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~ 1. SUMMARY 

This report summarizes the outcome of the audit conducted in Denmark from June 23 
through July 29,2009. This was a routine audit. Denmark is eligible to export raw and 
processed pork products to the United States. Between March 11,2008 and July 29,2009, 
Denmark exported more than 120 million pounds of meat products to the United States, of 
which more than 21 million pounds were reinspected at US ports of entry (POE). A total 
of 368,154 pounds were rejected at POE, of which no rejections were for food-safety 
concerns. Activities of the current audit appear in the table below. 

The findings of the previous audit during January 29 through March 11,2008, resulted in 
no restrictions of any Danish establishment's ability to export pork products to the US. 

1.2 Comparison of the Current Audit and the Previous Audit 

Headquarters 1 1 
Regional 1 2 
Establishment Level 13 1 1  

/ I Residue 11 1 1

I -~stablishmcntsAudited 

/ Post-mortem Inspection Procedures I 0 11 

1.3 Summary Comments for the Current Audit 

The results of this routine audit, conducted during June 23 through July 29,2009, resulted 
in the following actions: 

1) No establishments were delisted by the DVFA; 
2) One NOID was issued by the DVFA; and 
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3)  FSIS inspection requirements were not fully enforced in nine of the 11 
establishments audited. The results of this audit identified an increase in risk area 
findings in sanitation control (seven establishments), slaughter/processing controls 
(eight establishments), post-mortem inspection procedures (one establishment), and 
inspectiodenforcement controls (nine establishments). 

2. INTRODUCTION 

The audit took place in Denmark from June 23 through July 29,2009. 

An opening meeting was held on June 23,2009, in M~rkhnj (Copenhagen) with the Central 
Competent Authority (CCA). At this meeting, the auditor confirmed the objective and 

1 
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 Audit 
Unit, International Trade Division (ITD), a division within the Danish Veterinary and Food 
Administration (DVFA). 

I  3. OBJECTIVE OF THE AUDIT 

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

In pursuit of the objective, the following sites were visited: the headquarters of the CCA; 
two regional inspection offices; seven swine slaughter and meat processing establishments; 
four meat processing establishments; one laboratory conducting microbiological testing on 
United States-destined product; and one laboratory performing analytical testing for the 
National Residue Testing Program. 

4.  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 11 establishments: seven swine 
slaughter and meat processing establishments, and four meat processing establishments. 
The fourth part involved visits to two government laboratories. One Regional Veterinary 
and Food Administration Center (RVFAC) laboratory located in Esbjerg that conducts 
microbiology samples for Salmonella testing and another RVFAC laboratory located in 
Ringsted conducts residue analytical testing of field samples for the national residue testing 
program were audited. 

Program effectiveness determinations of Denmark's inspection system focused on five 
areas of risk: (1) sanitation controls, including the implementation and operation of 
Sanitation Standard Operating Procedures (SSOP), (2) animal disease controls, (3) 
slaughter/processing controls, including the implementation and operation of Hazard 



Analysis and Critical Control Points (HACCP) programs and a testing program for generic 
Escherichia. Coli (E. coli), (4) residue controls, and (5) enforcement controls, including a 
testing program for Salmonella. Denmark's inspection system was assessed by evaluating 
these five risk areas. 

During all on-site establishment visits, the auditor evaluated the nature, extent and degree 
to which findings impacted on food safety and public health. The auditor also assessed 
how inspection services are carried out by 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 ~ ~ r e e m e n t(VEA), the Food 
safety and Inspection Service (FSIS) auditor would audit the meat inspection system 
against European Commission Directive 641433EEC of June 1964; European Commission 
Directive 96122lEC of April 1996;and European Commission Directive 961231ECof April 
1996. These directives have been declared equivalent under the VEA. 

Second, in areas 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 991.14 method is used to analyze samples; 
Use of an alternate method (TEMPO EC) to detect and quantify generic E. coli in raw 
products; and 
Use of Enterobacteriaceae and Total Viable Count in Lieu of Generic E. coli Testing. 

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

The establishments take the samples; 
Private laboratories analyze the samples; 
A continuous, on-going sampling program is used; 
A gauze pad sampling tool is used; and . -
NMKL method # 7land iQ Check method are used to analyze samples. 

5. LEGAL BASIS FOR THE AUDIT 



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

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

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

In addition, compliance with the following European Community (EC) Directives was also 
assessed: 

Council Directive 641433lEEC of June 1964 entitled Health Problems Affecting Intra-
Community Trade in Fresh Meat. 

Council Directive 96123lEC of 29 April 1996 entitled Measures to Monitor Certain 
Substances and Residues Thereof in Live Animals and Animal Products. 

Council Directive 96122lEC of 29 April 1996 entitled Prohibition on the Use in Stock 
farming of Certain SubstancesHaving a Hormonal or Thyrostatic Action and of B-
agonists. 

6. SUMMARY OF PREVIOUS AUDITS 

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

The last two FSIS audits of Denmark were held April 17 through May 1I, 2007, and 
January 29 through March 11,2008. 

The following findings were cited during the 2007 FSIS audit: 

In seven of the eight establishmentsaudited, establishment officials were not routinely 
evaluating the adequacy and effectivenessof the SSOP to prevent direct product 
contaminationor adulteration; 
In seven establishments, pre-operational and operational sanitation SSOP 
implementationdeficiencies were found; 

o Product residues, pieces of fat and detergent residue from the previous day's operation 
were observed on food contact surfaces of plastic conveyor belts and carcass splitting 
saws in the primal cut-up room; 

o Pieces of fat from the previous day's operations were observed on food contact surfaces 
in a packaging machine; 

o Product residues from the previous day's operations were observed on food contact 
surfaces in the swine slaughter room, i.e., de-hairing equipment, a plastic conveyor belt, 
a carcass splitting saw, a shovel for handling edible product, sanitizers, and employees' 
metal mesh gloves; 

o Fat residues from the previous day's operations were observed on food contact surfaces 
in the cooler; 



o Pieces of fat and detergent residues were observed in metal bins, ready for use, in the 
edible fat melting and boning rooms; 

o Condensatewas dripping onto tree hooks from overhead pipe, electrical cables, and a 
rail in the equipment washing room. The hooks had been cleaned and sanitized and 
were ready to be used for edible product; 

o Condensatewas dripping from an overhead pipe onto hog carcasses at the entrance to 
the cooler; 

o Pieces of fat and blood were observed on viscera pans, ready for use, in the slaughter 
room; 

o The forelegs of swine carcasses were contacting the working platforms and employees' 
boots at the eviscerating stations in the slaughter room; 

o Product residues and fat were observed on employees' metal mesh gloves, ready for use, 
in the cut-up room; 

o Edible product was contacting non-food contact surfaces, i.e., a conveyor belt in the 
cut-up room; 

o Fat, blood, and grease were observed on offal hooks, ready for use, in the slaughter 
room; 

o Water from a sanitizer was falling onto the forelegs of carcasses during sanitization of 
equipment at the carcass eviscerating station in the slaughter room; 

o In six establishments, deficiencies identified during pre-operational and operational 
verification of the sanitation SSOP were not adequately described on the records and did 
not document the corrective actions properly to prevent recurrence of direct product 
contamination or adulteration; 

o Water was splashing from the floor onto the inverted food contact surfaces of the viscera 
pan conveyor in the slaughter room; 
In seven of the eight establishmentsaudited, Sanitation Performance Standards (SPS) 
and EC Directive 641433 requirements were not met: For example: 

o An accumulation of fat residue from the previous day's operations was observed on 
beams and pipes in the swine de-hairingroom; and 

o Several doors between the equipment washing room, processing rooms, and packaging 
rooms opened upward, and wet floors below the doors presented a potential for water 
dripping onto exposed edible product and employees' clothes while passing through 
these doors. 
Seven of the eight establishmentsaudited did not meet the requirements of SPS and EC 
Directive 641433 and were not operating and maintained in a manner sufficient to 
prevent the creation of insanitary conditions and to ensure that product was not 
adulterated. For example: 

o Wet loose plastic was observed on the upper panel window through which the clean bins 
were passing through after washing and sanitizing; 

o An accumulation of fat residue and black grease from the previous day's operation was 
observed on supports, beams, and the inner side of the plastic protective coverings on 
both sides of a rail in the swine de-hairing room; 

o Flaking paint was observed on a wall behind the refrigeration unit in the offal cooler; 
o An opening in the outside wall of the pallet storage room was not sealed properly to 

prevent the entry of insects, rodents, and other vermin; and 
o Several outside doors in the establishment were not sealed properly to prevent the entry 

of insects, rodents and other vermin. 



In two establishments, packaging supplies were kept in the dry storage room in a 
manner that prevented the inspection of the room for the presence of pest or insanitary 
conditions. For example: 

o Storage racks were not high enough and were stored against the walls or directly on the 
floor. Dead insects, dirt, and cobwebs were also observed in the room. Numerous 
pieces of used equipment and other non- packaging materials were stored directly on 
the floor. Open spaces at the bottom of a wall were not sealed properly to prevent the 
entry of insects, rodents, and other vermin. 
In four establishments, beaded condensate was observed on overhead pipes, rails, 
refrigeration units, and ducts in the coolers; 
In two establishments, the potable water storage tanks were not sealed properly to 
prevent entry of vermin and dust. Dead insects, cobwebs, rust, and an accumulation of 
dirt were observed inside the water tank lid; 
In one establishment, due to inadequate floor drainage at the container washing 
machine, water on the floor was falling onto containers waiting for cleaning in the room 
below; 
In one establishment, due to inadequate floor drainage, water had accumulated in the 
swine brisket opening cabinet; 
In one establishment, edible and inedible product containers, ready for use, were 
commingled in a container storage room. In another establishment, edible offal and pet 
food bins were commingled in the cooler; 
In two establishments, product was not adequately protected from adulterationduring 
processing, storing, and transporting. For example: 

o Edible product was not properly protected from any fallout from the overhead catwalk 
in the edible fat room; 

o The bottom of plastic strip curtains was contacting employees' boots and clean clothes, 
edible product containers, and exposed edible products when they were passing through 
the doors of the production room; 

o An accumulation of fat residue from the previous day's operation was observed inside 
of the exhaust system of a washing machine and rusty drying equipment over the 
containers cleaning line in the washing room; and 

o Fat residue was observed inside a cabinet for drying viscera pans in the slaughter room. 
In one establishment, an employee was observed picking up pieces of meat from non-
food contact surfaces and saving them in a container for edible product and, without 
washing his hands, handling edible product in the packaging room. 
In six of the seven establishments, one or more HACCP problems (implementation) 
were observed. For example: 

o In two establishments,monitoring procedures were not described adequately for the 
Critical Control Points (CCP) to ensure compliance with the Critical Limit (CL) in the 
HACCP plan. 
In one establishment,monitoring procedures were not conducted as specified in the 
HACCP plan for the second-shift operation; 
In two establishments,when deviations from critical limits (CL) occurred, 
establishment employees failed to take corrective actions; there were no records that 
documented that: 

- The cause of the deviation was eliminated; 
- The CCP was brought under control after corrective action was taken; 
- Measures to prevent recurrence were established; and that 



- No product that was adulterated as a result of the deviation entered commerce. 
In four establishments, the HACCP plans did not include supporting documentation for 
the verification frequencies to ensure that the monitoring was implemented effectively; 
In two establishments, the ongoing verification activities were not conducted to ensure 
that the monitoring for the second shift operation was implemented effectively; 
In three establishments, monitoring records for CLs were not signed or initialed each 
time andlor did not include the findings when actual observations were made; and 
In three establishments,the employees did not record the times, signatures or initials 
when the on- going verification activities were performed. 

The following examples of deficiencies in the control and supervision of Denmark's meat 
inspection system were observed: 

DVFA officials did not demonstrate that they had effective oversight that would 
facilitate accountability of the Regional Veterinary and Food Administration Center 
(RVFAC) inspection officials and effective supervision of inspection activities at the 
establishment levels; 
Regional Veterinary Supervisor (RVS) did not demonstrate that they have adequate 
supervision over veterinary inspectors in the certified meat establishments. 
There was inadequate verification of the implementationof U.S. requirements by all 
three regions; 
DVAF auditing procedures were not effective; 
The periodic supervisory reviews that were conducted, for seven of the eight 
establishments audited, did not reflect actual establishment conditions; and 
It appeared that the formal training in HACCP/Pathogen Reduction was not sufficient 
to ensure enforcement of US requirements. 

FSIS requirements were not adequately enforced. For example: 

Seven of the eight establishmentsaudited received Notices of Intent to Delist (NOIDs) 
for inadequate implementationof HACCP, SSOP, SPS, and EC Directive 641433 
requirements; 
In seven establishments, SSOP requirements were not met; 
In seven of the eight establishmentsaudited, SPS and EC Directive 641433 
requirements were not met; 
In seven establishments, HACCP implementation requirements were not met; 
In seven establishments,the periodic supervisory reviews performed by the CCA and 
RVS did not adequately verify the implementation of HACCP, SSOP, SPS, and EC 
Directive 641433 requirements; 
In all six slaughter establishmentsaudited, the DVFA inspection officials were not 
verifying and documentingthe adequacy of the establishment's procedures at a 
frequency sufficient to ensure that carcasses were not contaminated with fecal material, 
ingesta, or milk after the final rail inspection station; 
In seven establishments, DVFA inspection officials were not verifying the adequacy 
and effectiveness of the SSOP at a frequency sufficient to ensure that the establishment 
met the FSIS requirements for reviewing the SSOP, daily records, and any corrective 
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actions taken and direct observation or testing to assess the sanitary conditions in the 
establishment; 
In three establishments, DVFA inspection officials did not adequately describe the 
deficiencies identified and could provide no documentation to verify the appropriate 
disposition of the product involved (if any) andor to prevent recurrence of direct 
contaminationor adulteration in the pre-operational and operational sanitation

1 verification records; 
In seven establishments, DVFA inspection officials were not verifying the adequacy of 
the HACCP plan(s) at a frequency sufficient to determine that the establishment 
HACCP plan met the FSIS requirements for reviewing the CCP records, corrective 
actions, direct observation or measurement at a CCP, onsite observations, and records 
reviews; 
In one establishment, DVFA inspection officials were not verifying the adequacy of the 
HACCP plan for the second shift operation; 
In three establishments, DVFA inspection officials did not review and determine the 
adequacy of corrective actions taken when deviations from a CL occurred; and 
In two establishments, the on-going verification activities were not conducted to ensure 
that the monitoring was implemented effectively for the 2nd shift operations. 

The following findings were cited during the 2008 FSIS audit: 

In three of the 13 establishments audited, SSOP requirements were not fully met. 
The following deficiencies were noted: 
In one establishment,and establishment employee failed to follow the dropped meat 
reconditioningprocedures as written in the establishment's SSOP; 
In one establishment, condensate from an overhead refrigeration unit and ducts was 
dripping onto the cleanedsanitized containers in the equipment washing room; 
In the same establishment, the bottoms of plastic strip curtains were contacting the 
floor, employees' boots and clean cloths, and cleanedlsanitized edible product 
containers as they passed the door from the equipment washing room to the slaughter 
room; 
In another establishment, condensate was dripping onto tree hooks from the overhead 
exhaust system and ceilings in the equipment washing room. The hooks had been 
cleaned and sanitized and were ready to be used for edible product; and 
In the same establishment, an employee was observed handling inedible product and 
handling edible product in the de-boning room without washing his hands. 
In two of the 13 establishments audited, SPS and EC Directive 641433 requirements 
were not fully met. The following deficiencies were noted: 
In one establishment,the packaging supplies were kept in two dry storage rooms in 
such a manner so as to prevent the inspection of the rooms for the presence of pest or 
insanitary conditions; and 
In one establishment,plastic white containers for edible products were cross-utilized 
for inedible product in the processing room. 

7. MAINFINDINGS 

7.1 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 
Danish legislation. This allows legal sanctions to be issued to establishments that do not 
comply with third country export requirements. 

7.2 Government Oversight 

7.2.1 CCA Control Systems 

The Danish Veterinary and Food Aqministration (DVFA) is the Central Competent 
Authority (CCA) under the Ministry of Food, Agriculture, and Fisheries (MFAF). 

The DVFA is comparable to the Food Safety and Inspection Service (FSIS) in the United 
States. Administration, development, coordination, and the formation of rules and 
regulations take place in the headquarters of the DVFA in Copenhagen. DVFA has 
approximately 1,860 employees. 

Food control and veterinary inspection are handled by three Regional Veterinary and Food 
Administration Centers (RVFACs). The RVFACs are independent authorities under the 
DVFA and are in charge of the ~&erinary and Food ~dministration's direct contacts with 
consumers, enterprises, veterinarians, and livestock owners within each region. 

The RVFACs carry out the inspection of food establishments and livestock production and 
serve as animal health units in the event of outbreaks of contagious diseases among 
livestock. Each RVFAC is led by a regional director and consists of a veterinary control 
office, two to four food control offices, a laboratory, and a secretariat. 

Three RVFACs are located in the north, south, and east of Denmark and have a total of 10 
food control offices. 

o  DVFA, Region North, with its head office in Arhus, has four food control offices in 
Alborg, Heming, Viborg and Arhus. 
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o DVFA, Region South, with its head office in Vejle, has four food control offices in 
Vejle, Esbjerg, Haderslev and Odense. 

o DVFA, Region East, with its head office in Ringsted, has two food control offices in 
Rerdovre and Ringsted and a local office in Rernne. 

Each RVFAC has a veterinary control office (previously called animal health unit). The 
primary role of this office is to develop and maintain emergency response to contagious 
livestock diseases. 

The food control offices (previously called control and enforcement offices) are in charge 
of the inspection process from farm to fork. The inspection of livestock production includes 
the inspection of animal welfare, veterinary drugs, and animal transport conditions. The 
reviews of the food establishments include the inspection of internal control programmes, 
hygiene control, and labelling issues. Meat inspection units also monitor whether food 
laws are complied with during the slaughter of the animals, the cutting of the meat, and the 
processing of meat and meat products at slaughter and processing establishments. 

7.2.2 Ultimate Control and Supervision 

The DVFA headquarters in Copenhagen has ultimate control and supervision of Denmark's 
meat inspection system. Although Denmark's inspection system is supervised by 
individual RVFACs, the DVFA develops and distributes official legislation to the 
RVFACs. The DVFA coordinatesthe implementation of inspection activities at each 
RVFAC 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 
veterinary control through yearly visits to each unit. The DVFA transposes EC legislation 
and related FSIS regulations into Danish legislation. 

The RVFAC is responsible for recommendingthe certification or decertificationof 
establishments eligible to export to the United States to the DVFA headquarters in 
Copenhagen. c he head of the International Trade Division is responsible for the official 
certification or decertification of U.S. establishmentsand for maintaining the official list of 
establishments eligible to export to the United States. 

The Audit Unit of the International Trade Division of DVFA carries out periodic 
supervisory reviews of all US certified establishmentson the basis of the following 
minimum frequencies: 

I Slaughter establishments: Eight reviewslyear 
Processing establishments: Six reviewslyear

I 
i Cold storage facilities: Four reviewslyear
1 ID warehouses: One reviewlyear 

I 
7.2.3 Assignment of Competent, Qualified Inspectors 

I 

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 slaughterhouseworkers. 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 veterinarian or the head veterinarian through consultation with the RVFCA. 
Special emphases are placed on HACCP, SSOP, SPS, and supervision training. 

A yearly performance conference for each DVFA employee is required by Danish law. 
There are written guidelines describing how the performance conferences should be 
conducted. The performance conferences are documented; the documentation is 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. 

The CCA and the RVFAC provided several training courses in 200812009 in regard to 
SSOP, SPS, and HACCP to increase the level of knowledge of the official inspectors 
concerning U.S. inspection requirements. 

7.2.4 Authority and Responsibility to Enforce the Laws 

The DVFA has the authority for canying out Denmark's meat inspection program 
including oversight and enforcement of the FSIS regulatory requirements in establishments 
certified to export to the United States. The DVFA not only has the authority to approve 
establishmentsfor export to the United States, but also has the responsibility for 
withdrawing such approval when establishmentsdo not meet FSIS requirements. 

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

In two of the 11 establishments audited, SSOP requirements were not fully met. 
In six of the 11 establishments audited, SPS and EC Directive 641433 requirements 
were not fully met. 
In eight of the 11 establishment audited, HACCP requirements were not fully met. 

7.2.5 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. 

7.3 Headquarters 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 and 
interviewed inspection officials in the RVFA offices located in Vejle (South Region) and 
Arhus (North Region) for the purpose of determining the level of government oversight, 



supervisory structure, and to review records pertinent to the United States certified 
establishments. The records review focused primarily on food safety hazards and included 
the following: 

Government oversight documents, including organizational structure 
Periodic supervisory visits 
Training programs and personnel records of training 
Requirements for employment and payment records of inspection personnel 

8 New laws and implementation documents such as regulations, notices, 
directives and guidelines 
Assignment of inspectors, staffing, and inspection coverage of the United States 
certified establishment 
Inspection records and enforcement actions such as withholding, suspending, or 
withdrawing inspection services from or delisting an establishment that is 
certified to export product to the United States 
Organization of the country's laboratory system 
Microbiology and residue sampling and laboratory analyses 
Export product inspection and control including export certificates 
Sanitation,slaughter and processing inspection procedures and standards 
Control of inedible and condemned materials 
Funding of Denmark's inspection program 

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

8. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of 11 establishments:seven were slaughter establishments 
and four were processing establishments. While no establishments were delisted, one 
establishment received a notice of intent to delist (NOID) from the CCA. The NOID was 
issued for deficiencies concerning SSOP and SPS requirements. 

Specific deficienciesare noted on the attached individual establishment reports. 

9. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During the laboratory audits, emphasis was placed on the application of procedures and 
standards that are equivalent to U.S. 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 
analysis, analytical methodologies, analytical controls, recording and reporting of results, 
and check samples. If private laboratories are used to test United States- destined samples, 
the auditor evaluated compliance with the criteria established for the use of private 
laboratories under the PR/HACCP requirements. 
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The following laboratories were reviewed: 

One Regional Veterinary and Food Administration Center (RVFAC) Residue Laboratory, 
located in Ringsted was audited. 

No deficiencies were noted. 

One RVFAC Microbiology Laboratory, located in Esbjerg was audited. The following 
finding was noted; 

Cross-outs were not initialed or dated by the person making the correction. 

Both laboratories were IS0 certified by DANAK. DANAK is the Danish national body for 
accreditation appointed by the Danish Safety Technology Authority which is part of the 
Danish Ministry of Economics and Business Affairs. 

10. SANITATION CONTROLS 

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 all aspects of facility and equipment sanitation, 
the prevention of 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, 
separation of operations, temperature control, work space, ventilation, ante-mortem and 
post-mortem facilities, welfare facilities, and outside premises. 

10.1 Sanitation Standard Operating Procedures (SSOP) 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met, accordingto the criteria employed in the U.S. domestic inspection 
program. The SSOP in the establishments audited were found to meet the basic FSIS 
regulatory requirements, with the following exceptions: 

In two establishments, dripping condensate was obsewed on overhead structures above 
exposed products/carcasses; 
In one establishment, carcasses with dressing defects (such as fecal contamination) or 
pathology (such as abscess) on the trim line were in direct contact with each other 
causing cross contamination;and 
In one establishment, an employee was handling edible products (pork tongues) without 
washing or sanitizing his handsfknife after touching contaminated tongues with ingesta. 



In addition, he was placing all the tongues in a holding container causing direct product 
contamination. 

Specific deficiencies are noted in the attached individual establishment reports 
10.2 Sanitation Performance Standards (SPS) 

The SanitationPerformance Standards (SPS) in all audited establishments were found to 
meet FSIS regulatory requirements with the following exceptions: 

In one establishment, carcasses were contactingnon-product contact surfaces in the 
slaughter floor; 
In one establishment, rough, interrupted, and uneven welds were observed on the food 
contact surfaces of several stainless steel containers; 
In one establishment, maintenance of over head structures, above exposed product and 
equipment, had been neglected with build up of rust, plastic wrapping around leaking 
pipes, holes in walls and ceilings, and brokenlcracked plastic covering for electrical 
cords; 
In another establishment, a number of small holes were observed in the ceiling above 
exposed products and food contact surfaces; 
In five establishments, beaded condensate was observed on over head structures above 
exposed products andlor food contact surfaces; 
In one establishment and during pre-operational inspection verification, product 
residues from the previous day's operation were observed inside of two edible offal 
chutes; and 
In another establishment and during pre-operational inspection verification the 
following were observed: 1)product residues and unidentified black color particles 
from the previous day's operation were observed on several plastic interlock conveyors 
in a cutting room. 2) Moderate to severe scored cutting boards was observed in a 
cutting room. 

Specific deficiencies are noted in the attached individual establishment reports. 

10.3 EC Directive 641433 

In nine of the 11 establishments,the provisions of EC Directive 641433 andlor other 
sanitation requirements were not effectively implemented. For example: 

In two establishments, the temperature of the cutting room, during cutting, was above 
12 degrees C. 

Specific deficiencies are noted in the attached individual establishment reports. 

i 
i 11. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease 
Controls. These controls include ensuring adequate animal identification, control over 
condemned and restricted product, procedures for sanitary handling of returned and 
reconditioned product. No deficiencieswere noted. 



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

12. SLAUGHTEWPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditor reviewed was SlaughterlProcessing 
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 
controls of cured 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. 

12.1 Humane Handling and Slaughter 

No deficiencies were observed. 

12.2 Hazard Analysis and Critical Control Points (HACCP) Implementation 

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

The HACCP programs were reviewed during the on-site audit of 11 establishments. The 
HACCP plans in these establishmentswere found to meet basic FSIS regulatory 
requirements with the following exceptions: 

In five establishments, some of the verification records did not document the results of 
the ongoing verification; 
In four establishments, verification records for calibration of process-monitoring 
instruments did not document the times when the specific events occurred; 
In two establishments, HACCP records documenting the monitoring of CCP did not 
include quantifiablevalues; 
In two establishments, the HACCP plan only referred to fecal materiallingesta as 
hazards reasonably likely to occur in the zero tolerance CCP. The hazard analysis did 
not address milk and there was no supporting documentation or justification why milk 
was not considered as a food safety hazard that is reasonably likely to occur when 
slaughtering sows; 
In one establishment, some of the entries on monitoring and verification records were 
not made at the times when specific events occurred; 
In one establishment, the HACCP plan did not include preventive measures as part of 
the corrective actions to be followed in response to a deviation from a critical limit; and 
In one establishment,pre-shipment review records were initialed and not signed by the 
responsible establishment employee. 



12.3 Testing for Generic Escherichia coli 

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

1. Denmark establishmentsuse a gauze swab sampling tool. 
2. Private microbiology laboratories use an AOAC approved NMKL method ,AOAC 

Petrifilm method, or alternate method (TEMPO EC) to detect and analyze samples for 
generic E. coli. 

Seven of the 11 establishmentsaudited were required to meet the basic FSIS regulatory 
requirements for testing for generic E. coli. Testing for generic E. coli was properly 
conducted in all seven slaughter establishments. 

No deficiencies were observed. 

12.4 Testing for Listeria rnonocytogenes 

None of the 11 establishments audited was required to meet the testing requirements for 
Listeria rnonocytogenes in Ready-To-Eat (RTE) Product. 

13. 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 and Food Administration Center Residue Laboratory, located in 
Ringsted was audited. 

No deficiencies were observed. 

Denmark's National Residue Control Program for 2009 was being followed and was on 
schedule. 

13.1 EC Directive 96/22 

No deficiencies were observed. 

13.2 EC Directive 96/23 

No deficiencieswere observed. 

14. ENFORCEMENT CONTROLS 



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

14.1 Daily Inspection in Establishments 

No deficiencieswere observed. 

14.2 Testing for Salmonella Species 

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

1. Establishments take the official Salmonella samples and: 

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

a Sample verification testing is performed by an official DVFA veterinarian once every 
week and the sample is analyzed in the RVFAC Microbiology laboratories; 
Test results are provided directly to the government veterinarian; and 
The NMKL method is used to analyze samples. 

2. Salmonella testing strategy 

The DVFA uses a continuous, ongoing sampling program. Each slaughter establishment 
collects one sample per production day, grouped in sample sets of 55 samples, and uses 
FSIS performance standards and enforcement procedures; and the DVFA testing program 
has statistical criteria for evaluating test results. 

3. A gauze pad sampling tool is used. 

Seven establishmentswere required to meet the basic FSIS regulatory requirements for 
Salmonella testing and were evaluated according to the criteria employed in the U.S. 
domestic inspection program. 

Salmonella testing was properly conducted in all seven slaughter establishmentsaudited. 

14.3 Species Verification 

Species verification testing was being conducted as required. 

14.4 Periodic Supervisory Reviews 

During this audit it was found that in all establishmentsvisited, periodic supervisory 
reviews of certified establishments were being performed and documented as required. 

No deficiencieswere observed. 



14.5 Inspection System Controls 

The CCA had controls in place for ante-mortem and post-mortem inspectionprocedures 
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 U.S. 
with product intended for the domestic market with the following exception: 

In one slaughter establishment, post-mortem inspection procedures were not adequately 
enforced. 

In two of the 11 establishmentsaudited, SSOP requirements were not adequately 
enforced. 

In nine of the 11 establishmentsaudited, SPS and EC Directive 641433 requirements 
were not adequately enforced. 

In eight of the 11 establishmentsaudited, HACCP requirements were not adequately 
enforced. 

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 establishmentswithin those 
countries, and the importation of only eligible meat products from other counties for further 
processing. 

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

15. CLOSING MEETING 

A closing meeting was held on July 29,2009, in Copenhagenwith the CCA. At this 
meeting, the primary findings and conclusions from the audit were presented by the 
auditor. 

The CCA understood and accepted the findings. 

Nader Memarian, DVM 
Senior Program Auditor 
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United States Department of Agriwlture  
Food Safety and Inspection Service  

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

DanishCrown Amba  0710112009 14 Denmark 
Langhro 7, 5 .  NAMEOF AUDITOR@) 6. TYPE OF AUDIT  
Blans  

Nader Memarian, DVM ON-SITEAUDIT D O C U M ~ TAUDIT 

Place an X in the Audit Results block to indicate noncompliance with requirements. Use 0 if not applicable. 
Part A - Sanitafion Standard Opwating Procedures (SSOP) 

Basic Requiements 
7. Written SSOP 

8. Records documenting implementation. 

9. Signed and daed SSOP, by m-site or oven11 authority. 

Sanitation Standard Operafing Procedures (SSOP)  
Ongohg Requirements  

10. implementation of SSOP's, including monitoring of implementation. 

11.  Maintenanceand evaluationof theeffectivenes of SSOP's. 

12. Cor~ctiveactionwhen the SSOPs have fated to prevent direct  
pmduct coPAaminatim or adulteration.  

13.  Ddly ~ o r d s  document item 10. 11 and 12above. 

Part B - Cfazard Analysisand Critical Control 

14  Develoaed and imolemented a wnttm HACCP olan 

15.  Contentsaf theHACCPlistthefmd safety hazards,  
CTitiCBi c o n b l  pcints, critical limits, pacedlres, corrective adionr.  

16.  Records documenting implementation and mnitoring of the  
HACCP plan.  

17. The HACCP plan is sgned and dated by theresponsible  
establishment indivaual.  

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

18.  Monitoring of HACCP plan. 

19. Verification and vaidation of HACCP plan. 

20.  Correctiveaction written in HACCP plan. 

21.  Reassessedadequacy of the HACCP plan. 

22.  Records documenting: me written HACCP plan, mnitariw of the  
critical control pints, dates w d  t i e r  d specific event occurrewes.  

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

24. Labding - N d  Weights 

25 General I ahelinn 

Salmonella Performance Standards - Basic Requilements 

~ud i t  Part D - Continued !,wit 
RBSUIS Economic Sampling R~SUIIE 

33.  Scheduled Sample 

34.  Specks Testing 

35.  Residue 

Part E -Other Requirements 

36.  Export 

37.  Import 

38.  Establishment Gmulds and Pest Contml 

39.  Establishment ConstructionlMaintenance 

I ~- 

,. 
42.  Plumbing and Sewage 

43. Water Supply 

-44.  Dressing RmmslLamtories 

45.  Equipment and Utensils 

46.  Sanitary Operations X 

47.  Employee Hygiene 

48.  CondemnedProdust Control 

Part F - Inspection Requirements 

49.  Government Staffing 

50.  Daily lnspecticn Coverage 

51.  Enforcement X 

52.  Humane Handling 

53. Animal identification 

57.  Mmthly Review 
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60. Observation of the Establishment Danish Crown Amba, Blans, Est. 14, Slaughter/Processing, 07/01/2009 

4615 1  The following two non-compliances were observed during pre-operational inspection verification: 
56  

1) Meat product residues and unidentified black color particles f?om the previous day's production were observed on  
several plastic interlock conveyors in the cutting room. The conveyors were ready to use for the day's production of  
food products. There was no product being processed at the time of the review. [9CFR 416.4,9CFR 416.17, and  
Council Directive 64/433/EEC, Annex I]  

2) Moderate to severe scored cutting boards were observed in the cutting room. This may create potential for a bio-film 
formation. There was no product being processed at the time of the review. [9CFR 416.4,9CFR 416.17, and Council 
Directive 641433iEEC, Annex I] 

The establishment had written procedures in regard to cleaning of food contact surfaces of facilities, equipment, and 
utensils. However, the establishment failed to identify the aforementioned non-compliances during its pre-operational 
monitoring on July 01,2009. The Danish Inspection rejected all affected areas. The establishment did not start its 
operation until all non-compliances were corrected and verified by inspection personnel. 

22/51  A) The HACCP verification records for review of records component did not document the results of ongoing  
verification. [9 CFR417.5(a) (3) and 9CFR 417.81  

B) The HACCP verification records for calibration of process-monitoring instruments did not document the times 
when the specific events occurred. [9CFR 417.5 (a) 3,9CFR 417.5 (b), and 9CFR 417.81 

Neither in-plant inspection nor periodic supervisory review records identified these HACCP non-compliances, 
HACCP record keeping non-compliances were corrected on the day of the review. 

41156  During operation, beaded condensate was observed on overhead stmctures in two carcass coolers. Although it was over 
product, no actual contamination was observed. This was a potential source of carcass contamination during storage or 
transit of carcasses. [9CFR 416.17, 9CFR 416.2(d), Council Directive 64/433iEEC, Annex I] 

The establishment had a written procedure to monitorlcontrol condensation. A review of the daily records, 
documenting the implementation and monitoring of the sanitation procedures, revealed that the establishment has 
identified and took corrective actions in regard to condensation in the past. However, the establishment failed to 
identify the aforementioned non-compliance during its operational monitoring on July 01,2009. Condensate was 
wiped out and product was retained for proper disposition. The establishment will evaluate the effectiveness of its 
condensation control procedure. 

61. NAME OF AUDITOR 

Nader Memarian. DVM 
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17. The HACCPolan is sbned and daied bv therereonsible 

Un~tedStates Depar tment  of Agr~cul ture 
Food Safety and  Insped lon  S e r u m  

Foreign Establishment Audit Checklist 

establishment indivaual. 45. Equipment and Utensils 

HazardA n a l y s k  and Critical Control Point 
(HACCP) S y s t e m s  -Ongoing Requirements 46. Sanitary Operations 

18. Moniloring of HACCP plan. 47. Employee Hygiene--
19. Verification and valdation of HACCP plan. 

48. Condemned Product Contml 

20 Corectaeactlon wrltten in HACCP plan 

21 RearSeSSedadequacy of the HACCP p Part F- InspectionRequirements 

4 NAME OF COUNTRY 

Denmark 
6 TYPE OF AUDIT 

ON-SITEAUDIT DOCUMENT AUDIT 

3 ESTABLISHMENT NO 

38 
1 ESTAELISHMENT NAMEAND LCCATiON 

Jutland Meat AIS 
2 AUDIT DATE 

07/14/2009 

Place an X in the A u d ~ tResults block t o  ~ n d ~ c a t enoncompl~ancew ~ t hrequ~rements.Use 0 if not appl~cable. 

22. Recorm documenting: h e  written HACCP plan, mnitoriw of the 
criticalconbol pints, dates a d  ties d spsif ic event occurrerres. 

I 
Part D -Sampling 

Generic E. coliTesting 54. Ante Mor tm lnspctlon 

Havnevej 8 
Shuer 

49. Government Staffing 

-~ -~~~ 

51. Enforcement 
24. Labeling - Net Weights 

52. Humane Handling
25. General Labeling 

28. Fin. Prod StandarclslBoneless(DefedsIAQUPak SkinslMoisture) 53. Animal Identification 

5 NAME OF AUDITOR@) 

Nader Memanan, DVM 

~ u j l t  
Results 

Part A -Sanitahon Standard Opmting Rocedures (SSOP) 
B a s k  Requkements 

X 

Part C -Economic I ~o lesomeness  
23 Labelina - Roduct Standards 

27. Written Procedures 55. Post Mor tm Inspection X 

~udft 
Reauitr 

50. Daily lnspecticn Coverage 

28. Sample ColkctionlAnalysis 

29. Records 

Salmonella Performance Standalds - Basic Requirements 

30. ConectiveActions 

31 Reassessment 

Part D- Contnued 
Economie Sampling 

7 Wntten SSOP 

58 

33 Scheduled Sample 

Part G - Other Regulatory Oversight Requirements 

56. Eumpan Community Diectivee 

57. Mmthly Review 
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60. Observation of the Establishment Jutland Meat AIS, Stmer, Est. 38, SlaughterIProcessing, 07/14/2009 

10156  During operation, dripping condensate was observed on overhead structures above exposed carcasses transferring  
between slaughter floor and chilling room. [YCFR 416.13 and Council Directive 641433iEECl  

The establishment had a written procedure to monitor/control condensation. A review of the daily records, 
documenting the implementation and monitoring of the sanitation procedures, revealed that the establishment has 
identified and took corrective actions in regard to condensation in the past. However, the establishment failed to 
identify the aforementioned non-compliance during its operational monitoring on July 14,2009. Condensate was 
wiped out and product was retained for proper disposition. The establishment proposed to evaluate the effectiveness of 
its condensation control procedure. 

2215 1  A) The HACCP verification records for review of records component did not document the results of ongoing  
verification. [9 CFR 417.5(a) (3) and 9CFR 417.81  

B) The HACCP records documenting the monitoring of CCPs did not include quantifiable values.  
[9CFR417.5(a) 3 and 9CFR417.81  

Neither in-plant inspection nor periodic supewisoly review records identified these HACCP non-compliances. 
HACCP record keeping non-compliances were corrected on the day of the review. 

55156151The submaxillary lymph nodes were not incised/examined by the responsible meat inspector. [Council Directive  
641433iEEC of June 26, 1964, Annex 1, Chapter VI 25(h) was not met]  

The official veterinarian took immediate corrective actions. 

61 NAME OF AUDITOR 
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United States Department of Agriculture 
Food Safety and Inspedion Service 

9. Sioned and dated SSOP bv m-site or overall authoritv. I 1 

Foreign EstablishmentAudit Checklist 

"" 

Sanitation StandardOperaling Procedures(SSOP) Part E - Other Requirements
Ongoing Requirements 

4 NAME OF COUNTRY 

Denmark 
6 TYPE OF AUDIT 

ON-SITEAUDIT DOCUMWT AUDIT 

1 ESTPBLiSHMOUT NAMEAND LCCATION 

Danish Crown Amba 
Gammelby Ringvej 1 
Esbjerg 

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

13. Ddiy raords document item 10, 11 and 12above. I 1 39. Establishment ConrtructionlMaintenance I x 

2 AUDIT DATE 

07/16/09 

Place an X in the Audit Results block to indicate noncompl~ancew ~ t hrequirements. Use 0 if not appl~cable. 

12 Corlectlvsactlonwhen the SSOPs have faled to prevent d~rect 
pnduct colllamlnatlm or adulteration 

3 ESTABLISHMENT NO 

53 

11. Maintenanceand evaluation of theeffectiveness of SSOP's. I x 1 37. lmpart I 
X 

38 Establ~shmentGroLndr and Pest Control 

5 NAME OF AUDITOR(S) 

Nader Memarian, DVM 

WJI 
~ ~ ~ u l t "  

Part A - SanitaLion Standard Opwating Procedures(SSOP) 
Basic Reauiements 

36. Expod 

I 

Part B -Hazard Analysisand CnticalControl 

19. Vetification and vaidation of F ' 

Point (HACCP) Systems - Basic Requirements 
14. Developed w d  implemented a written HACCP plan-
15. Codents of theHACCP list the fmd  safety haads .  

ait icd conDUl pints, critical limits, p c e d v e s ,  mrrective actions.--
16. Records documenting impbmentation and monitoting of the 

HACCP plan.--
17. The HACCP plan is rbned and dated by theresponsible 

~ u i l t  

Results 

X 

42. Plumbing and Sewage 

43. Water Supply 

44. Dressing RmmslLamtories 

26 Fln Prod StandardslBoneless (DefedslAOUPa-k SklnsiMolrture) 53 Anlmai ldent~flcat~on 

Part D -Sampling 
Generic E. coliTesting 54 AnteMadm inspctlon 

Part D - Continued 
EconomicSamalina 

20. Colrectiveaction written in HACCP plan. 

21. Reassersedadequacy of the H K C P  plan. Part F - Inspectiin Requirements 
-

22. Recorrh documenting: h e  written HACCP plan, mni tar iw of the 
criticalconbol pints, dates a d  t i e s  d SpEcificeveM occurremes. 

Part C -Economic / VWolesomeness 
-

23. Labeling - Roduct Standards 

24. Labding - N d  Weights 

25. General Labeling 

27 Wtitten Procedures 

31. Reassessment 1 1 58. Notice of Intent to Delist (NOID) I 

49. Government Staffing 

50. Daily inspectim Coverage 

51. Enforcement 

52. Humane Handling 

55 Post Modan lnspc t~on  

28. Sample ColBctionlAnalysis 
Part G - Other Regulatory Oversight Requirements

29. Records 

X 

56. Eumpan Community DiectivesSalmonella krformance Standards - Basic Requirements 

30. CorBCtiYeACtiOnS 57. Mmthly Review 

X 

-
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60. Observat~on of the Establishment Danish Crown Amba, Esbjerg, Est. 53, SlaughteriProcessing, 07/16/2009 

10156  Condensate was dripping from a cooling pipe onto exposed carcasses in a cooler. [9CFR 416.13 and Council  
Directive 64/433/EEC]  
Condensate was wiped out and affected products were retained for proper disposition. The establishment will evaluate the  
effectiveness of its condensation control procedure.  

11146151  Carcasses with dressing defects (such as fecal contamination) or pathology (such as abscess) on the trim line were in direct contact 
with each other causing cross contamination. [9CFR 416.4, 9CFR 416.14, and 9CFR 416.171 
Inspection took immediate control action. 

4615 1  There were several points on the slaughter floor where carcasses were contacting non-product contact surfaces  
(such as a saw cabinet wash). This could result in creation of insanitary condition and product adulteration.  
I9CFR416.4 and 9CFR416.171  
The establishment will initiate a plan of action to improve its operational procedures.  

11146  One establishment employee was responsible for handlingicuning pork tongues which were attached to the rest of 
51/56  the red offals (heart, liver, kidneys, and lungs) in a room next to the slaughter floor. Most of the pork tongues  

were contaminated with ineesta. This may be a cause of cross contamination between tongues and attached red  
offals. This employee wasobserved handlingi~uttin~  all pork tongues, including contaminated tongues with 
ineesta without washine or sanitizine his hands or knife after touchine contaminated tongues. In addition, he was - .  - - -
placing all the tongues in a holding container causing an obvious cross contamination. [9CFR 416.4,gCFR 416.14, 
9CFR 416.17, and Council Directive 641433EECl 
The presence of insanitary conditiodcross contamination was neither detected by the inspection officials nor establishment 
personnel. The establishment proposed to condemned all affected products and to evaluate the effectiveness of its sanitation 

procedures. 

39146151  Maintenance and cleaning of over-product equipment and structures had been neglected to varying degrees in  
several production areas. Overhead structures throughout the ~r imal  cut department were neglected the most with:  
1) Rust i n  pipes and rails, 2) Plastic wrapping around leakingbipes, 3) ~ u m e r o u s  holes in walls and ce~lings,  
4) Broken and cracked olastic coverine for electrical cords. and 5) Beaded condensate on ceiling. rails, and cooling - -. 
units. Although no dirdct product contamination was observed, the nature and extent of the problems rendered it -
uncertain that direct product contamination would not occur in this department. [9CFR 416.2,416.4,416.17] 
Condensation and maintenance problems had been identified in the past by the inspection personnel during daily 
inspection verification activities-and periodic supervisory reviews. 1; appeared that the inspection enforcement 
actions were inadeauate to correct the non-comoliances. The insoection service ordered an improved maintenance 
and cleaning schedule by the establishment with increased monitoring activities by in-plant inspection during both 
pre- operational and operational inspection. 

.!I 51 56  13r.nJci condensare \r3s obscweJ on o w  huad rtrucrures ahotc eup\~scd produ<rs ill a 2arcsss coolcr and i 1131~1 

> ~ C I ~ A E Cc~oler .Nu direct nrtlduir conr~mindrion n3s ohser\r.d. IYCFR -116.2 (dl, YCFR 1 I6 17, 3nd Coun2il Dircct~vc 
6414?3/E~~] 
The establishment had a written orocedure to monitorlcontrol condensation. A review of the records. 

1 documentinn the implementation and monitoring of the sanitation procedures, revealed that the establishment has been . 
3Jdrc1>~.lcondensarion in the p ~ s r  ll~r\ve\cr, rhc csl~hlishmenr t:lil~.rl lu idcntii) rllr. aiorc~nr.nl~oncdnon-idt~~pliancc 
during its d~cr3rio1r31 t11onirori11~OII JUIV 16, 2009. Condensate w,ts \ r i~r .d  our and produ:t n . ~ srctdin~.J tbr proper dlsp~~silioll 
The establishment proposed to evaluateihe effectiveness of its condensation ~ontroi~rocedure 

4515 1  Rough, interrupted, and uneven welds were observed on the food contact surfaces of several stainless steel  
containers which may prevent the adequate removal of product residue and could become a source of product  
contarninat~on. I9CFR416.3 and 9CFR 416.171  
Maintenance issues has been identified in the past by the inspection personnel during daily inspection verification activities  
and periodic supervisory reviews. The establishment proposed to initiate a plan of action to monitor and fix all containers.  

58  The Danish Veterinary and Food Administration (DVFA) issued to the establishment aNotice of Intent to Delist (NOID) for 
sanitary non-compliances. 
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Unlted States Deparhnentof Agriculture 
Food Safety and lnspect~onService 

Foreign EstablishmentAudit Checklist 
1. ESTPBLISHMB.IT NAMEAND LCCATION 

DanishCrownAmba 
Wenbovej 11,9300 
Saeby 

~ ~ 

13 Daly rcords document ltem 10, 11 and l2above 1 I 

Part A -Sanitation Standard Operating Fmcedures (SSOP) 
Basic Requiements 

7. Written SSOP 

8. Records documenting implementation. 

9. Signed and dated SSOP, by m-site or overall authority. 

11 Ms~ntenanceandevaluatlonof theeffecbveness of SSOPs 

12 Core~ t l veactlonwhen the SSOPs have faled to prevent dlrect 
pmduct colllamlnatlm or adukeratton 

I 

Point (HACCFj Systems - Basic Requirements 

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

37 Import 

38 Eetabllshment Grornds and Pest Contml 

I ,.
14 Developed end imdemented a wntten HACCP olan . 

4. NAME OF COUNTRY 

Denmark 
6. TYPE OF AUDIT 

ON-sITEAuDIT D o c u M m T A u D I T  

2.AUDIT DATE 

07/10/2009 

~ u j i t  
Resulls 

3. ESTABLISHMENT NO. 

71 

Sanitation SandardOperaSng Procedures(SS0P) 
Ongohg Requirements 

10. Implementation of SSOP's, including moniton'ng of implementation. 

16 Records documentlng lmpkmentatlan and mon~tonngof the 43 Wata Supply 

HACCP olan 

5.NAMEOF AUDITOR(S) 

Nader ~emar i k ,DVM 

Part E -Other Requirements 

36. Export 

Part D - Continued 
Economic Sampling 

33. Scheduled Sample 

34. Speces Testing 

35. Residue 

HazardAnalysis and Critical Control Point 

m t  
R~DUIIS 

42. Plumbing and Sewage 

i 

I 

28 Sample Colkct~onlAnalys~r 

29 Records 
Part G - Other Regulatory OvelsightRequirements 

56 EumpeanCommunity Drect~ves XSalmonella Performance Standards - Basic Requirements 

15. Contents of the HACCPlist the f w d  sakty hzardo, 
uit icd contrOl pcints, critical limits, pcedwes,  mrrective actions. 

32 Wrtten Assurance 59 

x 
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60 Observation of the Establ~shrnent Danish Crown Amba, Saeby, Est. 71, Slaughter/Processing, 07/1012009 

The following two non-compliances were observed during pre-operational inspection verification: 

45/46 1) Product residues from the previous day's production were observed inside of two edible offal chutes. These offal 
5 1/56 chutes were ready to use for the day's production of food products. [9CFR 416.3,9CFR 416.17, and Council Directive 

64/433/EEC, Annex I] 

The establishment had written procedures in regard to cleaning of food contact surfaces of facilities, equipment, and 
utensils. However, the establishment failed to identify the aforementioned non-compliance during its pre-operational 
monitoring on July 10,2009. The inspection personnel took regulatory control action and tagged the edible offal room. 
The establishment cleaned and sanitized the offal chutes prior to start of its operation. The establishment proposed to 
change the design of edible offal chutes to facilitate its cleaning. 

41/56  2) Beaded condensate was observed on over head smctures in a cutting room during a pre-operational inspection 
verification. Even though there was no product in the room, this may cause the creation of insanitaly condition. [9CFR 
416.2 (d) and Council Directive 64/433/EEC, Annex I] 

The establishment had a written procedure to monitor/control condensation. The establishment failed to identify the 
aforementioned non-compliance during its pre-operational monitoring on July 10,2009. The establishment wiped out 
the condensate from the over head structures prior to start of its operation. The establishment will evaluate the 
effectiveness of its condensation procedure. 

15/22/51 The establishment's HACCP plan only referred to fecal materiallingesta as hazards reasonably likely to occur in 
the zero tolerance CCP. The hazard analysis did not address milk and there was no supporting documentation or 
justification why milk was not considered as a food safety hazard that is reasonably likely to occur. 
This establishment slaughters both market hogs and mature swine (sows and boars). [9CFR 310.17 (a); 9CFR 3 10.18 
(a); 9CFR417.2; 9CFR417.5; and 9CFR417.81 

Danish inspection officials did not identify the aforementioned HACCP non-compliance during their review of 
HACCP plan or CCP records. The establishment will reassess the adequacy of the hazard analysis and its decision 
making documents. Danish Inspection will issue anew executive order to address fecal material, ingesta, and milk for 
zero tolerance CCP in all exporting establishments to the US (if applicable). 

41/56  During operation, beaded condensate was observed on overhead structures in two carcass coolers. Although it was over 
product, no actual contamination was observed. This was a potential source of carcass contamination during storage or 
transit of carcasses. [9CFR 416.2 (d), 9CFR 416.17, and Council Directive 64/433/EEC, Annex I] 

The establishment had a written procedure to monitor/control condensation. A review of the daily operational records, 
documenting the implementation and monitoring of the sanitation procedures, revealed that the establishment has 
identified and took corrective actions in regard to condensation in the past. However, the establishment failed to 
identify the aforementioned non-compliance during its operational monitoring on July 10,2009. Condensate was 
wiped out and product was retained for proper disposition. The establishment will evaluate the effectiveness of its 
condensation procedure. 

61 NAME OF AUDITOR 

Nader Memarian. DVM 



United States Departmentof Agriuiiture 
Food Safety and InspectionService 

8. Records documenting implementation. 

Foreign Establishment Audit Checklist 

9. Signed and dated SSOP, by m-site or overall authority. 

Sanitation StandardOperafing Procedures(SS0P) Part E -Other Requirements
Ongohg Requirements 

4. NAME OF COUNTRY 

Denmark 
6. TYPE OF AUDIT 

ON-SITEAUDIT DOCUMENT AUDIT 

1. ESTABLISHMENT NAMEAND LCCATION 

BHJ AIS Protein Foods 
Ulsnaes 33 
Grasten 

I 

Part B - Hazard Analysisand Criticalcontrol 

2. AUDITDATE 

0613012009 

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

10. lmplementationaf SSOPs, includhg monitoring of implementation. 

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

12. C~rsctiveactionwhenthe SSOPs. have faled to prevent direct 
p l~ductcodaminatim or aduleration. 

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

I14. DeveloDed m d  imalemented a written HACCP olan 

3. ESTABLISHMENT NO. 

868 

36. Export 

37, lmpon 

38. EstabliEhment Groulds and Pest Contml 

39. Establishment ConrtructionlMaintenance 

5. NAMEOF AUDiTOR(S) 

Nader Memarian, DVM 

MI 
RBSUI~S 

Part A -Sanitafion Standard Opmting Rocedures (SSOP) 
Basic Requiements 

Records documenting impkmentation and monitoring of the 
HACCP plan. 

The HACCP plan is sened and dated by the responsible 
establishment indivaual. 

HazardAnalysis and CriticalControl Point 
(HACCP) Systems -Ongoing Requirements 

Monitoring of HACCP plan. 

Verification and vaidation of HACCP plan. 

Correctiveactim written in HACCP olan. 

7. Written SSOP 1 1 33. Scheduled Samole 1 

I 

15. Codents of the HACCPlistthe f w d  sakty haards, 
enticd conto1 pdnts, critical limits, pocedlres, mrrective adions. 

43. W a t a  Supply 

44. Dressing RmmslLa~tor ier  

AM t 
Results 

42. Plumbing and Sewage 

I 

45. Equipment and Utensils 

46 Sanitary Operations 

Part D - Continued 
Economic Sampling 

47. Employee Hygiene 

48. Condemned Product Cantml 

21. Reassessedadequacy of the HACCP plan. Part F - Inspection Requirements 

22. Records documenting: h e  written HACCP plan, monitorirg d the 49. Government Staffing
critical cankol pints, dates and tines d speific everd occvrrencer. 

Part C -Economic 1 Wholesomeness 50. Daily lnspectim Coverage 

23. Labeling - Roduct Standards 
X51. Enforcement 

I 

75 General 1 ahelinn 52. Humane Handling 

31 Reassessment 1 
I I 

32. Wrlten Assurance 
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60 Observation of the Establishment BHJ AIS Protein Foods, Grasten, Est. 868, Processing, 0613012009 

2215 1  A) The HACCP verification records for review of records component did not document the results of ongoing  
verification. [9 CFR417.5(a)(3) and 9CFR 417.81  

B) The HACCP verification records for calibration of process-monitoring instruments did not document the times 
when the specific events occurred. [9CFR 417.5 (a) 3,9CFR 417.5 (h), and 9CFR 417.81 

Neither in-plant inspection nor periodic supervisory review records identified these HACCP non-compliances. 
HACCP record keeping non-compliances were corrected on the day of the review. 

41156  Heavily headed condensate was observed on overhead structures above an ascending conveyor belt. Although it was  
over product, no actual contamination was observed. This was a potential source of product contamination during  
transit of product. [9CFR416,17,9CFR 416.2(d), Council Directive 64/433/EEC, Annex I]  

The establishment had a written procedure to monitor/conhol condensation. A review of the daily records, 
documenting the implementation and monitoring of the sanitation, revealed that the establishment has identified and 
took corrective actions in regard to condensation in the past. However, the estahlishment failed to identify the 
aforementioned non-compliance during its operational monitoring on June 30,2009. Condensate was wiped out and 
product was retained for proper disposition. The establishment will evaluate the effectiveness of its condensation 
procedure. 



Un~tedStates Department of AgrluRure  
Food Safety and Inspectlon Service  

Foreign Establishment Audit Checklist 
1 ESTABLISHMWT NAMEAND LCCATION 2 AUDIT DATE 3 ESTABLISHMENT NO 4 NAME OF COUNTRY 

Slagtergarden St-Lihme AIS 0712312009 865 Denmark 
Randbol 5 NAME OF AUDITOR(S) 6 TYPE OF AUDIT 

Nader Memarian, DVM 

Place a n  X in t h e  Aud i t  Results b l o c k  t o  indicate noncompl iance w i t h  requirements.  U s e  0 i f  n o t  applicable. 
Part A -Sanitation Standard Opwating Procedures (SSOP) A ~ ~ I I  Part D - Continued ~ud l t  

Basic Requiements RBSUIC Economic Sampling Rwulls 

7 Wntten SSOP I 1 33 Scheduled Sample I 
8. Records documenting implementation. 34. Species Testing 1 

FSIS- 5003-6 (04D412002) 
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60. Observation of the Establishment Slagtergarden St-Lihme A/S, Randbol, Est. 865, SlaughterIProcessing,07/23/2009 

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

61 NAME OF AUDITOR 
Nader Memarian. DVM 
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Un~ted States Department of Agr~wlture  
Food Safety and lnspect~on Serwce  

Foreign Establishment Audit Checklist 
1 ESTABLISHMENT NAMEAND LEATION 2 AUDITDATE 3 ESTABLISHMENT NO 4 NAME OF COUNTRY 

Danish Crown Amba 0712012009 25 Denmark  
Ringsted 5 NAMEOF AUDITOR@) 6 TYPE OF AUDIT  

Nader Memarian, DVM 

Place an X in the Audit Results block to indicate noncompliance with requirements. Use 0 if not applicable. 
Part A -Sanitation Standard Operating Rocedures (SSOP) ~ d i t  Part D - Continued w i t  

Basic Requiements RBIUIIS Economic Sampling Results 

7. Written SSOP  1 1 33. Scheduled Sample I 
8. Records documenting implementation. I 1 34 SoecBs Testino  I 
9. Signed and dated SSOP, by m-site or overall authority.  35. Residue 

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

1 0  lmplementatlon of SSOP'r, including monitoring of implementation. 36. Expolt 

11.  Msintenanceand evaluation of the effectiveness of SSOPs. 37. lmoort
I I i  

12 C o r ~ c t w esct~onwhen the SSOPs have faled to prevent dlrect  
omduct cadamlnatlcn or adukeratlon  38 Establtrhment Gromds and Pest Contml 

13.  Diily records document item 10, 11 and 12above. 39. Establishment Const~ctionlMaintenance 

Part B -Hazard Analysisand CriticalControl 40. Light  

Point (HACCP) Systems - Basic Requirements  
41.  Ventilation 

14.  Developed and implemented a written HACCP plan --
15.  Contents of theHACCPlistthefmd safety hazards. 42. Plumbing and Sewage  

critical c o n b l  pints, critical limits, pocedlres, mrrective actions.  

16.  Records documenting impbmentation and monitoring of the 43. Wats  Supply  

HACCP plan.  
44.  Dressing RmmslLa~tor ies 

17.  The HACCPplan is silned and dated bv theresoonsible  
establishment indivaual. 1 45. Equipmentand Utensils I  
Hazard Analysis and Critical Control Point  
(HACCP) Systems -Ongoing Requirements 16 Sanltary Operations  

16.  Monito" . - - = . ,  "---n g  or Mbbr plan  I 47 Employee Hyg~ene  
19. Venficabon and valdation of HACCP plan. 

- 48. Condemned Product Control 

20.  Colrectiveaction written in HACCP plan. 

21.  Rearsessedadequacy of the HACCP plan. Part F - Inspectiin Requirements 
ppp 

22.  Recores documenting: k e  written HACCP plan, mnitorirg of the 49. Government Staffing  
critical conbol Faints, dates and tmes d specific event occurremes.  

Part C -Economic IMolescmeness  50. Daily lnspectim Coverage 
pp  

23.  Labeling - Product Standards 
51.  Enforcement X 

24.  Labding - Net Weights 

25.  General Labeling 52. Humane Handling 

26.  Fin. Prod StandadslBoneless (DefedslAQUPak Skinsmoisture) 53. Animal Identification 

Part D -Sampling  
Generic E. coliTesting 54. AnteMol tm lnspction  

27. Written Procedures 55. Post Molten lnrcection  

28 Sample Collect~onlAnalys~s  

Part G - Other Regulatory Overnight Requirements 29  Records 

Salmonella Performance Standards - BasicRequirements 56 Eumpan Community Drectwes  X 

30  corectiue ~ c t i o n s  I 1 57. Mmthlv Review I 

31  Reassessment 581 1  I 
32  Wrtten Assurance 591 1  I 
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60. Observation of the Establishment Danish Crown Amba, Ringsted, Est. 25, SlaughterProcessing, 07/20/2009 

2215 1 A) Some of the entries on HACCP monitoring records were not made at the times when the specific events occurred. 
[9CFR 417.5(b) and 9CFR 417.81 

B) Some of the entries on HACCP verification records were not made at the times when the specific events occurred. 
[9CFR417.5(b) and 9CFR417.81 

Neither in-plant inspection nor periodic supervisory review records identified these HACCP non-compliances 
HACCP record keeping non-compliances were corrected on the day of the review. 

5 1/56 In two processing rooms, the ambient room temperatures were 12.8 and 13 degrees C. These temperatures were above 
the prescribed level (12 degree C) as per Council Directive 641433lEEC. 

This non-compliance was not identified either by the establishment's personnel or inspection officials. 
Danish Inspection officials will verify proposed corrective action@) and potential product disposition by the 
establishment. The establishment will provide a plan of action to comply with Council Directive 641433lEEC 

61 NAME OF AUDITOR 62. AUDITOR 
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Unlted States Department of Agrlalture  
Food Safety and Inspectlon Service  

Foreign Establishment Audit Checklist 
1. ESTABLISHMENT NAMEAND LCCATION 2. AUDITDATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY 

Danish Crown Amba  06/26/2009 45 Denmark 
Havnegade 5 5. NAMEOF AUDITOR(S) 6. TYPE OF AUDIT  
Faaborg  

Nader Memarian, DVM ON-sITEAuDIT [?DOCUMENT AUDIT 

Place an X in the Audit Results block to indicate noncompliance with requirements. Use 0 if not applicable. 
Part A -Sanitafion Standard Operating Rocedures (SSOP) 

Basic Requirements 
7. Written SSOP 

8. Records documenting implementation.  

9 Slgned and dated SSOP, by cn-rlte or ovelall authority  

Sanitation Standard Operating Procedures(SS0P)  
Ongohg Requirements  

10. lmolementation of SSOP's, includina monitorino of im~lementation. - . 
11.  Maintenanceand evaluation of theeffedvene~s of SSOP's. 

12. C o m ~ t i v e a ~ t i o nwhen the SSOPs have faled to prevent direct 
ptoduct eodaminaticn or aduteration. 

13.  Daly r s o r d ~  document ltem 10, 11 and 12above 

Part B - Hazard Analysisand CliticalControl  
Point (HACCFj Systems - Basic Requirements  

14.  Developed and implemented a written HACCP plan. --
15.  Contents of the HACCP list the fmd  safety haards,  

ai t icd c o n h l  pcints. critical limits, pcedveo ,  mmctive adionr.  

16.  Records documenting implementation and manitonng of the  
HACCP plan.  

17.  The HACCP plan is sgned and dded by the responsible  
establishment indivdual.  

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

18.  Monitoring of HACCP plan. 

19.  Verification and valdation of HACCP plan. 

20.  Correctiveaction written in HACCP plan. 

21.  Rearsessedadequacy of the HPCCP plan. 

22.  RecorG? documenting: he written HACCP plan, nanitoriw of the  
critical conb-ol pints, dates and t i e r  d specific event accurremes.  

Part C -Economic IMolesomeness 
23.  Labeling - Product Standards 

24. Labding - N& Weights  

25 General Label~ng  

26.  Fin. Prod StandaldsiBonelesr (DefedsIAQUPcrk SkinsMoisture) 

Part D -Sampling 
Generic E. coliTesting 

27.  Written Procedure3 

28.  Sample Colbction/Analysis 

29.  Records 

Salmonella Performance Standards - Basic Requirements 

30. CorlectiveActions 

32. Written Assurance 

~udl t  Part D - Cont'nued w i t  
Results Economie Sampling Rauits 

I 1 33. Scheduled Sam~le  I 
I I  I 

34. Specks Testing  

35 Rerldue  

Part E - Other Requirements 

I 1 36. Export 1 
37.  Import 

38. Establishment Gmlnds and P s t  Contml 

1 1 39. Estabilshment ConstructionlMaintenance I 
I 

40.  Light 

41.  Ventilation 

42.  Plumbing and Sewage 

43.  Wata Supply 

44.  Dresing RmmslLawtories  
I  

45.  Equipment and Utensils 

46.  Sanitary Operations 

47.  Employee Hygiene 

48.  Condemned Product Control 

Part F - Inspection Requirements 

~4 
50.  Daily lnspecticn Coverage 

51.  Enforcement X
I I  i 
I 52  Humane Handllng 

53.  Animal Identification 

54.  Ante Mortem Inspection 

0 55. Post Mortem inspection  

0  
- Part G - Other Regulatory hrelsight Requirements 

0 

56. Eumpean Community Diectives  X 

I  
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60 Observation of the Establishment Danish Crown Amba, Faaborg, Est. 45, Processing, 06/26/2009 

22/51 A) The HACCP verification records for review of records component did not document the results of ongoing 
verification. [9 CFR 417.5(a)(3) and 9CFR 417.81 

B) The HACCP verification records for calibration of process-monitoring instruments did not document the times 
when the specific events occurred. [9CFR417.5 (a) 3,9CFR 417.5 (b), and 9CFR 417.81 

Neither in-plant inspection nor periodic supervisory review records identified these HACCP non-compliances. 
HACCP record keeping non-compliances were corrected on the day of the review. 

51/56 There was no temperature measuring device in a room that product was being processed and stored. In a measurement 
by a thermometer, the room temperature was 12.7 degree C which is above prescribed level in Council Directive 

This non-compliance was not identified either by the establishment's personnel or inspection officials. 
Danish inspection officials will verify proposed corrective action(s) and potential product disposition by the 
establishment. The establishment will provide a plan of action to comply with Council Directive 64/433/EEC 



United States Department of Agriculture 
Food Safety and inspectionService 

Foreign Establishment Audit Checklist 

9. Signed and dated SSOP, by m-site or ovelall authority. 

4. NAME OF COUNTRY 

Denmark 
6. TYPE OF AUDIT 

ON-sITEAuDiT D o c u M m T  AUDIT 

1. ESTABLISHMEWT NAMEAND LEATION 

Tulip Food Company 
Tulipvej 10. DK-7100 
Vejle 

35. Residue 

10. implementation of SSOP'r, including monitoring of implementation. 

13. Daily records document i k m  10, 11 and 12above. 1 1 39. Establishment ConstructionlMaintenance I X 

Sanitation StandardOperating Procedures(SSOP) 
Ongohg Requirements 

Part E -Other Requirements 

36. Export 

L 

i I I 

Part B - Hazard Analysisand CriticalControl 40 Llght 
Point (HACCP) Systems - Basic Requirements 

41 Ventllatlon 

2. AUDIT DATE 

06/29/2009 

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

11. Maintenanceand evaluationof the effectiveness of SSOP'r. I 1 37. lmport 

12. Correctiveactionwhen the SSOPs have faled to prevent direct 
p l~ductcortaminatim or aduleration. 

3. ESTABLISHMENT NO. 

65 

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

7. Written SSOP 

8. Records dacumenthg implementation. 

38. Establishment Grornds and Pest Control 

5. NAME OF AUDITORIS) 

Nader Memarian, DVM 

14. Developed end implemented a written HACCP plan . --
15. Contents of the HACCP list the f w d  safety haards, 

WitiCBl control pdntr, critical limits, wcedrres. wmective adbns. 

16. Records documenting impbmentation and moniton'ng of the 
HA"."P "4s" 

4. Ante Modem Inspection 

57. Manthly Review 

42. Plumbing and Sewage 

43. watm Supply 

.,..--, -.-... 
17. The HACCP plan Is sgned and dated by the responsible 

establishment indivUua1. 

m i !  
Re~ults 

~ l d l t  
Results 

44. Dreming Rwms/Lamtories 

45. Equipmentand Utensils 

Part D - Contmued 
Economic Sampling 

33. Scheduled Sample 

34. Speces Testing 

32 Wrtten Assurance 

Hazard Analysis and CriticalControl Point 
(HACCP) Systems -Ongoing Requirements 

18. Monibing of HACCP plan. 
--

19. Velificalon and valdation of HACCP plan. 

FSIS- 5003-6(04D4/2002) 

0 

46. Sanitary Operations 

47. Employee Hygiene 

48. Condemned Product Control 

59 

X 



FSlS 5000-6 (04/04/2002) Page 2 of 2 

60 Observat~on of the Establishment Tulip Food Company, Vejle, Est.65, Processing (Canning Operation), 06/29/2009 

22151 A) The establishment conducted a pre-shipment review of all records associated with the production of that product 
including corrective actions, but the records were initialed and not signed by the responsible establishment employee. 
[9CFR 417.5 9 (c) and 9CFR417.81 

B) The HACCP verification records did not document the results of ongoing verification. [9 CFR 417.5(a)(3) and 
9CFR 417.81 

C) The HACCP records documenting the monitoring of CCPs did not include quantifiable values. Monitoring records 
had check marks or ok instead of quantifiable values. [9CFR 417.5(a) 3 and 9CFR417.81 

Neither in-plant inspection nor periodic supervisory review records identified these HACCP non-compliances. 
HACCP record keeping non-compliances were corrected on the day of the review. 

39146 
51/56 

A number of small holes were observed in the ceiling above exposed products and food contact surfaces in a 
processing room. Although it was over product, no actual contamination was observed. This may create insanitary 
conditions and a potential for product contamination. [9CFR 416.2, 9CFR 416.4, 9CFR 416.17, and Council Directive 
64/433/EEC] 

Records indicated that a number of constmction/maintenance issues had been identified by the inspection personnel 
The establishment will initiate a plan of action to review its building constmction and maintenance. 

61 NAME OF AUDITOR 

Nader Memarian. DVM 



Un led States Department of Agr~cuture 
Food Safety and l nspec t~onService 

Foreign Establishment Audit Checklist 
1 ESTABLISHMENT NAMEAND LCCATION 2 AUDITDATE 3 ESTABLISHMENT NO 4 NAME OF COUNTRY 

DanishCrown Amba,  0710312009 311 Denmark 
I I Aabenraavej 11 5 NAMEOF AUDiTOR(S) 6 TYPEOFAUD~T  

Skaerbaek  
Nader Memarian, DVM nON-sITEAuDIT nDOCUMENT AUDIT -I  ,U 

Place an X in the A u d ~ tResults block to ~ n d ~ c a t enoncompliance w ~ t hrequirements. Use 0 if not appl~cable. 
Part A -Sanitation Standard Operating Procedures (SSOP) 

Basic Requiements 
7 Wrltten SSOP 

8. Record* documenting implementation. 

9. Signed and dated SSOP, by m-site or ovelall authority. 

Sanitation Standard Operating Procedures (SSOP)  
Ongohg Requirements  

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

11.  Maintenanceand evaluation of the effectiveness of SSOVs. 

12  Corsct~veact~onwhenthe SSOPr have faled to  prevent dlrect 
onduct eontam~nat~m or aduleratlon 

13.  DAly records document item 10, 11 end 12above. 

Part B - kzard Analysisand Critical Control  
Point (HACCP) Systems - Basic Requirements  

14.  Developed m d  implemented a written HACCPplan . 
15.  Contents of the HACCP list the fmd  safety harardo.  

aitical conlml pdntr, critical limits, procedwes, mrtective actions.  

16.  Records documenting implementation and monitoring of the 
U&,-,-D "a>", .-- -. v.". , 

17 The HACCPplan is sgned and dated by therespons~ble  
establishment indivdu.1.  

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

18.  Monitoring of H4CCP plan. 

19.  Verification and valdation of HACCP plan. 

20.  Correctiveaction written in HACCP plan. 

21.  Reassessedadecluacy of the HACCP plan. 

22.  Records documenting: me written HACCPplan, monitorirg of the 
critical conkoi pints, dates snd limes d specific event occurrerres. 

Part C -Economic IMolesomeness-
23.  Labeling - Roduct Standards 

51.  Enforcement X 
24.  Labding - N& Weights 

52.  Humane Handling 
25.  General Labeling 

26.  Fin. Prod StandanlslBonelese (DefectslAQUPak SkinslMoisture) 53. Animal Identification 
I 

Part D -Sampling  
Generic E. coliTesting 54 AnteMortem lnspctlon  

~ u j l t  Part D - Contmued m ~ t  
Resulk Economic Sampling RBSUIU, 

I 1 33 Scheduled Sample 1 
34.  Specks Testing 

35.  Residue 

Part E - Other Requirements 

36.  Export 

37.  Import
I 
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44 Dressing RmmslLa~ toner   

45.  Equipmentand Utensils 

46.  Sanitary Operations 

47.  Employee Hygiene 

48. CondemnedPmduct Control  

X  
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60. ObSe~ation of the Establishment Danish Crown Amba, Skaerbaek, Est. 3 11, SlaughterProcessing, 07/03/2009 

15122151 The establishment's HACCP plan only referred to fecal materialiingesta as hazards reasonably likely to occur in 
the zero tolerance CCP. The hazard analysis did not address milk and there was no supporting documentation or 
justification why milk was not considered as a food safety hazard that is reasonably likely to occur. 
This establishment slaughters both market hogs and mature swine (sows and boars). [9CFR 310.17 (a); 9CFR 310.18 
(a); 9CFR417.2; 9CFR417.5; and 9CFR417.81 

Danish inspection officials did not identify the aforementioned HACCP non-compliance during their review of 
HACCP plan or CCP records. The establishment will reassess the adequacy of the hazard analysis and its decision 
making documents. Danish Inspection will issue anew executive order to address fecal material, ingesta, and milk for 
zero tolerance CCP in all exporting establishments to the US (if applicable). 

2015 1  The establishment's HACCP plan did not include preventive measures as part of the corrective action to be followed in 
response to a deviation from a critical limit. [9CFR 417.3 and 9CFR 417.81 

Neither in-plant inspection nor periodic supervisory review records identified this HACCP non-compliance. 
HACCP requirement was corrected on the day of the review. 

22/51  The HACCP verification records for calibration of process-monitoring instruments did not document the times when  
the specific events occurred. [9CFR417.5 (a) 3,9CFR 417.5 (b), and 9CFR 417.81  

Neither in-plant inspection nor periodic supervisoly review records identified this HACCP non-compliance. 
HACCP record keeping non-compliance was corrected on the day of the review. 

41/56  Beaded condensate was observed on overhead structures in a carcass cooler. Although it was over product, no actual  
contamination was observed. This was a potential source of carcass contamination during storage or hansit of  
carcasses. [9CFR 416.17,9CFR 416.2(d), Council Directive 64/433/EEC, Annex I]  

The establishment had a written procedure to monitor/control condensation. A review of the daily records, 
documenting the implementation and monitoring of the sanitation, revealed that the establishment has identified and 
took corrective actions in regard to condensation in the past. However, the establishment failed to identify the 
aforementioned non-compliance during its operational monitoring on July 03,2009. Condensate was wiped out and 
product was retained for proper disposition. The establishment will evaluate the effectiveness of its condensation 
procedure. 

Nader Memarian. DVM 



Unlted States Departmentof Agriculture 
Food Safetyand InspectionService 

Foreign Establishment Audit Checklist 

8. Records documentng implementation. 

9. Signed and dated SSOP, by m s i t e  or ovelall authority. 

4. NAME OF COUNTRY 

Denmark 

6. TYPE OF AUDIT 

ON-SITEAUDIT DOCUMENT AUDIT 

1. ESTABLISHMWT NAMEAND LEATION 

Tican Amba 
Groennegade2 1 
Fjerritslev 

34. Species Testing 

35. Residue 

I I 
12. Conectiveactionwhen the SSOPs have faled to prevent direct 

product contaminaticn or sduteration. 

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

2. AUDIT DATE 

07/13/2009 

Place an X in t he  Audi t  Results b lock t o  indicate noncompliance w i t h  requirements. Use  0 if no t  applicable. 

Sanitation StandardOperating Procedures(SSOP) 
Ongoing Requirements 

10. implementation of SSOPs, includng monitoringof implementation. 

1 1  Maintenance and evaluation of the effectiveness of SSOPs. 

38. Establishment Grolndo and Pest Control 

39. Establishment ConSl~ctlonlMaintenance 

Part D -Sampling 
Generic E. coliTesting 54. Ante Mortm Inspection 

3. ESTABLISHMENT NO. 

337 

Part E -Other Requirements 

36. Export 

37. Im~or t  

27. Written Procedurer 

26. Sample ColiectioniAnalysis 

5. NAME OF AUDITOR(S) 

Nader Memarian, DVM 

~udi t  
R-UIIS 

Part A -Sanitation Standard Operating Rocedures (SSOP) 
Basic Requiements 

Part B - Hazard Analysisand CriticalControl 40. Light 

Point (HACCP) Systems- Basic Requirements 

7. Written SSOP 1 1 33. Scheduled Sample I 

14. Developed m d  implemented a written HACCP plan. 

15. Codents of the HACCP listthe fmd  safety hazards, 
uit icd control pdnts, critical limits, pracedveo, mrrective adions. 

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

17. The HACCP plan is sbned and dated by the responsible 
establishment indivauai. 

0 

0-

~udit  
Raul ts  

41. Ventilation 

42. Piumbing and Sewage 

43. Water Supply 

44. Dressing RmmsiLaMtolieS 

45. Equipment and Utensils 

55. post ~ o r t mInspection 

Part D - Continued 
Economic Sampling 

PartG - Other Regulatoly Oveaight Requirements 

56. European Community Diectiven 

57. Mmthiy Review 

56. 

59. 

29. Records 

HazardAnalysis and CriticalControl Point 
(HACCP) Sptems -Ongoing Requirements 45. Sanitaw Operations 

0 

18. Monitoring of HACCP plan. 
--

19. Verification and uaidation of HACCP plan. 

47. Employee Hygiene 

46. Condemned Product Control 

Salmonella Wt fomnce  Standards - BasicRequirements 

30. CorrectiveActions 

31. R m ~ ~ e s s m e n t  

32. Wntten Assurance 

20. Corre~tiveaction written in HACCP plan. 

21. ReaESeSSedadequacyof the H K C P  plan. 

22. Recorm documenting: he  written HACCPplan, monitoriw of the 
critical conbol pints, ddeS and t i e s  d spsif ic eved ocarrremes. 

0 

0 

0 

Part F - Inspectin Requirements 

49. Government Staffing 

Part C -Economic IMolesomeness 50. Daily lnspectim Coveage 
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25. General Labeling 

26. Fin. Prod StandardslBoneless LDefedslAQLIPak SkinsiMoisturel 

51. Enforcement 

52. Humane Handling 

53. Animal Identification 
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60 Observat~on of the Establrshment Tican Amba, Fjerritslev, Est. 337, Processing, 07/13/2009 

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



Ministry of Food, Agriculture and Fisheries 
Danish Veterinary and Food Administration 

United States Department of Agriculture 
Food Safety and Inspection Service 
Washington, D.C. 
20250 

INTERNATIONALTRADE DIVISION 

att.: James Adams, DVM, Director 

10 November 2009 
File: 2009-20-7515-00002!HPE 

Comments on draft final report of an audit carried out in Denmark covering Denmark's 
meat inspection system, June 23 to July 29,2009 

Dear James Adams, 

The Danish Veterinary and Food Administration (DVFA) acknowledge the receipt of the 
FSIS's draft final report of an audit carried out in Denmark covering Denmark's meat inspec-
tion system, June 23 to July 29,2009. By letter of September 16,2009 FSIS has invited 
DVFA within 60 days of the receipt of the draft report to provide comments regarding the in-
formation in the report. 
The DVFA would like to state the following comments: 

Section 9, Residue and Microbioloav Laboratory Audits: 

2ndbullet: t:'Cross-outswere not initialed or dated by the person making the correction" 

The DVFA's remark: 
The person who makes the registrations at the different steps in an analysis completes a qual-
ity control scheme (GLP scheme) in addition to the primary registration schemes. The signa-
ture on the GLP scheme covers the primary registration schemes including corrections. If an-
other person than the person who completes the GLP scheme makes corrections in the pri-
mary registrations the corrections must be initialed and dated. Thus, if there is a correction in 
the primary registration schemes, and this correction is not initialed and dated, it means that 
the person who has signed the GLP scheme is responsible for the corrections. This procedure 
is accepted by the accreditation body DANAK. 

Section 14.5, Inspection Svstem Controls: 
3rdbullet: "In nine of the 13 establishments audited, ...", should read as follows: " In nine of 
the 11 establishments audited, ..." 

Attachments to the report: 

Est. No. 71, Danish Crown, Szbv: 



Observation 1512215 1, last period: "Danish Inspection will issue a new executive order to ad- 
dress fecal material, ingesta, and milk for zero tolerance CCP in all exporting establishments 
to the US (if applicable)." 

The DVFA's remark: Danish US certified slaughter establishments are required to implement 
a CCP in their HACCP plan to control contamination of carcasses with fecal material and in- 
gesta, according to Executive Order no. 209 of March 18, 2009. 

Furthermore, the DVFA kindly refer to Regulation (EC) No 85312004 of the European Par- 
liament and of the Council of 29 April 2004 laying down specific hygiene rules for food of 
animal origin, Annex 111, Section I, Chapter IV, (d): 
"removal of the udder must not result in contamination of the carcase with milk or colos- 
trum." 

Thus, the DVFA finds that the contamination of carcasses with fecal material, ingesta, andlor 
milk is adequately addressed in the Danish legislation. 

However, in addition to the above, the DVFA intend 
- to emphasize to the establishments that contamination of carcasses with milk must be 

addressed in the establishment's hazard analysis 
- to instruct the DVFA inspection personnel to verify compliance with the above re- 

quirement laid down in Regulation 85312004, Annex 111, Section I, Chapter IV, (d) 
- to instruct the DVFA inspection personnel to perform verification of CCP zero toler- 

ancelmilk if the establishment has implemented a CCP zero tolerancelmilk in its 
HACCP plan 

Est. 3 1 1, Danish Crown, Skzrbzk. 

Observation 151221.5 1, last period: "Danish Inspection will issue a new executive order to ad- 
dress fecal material, ingesta, and milk for zero tolerance CCP in all exporting establishments 
to the US (if applicable)." 
DVFA has the same remarks as above for Est. no. 71. 

Please do not hesitate to contact the International Trade Division (3.k0ntor~fist.dk) if you 
have any questions regarding the above comments. 

Yours sincerely 

$2?2 !z~&~  Jens Munk Ebbese 

H6ad of International Trade Division 
DVFA 
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