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The audit took place in Denmark from June 29 through August 4. 2005. 

An opening meeting was held on June 29. 2005. in Mmkhej (Copenhagen) with the Central 
Competent Authorit! (CCA). At this meeting, the auditor confirmed the objective and 
scope of the audit. the auditor's itinerary. and requested additional information needed to 
complete the audit of Denmark's meat inspection system. 

The auditor was accompanied during the entire audit by representatives from the CCA. the 
Audit Unit. a division within the Danish Veterinary and Food Administration (DVFA). 

2. OBJECTIVE OF THE AUDIT 

This audit was a routine annual audit. The objective of the audit was to evaluate the 
performance of the CCA with respect to controls over the slaughter and processing 
establishments certified by the CCA as eligible to export meat products to the United 
States. 

2
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four regional inspection offices, three laboratories performing analytical testing on United 
States-destined product, four swine slaughter establishments, six meat processing 
establishments and three cold storage facilities. 

1 Competent Authority Visit 

/ Central I 1  

/ 
I 

Comments ~ 
I 

Regional ' 4  

1 
Local 

I 
13 

I 
Establishment level 

Laboratories 13  

Meat Slaughter Establishments 4 

Meat Precessing Establishments 6 

Cold Storage Facilities 3 

3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits with CCA officials 
to discuss oversight programs and practices. including enforcement activities. The second 
part involved an audit of a selection of records in the country's inspection headquarters or 
regional offices. The third part involved on-site visits to 13 establishments: four slaughter 
establishments, six processing establishments and three cold storage facilities. The fourth 
part involved visits to one private laboratory and two government laboratories. The private 
laboratory. located in Thisted. was conducting analysis of generic E. coli Biotype I samples 
and Salmonella carcass swab samples. The Regional Microbiology Laboratory, located in 
Ringsted mas conducting analyses of field samples for the presence Salmonella and the 
Regional Residue Laboratory. located in Arhus was conducting analyses of field samples 
for Denmark's national residue control program. 



Program effectiveness determinations of Denmark's inspection sq 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. Denmark's inspection 
system was assessed bq 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 
hou inspection services are carried out bq Denmark 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 
64/433/EEC of June 1964; European Commission Directive 96/22/EC of April 1996; and . . 
Eur upcd~i CUIIIII~IMUII D i ~ c ~ i i v c  96/23/EC of Apr il 1996. These dileciives lime been 
declared equivalent under the VEA. 

Second, in areac not covered by these directives. the auditor 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 for generic E. coli and Salmonella. 

Third, the auditor would audit against any equivalence determinations that have been made 
by FSIS for Denmark under provisions of the World Trade Organization (WTO) Sanitary 
and Phytosanitary Agreement. Currently, Denmark has the same requirement for generic 
E, coli testing as FSIS with the following exceptions: 

A gauze pad sampling tool is used 

NMKL or AOAC 991 . I4  method is used to analyze samples. 

Denmark has the same requirement as FSIS for Salmonella testing for pathogen reduction 
performance standards with the following exceptions: 

The establishments take the samples 

Private laboratories analyze the samples. 

Continuous, on-going sampling program is used. 

A gauze pad sampling tool is used. 



4. LEGAL BASIS FOR THE AUDIT 

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

The Federal Meat Inspection Act (2 1 U.S.C. 601 et seq.). 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end). which include the 
Pathogen ReductionIHACCP regulations. 

In addition. compliance with the following European Community Directives was also 
assessed: 

Council Directive 6414331EEC of June 1964 entitled Health Problems Affecting Intra- 
Community Trade in Fresh Meat. 

Council Directive 96/23/EC of 29 April 1996 entitled Measures to Monitor Certain 
Substances and Residues Thereof in Live Animals and Animal Products. 

Council Directive 96/22/EC of 29 April 1996 entitled Prohibition on the Use in 
Stockfarming of Certain Substances Having a Hormonal or Thyrostatic Action and of 
B-agonists. 

SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' website at the following address: 
http:Ilww;w.fsis.usda.gov/Regulations~&SiFolicies/Foreign - AuditReports/index.asp 

The following deficiencies were identified during the FSIS audit of Denmark's meat 
inspection system conducted in JanuaryIFebruary 2003: 

Government Oversight 

Assignment of Inspectors: Deficiencies in inspection controls were identified in three 
establishments. 

Enforcement of U.S. Requirements: One establishment was delisted and two received a 
Notice of Intent to Delist. 

Sanitation 

Four establishments had not adequately implemented their SSOP. 

Five establishments had not adequately documented deficiencies or corrective actions. 

Seven establishments had not met the requirements of EC Directive 641433. 

Other sanitation deficiencies n ere documented in five establishments. 



Three establishments had not fully implemented their HACCP plans. 

Testing for generic E coli: In one establishment. statistical process control to evaluate 
the results of testing for generic E. coli had not been properly implemented and 
documented. 

Ante-mortem and post-mortem inspection: Unified synchronization of inspected 
carcasses needs improvement in one establishment. 

All audit findings identified during the JanuaryIFebruary 2003 audit were found to have 
been corrected during the September 2004 audit except for the following: 

Preventive measures for corrective actions were not included in the daily records 
documenting pre-operational sanitation noncompliances for product contact equipment. 

Non-compliances were not sufficiently documented to demonstrate the monitoring of 
the SSOP in the daily pre-operational sanitation records. 

On-going verification activities for the direct observation of the monitoring of critical 
control points and corrective actions were not performed. 

On-going verification activities for the review of records generated and maintained was 
not performed. 

Tne esrablishmenr had not included in their HACCP plan corrective actions identifying 
the cause and elimination of a deviation and had not established measures to prevent 
recurrence when a deviation from a critical limit was identified. 

The following deficiencies were identified during the FSIS audit of Denmark's meat 
inspection system conducted in September 2004: 

Government Oversight 

FSIS requirements were not enforced in nine establishments. 

The FSIS auditor recommended a Notice of Intent to Delist be issued to two 
establishments. 

Some general audit finding identified during the JanuaryIFebruary audit of 2003 were 
also identified during the September 2004 audit. Examples of general repeat findings: 

c Preventive measures for corrective actions were not included in the daily SSOP 
records. 

c Koncompliances were not sufficiently documented. 
o Ongoing verification activities for the direct observation of monitoring of 

critical limits and corrective actions were not performed. 



o Ongoing terification activities for the retieu of records generated and 
maintained were not performed. 

o The establishment did not include in their HACCP plan correctit e actions 
identifqing the cause and elimination of a deviation and did not establish 
measures to pre\ ent recurrence when a deviation from a critical limit was 
identified. 

Sanitation 

One establishment did not monitor daily the implementation of the procedures in 
the SSOP. 

Six establishments were not maintaining daily records sufficient to document the 
implementation and monitoring of the establishment's SSOP. 

EC Directive 641433 

Seven establishments did not meet the requirements of EC Directive 641433 and 
were not operating and maintained in a manner sufficient to prevent creation of 
insanitary conditions and to ensure that product is not adulterated. 

One establishment did not meet FSIS requirements for the production of Read-to- 
Eat products for export to the United States. 

Enforcement Controls 

In one establishment the DVFA did not provide direct and continuous official 
supervision of preparation of product by the assignment of inspectors to the second 
and third shifts to assure that adulterated or misbranded product is not prepared for 
export to the United States. 

FSIS requirements were not enforced in nine establishments. 

6. MAIN FINDINGS 

6.1 Legislation 

The auditor was informed that the relevant EC Directives, determined equivalent under the 
VEA, had been transposed into Denmark's legislation. 

The auditor was informed that relevant FSIS regulations had been transposed into 
Denmark's legislation. allowing legal sanctions to be issued to establishments that do not 
comply with third country export requirements. The specific Danish Order number. 282. 
April 18.2005. was officiallq enacted May 1. 2005. 



6.2 Government Oversight 

6.2.1 CCA Control Systems 

The Danish Veterinary and Food Administration (DVFA) notified the auditor that there 
have been no major changes in the administratike structure of the DVFA. 

The DVFA is considered the CCA and is comparable to the Food Safet) Inspection Service 
(FSIS) in the United States. Administration, development. coordination and the formation 
of rules and regulation take place in the headquarters of the DVFA in Copenhagen and are 
organized in three units: The Food Department. the Veterinary Service Department and the 
Administrative Department. 

The Food Department is divided into five divisions: The Division of Control Coordination, 
Division of Food Safety, Division of Nutrition, Division of Organic Food, Marketing and 
Food Technology and Division of Internal Control, Import. Export and the Audit Unit. 
The Division of Internal Control, Import, Export and Audit Unit is responsible for rules on 
internal control, rules concerning national and international inspection procedures, rules on 
authorization, approval and registration of food enterprises, management of the control of 
food iiiipoiAs aid expoi?s, iiiaiiageiiieiii of pe coiiti.ol of food si."ffs plai.uiiiig aiid 
organizing inspection visits and international inspection procedures, civil contingency 
capabilities, serving as a contact point for the Rapid Alert System and the Audit Unit. 

The Audit Unit was established January 1, 2004 and conducts regular audits of Denmark's 
meat inspection system and FSIS requirements in United States certified establishments. 
The intent of the Audit Unit is to perform quarterly audits of the inspection system in each 
establishment certified to export to the United States. 

Food control and veterinary inspection responsibilities are managed from 10 Regional 
Veterinary and Food Control Authorities (RVFCA). Each RVFCA contains a Food 
Department, a Veterinary Department and an Administration Department. Six of the 10 
RVFCA contain laboratories for the testing of food products. 

Within each RVFCA was the Head of the Regional Food Department. in-charge of all 
supervision activities and the Head Veterinarians, who served as field supervisors over the 
official veterinarians located at the establishment level, Non-veterinary technicians 
assigned to either slaughter or processing establishments are supervised by either the head 
veterinarian or the official veterinarian. 

6.2.2 Ultimate Control and Supervision 

The DVFA headquarters in Copenhagen has ultimate control and supervision of Denmark's 
meat inspection system. Although Dermark's inspection system is supervised by individual 
RVFCA. the DVFA develops and distributes official legislation to the RVFCA. The 
DVFA coordinates the implementation of inspection activities at each RVFCA and carries 
out training programs for the regional staff. organizes country-wide campaigns and 
assesses the performance of the regional units with regard to food and veterinarj control by 



?earl) visits to each unit. The DVFA transposes EC legislation and related FSIS 
regulations into Danish legislation mith related guidelines. 

The RVFCA is responsible for recommending the certification or decertification of 
establishments eligible to export to the United States to the DVFA headquarters in 
Copenhagen. The head of the Import and Export division of the Food Department is 
responsible for the official certification or decertification of L.S. establishments and is 
responsible for maintaining the official list of establishments eligible to export to the 
United States. 

6.2.3 Assignment of Competent, Qualified Inspectors 

The RVFCA is responsible for the initial hiring, training and payment of veterinarians and 
non-veterinary technicians. Veterinarians receive class room training in public health and 
food inspection as part of their normal veterinary degree course of study. Veterinarians 
receive on-the-job training at the establishment level. Non-veterinary technicians often 
have experience as a slaughterhouse worker. They are educated at the Danish Meat Trade 
College. The course consists of 14 weeks of theoretical training and seven weeks of 
practical training. On-going training needs are determined and scheduled by the official 
- A . . 1 . 1 . . L . ~ T T P ~ A v c ~ u i ~ ~ i l ~ i i l ~ l  u1 LIIC I K ~ U  ve~ermiirian though consuiiaiion with the ~ v r LA. Special 
emphasizes is placed on HACCP, SSOP and Supervision training. 

A yearly performance conference for each DVF-A employee is reql~ired by Danish law. 
There are written guidelines describing how the performances conferences should be 
conducted. The performance conferences are documented and retained by the supervisor of 
the employee in a confidential personnel file. 

Quality supervision consisting of an administrative component and a program component is 
conducted for Veterinarians and non-veterinary technicians at least once every two years. 
The quality supervision report is maintained at the RVFCA. This is required by an official 
contract between the RVFCA and the DVFA. 
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to be conducted for each U.S.-certified establishment. The plan includes evaluation of the 
supervision in the last month with recommendations; follow up with issues identified in the 
previous reports, audit reports, special subjects, legislation and checklists. 

6.2.4 Authority and Responsibility to Enforce the Laws 

The DVFA has the legislative authority and the responsibility to enforce all FSIS 
requirements, but not all FSIS requirements were enforced. For example: 

FSIS requirements were not completely enforced in seven establishments. 

The DVFA recommended a Notice of Intent to Delist be issued to one establishment. 



Some general audit findings identified during the September audit of 2004 mere also 
identified during the current June 29 through August 4. 2005 audit. Examples of 
general repeat audit findings: 
L, 

o The establishment did not follow uritten procedures in their pre-operational and 
operational SSOP by failing to fully describe sanitation deficiencies. proper 
disposition of contaminated product, restore sanitary conditions and prevent 
recurrence of contamination of direct product contact surfaces. 

o The hazard analysis did not include all hazards reasonably likely to occur. 
Stabilization, for the chilling of cooked pork. was not included in the flow chart 
as a processing step and was not identified as a food safety hazard reasonably 
likely to occur for this processing step. 

o On-going verification activities for the direct observation of the monitoring of 
critical limits for critical control points and corrective actions were not 
performed. 

o On-going verification activities for the review of records generated and 
mainrained was nor performed. 

o The establishment employee making entries on the calibration of thermometers 
record fai!ed to initia! the document. 

o Establishment employees working in contact with product, food-contact 
surfaces, and product-packaging materials did not adhere to hygienic practices 
by the wearing of work uniforms and equipment outside the establishment and 
then returning to production areas inside the establishment without changing 
work uniforms or cleaning and sanitizing equipment. Establishment employees 
changed into work uniforms, exited the employee welfare area and walked 
outside, approximately 50 feet to the equipment room. The same employees 
received knives. scabbards, stainless steel mesh gloves and mesh aprons, exited 
outside the building and waked approximately 50 k e i  to production areas. 
During the onsite audit of the establishment, even though workers wore plastic 
aprons. establishment workers were observed to handle edible product and the 
product mould come into contact with their work clothes. 

6.2.5 Adequate Administrative and Technical Support 

The DVFA has the resources and ability to support a third-party audit and has adequate 
administrative and technical support to operate Denmark's inspection system. 

6.3 IHeadquarters and Regional Offices Audit 

The auditor conducted a review of inspection system documents at the headquarters of the 
DVFA located in Copenhagen. The auditor also conducted a review of records at the 
RVFCA located in Haderslev. Ringsted, Vejle and Viborg for the purpose of determining 
the supervisor> structure of the region and to review records pertinent to establishments 



included in the audit of Denmark's meat inspection system. Other records rekiewed 
focused on food safet~ hazards and included the foiloming: 

Internal reviem reports. 
Supervisoq visits to establishments that mere certified to export to the U.S. 
Training records for inspectors. 
Training programs for inspection personnel. 
Nem laws and implementation documents such as regulations. notices. directives 
and guidelines. 
Sampling and laboratory analyses for residues. 
Sanitation. slaughter and processing inspection procedures and standards. 
Control of products from livestock with disease conditions and of inedible and 
condemned materials. 
Export product inspection and control. 
Enforcement records, including examples of criminal prosecution, consumer 
complaints. recalls. seizure 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 the examination of these documents. 

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of 13 establishments. Four were slaughter establishments, 
six were processing establishments and three were cold storage facilities. No 
establishments were delisted by Denmark. One establishment received a Notice of Intent 
to Deiist (NOID) from the DVFA because the establishment failed to implement their 
SSOP and HACCP plans. This establishment may retain their certification for export to the 
United States provided that they correct all deficiencies noted during the audit within 30 
days of the date the establishment was reviewed. 

Specific deficiencies are noted on the attached individual establishment reports. 

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

Microbiology laboratory audits focus on analyst qualifications. sample receipt. timely 
analj sis, analytical methodologies, analytical controls, recording and reporting of results. 
and check samples. If private laboratories are used to test United States samples. the 
auditor evaluated compliance mith the criteria established for the use of prikate laboratories 
under the PRIHACCP requirements. The following laboratories were revieued: 



One Regional Microbiolog> Laboratorq. located in Ringsted. one Regional Residue 
Laboratorq. located in Arhus and one Pribate hlicrobiologq Laboratory. located in Thisted. 

S o  deficiencies were noted. 

9. SANITATION COKTROLS 

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

Based on the on-site audits of establishments. and except as noted below, Denmark'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, and except as noted below: Denmark's inspection system had controls in place 
for water potability records, chlorination procedures, back-siphonage prevention, 
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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 establishments audited were found to meet the basic 
FSIS regulatory requirements, with the following exceptions: 

Four establishments did not monitor daily the implementation of the procedures in the 
SSOP. For example: 

'qii es~al~l~s~-LiIieii~ einployee, hog carcasses, his work lDO0i 

over a clean and sanitized belt used to transport viscera to the DVFA inspection 
area. The boot was not cleaned and sanitized between each evisceration process 
and the evisceration stand was not a sanitary surface. The work stand was not 
constructed in a manner to prevent the work boot from being positioned over the 
belt. 

o The intestines and spleen, at the evisceration stand, were removed from one 
carcass and dropped onto the eviscerator's boot. The boot was not cleaned and 
sanitized between each evisceration process and the evisceration stand was not a 
sanitary surface. 

o The DVFA veterinary inspector performing pre-operational sanitation 
kerification inspection in the slaughter area identified approximately 20 product 
contact and non-product contact deficiencies that the establishment failed to 
identi@ on their pre-operational sanitation report. 



c The establishment did not follow witten procedures in their pre-operational and 
operational SSOP b\ failing to identify and fully describe sanitation 
deficiencies. proper disposition of contaminated product. restore sanitarq 
conditions and prevent recurrence of contamination of direct product contact 
surfaces. 

o The witten procedure. describe in the SSOP for meat dropped onto the floor. 
was not followed. 

One establishment was not maintaining daily records sufficient to document the 
implementation and monitoring of the establishment's SSOP. For example: 

c Sanitation records documenting the implementation and monitoring of the 
SSOP did not reflect the actual condition of the establishment observed during 
preoperational sanitation conducted by the DVFA inspector and records 
generated by the DVFA inspector. 

9.2 EC Directive 641433 

111 nine eaidblishrrlenis, the provisions ol' EC Direc~ive 64'433 were e f i c~ ive iy  
implemented. In the four establishments with deficiencies, the specific deficiencies are 
noted in this section and other applicable sections and sub-sections of this report and in the 
attached individual establishment reports 

Four establishments did not meet the requirements of EC Directive 641433 and were not 
operating and maintained in a manner sufficient to prevent creation of insanitary 
conditions and to ensure that product is not adulterated. For example: 

o A production worker picked up product that dropped onto the floor and placed 
the product onto a reconditioning table and proceeded to his work station 
without washing his hands. 

o Condensation was observed over a brine tank in the brine preparation and 
storage room. There was a lid covering the tank with areas open to the 
condensate. Rusty pipe fittings were located over openings in the lid covering 
the brine tank. The lid was covered with rusty water and rust stains. 

o Establishment employees working in contact with product, food contact 
surfaces. and product-packaging materials did not adhere to hygienic practices 
by the wearing of work uniforms and equipment outside the establishment and 
then returning to production areas inside the establishment without changing 
work uniforms or cleaning and sanitizing equipment. Establishment employees 
changed into work uniforms. exited the employee welfare area and walked 
outside. approximately 50 feet. to the equipment room. The same employees 
received knives, scabbards, stainless steel mesh gloves and mesh aprons. exited 
outside the building and walked approximately 50 feet to enter production areas. 
During the onsite audit of the establishment. even though workers wore plastic 



aprons. establishment uorkers mere observed to handle edible product and the 
product mould come into contact uith their uork clothes. 

10. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviemed was Animal Disease 
Controls. These controls include ensuring adequate animal identification. control over 
condemned and restricted product. procedures for sanitary handling of returned. 
reconditioned product and the implementation of the requirements for the control of Bovine 
Spongifonn Encephalopathy. The auditor determined that Denmark'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. 

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

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

1 1.1 Humane Handling and Humane Slaughter 

No deficiencies were noted 

1 1.2 HACCP Implementation 

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. 

Three establishments audited were cold storage facilities that conducted freezing and 
storage of boxed pork products for export to the United States and were not required to 
have developed a HACCP program. 

The HACCP programs were revieued during the on-site audit of ten establishments. 
Although the HACCP plans in the 10 establishments were found to meet the basic FSIS 
regulatory requirements. it mas found that five of the 10 establishments had not adequately 
implemented their HACCP plans. Examples of these deficiencies include: 

In two establishments the HACCP plan did not include all required components 



c Stabilization. for the chilling of cooked pork. mas not included in the flou chart 
as a processing step and mas not identified as a food safet! hazard reasonabl? 
likely to occur for this processing step. 

c Monitoring of the critical limit for temperature mas performed, but procedures 
for monitoring mere not clearlj described in the HACCP plan or in monitoring 
procedures. The critical limit for temperature was monitored by an electronic 
computer system. but the results were not clear on the printed form. 

One establishment did not verify that the HACCP plan was being effectively 
implemented. For example: 

o On-going verification activities for the direct observation of the monitoring of 
critical limits for critical control points and corrective actions were not 
performed. 

o On-going verification activities for the review of records generated and 
maintained were not performed. 

Four estabiishents did not maintain records that document their HACCP pian. For 
example: 

o Monitoring results fer the measurement ef the critical h i t  fm zere-telerance 
for fecal contamination, and the critical limit for temperature of casings prior to 
shipping were transferred to another record, but the original record with the 
actual time the results were recorded was not attached to the new record. 

o The monitor for the measurement of the critical limit for zero-tolerance for fecal 
contamination recorded results three times during the production shift, but the 
record was only initialed once. 

o Monitoring results for the measurement of the critical limit for room 
remperarure in the chilling room for carcass were not linked to the eiectronic 
records used to record the actual critical limit. 

o The establishment employee making entries on the calibration of thermometers 
record failed to initial the document. 

11.3 Testing for Generic E. coli 

Denmark has adopted the FSIS regulatory requirements for testing for generic E, coli with 
the exception of the following equivalent measures: 

1. Denmark establishments use a gauze swab sampling tool. 

2. Private microbiology laboratories use an AOAC approved NMKL method or AOAC 
Petrifilm method to analjze samples for generic E, coli. 



Denmark has submitted the use of an approved NhIKL method as the equi~alent method to 
be used to analyze samples for generic E, coli. The U.S. AOAC 991.14 Petrifilm method 
for the analysis of generic E. coli samples is also used. 

Four establishments were required to meet the basic FSIS regulatory requirements for 
testing for generic E. coli and were e~aluated according to the criteria employed in the 
United States' domestic inspection program. 

Testing for generic E. coli was properly conducted in all four of the slaughter 
establishments. 

1 1.4 Testing for Listeria monocytogenes 

Two establishments were producing ready-to-eat products eligible for export to the United 
States. The two establishments met FSIS Listeria requirements. 

11.5 EC Directive 641433 

The provisions of EC Directive 641433 were effectively implemented. 

12. RESIDUE CONTROLS 

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

The Regional Veterinary Food Control Authority Residue Laboratory, located in Arhus 
was audited. No deficiencies were noted. 

Denmark's National Residue Control Program for 2005 was being followed and was on 
schedule. 

12.1 EC Directive 96/22 

In the Regional Veterinary Food Control Authority Residue Laboratory, located in Arhus, 
the provisions of EC Directive 96/22 were effectively implemented. 

12.2 EC Directive 96/23 

In the Regional Veterinary Food Control Authority Residue Laboratory, located in Arhus, 
the provisions of EC Directive 96/23 were effectively implemented. 

13. EXFORCEMENT 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 

Daily inspection mas pro\ ided as required for all establishments audited; houetrer. in one 
establishment. inspection coverage mas not routinely pro\ ided during the second shift. 
FSIS is uorking uith DVFA to resolke this issue. 

13.2 Testing for Salmonella, Salmonella Performance Standards 

Denmark has adopted the FSIS requirements for testing for Salmonella with the exception 
of the following equivalent measures: 

Establishments take the official Salmonella Performance Standards samples. 

The DVFA provides a clearly written sampling plan with instruction for sample 
collection and processing. 

Sample verification testing is performed by an official DVFA veterinarian once every 
week and the sample is analyzed in one of the six Regional Veterinary Food Control 
Authority Microbiology Laboratories. 

Private laboratories located in selected establishments analyze Salmonella Performance 
Standards samples. 

Test results are provided directly to the government veterinarian. 

Salmonella testing strategy 

The DVFA uses a continuous, ongoing sampling program. Denmark collects one 
sample per production day, grouped in sample sets of 55  samples and uses FSIS 
Performance Standards and enforcement procedures. 

The DVFA testing program has statistical criteria for evaluating test results. 

A gauze pad sampling tool is used. 

Four establishments were required to meet the basic FSIS regulatory requirements for 
Salmonella testing and were evaluated according to the criteria employed in the United 
States' domestic inspection program. 

Salmonella testing was properly conducted in all of the four slaughter establishments 
audited. 

13.3 Verification Testing Program for Ready-to-Eat Product 

One establishment audited was exporting Ready-to-Eat product to the United States. 
Verification testing for Listeria monocjtogenes and Salmonella was conducted as required. 



13.4 Species Verification 

Species t erification testing Lvas being conducted in 13 of the 13 establishments audited. 

13.5 Monthly Revieu s 

During this audit it was found that in all establishments visited. monthly supervisory 
revieus of certified establishments mere being perfomed and documented as required. 

13.6 Enforcement of FSIS Requirements 

FSIS requirements were not enforced in seven establishments. For example: 

The DVFA recommended a Notice of Intent to Delist be issued to one establishment. 

The written procedure, described in the SSOP for meat dropped onto the floor. was not 
followed. 

An establishment employee, eviscerating hog carcasses, placed his work boot over a 
ciean and sanitized belt used to transport viscera to the DVkA inspection area. The boot 
was not cleaned and sanitized between each evisceration process and the evisceration 
stand was not a sanitary surface. The work stand was not constructed in a manner to 
n r ~ ~ ~ ~ n tthe  xxmrL hnnt frnm hninn nnrr;+;nnnrl nxrar tho hnl+ 
ylr l k111 L l l k  V Y  V A L \  U V V L  L l V l l l  U L l l l &  ~ U J l L l V l L L UU V L l  L l l L  U L L L .  

The establishment did not follow written procedures in their pre-operational and 
operational SSOP by failing to fully describe sanitation deficiencies, proper disposition 
cf  contaminated product, restore sanitary conditions and prevent recurrence of 
contamination of direct product contact surfaces. Condensation was observed over a 
brine tank in the brine preparation and storage room. There was a lid covering the tank 
with areas open to the condensate. Rusty pipe fittings were located over openings in 
the lid covering the brine tank. The lid was covered with rusty water and rust stains. 

On-going verification activities for the direct observation of the monitoring of critical 
limits for critical control points and corrective actions were not perfomed. 

On-going verification activities for the review of records generated and maintained 
were not performed in one establishment. 

Stabilization, for the chilling of cooked pork, was not included in the flow chart as a 
processing step and was not identified as a food safety hazard reasonably likely to 
occur for this processing step. 

Monitoring results for the measurement of the critical limit for zero-tolerance for fecal 
contamination. and the critical limit for temperature of casings prior to shipping were 
transferred to another record, but the original record a i th  the actual time the results 
were recorded was not attached to the new record. 



The monitor for the measurement of the critical limit for zero-tolerance for fecal 
contamination recorded results three times during the production shift, but the record 
was only initialed once. 

AMonitoring results for the measurement of the critical limit for room temperature in the 
chilling room for carcass uere not linked to the electronic records used to record the 
actual critical limit. 

A production worker deboning pork cuts was instructed by the production manager to 
pick up product dropped onto the floor. The production worker placed the dropped 
product onto a reconditioning table and proceeded to his work station without washing 
his hands. 

Verification of Pre-operational sanitation is schedule to be performed six times per year 
by the Viborg Regional Office in the nine establishments, within the region, certified to 
export meat products to the United States. Review of DVFA inspection records 
indicated that verification of pre-operational sanitation had been performed one time 
from January 1,2005 to July 22,2005. The results of audit findings recorded under 
checklist item number 10, implementation of the establishment's SSOP, substantiates 
the fact that the frequency of the DVFA's verification of pre-operational sanitation was 
not performed at a frequency adequate to verify the implementation of pre-operational 
cleaning. 

Establishment employees working in contact with product, food contact surfaces, and 
product-packaging materials did not adhere to hygienic practices by the wearing of 
work uniforms and equipment outside the establishment and then returning to 
production areas inside the establishiient without changing work uniforms or cleaning 
and sanitizing equipment. Establishment employees changed into work uniforms, 
exited the employee welfare area and walked outside, approximately 50 feet, to the 
equipment room. The same employees received knives, scabbards, stainless steel mesh 
gloves and mesh aprons, exited outside the building and walked approximately 50 feet 
to enter production areas. During the onsite audit of the establishment. even though 
workers wore plastic aprons. establishment workers were observed to handle edible 
product and the product would come into contact with their work clothes. 

13.7 Inspection System Controls 

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

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



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

14. CLOSING MEETIXG 

A closing meeting was held on August 4. 2005. in Copenhagen with the CCA. At this 
meeting, the primarq findings and conclusions from the audit were presented by the 
auditor. 

The CCA understood and accepted the findings. 

Don Carlson, DVM 
Senior Program Auditor 



15. ATTACHMENTS TO THE AC'DIT REPORT 

Individual Foreign Establishment Audit Forms 
Foreign Countrq Response to Draft Final Audit Report 



Foreign Establishment Audit Checklist 

Place an X rn the Audit Results b lock  t o  indicate noncompliance with requirements. Use  0 if n o t  applicable. 
Part A -Sanitation Standard Operating Rocedures (SSOP) 

Basic Requirements 

7. Written SSOP 

8. Records documentng implementation. 

9. Slgned and dated SSOP, by a - s i t e  or overall authority. 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10. Implementation of SSOP's, includng rnon~toring of implementation. 

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

12. Correctiveactionwhen the SSOPs have faied to prevent drect 
product contarninatlcn or adulteration. 

13. Daly r c o r d s  document item 10, 11 and 12 above 

Part B - Hazard Analysis and Critical Control 
!%in: (HACCP) S y g e i i i ~- Basic Requiremenis 

14. Developed a d  implemented a wr i t tm HACCP plan . 

15. Contents of the HACCP list the f m d  safety hazards. 
a l t i c 

16. Records document i~g impkmentatioii and ranitoring of i h e  
HACCP plan 

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

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

18. Monibnng of HACCP plan. 

19. Verificahon and valdation of HACCP plan. 

20. Corrective actlon written in HACCP plan. 

21. Reassessed adequacy of the HACCP plan. 

Part D - Continued 
Economic Sampling Results 

( 33. Scheduled Sample 1 
1 1 34. Specks Testing 

1 1 35 Resldue 1 
Part E -Other Requirements 

( X 1 36. Export 1 
1 ( 37, import 1 

38 Establishment Groulds and P e t  Control / I 
39 Establishment Const~ctlon/Maintenance 

40. Light 

41. Ventilation 

42. Plumbing and Sewage 
M--

43. Wa!a Supply 

L----- 44. Dressing RmrnslLamtor ies 

1 

1 

I 

critical convol mints dates a d  t i n s  cf s p e d i c  ever*, o c a r r e ~ e s .  1 

Part C - Economic I Molesomeness 
23. Labeling - Roduct Standards 

24. Labding - N d  Weights 

25. General Labeling 

26 Fin Prod StandardslBoneless (DefedsIAQUPak Sk~nshloisture) 

Generic E. coli Testing 

27 Wrltten Procedures 

I 

-l-.r., .-, ..-1 ." L .-..-..­ 1 

46 Sanitary Operations 

47. Employee Hygiene 

4 8 .  Condemned Product Control 

1 I 

Part F - inspection Requirements 

49. Government Staffing 

X 
1 
I 

53. Animal Identification 1 
I 

54 Ante M o r t m  inspect~on 

55 Post M o r t m  lnspect~on 

I Part G - Other Regulatory Oversight Requirements 



6- 01?iOj l J i .  Est 15.Dan:sh Croun, Slaughter. Deboning Funher Procmmg. RTE. Rxigsted, Dsnrnark 

1W51 .  Th- establishment failed to follow written procedurss described in their SSOP and did not implement their SSOP for 
meat dropped onto the floor. Meat dropped onto the floor of deboning room number 4, was placed onto the surface of 
a reconditioning table with out applying a clean sheet of plastic on the surface of the table before each use. The shift 
started production at 6:30 am. The observation was made at approximately 9:00 am. The surface of the table was 
completely covered with blood and meat residue. The establishment supervisor of the area, when intenie~ved, stated 
the written meat reconditioning procedures had not been followed. [Reference: 9CFR 4 16.13 (c) and 4 16.171 

ci 
C 1  NAMEOFAU3iTOR 

Dr. Don Carlson 
1 62 AUDIT03 SIGNATUREAND DATE t4k Ly,&,2-) 

r 7 

I Dr. Don Carlson s 0-105 05 I-. -- -­



Foreign Establishment Audit Checklist 

Danish Crovn. T u h ~  
Holbzk. Der i a rk  

1 Denmark 

7 Wr~tten SSOP 1 ( 33 Scheduled Sample 1 0 

I 
1 Dr. Don Carison E S U - S I T E A U D T  O K U M W T  N D I T  

Place an X in the Audit Resul ts  block t o  indicate noncompliance w ~ t h  requirements.  Use  0 if not applicable. 

Part A -Sanitation Standard Operating Procedures (SSOP) Awi! 

Basic Requirements 1 R~SUIIS 

10, Implementation of SSOP's, includng monitoring of implementation, 1 36. Export 

11. Ma~ntenance and evaiuat~on of the effectiveness of SSOP's. 1 1 37. lmport 1 
I 

Part D - Continued i MI! 
I 

Economic Sampling I Resu'!~ 

I 8. Records documentng Implementatton. 34. Speces Test~ng 

1 I 
12. Corrective action when the SSOPs have faied to prevent direct 

I 

product cortarnlnatim or adukerat~on. 38. Establishment Gromds and Pest Control 

9. S~gned and dated SSOP, by m-site or overall author~ty. 35. Residue 

Sanitation Standard Operating Procedures (SSOP) 1 Part E -Other Requirements 
Ongoing Requirements 

13. Daily r co rds  document item 10, 11 and 12above. 39. Estabi~shment Const~clioniMaintenance 

Part B - Hazard Analysis and Critical Control 40. Light 

Poini  jHACCFj Systems- Basic Requirements 

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

estabiishmenl ~ndivi-hl. 45. Equipment and Utensils 

Hazard Analysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements 4E. Sanitary Operations 

20. Corective action wrlttm in HACCP plan. 
I 

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

22. Records documenting. the written HACCP plan, monitorig of the 49. Government Stafftng 

41. Ventilation 

42. Plumbing and Sewage 

,., I " , _ . - .  C 
+a. V V d t C r  JUPP~Y 

44. Dressing RcomsILamtories 
i 

14. Developed w d  implemented a writtw H ACCP plan . 

18. Monitoring of H4CCP plan. 

I 

Part C - Economic I Mn7olesmeness 50. Daily lnspecticn Coverage 

23. Labei~ng - Roduct Standards 
51. Enforcement 

24. Labding - N d  We~ghts 

25. General Labelmg 1 52. Humane Handl~ng 

15. Contents of the HACCP list the fmd safety hazards, 
ai t icd conbol pants, critical limits, pocedues, oorrechve actions. -- 

16. Records documeni~ng impbmentat~on and monttonng of the 
HACCP plan. 

17. The HACCP plan is sqned and dated bv the responsible 

47. Employee Hygiene 

26 Fin Prod StandardsfBoneless (DefedsIAQUPcrk SkinsmOoisture) 1 1 53. Animal ldent~f~cat~on 

- 

- 

1 
Part D - Samplrng 

Generic E. col i  Testing 54 Ante Mortem I n s p c t ~ o n  

27. Written Procedures 1 @ 1 55. Post Mortsn lnspct ion 
1 0  I 

29 Records -1 Part G - Other Regulatory Oversight Requirements 

Salmonella Performance Standards - Basic Requirements (1 156. Europan Community Diectlves I 
I 



0- 06 2005 Est 30, Danish Cromn. Tulip. Debonmg, HolbaL, D e n r a i k  

There mere no significant findmgs io report after cons~deration of the nature degree and ex-tent of all ohsenatlons 

Dr  Don Carlosn Dr. Don Carlson /s 07/062005
I I 
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Foreign E s t a b l i s h m e n t  Audi t  C h e c k l i s t  
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IDmish  Croa-n ilC i? 3065 2;  I D e m a r k  
Ski\ r: Derslir'a , 2- V ~ ~ J E3: AL~.;SE,:S; 6 TY,F 7 

-
i Dr. Don C ~ l s o n  r-

1 2 3 1 ~  I ) Z C S J ~ . ~ ~ ~ TX 1 3~ - s : -E  

Place an X i n  ;he kud i t  Resu l ts  block to indicate noncompl iance with requ i rements .  U s e  0 i f  n o t  applicable. 
Part A -Sanitabon Standard Operating Procedures (SSOP) Part D - Continued M I  

Basic Requirements i Resu':s Economic Sampling i R ~ s . ~ : s  

7. Written SSOP 1 33. Szheduied S a r n ~ l e  

8 Records aocunentng implementation. 1 34. Speces Tes i~ng 
I 

9. Sgned and dasd SSOP, by m-site or o v e ~ l lau:honty 35. Resldue 1 
Sanitation Standard Operating Procedures (SSOP) Part E -Other  Requirements

Ongoing Requirgnents 
1

10, lmplementatian of SSOP's, includng monitoring of implementation. 1 ): 1 36.  Export 

11 Ma~ntenanceand evaluation of the effectiveness of SSOP's. I ( 37, lmport I 
12 Correctwe acton when the S O P S  have faied to prevent d~rec t  

38 Establlshment Grotnds and Pest Control 
pnduct contamlnat~mor aduheratlon 

1 
13.  Daily rcords  document ltem 1 0 ,  11 and 12above. 39. Establishment C o n s t ~ ~ t i ~ n i M a l n t e n a n C e  

Part B - Hazard Analysis and Critic.! Cor?tm! 
Point (HACCP) Systems - Basic Requirements 

41. Ventilation 
14. Developed a ~ dimplemented a wr i t tm HACCP plan . 

15. Contents of the HACCF list the f m d  safety hazards. 42. Plumbing and Sewage 
critlcd conto l  pcints, critical limits, pocedues,  wrrect;ve adions. 

) 43. W a t a  Supply16. Records documenting impkmentatlon and monitoring of the 
HACCP nlnn.- -. 

44. Dressing RcornslLa~atories 
17. The HACCP clan is snned and dzded bv the resuonsibie 

establishment indlvuual. 45. Equipment and Utensils i
Hazard Analysis a n d  Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46. Sanitary Operations 

18. Monibring of HACCP plan i 47. Employee Hygiene x 
19 Veriflcalon and valdatlon of HACCP plan. I 

48. Condemned Product Control 1I 
I 

20. Coirectiveaction written in HACCP plan. ! 

21. Reassessed adequacy of the H K C P  plan. 7Part F - Inspection Requirements 

22 Records docurnent~ng:the wrjtten C:ACCP plan, mnltorir;, n! the 1 X I 49.  Government Staf f~ng icrltlcal conuoi mints, daes  a d  trnes cf soecific ever i  occurremes. 1 
I I 

Part C - Economic I W o l e s o m e n e s s  50. Daily lnspectlm Coverage X 
23. Labeilng - Pioduct Standards 1 

51. Enfxcement1 1 X24 .  Labding - N e t  Welgh!s 

25. General Labeimq 1 52. Humane Handling I 
26. Fin Prod Standarcis'Soneless (3efeds/AQL/Pmk Sk~nsmi;o~sture) 53. Animal lden~i f~sat ion1 i 

I I 
Part D -Sampl ing 1 

Generic E. co1iTesting I 
54 Ante lulortm I n s p c t l o n  I 

27 Wr~tter,"rocecures I 

I 55 Post M o r t m  I n s p c t l o n  1 
28 Sample Co lkc t~o i lhna l ,sls I 

1 Part G - %her Reguiatory Oversight Requ~rements
29 Records 

Salmonella 9.rfarrnance S a n d a r d s  - Basic Requirements I 



10. 2. The intestines and spleen, at the evisceration stuld, lvere removed fiom one carcass and dropped onto the 
eviscerator's boot. The boot was not cleaned and sanjtized between each e~kceration process and 'Lhe evisceration 
stand was not a sanitary surface. The establishment and DVFA auditor took immediate and appropriate corrective 
actions. [9CFR416.13 (c)] 

15 '5 1. The hazard analysis did not include all hazards reasonably likely to occur. Stabilization. for the chilling of cooked 
pork, was not included in the flow chart as a processing step and was not identified as a food safety hazard reasonably 
likely to occur for this processing step. The establishment was not currently producing cooked pork and had not 
produced this product since March of 2005. [BCFR 417 2 (a) (2) and (c) (I)] [9CFR 417.81 

2215 1. Monitoring results for the measurement of the critical limit for zero-tolerance for fecal contamination were transferred 
to another recorq but the original record with the actual t h e  the results were recorded was not attached to the new 
record. [9CFR4 17.5 (3) (b) and 4 17.81 

4715 1/ Establishment employees and DVFA inspection officials working in contact with product, food-contact surfaces, and 
56. product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the 

establishment and then returning to production areas inside the establishment without changing work uniforms. 
E~L~bl ih i ie i i ieiiiploy-ees changed into work uniforms, hair nets, head coverings and proceeded to walk out side and 
smoke cigarettes, carry personal items and spend time in conversation out side of the establishment. Establishment 
employees walked freely to various production buildings located on the official premise. The production buildings 
were located approximately 50 to 300 yards apart. During the onsite audit of the establishment, even though 
workers wore plastic aprons, establishment workers were observed to handle edible product and the product would 
come inro contact with their work clothes. [9CFR 41 6.5 (b) and 41 6.171 [EC Directive 6414331 

50. Direct and continuous official supervision of preparation of product, by the assignment of inspectors to the 10:40 pm to 
6:00 am salting and packaging shift, to assure that adulterated or misbranded product is not prepared for export to the 
United States was not provided by the DVF.4. The DVFA provided inspection for this shift approximately one time per 
month. [9CFR 327.2 (a) ( 2 )  (ii) (D)] 
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Foreign Establishment Audit Checklist 
YS 4. 1GAl.E OF CCIISTZY 

I 

i Denmark 
1' "'J= 3" hUDlTOR:S) 6 T Y E  OF AUDITi 5. hn' , -

11 Dr. Don Carlson ON-SI:EAUGIT ~ O C U M E I . ~ND!T 

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) 
Basic Requirements 

7. Wrltten SSOP 

8. Records docunentng implementat~on. 

9. Sianed and daed SSOP, bv m-site or overall authontv. 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10 lmolementation of SSOP's includno monitorino of  irnolementation 

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

12 Corrective action when the SSOPs have faled to prevent direct 
product cortarninatim or adukeration. 

13 D i l y  records aocument item 10, 11 and 12above. 

Part B - Hazard Analysis and Critical Control 
Poiiit (HACCFj Sy&ems - "odsic Requiremenis 

14. Developed and mplemented a written HACCP plan 

15. Cortents of the HACCP list the fcod safety hteards, 
ai t icd conbol ponts, crit~callimits, pocedues, corrective adions. 

A- 4 L---L-L'--15, D---. A ..--- and rnoniioring of the, \ C C Y I Y a  dorYlilSili;lty ; ~ ~ t ~ ~ ~ t ~ c u ~ d w ~ ~  

HACCP pian. 

establ~shrnentindivdual 

Hazard Analyss and C r ~ t ~ c a lControl Point  
(HACCP) Systems -Ongoing Requirements 

18 Mon~bringof HACCP plan 

19 Venficabon and vaidation of HACCP plan 

20. Corective actlon written ~nHkCCP plan. 

21. Reassessedadequacy of the H K C P  plan 

22. Records documentlng: t+e written HACCP plan, m n i t o r i m  of the 
critlcal control ,mints, rides a 4 t'hes d spz i f i c  everd o c a r r e , ~ e s .  

Part C -Economic I Wnolesomeness 
23. Labeling - Product Standards 

24. Labdmg - N d  We~ghts 

25. General Labellno 

1 
1 

1 

I 

!I 

I 

Part D - Continued u , t  
R~SUIISEconomic Sampling 

33. Scileduled Sample I 

7 ~ i  ~ ~ ~ i r i , ~ ~-" * \ - - , " " - I 

Part E -Other Requirements 

1 36. Export 1 
1 37, lmport 1 
I 

38. Establishment Gromds and Pest Control 

1 i39. Establishment ConstructioniMaintenance 

40 ~ l g h t  

41 Venr~lat~on ,
I 

42. Plumbing and Sewage 

43.  Wa!= Supply 

44. Dressing Rasrns lLa~tor ies  ! 
45 Equ~pmentand Utenslis I 
46 San~tary@pera t~ r i s  1 

-47 Employee Hygiene x-
48 Condemned Product Control 

I1 I n
l I Part F - Inspection Requirements 

49. Government Sta f f~ngI 1 
X 

50. Daily Inspecticn Coverage 

51. Enforcement X 

52. Humane Handling 

26 Fin Prod StandardsiBoneitss (DefedsiAQUPak Sk~nsninoisture) 153 Animal loent~f icat~on 

I 
Gener~cE.coli Testing 54 Ante M o r t m  lnspct lon  

27. Wr~ttenProcedures 55. Pos! Mortwr Inspzction 1 
\ 

28 Sample Coliectionlknalys~s I 

29 Records 

Salmonella Performance Standards - Basic Requirements 56 Edro~eanCommunity Drec t~ves I s 
I 

30 Co-wctlde hctlors 1 57 IJcnthIy Review 1 
I 

I21 3 s z s e s s - e ; !  I 



0" 111005 Est 53 Danish Cronn. Slaughter and Debonmg, Esbjerg. Derutmd. 

32 '5 1. Monitoring results for the measurement of the critical limit for zero-tolerance for fecal contamination? and the critical 
limit for temperamre of casings prior to shipping were transferred to ano~her record: but the original record with the 
actual time the results Lvere recorded was not attached to the new record. The monitor for the measurement of the 
critical limit for zero-tolerance for fecal contamination recorded results three times during the production shift, but the 
record was only initialed once. [Reference: 9CFR 317.5 (3) (b) and 417.81 

4715 1' 1 .  Establishment empioyees and DVFA inspection officials working in contact with product, food-contact surfaces, and 
56. product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the 

establishment and then returning to production areas inside the establishment without changing work uniforms. 
Establishment employees changed into work uniforms, hair nets, head coverings and proceeded to walk out side and 
smoke cigarettes, carry personal items and spend time in conversation out side of the establishment. Establishment 
employees walked freely to various production buildings located on the official premise. The production buildings 
uere located approximately 50 to 200 yards apart. During the onsite audit of the establishment, even though 
workers wore plastic aprons, establishment workers were observed to handle edible product and the product would 
come into contact with their work clothes. [9CFR 416.5 @) and 4 16.171 [EC Directive 6414331 

2. A production worker deboning pork cuts was instructed by the production manager to pick up product dropped onto 
the floor. The production worker placed the dropped product onto a reconditioning table and proceeded to his work 
station without washing his hands. The production worker's insanitary action was not identified by the establishment 
cr by o\lFa +pXtiir? cffici21s, 9 . e  production 5.rori:br 12:~s dkected t i  -2sh hiS hzZdS by the p T ~ d ~ ~ t i ~ ~  ~ Z C ~ ~ P T .a-A. 


NO product was adulterated. [9CFR 41 6.5 (a) and 416.171 [EC Directive 6414331 

E i  NAME OF AU3 TO2 , 62 AUDITOR SIQ~ATUREAND D 

Dr Don Carlson 



--

Foreign Establishment Audit Checklist 
1 E S T = L ' S P l 4 t b ~ T  t l ; ! h E  AN3 L K A T I C N  1 2 4 U C T  L A T E  3 ESTk5L;SsMEhT N 3  ( r U h l E  OF C ~ J ~ T R Y  

Danish Croun Denmark 
Holstebro. Denmark 

I 

I Dr. Don Carlson (xON-SITEAUDIT 
I 

DOCUMWT AUDIT 

Place an X in the Audit  Resu l ts  b lock  to  indicate noncompliance with requirements.  U s e  0 if not  appiicable. 

Part A -Sanitation Standard Operating Procedures (SSOP) 
Basic Requirements 

7 Wr~ttenSSOP 

8 Records documertng ~mplementation 

9 Signed and dated SSOP, by m-site or overall author~ty 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10. Implementation of SSOP's, includiig monitoring of ~rnplementation 

11. Maintenance and evaluation of the effectiveness of S O P ' S .  

12. Corrective action when the SSOPs have faled to prevent direct 
omduct cortarninatlm or adulteration- -.- - -. .... 

13. Daly rEords document item 10, 11 and 12 above. 

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

14. Developed and implemented a written HACCP plan 

15. Cordents of the HACCP list the f a d  safety hazards, 
criticd conk01 pcin:s, critical limits, pocedues,  mrrecbve adions 

16. Records documenting irnpkmentation and monitonng of the 
HACCP ~ l a n  

17 The HACCP plan IS sqned and dded by the resoonslble 
establishment ~ndlvihal .  

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

18. Monitonng of HACCP plan. 

19. Verificafion and vaidat~onof HACCP plan. 

20. Conective action writtm in HACCP plan. 

21. Reassessed adequacy of the HACCP plan.--
22. Records documenting: h e  wr~ttenHACCP plan, monitorirg of the 

t r hca i  corlboi plnis,  ddes and tines d s o ~ l f ~ ceverd occurrerces. 

Part C - Economic I ~ o l e s m e n e s s  
23 Labelmg - Product Standards 

24 Labding - Net Weights 

25. General Label~ng 

26 Ftn Prod StancardslBoneless (DefedsIAQUPcrk Sklnsmo~sture) 

Part D -Sampling 
Generic E. coli Testing 

27 Wrltten Procedures 

28 Sample Colkct~on4nal)sls 

/
1 

1 
I 
I 

1
I 
I 

i 
1 

I 

Part D - Continued kraltI 1Results Economic Sampling ~ e j ~ l k  

0 ( 33 Scheduled Sample 0 

0 34 Speces Testing 

I 
0 35 Resldue 0 

Part E - Other Requirements 

0 1 36. Export 

0 1 37. lrnport 
I 

II I0 38. Establ~shmentGrotnds and Pest Control 

0 39. Establishment Construct~oniMaintenance 

40. Llght 

41. Ventilation 

42. Plumbing and Sewage 

i 
43. Waier Suppiy 

I 
44 Dresstng R m m s l L a ~ t o r l e s  

45. Equipment and Utensils 

46. Sanitary Operations 

0 47. Employee Hygiene 

O 
48. Condemned Product Control 

0 
Part F - Inspection Requirements0 

0 49. Government Staffing
I 
I 

50. Daily lnspecticn Coverage 

51. Enforcement 
0 

52. Humane Handling on 

'23 Records 

Salmonella Performance Standards - B a s ~ cRequirements , 
56. Europan Community Drectives 

t 

0 -I--

0 53 An~malldent~ f~cat~onim54 Ante Mortem lnsgct lon  I o 
1 o 55 Post ~ o r t e ml n s g c t ~ o n  

T -

I Part G - Other Regulatoiy Oversight Requirements I 



C1'1'.2005: Est. 60:Danish C r o i ~ n ,  Cold S~orage:  Holstebro. Denmark 

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

Dr Don Ca-lson 1 Dr Don Carlson s 07 15 2005 I 




Foreign Establishment Audit Checklist 

Place an X in the Audit  Resu l ts  b lock  to  indicate noncompliance with requ i rements .  Use  0 if n o t  applicable. 

Part A -Sanitation Standard Operating Procedures (SSOP) A~J,I Part D - Continued I w \ t  

Basic Requirements Resd!s Economic Sampling Results1 1 
7 Written SSOP 0 33. Scheduled Sarnpie 1 n 

I
8 Records docunentng irnplementat~on 0 34 Speces Testing 

9 S~gnedand dated SSOP, by m-slte or overall author~ty 0 35 Res~due 
ISan~tat ionStandard Operating Procedures (SSOP) 

Ongoing Requirements i Part E -Other Requirements 

10 lmplernentat~onof SSOP s mcludng monitormg of mplementation / 0 1 36 Export 

11. Mamtenance and evaluation of the effecbveness of SSOP's. / n 1 37. import 1 
12. Corect~veactton when the SSOPs have faled to prevent direct 

3 8  Establishment Cromds and Pest Control 
pnduct contaminatiffl or adukeration. 01 I 

13. Daily records document ltem 10. 11 and 12above. 0 39. Establishment ConstructionIMa~ntenance 

Part 6 - Hazard Analysis and Critical Control 40. Light 

Pornt (HACCP) Systems - Basic Requiranents 
41. Ventilation 

14. Developed md tmplemented a written HACCP plan . 0 

15 Contents of the HACCPiist the f m d  safety hazards, 42. Plumbing and Sewage 
u i t icd  contoi  pcints, critical limits, ~ o c e d u e s ,  mrrective actions. -

l o 43 .  Water Suppiy 16. KeCOrdS documenttng impkmentation and monltonng of the -
HACCP plan. 

44. Dressing RCDms!Lamtories 
17 The HACCP plan is S ~ n e d  and dded by the responsible I 

establishment indivdual. 45. Equipment and Utensils 

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

i8. Mon~br ingof HACCP plan. 1 0 47. Employee Hygiene 

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


I
20. Corrective action written In HACCP plan. 0 

21. Reassessed adequacy of the HACCP plan. 0 Part F - Inspection Requirements 

22. Records docurnenting- ~e written HACCP plan, mon~torirrj of the 1 0 ~ 
critical contol pinis,  ddes a id  i ines d specific event occurrerces. i 1 

I 
50 Daily lnspectim Coverage II 

'
23 Labeling - Roduct Standards 

51 EnforcementL 
24 Labdng - Net Weights 0 
25 Gene-al Labelmg 

52 Humane Handling 00 

26 Fin Prod StandardsiBoneless (DefectsIAQUPak Sktns/Motsture) 0 53 Animal ldent~ficat~on 1 0  

I L 

I
Part D -Sampling I 

Generic E. coli Testing 54 Ante Mor tm  Inspct ton 0 

27. Written Procedures i 
28 Sample Colbct~onlknalysis 0 ­

Part G - Other Regulatory Oversight Requirements 
29 ",ecov!s 0 

I 
Salmonella Performance Standards - Basic Requirements I 56 Europan Community Drectives 

i 

3 C  Cor,ect~vec : ~ o r s  I 0 57 Mmthly Review I 

A c o  
 ~ 3 i  ?eassessrnen; " , "" 
22 1~~:ite:: ssurance 0 ( 5 9  i 



- -
--

Cl7;12'20'35: Est. 101 ,  SyCfiost, Cold Storage. Padborg. Dennark 

There upereno siznificant findings to repolt after consideration of the nature. d e r e e  and extent of all observations 

,?\ {p, -
6' NAPVIEOF ALI3iTOS €2 AdDiTOii SlGiATt iRE AND DATE t ) L ( &T,% - ,  

ID: Don Carison Dr Don Carlson s 07 13 2005 



Foreign Establishment Audit Checklist 

I I 

0 7 3 2005 1 2  I Denmark 

5. N i V E  OF AUDITOR(S) j 5 .  T " E  GF AU3lT 
! 

1 Dr Don Carlson FOU S l T E A J 3 T  I_ 
7COCUYENT AUDIT 

L 

Place an X rn the Audrt Resu l ts  b lock  t o  l n d r c a t e  noncornp l~ancew l t h  requdrements Use  0 ~f no t  a p p l i c a b l e  

Part A - Sanltabon Standard Operat~ng Procedures (SSOP) Part D - Continued 
Basc Requrements Econom~cSampl~ng RSU ts 

7. f l r ~ t t e n  SSOP / 0 1 33. Scheduled Sample 1 n 
-

B Records documentng ~mplementatton 0 34 Speces Test~ng 

9 S~gned and dated SSOP, by m-stte or overall author~ty 0 35 Residue 

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

10, Implementation of SSOP's, ~ncludng monitoring of implementation. 1 0 1 36. Export 1 
11. Maintenance and evaluat~on of the effectiveness of SSOP's. I 0 1 37. import-
12 Correcttve action when the SSOPs have faied to prevent d~rect 0 38. Establishment Grotnds and Pest Control product cortarninat~m or adukeration. 

13. Daly reords  document ltem 10, 11 and 12above. 0 39. Establ~shmentConstruct~on/Ma~ntenance 

Part B - Hazard Analysis and Critical Control  40. Light 

Poin: (HACCF) Systems - Basic Ztyu i ranents 
41. Ventilation 

14. Developed and implemented a wri t tw HACCP plan 0 -
42. Plumbing and Sewage 

a i t ~ c dcontrol pcints, crrtical limits, ~ rocedues ,  mrrective adions. 

Supp!y16. Records docment ing impSmeiitation aiid iiioniiuring o i  ihe 43. W a t ~  

HACCP plan. 1 
44. Dressing RmmslLamtories 

17. The HACCP plan ts s 
establishment indwdual. 45. Equipment and Utensils 

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

18. Monibring of HACCP plan. 
4 7  Employee Hygiene / 0 1 

I 
19. Verification and vaidat~on of HACCP plan. 0 ( 

48. Condemned Product Control 
1 

I20. Corrective action written ~n HACCP plan. 1 0  I 
21. Reassessedadequacy of the HACCP plan. Part F - Inspection Requirements 0 


22. Recorcis documenting: the written HACCP plan, r on i t o r i g  of the i O ) 4 9  Icritical conlol  minis dae r  2nd + h e r  cf r g a 4 c  eve,@ ocf;rreaes 
staffing 

I I 

Part C - Economic I ~ o l e s o m e n e s s  I 50. Daily lnspectim Coverage 

23. Labelmg - Roduct Standards 
51. Enforcement 

24. Labdlng - Nd Weights 0 
52. Humane Handling 

25. General Labeling 1 n 0 

26 Fm Prod StandadslBoneless (Defeds lAQVPak Sk~nshloisture) 53 Anlmal ldentif~cat~on 0 


Generic E. cob Testing 54 Ante M o r t m  l n s p c t ~ o n  0 

27 Wr~ttenProcedures 0 55 Post Mortm- I n s p c t ~ o n  1 O 
28. Sample Colkct~onIAnaiys~s 1 0  1 
29 Records 0 1 

I 

Salmonella Performance Standards - Basic Requirements 1 



--

67 36'2005: Est. 172, Xgi-Tiorcold XS,Cold Storage, N y h b i n g .  Denmark 

There were 3 0  significant fmdings to report after consideration of the nature. degree and e m n t  of all obsenations 

NM$,";EOF AUDITOR 

Dr Don Carlson I 1 Dr Don Carlson , s  6-36 3005 



- -

Foreign Establishment Audit Checklist 
1 ECT%ilSI-':JE.I;i,41.EAhC L X A T ( 3 N  2 4 U i : X A T E  3 ESTA3LlSltdEKT f.l 1 4 NAME CF Z 3 U N i R Y  

Claus Sarecsen .4'S I O : /O~ '~O( I~  I IS9 Denmark 
Vejle, Denmark 5 NAME O: AUUITCR(S) 6 TYPE OF AUDIT 

) Dr. Don Carlson 3N-SITEALlDT 0DOCUM8DlT AUDIT 
1 

P l a c e  an  X in the Audit Resul ts  b lock  t o  indicate noncompliance with requirements.  Use 0 if no t  applicable. 

Part A -Sanitation Standard Operating Procedures (SSOP) 
Basic Requirements 

7 Vi'r~ttenSSOP 

8 Records docurnentng implementation. 

9. Signed and daed SSOP, by m-si te or overall authority. 

Sanitation Standard Operating Procedures (SSOP) 
Ongomg Requirements 

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

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

12 Corrective actton when the SSOPs have faied to prevent direct 
pmduct cowaminaticn or adulteration. 

13 Daily resords document item 10, 11 and 12above. 

Point j i iA2CFj  Systems - B a s c  Requirements 
14. Developed 2 n d  implemented a written HACCP plan . 
15. Contents of the HACCP list the f m d  safety hsa rds ,  

critlcd conbd pants, critical lim~ts;pocedues, mrrective actions. 

16. Records documeniing lmpbmentation ana monltorlng of the 
HACCP olan. 

17 The HACCP plan 1s sgned and dated by the respons~ble 
establrshment ~nd~vdua l  

Hazard Analysis a n d  Critical Control Point 

18 Monlbnng of HACCP plan 

19 Venf~cabonand vaidat~onof HACCP plan 

20. Corrective action written in HACCP plan. 

21. Reassessed aaequacy of the HACCP plan. 

22. Records docurnent~ng:the written HACCP plan, monitorim of the 
critical conho! pints,  dates a3d tmes d spe i f i c  c~ea*ocmiieices 

Part C -Economic 1 ~ o l e s o r n e n e s s  
23 Labeling - Product Standards 

24 Labdmg - Net We~ghts 

25 General Labellng 

26 Fm Prod StandardslBoneless (DefedslAQUPak Sk~nsiMo~sture) 

Part D -Sampling 
Generic E. coli Testing 

27 Written Proced~res 

28 Sample CoIkction'Analysls 

29  Records 

Salmonella Performance Standatds - Basic Requirements 

/ ~ d t  Part D - Continued 
Results Economic Sampling _IR~SU':S 

33. Scheduled Sample 0 

34. Speces Testmg 

35 Residue 

36. Export 
L 

37 Import 

i38. Establishment Gromds and Pest Control 

I1 I39. Establishment ConstructionlMaintenance 

40 L~ght 

41 Vent~lat~on 

42. Plumbing and Sewage 

1 4 3  I?,!-+-P. , - - l , .,"a'" v u , y y  i 
44 Dresslng Rmms/Lamtor~es 

45 Equ~pmentand Utens~ls 

46 Sanitary Operations 

47 Employee Hyg~ene 

48 Condemned Product Control 

Part F - Inspection Requirements 

1 

1 

1 

I 

I 

I 

I

I 
1 
I 
I 

X ( 49. Government Staffmg 

50 Dally Inspectm Coverage 

51 Enforcement 

52 Humane Handl~ng 0 

1 53 An~malldentificatlon 0 

54 Ante M o r t m  l n s p c t ~ o n  0 

I 0 55 Post M o r t m  Inspection 0 

0 
I 

0 
Part G - Other Regulato 

I 

I 56 Europan Commun~tyDrec t~ces i 



--

0-08 2005 Est lS9 C l m s  Smensen X S. Debonmg, Cold Srorage, 1ejle, Dsnmark 

22.  The establishment emplol-ee making entries on the calibration ofthemomeiers  record failed to initial the document. 
Thermon~eterswere calibrated one time per >.earand within the last t h e  da>.s;the establishment increased the 
frequency to hvo times per pear. [Reference: 9CFR 4 17.5 (3) (b)] 

; ,r/A, &/(--+-

E l  NAME OF A931TOR 62 AUDITOR SIGVATURE AND D A T E ~ ~ LC,-,!.- (-&,? 
Dr Don Carlson 1 Dr Don 

V 

Carlson s 07'0%1005 



Foreign Establishment Audit Checklist 

7 V\'ritter, SSOP 1 33 S c h e c ~ l e d  Sample I 

Dr Don Ca-lson ' 3h S - E - J C  T ~3:~1)5\ -  f i ~ >  - 
- 

Place a n  X I n  t h e  A u d ~ t  Resu l t s  b l ock  t o  l n d ~ c a t e  ~ o n c o m p ~ r a n c e  w ~ t h  requr rements  U s e  0 if n o t  a p p l i c a b l e  

-- 

8 Records dacumentng impiemertation I 1 34 S ~ e c e s  Testina I 

Part A - Sanltabon Standard Operat~ng Procedures (SSOP) n-3 

Baslc Requrements R e s ~  t~ 

9 Signed and daea  SSOP by m - s ~ t e  or overall authority 1 35 Residue 

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

Part D - Continued I A M *  

Econom~c Sampling Results 

10 Implementation of SSOP s includng monitori lg o' impementat lon 1 36 Export 

11 Maintenance and evaluation of the e'fecbveness o' S O P  s 1 ( 37 lm-port 1 

13 Daly records document item 10, 11 and 12above  1 1 39 Establishment Construct~oniMaintenance I 

I 

12 Correctiveaction when the SSOPs nave faied t o  prevent direct 
product c o n t a m n a t ~ m  or adulteration 1 

I 

I I I 

Part B - Hazard Analys~s and Cnt~cal Control 40 i i gh t  

Pornt (HACCP) Systems- Basic Requirements 
41 Vent~lntlon 

I 38 Establishment Grounds a?d Pest Control 

I 

establishment lnd~vdual  45 Equipment a i d  Utensils I 

Hazard Analysis and Crltcal Control Point 
I 

(HACCP) Systems -Ongoing Requirements 46 Sanitary Operations 1 

i 
. , . -. . - . . - . 

14  Developed and implemented a written HACCP plan I 
\ 

15. Contents of the HACCP list the f m d  safety hazards, 4 2  Plumb~ng and Sewage 
criticd conhol  pants,  critl-I l~mi ts ,  ~ o c e d u r e s ,  M::eTh:'e acmns  I I 

16 .  Records documenting l rnpkmentat~on and monitoring of the 1 

20 Corrective action ~ r i t t m  ~n HACCP plan I 
21 Reassessed adequacy of the HACCP plan I Part F - Inspection Requirements 

22  Records documenting the written HACCP plan m o n ~ t o r ~ m  of the 1 1 49 Government S!affina 

43. Water Supply 

18 M o n i b w g  of YACCP plan 

I 
19 Verifcabon and vaiciation of HACCP plan 

cr i t~cal  connol  p i n t s  dates and tmes  cf soecific event occurremes I I 

Part C - Economic 1 ~ o l e s o r n e n e s s  50 Daily lnspect lm Coverage 
I 

23 Label l ig  - Product Standards I 
51 Enfarcement 

24 Labding - Net  Weights 1 I 

52 Humane Yandling 
25 General Labelina 0 

47 Employee Hygiene I 

48 Co idemned Product Control I 

- 

26 FII Prod Standads/Boneless (DefectsIAQLlDcrk Sk insMos tu re )  53 Animal oent i f~cat ion 0 
I 

Part D - Sampllng 
I 

Generic E. col i  Testing 54 Ante Mortem lnscect~on 0 

I 

27  WPl:ter Procedures 1 0 55 Fost M o r m  l r s ~ c t i o n  

HACCP plan. 

! 17 The H A C C P  plan is suned and dated bv the responsible 

-- - I Part G - Other Regulatory Oversight Requirements )I 

44. Dressing R m m s l i a v a t o r ~ e s  i 

i~ i e c o r c s  

55 E ~ w r e a n  S o m n u i ~ ' )  D r e c t ~ v e s  
Salmonella Performance Standards - Basic Requlrements 

32 '~1-tte: Assurance , 5 1 %  



-- - -  

51. NAME OF AUDITOR 
IDr Don Carlson i 



- -  

Foreign Establishment Audit Checklist 

Scanfla~~our-4S 1 Denmark 
hfaldrup Denmark 

-
Dr. Don Carlson 

7I?ON-SI:EIJ~I; DOCEMENT R J D T  

Place an X in the Aud i t  Resu l ts  b lock t o  indicate noncompliance with requirements. Use 0 if n o t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSOP) 1 I Part D - Continued 1 ~u~drt  

Basic Requirements 1 R.SUIE I Economic Sampling 1 RSU!:S 
- -

7 Vi1ri!ten SSOP 1 1 33 Scheduled Sample 1 0 
- -

8 Records docurnentng ~mplementat~on 34 Speces Testmg 1 
9. S~gnedand dated SSOP, by a l - s~ teor overall authority. 1 35. Residue 

I I 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

I Part E - Other Requirements 

10, Implementation of SSOP's, ~ncludngmonitoring of ~mplementation. 36. Export 

11. Maintenance and evaluat~onof the effecbveness of SSOP's. 1 
I 
1 37. lmport 

1 
1 

12. Corrective act~onwhen the SSOPs have faied to prevent direct 
product cortaminatim or adukeration. 

38. Establlshment Gromds and Pest Control i 
13 Daly records document ltem 10 11 and 12 above 39 Establishment Const~ctlonIMalntenance 

Part B - Hazard Analysis and Critical Control 40 Llght 

Point (HACCP! Systems - RzGc P . q ~ l r m p ~ t s  
41 Venttlatlon 

14 Developed and ~mplementeda wnttm HACCP plan 

15 Contents of the HACCP11st the f w d  safety hazards, 42 Plumbmg and Sewage 
a ~ t ~ c dcontrol pants cntlcal hm~tspocedues, correcbve ad~ons  

16 Records document~ng~mokrnentat~onand m o n ~ t n n n gof t h e  
PACCP plan 

44 Dress~ngRmrnslLabator~es 
17 The HACCP plan 1s suned and daed bv the res~ons~b le  I 

establishment ~ndlvdual. 45. Equipment and Utensils 

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

18. Monibring O ~ ~ C Pplan. 
47. Employee Hygiene 

19. Ver~ficationand valdat~onof HACCP plan. 
48. Condemned Product Control 

20. Coaective action written ~nHACCP plan. 

21. Reassessedadequacy of the HPCCP plan. Part F - l n ~ p e c t i ~ nRequirements 

22. Records documenting: a e  written HACCP plan, monitorirg of the 
critical control mints. dates and tmes d s~e3i f1cevent occurremes. 

49. Government Staffing 

Part C - Economic I~ o l e s o m e n e s s  50. Daily lnspect~mCoverage 

23. Labeling - Product Standards 
51. Enforcement 

24. Labdmg - N e t  Weights -
25 General Labelma I 52. Humane Handling 0 

26 Fin Prod StanoarosIBoneless (DefedsIAQUPcrk Sk~nsNo~sture)  1 1 53 Animal Ident~ficatcon l o  
II 

Part D -Sampling 
Generic E. col i  Testing 

I 
1, 

54 Ante Mortar l n s p c t ~ o n  

27 Wrltten Procedures 0 55 Post Mortan lnspct ion 

28 Sample ColkctionlAnalys~s / n  I 
29 Records 

-

Salmonelia Rrforrnance l a n d a r d s  - Basic Requirements 

I 
5 ;  ,Esssessze?: 

32 L'Jrrten i ssuiance  1 0 59  



-- 

Ci72O '2005:Est. 315, Scanflavour -4's.Processing. Dried Protein, hfoldrup. Denmark 

There iiere n o  significant findings to  report afier consideration of the nature, degree and extent of all obsen,ations 

1 -uA1 A 
61 NAME OZ AUDITOR 'f,, c,1 62 AUDITOR SIO.IATURE AND DATE T',&q ~Lb&k-

Dr Don Carlson I Dr Don Carlson s 07 30'2005 
I 



Foreign Establishment Audit Checklist 
1 E S T ~ L I S - ~ ' J B J T~<A:AEA 'D  LEAT!ON 2 4U31T 5 A T E  3 ES7hBLIShMEtiT NO.  4 h,L'AE 3 F  C 3 i l N T K V  

I 

Danish Cro~vn 07,'13,2005 318 ( Denmark 
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07;13 3005: EST.3 18. Dsnish Crown; Deboning: b d d i n g .  Denmark 

10;'13' 1 .  The establishnent did not follow written procedures in their p:e-operational and operational SSOP by failing to 
h l ly  describe sanitation deficiencies, proper disposition of contaminated product, restore sanitary conditions and 
prevent recurrence of contamination of direct product contact surfaces. [Reference: 9CFR 41 6.13 (c), 3 16.16 and 

2. Sanitation records documenting the implementation and monitoring of the SSOP did not reflect the actual condition 
of the establishment observed during preoperational sanitation conducted by the DVFA inspector and records 
generated by the DVFA inspector. The DVFA inspector identified meat and fat particles, meat and fat residue, 
black grease and rust on approimately 20 product contact and non-product contact surfaces, in the deboning 
room, during verification of pre-operational sanitation that the establishment failed to identify on their pre- 
operational sanitation report. Product contact surfaces included equipment, product belts and cutting boards. The 
surface of the majority of cutting boards were scared with deep knife cuts and in poor condition. Non-product 
contact surfaces included equipment handles, electronic touch screens, framework for product conveyors, walls and 
over product structures. The DVFA inspector and the establishment took immediate and appropriate corrective 
actions; however many of the deficiencies identified by the DVFA inspector were of a long standing nature and 
should have been identified prior to this pre-operational verification inspection. 
[9CFR416.13 (c), 416.16 and 416.171 

1. Monitoring of the critical limit for temperature was performed, but procedures for monitoring were not clearly 
described in the HACCP plan or in monitoring procedures. The critical limit for temperature was monitored by an 
electronic computer system, but the results were not clear on the printed form. [9CFR 417.2 (c) (4) and 417.81 

1. 1 .  Ongoing verification activities for the direct observation of the monitoring of critical limits for critical control points 
and corrective actions were not performed. [Reference: 9CFR 4 17.4 (a) (2) (ii) and 417.81 

2. Ongoing verification activities for the review of records generated and maintained were not performed. 
[9CFR 41 7.4 (a) (2) (iii) and 41 7.81 

41/46/ Condensation was observed over a brine tank in the brine preparation and storage room. There was a lid covering the 
51/56. tank with areas open to the condensate. Rusty pipe fittings were located over openings in the lid covering the brine 

tank. The lid was covered with rusty water and rust stains. [9CFR 4 16.2 (d), 4 16.4 (b) and 4 16.171 [EC Directive 
64/433] 

4715 11 Establishment employees working in contact with product, food-contact surfaces, and product-packaging materials did 
not adhere to hygienic practices by the wearing of work uniforms outside the establishment and then returning to 
production areas inside the establishment without changing work uniforms. Establishment employees changed into 
work uniforms, hair nets, head coverings and procerded to walk out side a d  sxoke cigarettes, carry persona! items 
and spend time in conversation out side of the establishment. Establishment employees walked freely with in a 50 yard 
by 50 yard area. During the onsite audit of the establishment, even though workers wore plastic aprons, establishment 
workers were observed to handle edible product and the product would come into contact with their work clothes. 
[9CFR416.5 (b) and 416. 171 [EC Directive 6414331 

Direct and continuous official supervision of preparation of product, by the assignment of inspectors to the 311 5 pm to 
11:00 pm shift, to assure that adulterated or misbranded product is not prepared for export to the United States was not 
provided by the DVFA. The shift produced pork products for approximately five weeks in 2005. The shift stopped 
operations in March of 2005 and is not currently operating The DVFA provided assurances that when the shift 
resumes operations, daily inspection will be provided. [9CFR 327.2 (a) (2) (ii) (D)] 

The Danish Veterinary and Food Administration issued to the establishment a Notice of Intent to Delist (NOID) for 
failure to implement their SSOP and M C C P  plan. 
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Part A - Sanitafion Standard Operating Procedures (SSOP) Part D - Continued !Basic Requirements Economic Sampling RSMS 
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9 Slgned and daed SSOP, by a,-slte or overall author~ty 35 Resldue 

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

10. Implementation of SSOP's, includng monitoring of implementation. X 36. Export ! 
11. Maintenance and evaluation of the effecbveness of SOP 'S .  1 1 37. lmport I 

I I 
12. Corrective action when the SSOPs have faied to  prevent d rec t  

38. Establishment Gromds and Pest Control 
~ a d u c t  contaminatim or adulteration. 

13. Dajly resords document ~tem 10. 11 and 12 above. 39. Establishment ConstwctioniMaintenance 

Part B - Hazard Analysis and Critical contro l  40. Light 

?&nt (HACC?) Sytems - %&c R q i i i i G e i i i ~  I 

I 
41. Ventilation 

14. Developed a d  ~mplemented a written HACCP plan . 
15. Contents of the HACCP list the f w d  safety hazards, 42. Plumbing and Sewage 

aiticai conbol pants, critical limits, pocedues, mnective actions. 
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HACCP ~ l a n .  II 
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> 

Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 San~tary Operat~ons 

18 Monibrlng of HACCP plan .47 Employee Hygiene 

19 Venf~cahon and vaidation of HACCP plan 
48 Condemned Product Control i 

1
20 Correcttve actton wrltten In HACCP plan 

21 Reassessed adequacy of the H K C P  plan Part F - h s p e c t b n  Requirements 
-

22. Recor& docurnmting, the written HACCP plan, monitorirg of the 4 9  Government Staffing 
critical conbol mints, dates and tines d spesific everd ocwr rewes  1 I 
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Part C -Economic IWh 50 Daily inspectla, Coverage 
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23. Labeling - koduct Standards 

51. Enforcement X 
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x-
52. Humane Handling 

25. General Labeltng 
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0'722 2005: Esr. 338. TiCan ."i.m.b..L\., Slaughter. Dehoning, Thisted. Dermxk 

10. The DVFA izterinaq inspector performing pre-operational sanitation verification inspection in the slaughter area, 
identified meat and fat particles, meat and fat residue, black grease and rust on approximately 20 product contact and 
non-product contact surfaces that the establishment failed to identify on their pre-opera~ional sanitation report. Product 
contact areas included equipment: viscera pans and hooks used for lungs, livers and kidneys. Yon-product contact 
surfaces included floors, walls and over product structures. The DVFA veterinary inspector issued a control action and 
slaughter operations were delayed approximately three hours. The slaughter area was reinspected by the DVFA 
veterinary inspector prior to the start of slaughter operations. [Reference: 9CFR 4 16.13 (c)] 

2215 1. 1. The monitor for zero-tolerance recorded results three times during the production shift, but the record was only 
initialed once. [9CFR 417.5 (3) (b) and 417.81 

2. Monitoring results for the measurement of the critical limit for room temperature in the chilling room for carcass 
were not linked to the electronic records used to record the actual critical limit. [9CFR 417.5 (3) (b) and 417.81 

5 1. Verification of Pre-operational sanitation is schedule to be performed six times per year by the Viborg Regional Office 
in the nine establishments, within the region, certified to export meat products to the United States. Review of DVFA 
inspection records indicated that verification of pre-operational sanitation had been performed one time ffom January 
1, 2005 to July 22,2005. The results of audit findings recorded under checklist item number 10, implementation of the 
establishment's SSOP, substantiates the fact that the frequency of verification of pre-operational sanitation was not 
performed at a frequency adequate to verify the implementation of pre-operational cleaning. [9CFR 4 16.171 
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1 Dr Don C a r l s o n  

Place an X I n  t h e  A u d ~ tResul ts b lock t o  ~ n d i c a t enoncompl~ancew i t h  

Part A - San~tabon Standard Operat~ng Procedures (SSOP) ~ j l t  

Basic Requirements I its I 
7. Written SSOP 1 
8 Records documentng implementat~on 1 
9 Signed and dated SSOP by m-slte or overall authority 1 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10. Implementation of SSOP's. ~ncludha rnonltorina of im~lementation. I 

1 33. Scheduled Sample I n 
-

34 Speces Testing 

35 Res~due 

Part E -Other Requirements 

1 36. Export 1 
1 37. lmport I 
I 

38. Estabiishment Gromds and Pest Control 

1 39. Establishment ConstructionIMaintenance 

40. Light 

d l  Ventilstinn, .. .-. ,..,-.,-. . 

I 

Oh S T E i - D  T ~ O C U U G I  W C I T  

requirements. Use 0 i f  no t  a p p l ~ c a b l e .  

Part D - Contmued / mt 

Economic Samplinq / Restdts 

11. Maintenance and evaluat~on of the effecbveness of SSOP's. 

12. Corrective actionwhen the SSOPs have faled to prevent direct 
product cortarnmaticn or aduberation. 

13. Daily records document ~tem 10. 11 and 12above. 

Part B - Hazard Analysis and Critical Control  
Peint (H.A.CC?) Systems - R a s k  P . q s i r ~ e n ! s  

14. Developed and implemented a written HACCP plan . 
15. Coritents of the HACCP list the f a d  safety hazards, 

criticd contc l  pants, critical l im~ts, pocedues, corrective actions. 

16. Records documenting impbrnentation and mon~tnring of the 
HACCP plan. 

17. The HACCP plan is 
establishment indivdual. 

Hazard Analyss and Critical C o n t r d  Point 
(HACCP) Systems -Ongoing Requirements 

18. Monibring of HACCP plan. 

19. Venficabon and vaidatton of HACCP plan. 

20. Corective action written In HACCP plan. 

21. Reassessed adequacy of the HACCP plan. 

22. Records documenting' the written HACCP plan, monitorin3 of the 

! 

/ 

i 
Plumbing and Sewage 

Wate  Supply 

-44. Dressing RmmslLamtories 

45. Equipment and Utensils 

46. Sanitary Operations 

47. Employee Hygiene X 

I 

Part F - Inspection Requirements 

Daily Inspectim Coverage 

Enforcement X 

Humane Handiing 0 


42. 

43. 

critical contol  pints, dates and tines cf spe3ific everd occurrerces I 

Part C - Economic I~ o l e s o m e n e s s  
23. Labelmg - Product Standards 

24. Labdmg - N d  We~ghts 

25 General Label~nq 

26 Fin Prod StandadslBoneless (DefedsIAQUPak Sk~ns/Moisture) 

Part D -Sampling 
Generic E. co l i  Testing 

27 Wr~ttenProcedures 

28 Sample Colkct~oniAnalysis 

29 Records 1I 
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51. 

52. 

53 Anmal ldentificat!on 

54 Ante Mortem l n s ~ e c t ~ o n  
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56. European Community Drectives 
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-3 i,-?-7 - - ~ i 0 5  Est 329. Danlsh Croun. Deboning, HOP.Denmark 

3 7 ; s  11 Esrahlishment emp!oyees working in contact \vi:h product, food-contact surfaces, and product-packaging materials did 
56. not adhere to hjxjenic practices by the \vexing of ~vork uniforms and equipment outside the establishment and then 

returning to production areas inside the establishment wirhout changing ivork uniforms or cleaning and sanitizing 
equipment. Establishment employees changed into work uniforms, exited the employee welfare area and walked 
outside, approximately 50 feet, to the equipment room. The same employees received knives, scabbards: stainless steel 
mesh gloves and mesh aprons, exited outside the building and ualked approximately 50 feet to production areas. 
During the onsite audit of the establishment, even though workers wore plastic aprons, establishment workers ivere 
observed to handle edible product and the product would come into contact with their work clothes. 
[9CFR 416.5 (b) and 416.171 [EC Directive 644331 
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Danish Veterinary 
aqd Food Administration 

L7nited States Department of .4griculture 
Food Safety and Inspection Senice 
\$rashington D.C. 
20250 
att. : Sally White, Director 
Lntemational Equivalence Staff 
Office of International Affairs 

29.11.2005 
File: 2005-20-75 15-00079/HPE 

Comments on draft audit report. 

This is in response to letter from FSIS of September 22,2005, received 4 October 2005, en- 
closed the draft audit report for the on-site audit of Denmark's meat inspection system, con- 
ducted Jiuie 28 t i~ough  August 4,2885. 

By the letter Denmark was invited to provide comments regarding the information in the re- 
port within 60 days of the receipt of the letter. The Danish Veterinary and Food Administra- 
tion hereby wish to forward the following comments: 

1. Re: page 12, 6.2.4. 
Repeated audit findings concerning wearing of work uniforms outside the establish- 
ment. 

It is the viewpoint of the DVFA, that, with regard to the issue of employees and inspection 
personnel wearing working clothes outside the establishment (but within the premises) and 
then returning to production areas inside the establishment without changing working clothes, 
there is no specific provision in the EC Directive against this practice. 

It is the view of  the Danish Veterinary and Food Administration that if employees and inspec-
tion personnel leave the production area and walk outside during breaks, this does not neces- 
sarily mean that the working clothes get unclean and needs to be renewed immediately hereaf- 
ter. 

The establishments must have procedures in place to change working clothes, if they get un-
clean whether it is outside or inside the establishment. 

The D W A  presented these 1.ievpoints to the FSIS auditor. 



2. Re: page 13, 7. 
One establishment received a Kotice of Intent to Delist @-OD): 

Follow- up report describing the corrective actions at the establishment has been forwarded to 
FSIS on September 21,2005. The FSIS has responded by letter of October 7,2005, that FSIS 
has lifted increased U.S. port-of-entry testing levels for this establishment. 

3. Re: page 18, 11.3 
Testing for Generic E. Coli. Notification of the use of the U.S. AOAC 991.14 Petrifilm 
method. 
The use of the US.  AOAC 99 1.14 Petrifilm method was notified to FSIS in letter from 
DVFA of March 1,2005, comprising the DVFA's remarks on the September 2004 FSIS audit 
report. 

4. Page 19,13.1 
In one esiablishment daiiy inspection coverage was not rourineIy provided during the 
second shift. 

-
By ietter of July 21,2005, FSIS has informed that inspection presence is required for all shf i  s 
(day and night) in which product is being produced for export to the U.S. 
This requirement has been passed on to the Reg~onal Veterinary and Food Control Authorities 
on September 5, 2005. 

Yours faithfully 

Birgitte Povlsen 
Senior Veterinary Officer 

Head of International Trade Division 
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