. Establishment ConstructionlMaintenance 1i 
Part B - Hazard Analysis and Critical Control 

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

14. Developed a d  implemented a wnttm HACCP plan -

15 Contents of the HACCP list the f w d  safety hazards X 42 Plumb~ng and Sewage 
a i t i cd  c o n b l  pants cntlcal limits ~ o c e d w e s  mrrechve adions -- - -. --- --

16 Records documenting impiementatlon and monitoring of the 43 Water Supply 

HACC P plan 
44 Dressing RmmsiLawtor~es  I 

17 The HACCP plan IS sgned and dated by the respons~be 
establishment indivdual 45. Equipment and Utensils 

-

Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 Sanitary Operations 

18 M o n ~ b n n gof HACCP plan 
47. Employee H y g ~ e n e  

19. Verification and vaidation of HACCP plan. I 48 Condemned Product Control 
I 

20 Corrective action wnttm in HACCP plan 
- - - - .-

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

22 Records docummt~ng h e  wrltten HACCP plan m o n i t o r i ~of the 49 Government Staffing 
critical c o n t o  p i n t s  dates a d  tmes d speafic event occurremes 

- - --- - ----- -- - - - -

Part C - Economic IMolesomeness 50 Daily lnspectim Coverage 

23 Labeling - Roduct Standards 
51 Enforcement X 

24 Labding - Net Weights 

25 General Labeling 0 

26 Fin Prod StandardsIBoneless (DefedsIAQUPak Skinshloisture) 53 Animal ldentif~cation 0 
A 

Part D -Sampling 
0
Generic E. coli Testing 54 Ante M o e m  lnspc t ion  

55 Post Mortem lnspc t ion  0 

IPart G - Other Regulatory Oversight Requirements I 

Salmonella Perfomnce Standards - Basic Requirements 
- - - - = 

-A-

30 Ccrrec:ive Act o r s  0 57 M r t b i y  Review 
A 

31 Reassessrren' 0 5 ti 
-

5932 Wrtten Assurance 0 
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60 Observat~onof the Establ~shment 

Establishment: 22 Audit Date: April 05. 2005 Processing Operation 

15/'51 The u~ i t t en  HACCP plan did not list the verification procedures (direct obsenation of 
monitoring activities and review of the records) and the frequency with which those 
procedures should be performed (9CFR part 4 l7 .2(~)(7)) .  

-

61 NAME OF AUDITOR 62 AUDITOR SIG\IATUREAND DATE 
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- -  

- -- 
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- -- 
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- - 
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- - - 

- -- -- 

-- - - -- - - -- - - 

- - -- - - -  - 

- - 

-- - - - - -  - - - 

- - - -  -- 

Un~redStates Department of Agr~cl i ture 
Food Safety a i d  I nspectlon Sew~ce 

Foreign Establishment Audit Checklist 
-

-

1 ESTM3LISUMELT YAMEAh3  - E A T  ON 2 ALD - C A T €  3 ESTAailSbME'4' N O  4 hAME OF COU\TRV 

C m p 0 h 0  Apnl 01 2005 14 S p a n  

Ctra Toledo 5 NAME OF AU3TOR(S) 6 - Y E  OF ALDI-

45500 Tornjos 
Dr Kader Memarian O N - S I T E A U D I T  DOCLMOUT AUDIT-

Place an  X I n  the A u d ~ t~ e s u l t ~ b i c kt o  rnd~caten o n c o m p l i a n c e  w ~ t hrequirements Use 0 ~fno t  a p p l i c a b l e  
.- -

P ~ - ~ a n w t a n d a r dA Operating Procedures (SSOP) Part D - Continued ~.ldit 

Economic Sampling R E ~ I ~ SBasic Requhments 
- - ---- -- -- -

-

7 Written SSOP 33 Scheduled Sample 0 

8 Records documentng implementation 34 Speces Testing 0 

9 Signed and dated SSOP by m-site or overall authority 35 Residue 0 
PA-

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements I 

Ongoing Requirements 
10 Implementation of SSOP s includng monitoring of ~mplementation 36 Export 
- ---A- -. - ---- --

11 Maintenance and evaluation of the effecbveness of SSOP s 37 Import 
.------ -

1 2  Correctiveactionwhen the SSOPs have faled to prevent direct 
38 Establishment Gromds and Pest Control 

product contaminatim or adukeration 

13. Daily records document item 10, 11 and 12above. 39 Establishment Const~ctionIMaintenance 1 X! 
Part B - Hazard Analysisand Critical Control 40 Light 

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

14. Developed a ~ dimplemented a written HACCP plan 

15 Contents of the HACCP list the f m d  safety hzards  42 Plumbing and Sewage 
sritica c o n b  pants critic3 imf i  pocedues m m c l v e  adions -- ~ 

7-

16 Records documenting irnpkmentation and monitoring of the 43 Water Supply 

HACCP plan 
44 Dressing R ~ r ~ m s I L a ~ t ~ r i e S  

17 The HACCP plan is sgned and dated by the responsible I 
establishment indivdual 1 45 Equipment and Utensils X 
Hazard Analysis and Critical ~ontrolPc&t 
(HACCP) Systems - Ongoing Requirements 

-- I 46 Sanitary Operations L 

18 Monitoring of M C C P  plan 47 Employee Hygiene 

19. Verificabon and vaidation of HACCP plan 
48 Condemned Product Control 

.. 
20 Corrective action written in HACCP plan I 

-
21 Reassessed adequacy of the HPCCP plan Part F - Inspection Requirements 

22 Records documentmg the written HACCP plan mnitor i rg of the 49 Government Staffmg 
critical contol p i n t s  dates a d  tmes d specific event ocwrremes 

- - - - --
I 

Part C - Economic I Wholesomeness 50 Daily lnspectim Coverage 
--- - ----A --

23 Labeling - Roduct Standards 
-- -- .-- 51 Enforcement X 

24 Labtiing - N e t  Weights -
-- - --

25 General Labeling 
52 Humane Handling 0 

26 Fin Prod StanaardslBoneless (DefedsIAQUPcrk Skinshloisture) 53 Animal Identification 0 

Part D -Sampling 
Generic E. coli Testing 54 Ante M o r t m  Inspection 

27 Written Procedures 0 55 Post M o r t m  Inspct ion 

28 Sample ColBctioiIAnalysis 0 
-- - ---- - - - -- Part G - Other Regulatory Oversight Requirernents 

29 Records 0 

Salmonella Perfomnce Standards - Basic Requirements 
56 European Community Drect~ves 

-

33 Corrective 4tticns 0 57 Mcnthly Review 
--

3' R B S S ~ S S ~ ~ ~ ~  0 5E 
--

32 Nri:en Assura-ce 0 

FSIS- 50CC-E W64'2002) 



-- - 

- -  

FSIS 5600-6 (04/04/2002) Page 2 of 2 

60. Observatior, of the Establishment 

Establishment: 11 Audit Date: April 0 1. 2005 Processing Operation 

3915 1 Condensation from an overhead pipe was dripping onto one side of a working table in which 
exposed products were being packed on the other side of the same table. 

4515 1 Rough: interrupted, and uneven welds were observed on the food contact surfaces of: 
A) one of the ham molding equipment B) one stainless steel table 
which may prevent the adequate removal of product residue and could become a source of product 
contamination. 

61 NAME OF AUDITOR 



- -- - 

-- - - --- - - - - - 

-- -- - -- - - --- 

-- - 

-- 

-- -- 

-- - - - - -- - 

-- - - -- -- -- - 

-- -- 

- -- - - - - - 

-- -- -- - -- 

- - -- -- - - 

-- - - 

Uiited S:ates Department of Agrimkure 
Food Safety and Inspection Semi= 

Foreign Establishment Audit Checklist 
1 ESTff iL 'SHMENT NAMEAY D -CCATIOY 

Palaclous A l i m e n t a c i o s  4 p r d 0 '  2005 16 Spain 
--- - - - - - - ,-Ctra De Logrono, S 5 NAME 3 F  AU3-OS(S)  6 TYPE OFAUDIT 

-

26 120 Albelda De Iregua - -
L a  h o j a  Dr h ader Memanan IXON-SITE AUDIT A DOCUMDI- W C T  

the A u d i t  ~ e s u l t sb lock  t o  ~ n d ~ c a t ePlace a n y ~ n  noncornp l~ancew ~ t hr e q u l r e r n e n t s .  U s e  0 ~f n o t  app lcab le .  
Part A -Sanitation Standard Operating Procedures (SSOP) A ~ I :  Part D - Continued UI: 

Basic Requirements Results Economic Sampling Resu' ls 
-

7 Wntten SSOP 33 Scheduled Sample 0 

8 Records documentng implementation. 34 Speces Testing 0 

9 Signed and dated SSOP by m-site or oveiall authority 35 Residue 0 
. .-- - ---. - - ---

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 1 
-- ongoing Re!v!k!E!!ts - --- - _ _ . - . I 

10 Implementation of SSOP's includng rnon~toring of lmplementation I 36. Export 
~

I 37 Import 
- - . ------ .---- - - ... . 

11 Maintenance and evaluation of the effecfiveness of SSOPs. 
~.~.-

12 Corrective ac t~onwhen the SSOPs have faled to prevent direct I 38 Establishment Grotnds and P s t  Control 
product contaminat~m or adukerat~on 

- - --- . - - k13 Daly m o r d s  document Item 10 11 and 12above 
I- -- .- - -

Part B - Hazard Analysis and Critical Control 
I 

Point (HACCP) Systems - Basic Requirements 
41 Ventilation 

14 Developed a d  implemented a wnt tm HACCP plan -
the f m d  safety hazards X 42 Plumb~ng and Sewage 15 Contents of the HACCP [ ~ s t  

-- --- ---- - --.-- ,I- --criticd contml pants crit~cal lim~ts pocedwes mrrechve adions 
---I 

I 

16 Records documenting impbmentat~on and monltonng of the 43 Water Supply I 
HACCP plan I 

I17 The HACCP plan IS sgned and dated by the responsible 
establishment indivduai I 45 Equipment and Utensils -. - - ~ 
Hazard ~ n a F s l s  and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46. Sanitary Operations 1 

18 Monitoring of HACCP plan 
47. Employee Hygiene 1 

19. Verification and vaidatlon of HACCP plan. 1 
48 Condemned Product Control 

20 Corective ac t~on wnttm ~n HACCP plan I 

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

22 Records docummtmg me written HACCP plan monitonrg of the X 49 Government Staffing 
critical contol  p n t s  dates a d  tmes d specif~cevent occurrences 

Part C -Economic I ~ o l e s o r n e n e s s  50 Dally lnspectim Coverage 

23 Labeling - Roduct Standards --- -- -- - -

- - - - - - - - 51 Enforcement X 
24 Labdng - Net Weights - -- - --- - - - -- --

I 52 Humane Handling 025 General Labelina 

26. Fin. Prod StandardsIBoneless (DefectslAQUPak SkinsA40isture) 53 Animal ldentif~cat~on 
I O 

Part D -Sampling 1 
Generic E.coli Testing I 

54 Ante M o r t m  Inspection 
--- - - - . - -- - - -

27 Wr~tten Procedures 0 55 Post M o r t m  Inspx t ion  

28 Sample ColkctionlAnalys~s 0 -- - - -- -
Part G - Other Regulatory Oversight Requirements 

29 Records 0 

Salmonella Performance Standards - Basic Requirements 

57 Vcntbly Qeview 

7 -

:o
31 ?essesswent  

32 a r t t e n  Assurance 55 

FSIS- 50a-6(04/U4/2002) 



- - 

Paqe 2 of 2 

60. Observaton of the Establ~shment 

Establishment: 16 .Audit Date: April 07. 7005 Processing Operation 

15151 The mitten HACCP plan did not include direct obsen-ation of monitoring activities as part of its 
~erification procedures (9CFR part 417.2(~)(7)).  

2215 1 Records documenting monitoring and verification activities did not include the time the specific 
event occurs {9 CFR part 417S(b)). 

61 NAME OF AUDITOR 62 AUDITOR SIGVATUREAND DATE 
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United Sta:es Departrnenr of Agrialture 
Food Safety and Inspeaion Service 

Foreign Establishment Audit Checklist 

Redondo Igleslas qprli 13 2005 20 

Ctr N 111, Km266 5 NAME O r  AU3 TORIS) 
U t ~ e l46300 

Dr Nader Memarian 

Spain 

6 TVFEOFAUDIT 

O Y - 5 , - E A J D T  D O C U M M T  A U D T  [I 

Place an X I n  the A u d ~ tResults b lock t o  ~ n d ~ c a t enoncompl~ancew ~ t hrequirements. Use 0 ~f not applicable. 
Part A -Sanitation standard Operating Procedures (SSOP) , A N ~  Part D - Continued 

Basic Requirements Res~l ts  Economic Sampling 
7 W r ~ t t e n  SSOP ! 33. Scheduled Sample 

8 Records documentng implementation 
-

9 Signed and dzied SSOP by m-sl te or overall authority 35 Residue 
-- -. 

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 
Ongoing Requirements I 

10 Implementation of SSOP's lncludng monitonng of implementation 
- -

I 

11 Maintenance and evaluation of the effecbveness of SSOP s 
- - -

12 Corrective ac t~on when the SSOPs have faied to prevent direct 
38. 

I 
Establishment Gromds and Pest Control 

product contaminat~m or adukeration I 

13 Daily records document item 10, 11 and 12above. 391 Establi ConstructioniMaintenanceshment 

Part B - Hazard Analysisand Critical Control 40 Light~ 
Point (HACCP) Systems - Basic Requirements - 41 Vent~l

-. 

ation 
14 Developed a d  implemented a wnt tm HACCP plan 

15 Contents of the HACCP list the f m d  safety hazards 
cnticd conbol pants, critical limits p o c e d ~ e s  mrrecbve actions -

42 Plumbi

43 Water Supply 

1 ng and Sewage 

16 Records documenting mpbmentat~on and monitonng of the 
HACCP plan 

-- - -

17 The HACCP plan is sgned and dated by the responsible 

- -
establishment indivdual 

pp-pAp 

Hazard Analysis and Critical Control Point 

44 Dressing Rmms/Lavatories 

45 Equ~p
i - -

mentand Utensils 

(HACCP) Systems -Ongoing Requirements 
18 M o n ~ b n n gof HACCP plan 

19. Venficabon and vaidation of HACCP plan. 

46 Sanitary Operations 

47 Employee Hygiene 

1 

~ 
I 
~ 

T -

-

I 

48 Condemned Product Control 

Part F - Inspection Requirements 

49. Government Staf f~ng ~ 

20. Corrective action written in HACCP plan. 
-. 

21. Reassessed adequacy of the HPCCP plan. 

22 Records docurnent~ng me written HACCP plan m n i t o r i w  of the 
c r~ t ica lcontrol p i n t s  dates cnd tmes d specific event ocwrrerces 

Part C - Economic Ihholesomeness 
-

23 Labeling - Roduct Standards 

24 Labd~ng- Net Weights 

25 General Label~ng 

26 Fin Prod StandardsiBoneless (DefectsiAQUPak Skinshloisture) 

--

I 

I 
r 


~ 
0 


0 


0 


50 Daily lnspectlm Coverage 
- - -

51 Enforcement 
- -- - - --

52 Humane Handling 0 
- - - -- -- -

53 Animal dentif~cation 0 

54 Ante M o r t m  lnspx t ion  0 

55 Post M o r t m  lnspx t ion  

-. - - - -

Part G - Other Regulatory Oversight Requirements 

i6 Euro~ean Community 3rectives 

- -

Part D -Sampling 
Generic E. coli Testmg 
--- --- - --

-- -

- - - - -

27 Wntten Procedures 

28 Sample Colbct~on/Analysis 

29 Records 

Salmonella Performance Standards -
-

30 Ccrrective Actions 

31 itsassessment 
-

32 Wr t te r  Assdrance 

FSIS- 50Kl-5 (04;04 2002) 

Bas~c Requirements 

0 

-

0 


0 




-- -- -- 

- - - --- 

FSlS 5300-6 (OL10412002) 
- - -. -

Page 2 of 2 
-

60 Observaiion of the Estabirshrnent 

Establishment: 20 .4udit Date: April 13, 2005 Processing Operation 

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

61 NAME OF AUDITOR 
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U n i t e d  Sta tes  D e p a r t m e n t  o f  A g r ~ c u l t u r e  

F o o d  Safe ty  a n d  I n s p e c t o n  S e r v ~ c e  

Foreign Establishment Audit Checklist 
1 ESTAB, S+WFVT NAME A N 3  LCCAT 3 Y  2 AUDiT9ATE 3 ESTAB-ISHMENT N 3  A NAPE OF COUNTRV 

C a r n p o h o  4pr i l  06 2005 2 1 Spam 

Pol. Ind Gamonal-Villimar 5 N A V E  OF AUDITOR(S) 5 TYPE CF A J D I T  
09007Burgos 

Dr. h'ader Memarlan I O N - S T E A b 3 T  D O C U M D T  AbDIT 

Place an X in the Audit  Resul ts  b lock t o  indicate noncompliance with requirements. Use 0 if not  applicable 
Part A -Sanitation Standard Operating Procedures (SSOP) - Part D - ~onthued- ~ Ot IA W I ~  

Basic Requirements 1 Results Economlc Sampling 
-

Results 

7 Written SSOP 33 Scheduled Sample 0 

8 Records docurnentng implementation ~ 34 Speces Testing 0 

9 Signed and dated SSOP by m-site or overall authority 35 Residue 

Sanitation Standard Operating Procedures ( ~ ~ O P T  Part E -Other Requirements 
Ongoing Requirements - -.- --- -- -- -

10 Implementation of SSOP's includng monitoring of implementation 

11 Maintenance and evaluation of the effecbveness of SSOP s 
r----

12 Correctiveactionwhen the SSOPs have faied to prevez>y;ect 
38 Establishment Gromds and Pest Control Ipnduc t  contaminatim or aduiteratlon 

I
13 Daly r s o r d s  document Item 10 11 and 12 above 39 Establishment ConstructioniMaintenance i 

Part B - Hazard Analysis and Critical Control 40 Light 
I 

Point (HACCPJ Systems - Basic Requirements ~ I 
41. Ventilation 

14. D e v e l o ~ e da d  im~lemented a written HACCP ~ l a n  

15 Contents of the HACCP list the f w d  safety hazards 42 Plumbing and Sewage 
a i t i cd  control -pants, crltlcal llmlts pocedues mrrechve actions -

16 Records documenting implementation and monitonng of the 43 Water Supply 
-- -- . 

HACCP plan 
44 Dressing R W m S i L a ~ t ~ r l e S  

17 The HACCP plan 1s sgned and dated by the responsible 
establishment indivdual 45 Equipment and Utensils 

Hazard Analysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements I 46 Sanitary Operattons 

18 Monibnng of HACCP plan I 
47. Employee Hygiene 

19. Venficadon and vaidation of HACCP plan. 
48. Condemned Product Control 

20. Corrective action written In HACCP plan 

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

22 Records documenting the written HACCP plan m n i t o r i q  of the X 49. Government Staffing 
critical contol  p i n t s  dates a d  tmes d specific event ocwrremes 1 

--- - -.-

Part C - Economic /Y\lholesomeness 50 Daily lnspectim Coverage 
--- -- -- - -- I 

23 Labellng - Roduct Standards 
51 Enfurcement 

24 Labding - Net Weights 
52 Humane Handling 

25 General Labelina 

25 Fin Prod StandardsiBoneless (DefectsiAQUPak SkinsMoisture) 53 Animal Identification 0 

Part D -Sampling 
Generic E. coli Testing 54 Ante M o r t m  Inspection 0 

27 Written Procedures 55 Post M o r t m  lnspc t lon  0 
-

28 Sample CoIkctioniAnalysis -- -- - - - --- - -0 

- Part G - Other Regulatory Oversight Requirements 

29 Records 0 

Salmonella Performance Standards - Basic Requirements 
6 E ~ r c p a n  Cornnunity Drectives 

57 Mmthly Review 

- m  

2 0  

5932 W r t t e ~  Assurince 0 

FSIS- 5003-5(04;54,2302) 



-- -- -- 

- - -- 

FSlS 5000-6 (04104'2002) 
- - -

60 Observation of the Establishment 

Establishment: 2 1 Audit Date: April 06>3005 Processing Operation 

l5/5 1 The uritten HACCP plan did not include direct obsen-ation of monitoring act i~3ies  in its 
verification procedures (9CFR part 41 7.2(c)(7)). 

2% 1 Verification records did not include time,'initial (9 CFR part 417.5 (b)) 

-

61 NAME OF AUDITOR 62 AUDITOR SIGdATURE AND DATE 
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Uni ted  States Depa rTmen t  of Agricul ture 

Food Safety a n d  Inspection S e r v ~ c e  

Foreign Establishment Audit Checklist 
1 ESTPGLISHM€NT NAME AND LCCATION 2 AUDIT DATE 3 ESTABLISHMENT NO 4 NAME OF COUhTRY 

Fermin Embutidos YJamones 
37624 La Albsrca 

Apnl 11,2005 
I 

10 03664'S.4 I Spam 

5 NAME OF AUDITOR(S) I 6 T Y E  OF AUDIT 
I 

Place an X in the Audit  Results block 
Part A -Sanitation Standard Operating Procedures (SSOP) 

Basic Requ'kments 
7. Written SSOP 

8. Records docurnentng implementation. 

9 Signed and dated SSOP by a?-site or overall authority 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10 Implementation of SSOP s lncludng monitoring of implementat~on 

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

12. Correctiveactionwhen the SSOPs have faled to prevent direct 
product contaminaticn or aduherat~on. 

13. D d y  rwords document i km  10. 11 and 12above. 

Part B - Hazard Analysis and CriticalControl 
Point (HACCP) Systems - Basic Requirements 

14. Developed a d  implemented a written HACCP plan . 

15. Contents of the HACCP list the f w d  safety hazards, 
u i t i cd  control pants, critical limits, p-ocedues, mrrecfive adions. 

16. Records documenting impbmentation and monitoring of the 
HACCP plan. 

17. The HACCP plan is sgned and dated by the responsible 
establishment indivuual. 

Hazard AnalysG and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 

18. Monitoring of M C C P  plan. 

19. Verificafion and valdation of HACCP plan. 

20. Corrective action writtffl in HACCP plan. 

21. Reassessed adequacy of the HPCCP plan. 

22. Records documenting h e  written HACCP plan, mnitor i rg of the 
critical contol pints,  dates md t ines d specific evert occurrerces. 

Part C -Economic I \niholesomeness 
23. Labeling - Roduct Standards 

24. Labeling - Net  Weights 

25 General Label~ng 

26. Fin. Prod StandardsIBoneiess (DefedsIAQUPak Skinshloisture) 

Part D -Sampling 
Generic E. coliTesting 

27 Wrltten Procedures 

28 Sample Colbct~oniAnaiysis 
-

29 Records 

! Audit 

I Result Results 

1 
I 

I 
i 

1 

, 
1 
1 
1 

i,
1 
1 
i 
1 

1 

I 

1 

Economic Sampling 
--

33 Scheduled Sample 
-- --- .&--
34--Speces Testing 

35 Res~due 

Part E -Other Requirements 

36. Export 1 

38. Establishment Gro~nds and Pest Control 

40. Light 

41. Ventilation 

42. Piumblng and Sewage 

I 

43. W a t s  Supply 

44. Dressing Rmms/Lamtories 

45. Equipment and Utensiis I 
46 San~tary Operat~ons I 
47 Employee Hyglene 

48 Condemned Product Control i 

Part F - Inspection Requirements 

49. Government Staffing 

50. Daily lnspecticn Coverage 1 
51. Enforcement I x 

1 
52 Humane Handllng 

53 Anmal  ldentlficatlon I 
54. Ante M o r t m  lnspect~on I 
55. Post M o r t m  lnspct ion I 

I 
Part G - Other Regulatory Oversight Requirements I 

6 Europan Communlty Drectlves ---T-
A 

57 Mmthly Revlew I 

Salmonella Performance Standards - Basic Requirements 
I 
; 
I 

30 Corrective Actions I 

3 i  F?mssesmenr 

32 Wrkten Assurance I 
--

FSIS- 50CJJ-6 (04tQ412002) 
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FSIS 5000-6 (04lO412002) 
-- - -

Page 2 
--

of 
-
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60 Observation of the Es!ablishrnent 

Establishment: 10.04664'SA Audit Date: April 11, 2005 Slaughter'cut-up Operation 

3915 1 1) A build up of rust \vas obsened on the overhead structure (rails and hangers) 
in the ham storage room. 

2) Heavy beaded condensation was o b s e ~ e d  over products in two cooling rooms. 
3) There were two areas of exposed insulation on the overhead of the (a) ham storage and 

(b) cooling room. 
( 9 CFR part 416.2) 

"J*s 

This establishment was not certified to export product to the United States bubpresented as fully meeting the 
FSIS inspection requirements. 



GENEEL,: 3 :'SD:\: Ci= FOREIGh\ + E & L T j  

[illegible] 

Mrs Sally V7zzte 
.4cizng Dwector 
Interwaizonal Eyun)alence S tag  
Ofice of Inter-natlonal.4faz~s 
I;TSDepal*tment ofAgr-zcu1tui.e 
Food Safety and Inspectzon S e w x e  
1400 Independence Avenue 
I/lbsizzn,ofo~~DC 20250 

Dear Sally, 

We have recerved your Jurie 1, 2005 letter tlzrough whzch you send ihe final 

report of the audzt tamed out ~ r zSpazn on the Spanzslz meut mpectzon system, "fionz 

December I to 10, 2004, wh~clz mcorporates the ohservaiio7zs and comments tlzai we ser7t 

you at thepr-oper tzrne 

I am hereby artachzng the obseivai~ons on the di.afi of rile final i-epori on the audzt 

yclfoi-med zn Spazn of he Spanish meat mspecilon sjxtenz from 44arch 30 to -4pl-11 21, 

2005, and ihe cori-ecrn e actions taken, 30 that ihey can be talcen znto accou7zt ZM the 

[s ipature]  

Pedro -4ngel Garcia Gonzalez 



OBSERVATIONS ON THE DRAFT OF THE FINAL REPORT OF THE AUDIT 
CARRIED OUT IN SPAIN ON THE SPANISH MEAT INSPECTION SYSTEM (March 

3 0 ,  to April 2 1 ,  2005) AND CORRECTIVE ACTIONS TAKEN 

Below are listed observations on the draft of the aforementioned report, along with 
corrective actions carried out and verified by the corresponding official veterinary 
services responsible for overseeing establishments authorized for export to the United 
States of America. 

OBSERVATIONS 

1 .  Section "6.2.2. Final monitoring and oversight." 

In this section it is stated that "Official monitoring o f  inspecfion acfivifies is under fhe 
direct supervision of  the Aufonomous Communifies which have been given powers in 
the realm of  public health fhrough fhe Minisfty o f  Health." Affer ['I Ministry o f  Health,['? 
the following should be added, 'Lvhich in turn oversees the entire process annually. " 

In this same section, it is stated that "The autonomous Communities determine all the 
final decisions in relation to complying with FSlS inspection requirements." 

Really that is not exactly the case. The correct expression would be: "Following the 
instructions issued by the Central Competent authority (ACC)' and in accordance 
with the criteria agreed upon in the different coordinating meetings between the 
AACs and the and the Autonomous Competent Authorities, the Autonomous 
Communities perform the functions needed to fulfill the FSlS inspection 
requirements. " 

2. Section "6.2.4 Authority and responsibility for executing legislation." 

In the first paragraph of this section which reads: "The Autonomous Communities have 
legal aufhorify and responsibilify for carrying ouf and . . . "  it should read: "The 
Autonomous Communities possess delegated health authority for executing and 

j 7 . . . . 



In the last section of this paragraph it is stated that "The Minisfry o f  Heaifh and 
Consumption, alfhough i f  does not have iegislafive aufhorify over export establishmenfs 

, . . . 

This statement is not correct, because specifically "Foreign healfh is solely the 
compefency o f  the sfafe:" flowing from article 149 1-16 of the Spanish Constitution, 
and specifically of the Ministry of Health and Consumption, because, "Foreign health 
acfivifies are all fhose fhaf are performed in fhe area o f  oversight and moniforing o f  
possible risks to health derived from the import, export, or transit o f  goods and o f  
internafional fraffic of  foreigners." That competency is granted by article 38.2 of the 
General Law on Health (1411986). 

Therefore the Ministry of Health and Consumption does indeed have legislative 
authority over export establishments, and provision is made for that effect in national 
legislation, such as: 

Royal Decree 21811999, establishing the health conditions of production and sale of 
fresh meats, meat products and other specified products of animal origin to third 
countries. 

April 4, 1995 Decree establishing the technical health conditions for authorization of 
meat and meat product establishments for their export to the United States. 

Bulletins USA No 11995, 2195, 3196. 5197 which develop that Decree as further 
development of FSlS legislation. 

Hence, this paragraph should read, "The Ministry of Health has legislative authority 
over export establishments, and therefore has legal authority to certify ...." 

3. . Section "6.2.5 Adequate technical and administrative assistance." 

The first paragraph on authorization/certification of red meat establishments wishing to 
export to the United States of America, in which various stages are indicated, should 
read as follows: 

"A  uthorization/certifica tion o f  red meat establishments wishing to export to the 
United States entails various stages which are brought together in  the April 4, 
7995 Decree. First, the application must be filled out by the establishment and 
addressed to the General Office of Public Health (DGSP) o f  the Ministry of Health 
and Consumption. Second, in  accordance with the General Procedure for 



Authorization of establishments for export of meat and meat products to the USA, 
the DGSP asks the Competent Authority of the Autonomous Community for the 
corresponding report on compliance with the demands to be met for that 
authorization. Third, once the favorable report on such compliance has been 
received, MSC and MAPA officials make the verification visit to assure that such 
compliance meets the requirements established by the FSIS. Finally, when it is 
favorable, both Departments make the authorization jointly on the establishment 
and nofify the FSIS. Health certification of foods that are going to be exported is 
performed by the Official Veterinary Services of the Autonomous Communities, 
which are responsible for routine monitoring of the establishment." 



CORRECTIVE ACTIONS TAKEN 

\With regard to the deficiencies indicated on the draft of the final auditing report, the 
following is noted: 

A. On the Slaughterhouse 

In the attachment for the individual report on the establishment, the following 
deficiencies are listed: 

39151 
1 ) The development of rust incrustations on the upper structure was noted (rails 

and racks) in the ham storage room. 
2) Condensation was noted and drops had formed on products in the 

refrigeration chambers. 
3) There are two exposed isolation zones in the upper structure of (a) the ham 

storage chamber and (b) the chilling room. 
(9 CFR part 416.2) 

With regard to these deficiencies it is noted that the Agency for Health Protection and 
Food Safety of the Council of Castilla y Leon has sent guarantees of the following 
corrective actions carried out at that establishment: 

1) All the rusty parts and rails have been removed. 
2) A specific program has been set up with a system for monitoring and 

eliminating condensations in all chambers and facilities where they are likely 
to be produced. 

3) Those areas where insulation was exposed have been repaired. 

6. With regard t o  establishment number 14 (Campofrio) 

39151 
There was condensation coming from a pipe up above which was dripping onto a 
side of the work table on which products exposed were being packed on another 
side of that same table. 



45 151 
Creased, broken, and uneven welds were observed on the contact surfaces with 
foods of: 

a) One of the ham-shaping machines; b) a stainless steel table that could prevent 
adequate removal of product wastes and that could become a source of product 
contamination. 

With regard to these deficiencies, we wish to point out that: 

The condensation that was dripping onto a work table, when this flaw was 
discovered, after having been pointed out by the official veterinarian of the 
establishment during the auditing visit,. the work was immediately halted and 
orders were given for setting up the work table elsewhere, preventing that 
condensation from falling onto the work area. This circumstance that was 
causing dripping was corrected the same day as the audit, and the veterinarian 
assigned to the establishment verified that it had been corrected. 

With regard to the deficiencies in the welds, it is noted that, just as in the 
previous case, upon discovery of this deficiency after it was pointed out during 
the auditing visit by the official veterinarian of the establishment, a "REMOVED" 
label was placed on the molding equipment and another on the stainless steel 
table so that they would not be used. A Registry of Deficiencies was opened on 
both deficiencies (Registry of non-conformity "NR"), after they were verified by 
the veterinarian assigned to the establishment and subsequently by the next 
higher level, the District Chief, and they have been corrected. 

Hence, in view of these deficiencies described, immediate corrective actions were taken 
while the audit was taking place in the presence of the auditor himself. 

They have all been corrected, and confirmation that the correction has been verified has 
been received from the Castilla-La Mancha Health Advisory Office. 

C. On establishment number 16 (Palacios Alimentacion) 

In the attachment for the individual report on the establishment the following 
deficiencies are noted: 



With regard to these deficiencies listed for establishments 21 and 22, we note that the 
Health Protection and Food Safety Agency of the Council of Castilla y Leon has sent a 
notice that the corresponding verification visits have been made by the Official 
Veterinary Services assigned to monitoring those plants and by the Technicians of the 
Food Hygiene And Environmental health Section of the province of Burgos, as well as 
by staff from this Agency. It has been established that those deficiencies have been 
remedied. 

The foregoing makes it clear that all the deficiencies described in this report have been 
properly corrected and their correction has been verified, and hence in the final report 
the corresponding sections should reflect that these corrections have been made. 

Madrid, July 13, 2005 
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