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Dear Dr. Povlsen:

The Food Safety and Inspection Service (FSIS) conducted an on-site audit of Denmark’s meat
inspection system September 1 through September 28, 2004. Enclosed is the final audit report.
We have attached to the report, your letter of March 1, 2005, commenting on the draft final
report of the same audit.

We appreciate the actions taken by Denmark to correct the deficiencies identified during the

audit. If you have any questions regarding the FSIS audit, please contact me at my telephone
number (202) 720-3781. You may also reach me at my facsimile number (202) 690-4040 or
e-mail address sally.white@fsis.usda.gov.

Sincerely,
Sally White, Director

International Equivalence Staff
Office of International Affairs
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Roger Wentzel, Agricultural Counselor, American Embassy, The Hague, Netherlands
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1. INTRODUCTION
The audit took place in Denmark from September 1 through September 28, 2004.

An opening meeting was held on September 1, 2004, in Morkhej (Copenhagen) with the
Central Competent Authority (CCA). At this meeting, the auditor confirmed the objective
and scope of the audit, the auditor’s itinerary, and requested additional information needed
to complete the audit of Denmark’s meat inspection system.

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

2. OBJECTIVE OF THE AUDIT

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

In pursuit of the objective, the following sites were visited: The headquarters of the CCA,
three regional inspection offices, two laboratories performing analytical testing on United
States-destined product, four swine slaughter establishments, seven meat processing
establishments and two cold storage facilities.

Competent Authority Visit Comments
Central 1
Regional 3
Local 13 | Establishment level
Laboratories 2
Meat Slaughter Establishments 4
Meat Processing Establishments 7
Cold Storage Facilities 2 }

3. PROTOCOL

This on-site audit was conducted in four parts. One part involved visits with CCA officials
to discuss oversight programs and practices, including enforcement activities. The second
part involved an audit of a selection of records in the country’s inspection headquarters or
regional offices. The third part involved on-site visits to thirteen establishments: four
slaughter establishments, seven processing establishments and two cold storage facilities.
The fourth part involved visits to two government laboratories. The Regional
Microbiology Laboratory, located in Esbjerg was conducting analyses of field verification
samples for the presence Sal/monella and the National Residue Reference Laboratory,
located in Copenhagen was conducting verification analyses of field samples for
Denmark’s national residue control program.



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, (2) animal disease controls, (3)
slaughter/processing controls, including the implementation and operation of HACCP
programs and a testing program for generic E. coli, (4) residue controls, and (5)
enforcement controls, including a testing program for Sa/monella. 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 Community/United States Veterinary Equivalence Agreement (VEA), the FSIS
auditor would audit the meat inspection system against European Commission Directive
64/433/EEC of June 1964; European Commission Directive 96/22/EC of April 1996; and
European Commission Directive 96/23/EC of 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:

e A gauze pad sampling tool is used
e NMKL method is used to analysis samples.

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

e The establishments take the samples.
e Private laboratories analyze the samples.
e Continuous, on-going sampling program is used.

e A gauze pad sampling tool is used.



o NMKL method is used to analysis samples.
4. LEGAL BASIS FOR THE AUDIT

The audit was undertaken under the specific provisions of United States 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 Reduction/HACCP regulations.

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

e Council Directive 64/433/EEC of June 1964 entitled Health Problems Affecting Intra-
Community Trade in Fresh Meat.

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

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

5. SUMMARY OF PREVIOUS AUDITS

Final audit reports are available on FSIS® website at the following address:
http://www.fsis.usda.gov/Regulations & Policies/Foreign_Audit_Reports/index.asp

The following deficiencies were identified during the FSIS audit of Denmark’s meat
inspection system conducted in January/February 2002:

Government Qversight

e Organizational Structure: National and regional directors appeared to be somewhat
reactive, rather than proactive.

e Control and Supervision: Supervision of field employees seemed to concentrate more
on the paperwork produced than on the effectiveness or accuracy of the tasks assigned.

e Enforcement of U.S. Requirements: Two establishments were delisted.
Sanitation
e Four establishments had not adequately implemented SSOP procedures.

e Two establishments had not adequately documented deficiencies or corrective actions.



o LEC Directive 64/433 was not enforced in all the establishments audited.
e Other sanitation deficiencies were documented in five establishments.

Slaughter/Processing

e Four establishments had not adequately implemented their HACCP plans.

e Three establishments had not completely developed and implemented a written
HACCP plan.

e Inone establishment, statistical process control to evaluate the results of testing for
generic E. coli had not been properly implemented and documented.

e Postmortem incision and observation procedures were not performed adequately in one
establishment.

e EC Directive 64/433: Postmortem incision and observation procedures were not
performed adequately in one establishment.

Enforcement
e Monthly supervisory reviews were not consistently conducted.

All findings from the previous audit conducted in January/February 2002 were found to
have been corrected during the January/February 2003 audit except for the following:

e Statistical process control to evaluate the results of testing for generic E. coli had not
been properly implemented and documented in one establishment.

e Beef carcasses were contacting the boot guard of the eviscerator platform in one
establishment.

e Fecal contamination was identified on a carcass and tails that had passed final
inspection in one establishment.

These audit findings were found to have been corrected during the September 2004 audit.

The following deficiencies were identified during the FSIS audit of Denmark’s meat
inspection system conducted in January/February 2003:

Government Oversight

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

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



Sanitation

e Four establishments had not adequately implemented their SSOP.

o Five establishments had not adequately documented deficiencies or corrective actions.
e Seven establishments had not met the requirements of EC Directive 64/433.

e Other sanitation deficiencies were documented in five establishments.

Slaughter/Processing

e Three establishments had not fully implemented their HACCP plans.

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

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

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

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

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

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

e On-going verification activities for the review of records generated and maintained
accordance with 9CFR 417.5 (a) (3) was not performed.

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

6. MAIN FINDINGS
6.1 Legislation

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



The auditor was informed that relevant FSIS regulations were in the process of being
transposed into Denmark’s legislation.

6.2 Government Oversight
6.2.1 CCA Control Systems

The Danish Veterinary and Food Administration (DVFA) prior to August 1, 2004 was a
part of the Ministry of Food, Agriculture and Fisheries. The reporting structure remains the
same, but after August 1, 2004 the ministry name was changed to the Ministry of Family
and Consumer Affairs.

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

The Food Department is divided into five divisions: The Division of Control Coordination,
Division of Food Safety, Division of Nutrition, Division of Organic Food, Marketing and
Food Technology and Division of Internal Control, Import, Export and the Audit Unit.

The Division of Internal Control, Import, Export and Audit Unit is responsible for rules on
internal control, rules concerning national and international inspection procedures, rules on
authorization, approval and registration of food enterprises, management of the control of
food imports and exports, management of the control of food stuffs trade, planning and
organizing inspection visits and international inspection procedures, civil contingency
capabilities, serving as a contact point for the Rapid Alert System and the Audit Unit.

The Audit Unit was established January 1, 2004 and conducts regular audits of Denmark’s
meat inspection system and FSIS requirements in United States certified establishments.
The intent of the Audit Unit is to perform a total and complete annual audit of the entire
inspection system in each establishment certified to export to the United States. The Audit
Unit has not totally implemented their plan and in many establishments partial audits have
been completed, but complete audits in all United States certified establishments have not
yet been performed.

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

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

10



6.2.2 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
RVFCA, the DVFA develops and distributes official legislation to the RVFCA. The
DVFA coordinates the implementation of inspection activities at each RVFCA and carries
out training programs for the regional staff, organizes country-wide campaigns and
assesses the performance of the regional units with regard to food and veterinary control by
visiting each unit. The DVFA transposes EC legislation into Danish legislation with
related guidelines.

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

6.2.3 Assignment of Competent, Qualified Inspectors

The RVFCA is responsible for the initial hiring, training and payment of veterinarians and
non-veterinary technicians. Veterinarians receive class room training in public health and
food inspection as part of their normal veterinary degree course of study. Veterinarians
receive on-the-job training at the establishment level. Non-veterinary technicians often
have experience as a slaughterhouse worker. They are educated at the Danish Meat Trade
College. The course consists of 14 weeks of theoretical training and seven weeks of
practical training. On-going training needs are determined and scheduled by the official
veterinarian or the chief veterinarian through consultation with the RVFCA. Special
emphasizes is placed on HACCP, SSOP and Supervision training.

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

Quality supervision consisting of an administrative component and a program component is
conducted for Veterinarians and non-veterinary technicians at least once every two years.
The quality supervision report is maintained at the RVFCA. This is required by an official
contract between the RVFCA and the DVFA.

The RVFCA coordinators and Chief Veterinary Officers develop a yearly supervision plan
to be conducted monthly for each U.S.-certified establishment. The plan includes
evaluation of the supervision in the last month with recommendations, audit reports, special
subjects, legislation and checklists.
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6.2.4 Authority and Responsibility to Enforce the Laws

The DVFA has the legislative authority and the responsibility to enforce all FSIS
requirements. The Audit Unit had identified problems in the enforcement of FSIS
requirements in establishments where partial audits of Denmark’s meat inspection system
had been performed. but complete audits in all United States certified establishments had
not been completed; therefore not all FSIS requirements were enforced. For example:

e FSIS requirements were not completely enforced in nine establishments.

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

e Some general audit findings identified during the January/February audit of 2003 were
also identified during the current September 2004 audit. Examples of general repeat
audit findings:

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

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

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

o On-going verification activities for the review of records generated and
maintained in accordance with 9CFR 417.5 (a) (3) were not performed.

o The establishment did not include in their HACCP plan corrective actions
identifying the cause and elimination of a deviation and did not establish
measures to prevent recurrence when a deviation from a critical limit was
identified.

6.2.5 Adequate Administrative and Technical Support

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

6.3 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 at the
RVFCA located in Aalborg, Esbjerg and Viborg for the purpose of determining the
supervisory structure of the region and to review records pertinent to establishments
included in the audit of Denmark’s meat inspection system. Other records reviewed
focused on food safety hazards and included the following:
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e Internal review reports.

e Supervisory visits to establishments that were certified to export to the U.S.

o Training records for inspectors.

e Training programs for inspection personnel.

e New laws and implementation documents such as regulations, notices, directives
and guidelines.

e Sampling and laboratory analyses for residues.

o Sanitation, slaughter and processing inspection procedures and standards.

e Control of products from livestock with disease conditions and of inedible and
condemned materials.

e Export product inspection and control.

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

7. ESTABLISHMENT AUDITS

The FSIS auditor visited a total of 13 establishments. Four were slaughter establishments,
seven were processing establishments and two were cold storage facilities. No
establishments were delisted by Denmark. Two establishments received a Notice of Intent
to Delist (NOID) from the Office of International Affairs. One establishment was issued a
NOID because the HACCP system was determined to be inadequate and another
establishment received a NOID for failure to meet FSIS requirements for HACCP, SSOP
and Listeria. These establishments may retain their certification for export to the United
States provided that they correct all deficiencies noted during the audit within 30 days of
the date the establishment was reviewed.

Specific deficiencies are noted on the attached individual establishment reports.
8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS

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

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

Microbiology laboratory audits focus on analyst qualifications, sample receipt, timely
analysis, analytical methodologies, analytical controls, recording and reporting of results,
and check samples. If private laboratories are used to test United States samples, the
auditor evaluated compliance 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 Microbiology Laboratory, located in Esbjerg and the National Residue
Reference Laboratory, located in Copenhagen. No deficiencies were noted.

9. 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 SSOP programs, all aspects of facility and
equipment sanitation, the prevention of actual or potential instances of product cross-
contamination, good personal hygiene and practices, and good product handling and
storage practices.

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

9.1 SSOP

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

e One establishment did not monitor daily the implementation of the procedures in the
SSOP. For example:

o The kidneys and livers at evisceration stations and the front feet of swine
carcasses at two work stands were allowed to come into contact with the same
surface of the platforms that establishment employees stand on.

o Six establishments were not maintaining daily records sufficient to document the
implementation and monitoring of the establishment’s SSOP. For example:

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

o Non-compliances were not sufficiently documented to demonstrate the
monitoring of the SSOP in the daily pre-operational sanitation records.
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9.2 EC Directive 64/433

In six establishments, the provisions of EC Directive 64/433 were effectively implemented.
In the seven establishments with deficiencies, the specific deficiencies are noted in this
section and other applicable sections and sub-sections of this report and in the attached
individual establishment reports.

e Seven establishments did not meet the requirements of EC Directive 64/433 and were
not operating and maintained in a manner sufficient to prevent creation of insanitary
conditions and to ensure that product is not adulterated. For example:

o Four wheel product tub transportation carts were stacked with the wheels in
contact with the top surface of the cart. The surface of the four wheel carts
contained a black residue. Plastic product tubs used for edible product were
stacked with the top lip of the product contact surface of the tub in direct
contract with the top surface of the four wheel cart. The carts were not
maintained in sanitary condition so as not to adulterate product.

o Work stations for establishment slaughter employees were not provided with
soap to prevent the creation of insanitary conditions and the adulteration of
product.

o Protective gloves and wire mesh gloves worn by establishment slaughter
employees were not cleaned or sanitized in a manner that would protect product
from adulteration.

o Establishment employees and inspection personnel working in contact with
product, food-contact surfaces, and product-packaging materials did not adhere
to hygienic practices by the wearing of work uniforms outside the establishment
and then returning to production areas inside the establishment without
changing work uniforms.

o Establishment employees working in contact with product, food-contact
surfaces, and product-packaging materials did not adhere to hygienic practices
by the wearing of work uniforms that were not clean and free of visible
contamination at the start of each working day.

10. ANIMAL DISEASE CONTROLS

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

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



11. SLAUGHTER/PROCESSING CONTROLS

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

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

11.1 Humane Handling and Humane Slaughter
No deficiencies were noted.
11.2 HACCP Implementation

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

program.

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

The HACCP programs were reviewed during the on-site audit of eleven establishments.
Although the HACCP plans in the 11 establishments were found to meet the basic FSIS
regulatory requirements, it was found that nine of the 11 establishments had not adequately
implemented their HACCP plans. Examples of these deficiencies include:

e In nine establishments the HACCP plan did not include all required components.
o The establishment had not listed the food safety hazards that are reasonably
likely to occur and did not consider biological, chemical and physical hazards

for each processing step in the flow chart.

o The direct observation component of on-going verification for monitoring
procedures was not listed in the HACCP plan.

o The records verification component for on-going verification of monitoring
records was not listed in the HACCP plan.

o The establishment had not identified the intended use or the consumers of the
finished product in their written HACCP plan.
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o The procedure for determining the number of samples that will be used to
monitor each of the critical control points to ensure compliance with critical
limits was not listed in the HACCP plan.

o Monitoring of zero-tolerance for fecal contamination was performed, but the
monitoring procedures were not listed in the HACCP plan as they were actually
performed in the establishment.

o Returned product was not included in the flow chart as a processing step and
food safety hazards for this processing step were not identified in the hazard
analysis.

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

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

o On-going verification activities for the review of records generated and
maintained accordance with 9CFR 417.5 (a) (3) were not performed.

Four establishments did not identify the corrective action to be followed in response to
a deviation from a critical limit. For example:

o The establishment did not include in their HACCP plan corrective actions
identifying the cause and elimination of a deviation and did not establish
measures to prevent recurrence when a deviation from a critical limit was
identified.

Three establishments did not maintain records that document their HACCP plan. For
example:

o The establishment did not maintain records of corrective action measures to
prevent recurrence when a deviation from a critical limit was identified.

o Each entry recording the measurement of critical limits was not initialed by the
employee monitoring critical control points.

o 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.

11.3 Testing for Generic E. coli

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

Denmark establishments use a gauze swab sampling tool.



2. Private microbiology laboratories use an AOAC approved NMKL method to analyze
samples for generic E. coli.

Denmark has submitted the use of an AOAC approved NMKIL method as the equivalent
method to be used to analyze samples for generic E. coli, but sample result reports from
private laboratories reported that a different method was used to analyze samples for
generic E. coli.

e Private microbiology laboratories reporting results for generic E. coli testing were using
the U.S. AOAC 991.14 Petrifilm method for the analysis of generic E. coli samples.

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

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

11.4 Testing for Listeria monocytogenes

One establishment that was producing ready-to-eat products for export to the United States
did not meet FSIS Listeria requirements.

e The establishment had not reassessed their HACCP program for the control of Listeria
monocytogenes for ready-to-eat products that comes into direct contact with a food
contact surface after the lethality treatment in a post-lethality processing environment.

11.5 EC Directive 64/433

The provisions of EC Directive 64/433 were effectively implemented.

12. RESIDUE CONTROLS

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

recovery frequency, percent recoveries, and corrective actions.

The National Residue Reference Laboratory, located in Copenhagen was audited. No
deficiencies were noted.

Denmark’s National Residue Control Program for 2004 was being followed and was on
schedule.
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12.1 EC Directive 96/22

In the National Reference Residue Laboratory, the provisions of EC Directive 96/22 were
effectively implemented.

12.2 EC Directive 96/23

In the National Reference Residue Laboratory, the provisions of EC Directive 96/23 were
effectively implemented.

13. ENFORCEMENT CONTROLS

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

13.1 Daily Inspection in Establishments

Daily inspection was provided as required for all establishments audited, but inspection
was not provided as required for each shift preparing product for export to the United
States.

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

13.2 Testing for Salmonelia, Salmonella Performance Standards

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

1. Establishments take the official Sa/monella Performance Standards samples.

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

e Sample verification testing is performed by an official DVFA veterinarian once every
week and the sample is analyzed in one of the six Regional Government Microbiology

Laboratories.

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

o Testresults are provided directly to the government veterinarian.

e NMKL method is used to analysis samples.
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. Salmonella testing strategy

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

o The DVFA testing program has statistical criteria for evaluating test results.
4. A gauze pad sampling tool is used.

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

Salmonella testing was properly conducted in four of the four slaughter establishments.
13.3 Verification Testing Program for Ready-to-Eat Product

Denmark did not have a verification testing program in place that met United States’
import requirements for the testing of ready-to-eat product for the presence of Listeria
monocytogenes and Salmonella. The United States has a zero tolerance for Salmonella in
all RTE meat products, and the United States requires a sample size of 325 grams being
analyzed by a qualitative enrichment method. The United States also has a zero tolerance
for Listeria monocytogenes in all RTE meat products, and the United States requires a
sample size of 25 grams being analyzed by a qualitative enrichment method.

Denmark has started to implement procedures to meet United States’ import requirements
by:

e The central office of the DVFA has issued a Circular dated August 31, 2004 that
instructs Regional Veterinary Food Control Authorities to perform monthly verification
testing that meet US import requirements for Salmonella and Listeria and the methods
to be used in the analysis of Salmonella and Listeria in RTE products. The methods are
in the process of being submitted to International Equivalence Staff for an equivalence
determination.

13.4 Species Verification

Three of 13 establishments audited were required to meet FSIS requirements for species
verification testing. Species verification testing was being conducted in the three
establishments

13.5 Monthly Reviews

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

20



13.6 Enforcement of FSIS Requirements
FSIS requirements were not enforced in nine establishments. For example:

e The FSIS auditor recommended to the Office of International Affairs that
Notices of Intent to Delist be issued to two establishments.

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

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

e The direct observation component of on-going verification for monitoring procedures
was not listed in the HACCP plan.

e The records verification component for on-going verification of monitoring records was
not listed in the HACCP plan.

e The establishment had not identified the intended use or the consumers of the finished
product in their written HACCP plan.

e The establishment had not listed the food safety hazards that are reasonably likely to
occur and had not considered biological, chemical and physical hazards for each
processing step in the flow chart.

e The procedure for determining the number of samples that will be used to monitor each
of the critical control points to ensure compliance with critical limits was not listed in
the HACCP plan.

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

e On-going verification activities for the review of records generated and maintained
accordance with 9CFR 417.5 (a) (3) were not performed.

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

e The establishment did not maintain records of corrective action measures to prevent
recurrence when a deviation from a critical limit was identified.

e Each entry recording the measurement of critical limits was not initialed by the
employee monitoring critical control points.

e Establishment employees and inspection personnel working in contact with product,
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food-contact surfaces, and product-packaging materials did not adhere to hygienic
practices by the wearing of work uniforms outside the establishment and then returning
to production areas inside the establishment without changing work uniforms.

e Establishment employees working in contact with product. food-contact surfaces, and
product-packaging materials did not adhere to hygienic practices by the wearing of
work uniforms that were not clean and free of visible contamination at the start of each
working day.

13.7 Inspection System Controls

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

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

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

14. CLOSING MEETING

A closing meeting was held on September 28, 2004, in Copenhagen with 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.

Don Carlson, DVM : ’
International Audit Staff Officer




15. ATTACHMENTS TO THE AUDIT REPORT

Individual Foreign Establishment Audit Forms

Individual Foreign Laboratory Audit Forms
Foreign Country Response to Draft Final Audit Report
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1. ESTABLISENMENT NAMEZ AND LCCATION

Darnish Crown

3 ESTABLIS=NENT NO. 14 NAME CF COUNTRY

13

Hjorring afdeling
Wenbovej 11-9800
Hjerring, Denmark

F AUDITOR(S)

Dr. Doz Carlson

TYPE OF AUDIT

}@ CN»SL‘TE AUDIT

!
DOCUMENT AUDIT

Ptace an X in the Audit Results block to indicate noncampliance with requirements. Use O if not applicable.

Part A - Sanitation Standard Operating Procedures (SSOP) f Audt Part D - Continued Audit
Basic Requirements | Resuts Economk Sampling | Resuits
7. Wrtten SSOP ; 33. Scheduled Sampie
8. Records documenting implementation. r 34. Species Testing 0O
9. Signed and dated SSOP, by cn-site or overall authority. ] 35, Residue . '
Sanitation Stan darfi Operaﬁpg Procedures (SSOP) :; Part E - Other Requirements |
Ongaoing Requirements ) ! :
10. Implementation of SSOF's, including monitoring of implementation. { 36. Export ‘
<1, Maintenance and evaluation of the effectiveness of SSOP's. ! 37. import
12. Cormective action when the SSOP's have faied to prevent direct ! C ciamn ~
product contamination or aduteration, ] 38, Establishment Grounds and Pest .,‘ontruf R
)
13. Daly records document item 10, 11 and 12 abaove. i 39, Establishment Construction/Maintenance |
Part B - Hazard Analysis and Ciitical Control ! 40. Light
Point (HACCP) Systems - Basic Requirements |
{ P) Sy b 41, Ventilation
14. Developed and implemented a written HACCP plan . } 4\
15. Cortents of the HACCP list the food safety hazards, ] X 42. Plumbing and Sewage I
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HACCP plan. | _
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17. The HACCP plan is sgned and dated by the responsibie 7
establishment individual. 45. Equipment and Utensils )
Hazard Analysis and Critical Control Point 1 i
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18. Monitoring of HACCP plan. . ] 47. Employee Hygiene ‘ X
19. Verificaton and vakdation of HACCP pian. ! i
‘\ 48, Condemned Product Control ;
20. Comective action written in HACCP plan. I _]
21, Reassessed adequacy of the HACCP plan. ] Part F - Inspection R_equlremeﬂts
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51. Enforcement X
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Generic E. coli Testing / 54. Ante Mortem Inspection \
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31. Reassessment
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583. Ozservation of the Zsiabishment

™ 1~

September 16, 2004: Est. 13, Danish Crown, Hjerring, Denmark

15/51 1. Returned product was not included in the flow chart as a processing step and food safery hazards for this procsssing
step were not identified in the hazard analysis . [9CFR 417.2 (&) (2) and (c) (1)] [9CFR 417.8]

. The processing steps for the production of pumped hams were not included in the flow chart, but food safety hazards
for this process were identified in the hazard analysis . [9CFR 417.2 (a) (2)] [9CFR 417.8]

. The direct observation component of ongoing verification for monitoring procedures was performed and
documented buf was not listed in the HACCP plan. [9CFR 417.2 (c) (7) and 417.8]

4. The records verification component for ongoing verification of monitoring records was performed and

documented but was not listed in the HACCP plan. [9CFR 417.2 (¢) (7) and 417.8]

(89

(8]

47/56  Establishment employees and inspection personnel working in contact with product, food-contact surfaces, and
product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the
establishment and then returning to production areas inside the establishment without changing work uniforms.

[9CFR 416.5] [EC Directive 64/433]

2. AUDITOR SIGNATURE AND DATE
i
FDr. Dorn Carlson /s/ September 16, 2004 J

m

g81. NAME OF AUDITOR
Dr. Don Carlison




Urited States Depatmant of Agricutiure
Food Sa'sty and Inspecion Service
Foreign Establishment Audit Checklist
ESTASLISEMENT NAMEAND LOCATION | 2. AUDIT CATE 3. ESTABLISHMENT NO. | 4 NAME OF COUNTRY
05,23/2004 23 . Denmark

Danish Crown

Steff-Houiberg or Tulip Food Company
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Dr. Don Carlson

© 6. TYPE OF AUDIT

| DOCUMENT AUDIT

Il X on-aiteaunit
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Place an X in the Audit Results block to indicate noncompliance with requirements. Use O if not applicable.

Part A - Sanitation Standard Operating Procedures (SSOP) pocit Part D - Continued Audit
Basic Requirements | Resuts Economic Sampling | Results
7. Written SSOP 32. Scheduled Sample i
8. Records documenting implementation. 34, Speces Testing
9. Signed and dated SSOP, by m-site or overali authority. 35. Residue
itation Standard Operati ce :
Sanita d Op rahpg Procedures (SSOP) Part E - Other Requirements
Ongoing Requirements
10. Implementation of SSOP's, including monitoring of implementation. X 36. Export
~11. Maintenance and evaluation of the effectveness of SSOP's. 37. lmport
12. Corective action when the SSOP's have faled to prevent ditect | . .
product cortamination or aduteration. 38. Establishment Grounds and Pest Control
13. Daly records document iterm 10, 11 and 12 above. X 39. Establishment Construction/Maintenance
Part B - Hiazard Analysis and Critical Control 40. Lignt ‘
Point (HACCP) Systems - Basic Requirements
( P) Sy = 41, Ventitation
14. Developed and impiemented a written HACCP plan .
15. Contents of the HACCP list the food safety hazards, X 42, Plumbing and Sewage
critica control paints, critical limits, procedures, corrective actions.
16. Records documenting impementation and monitoring of the 43. Water Supply
HACCP plan.
44. Dressing Rooms/Lavatories
17. The HACCP plan is sgned and dated by the responsible
establishment individual. 45. Equipment and Utensils
Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations X
18. Mo,mtnnng of HACCP plan. &7. Employee Hygiene %
18. Verification and valdation of HACCP plan. }
[ 48. Condemned Product Controt
20. Corective action written in HACCP plan. X 1
21. Reassessed adequacy of the HACCP plan. X Part F - Inspection Requirements
22. Re;orcb documeqﬁng: the writtenAHACCP plar'z,A monitoring of the 49. Govemnment Staffing
critical control points, dates and tmes o specific evert occurrerces.
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage !
23. Labeling - Product Standards .
: 51. Enforcement X
24. Labding - Ne&t Weights |
T o Handi
25. General Labeling : 52. Humane Handiing
26. Fin. Prod Standardis/Boneless (Defects/AQL/Pork Skins/Moisture) ‘/ 53, -Amma{ [dentification ‘/
Part D - Sampling | _
Generic E. coli Tes‘cing 54, Ante Mcrtem inspection
27. Written Procedures ~ { 55. Post Mortem inspection
28. Sample Coliection/Analysis
: Part G - Other Regulatory Oversight Requirements
29. Records
I
. . £8. Eurcpean Community Drectives X
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! I
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| 58.
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September 23, 2004: Est. 23, Danish Crown, Ringsted, Dermark

i0

20/51

2151)

46/56

47/56

The establishment did not monitor daily the implemen:ation of the procedures in the SSOP. The kidneys and Hvers at

L,
the evisceration stations and the front fest of swine carcasses at two work stands wers allowed 10 come into contact

with the same surface of the platforms that establishment emplovees stand on. The establishment and DVFA auditor
took appropriate corrective actions. [9CFR 416.13 (¢)]

Preventive measures for corrective actions were not included in the daily records documenting operational sanitation
noncompliances for product contact equipment. [9CFR 416.16 (a) and 416.17]

1. Returned product was not included in the flow chart as a processing step and food safety hazards for this processing
step were not identified in the hazard analysis . [9CFR 417.2 (a) (2) and (¢) (1)] [9CFR 417.8]
2. The establishment did not identify the intended use or the consumers of the finished product in their written HACCP
plan. [9CFR 4172 (a) (2) and 417.8]
3. Momtonng of room temperature was performed, but the monitoring procedures were not listed in the HACCP plan
as they were actually performed in the establishment. [9CFR 417.2 (c) (4) and 417.8]

Each entry on the record maintained for the monitoring of critical limits for room temperature was not 51gned or
initialed. [9CFR 417.5 (3) (b) and 417.8]

The establishment was testing for Listeria monocytogenes in finished Ready-to-Eat products and product contact surfaces, but the
establishment did not reassess their HACCP program for the control of Listeria moncytogenes for Ready-to-Eat product that comes
into direct contact with a food contact surfaces after the lethality treatment in a post-lethality processing environment.

[9CFR 417.4 (2) (3), 9CFR 417.8 and 430.4]

Non-food contact surfaces of the chain positioned over the hanging viscera and viscera pan was identified with an
excessive amount of grease, rust and beading water. [9CFR 416.4 (b)] [EC Directive 64/433]

Establishment employees working in contact with product, food-contact surfaces, and product-packaging materials
did not adhere to hygienic practices by the wearing of work uniforms that were not clean and free of visible
contamination at the start of each working day. The establishment issued clean work uniforms two to three times per

week. [9CFR 416.5] [EC Directive 64/433]

The FSIS auditor recommended that a Notice of Intent to Delist be issued to this establishment because of HACCP
deficiencies, SSOP unplementamon deficiencies and the failure to reassess the HACCP program for the control of
Listeria moncytogenes in Ready-to-Eat product in a post-lethality processing env ironment.

. NAME OF AUDITOR

| 82, AUDITOR SIGNATURE AND DATE

|
Dr. Don Carlson |
r. Don Carlson /s/ September 23, 2004
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Place an X in the Audit Results block to indicate noncompliance with requirements. Use O if not applicable.

Part A - Sanitation Standard Operating Procedures (SSOP) DAt Part D - Continued | At
Basic Requirements Resuits Economic Sampling i Resuits .
7. Written SSOP 33, Scheduied Sampie f
8. Records do:urhent'ng implementation. 34, Specis Testing 0
9. Signed and dated SSOP, by n-site or overall authority. 25. Residue ‘
Sanitation Standard Operating Procedures (SSO ;
t . P .g ocedures (SSOP) Part E - Other Requirements
Ongoing Requirements

10. Implementation of SSOP's, includng monitoring of implementation. 36. Export
11. Maintenance and evaluation of the effectveness of SSOP's. 37. Import
12. Corrective action when the SSOPs have faied to prevent direct .

product cortamination or aduteration. 38. Establishment Grounds and Pest Control
13. Daly records document item 10, 11 and 12 above. X 39. Establishment Construction/Maintenance

Part B - Hazard Analysis and Critical Control 40. Light

Point (HACCP) Systems - Basic Requirements T

41. Ventilation

14. Developed and implemented a written HACCP plan .
15, Contents of the HACCP list the food safety hazards, < 42, Plumbing and Sewage :

critica control pants, critical limits, proceduwes, corrective actions. ‘
16. Records documenting implementation and monitering of the 43. Water Supply

HACCP plan.

44, Dressing Rcoms/Lavatories

17. The HACCP plan is signed and dated by the responsibie

establishment individual. | 45. Equipmentand Utensis” ‘ X
Hazard Analysk and Critical Control Point :
(HACCP) Systems - Ongoing Requirements 45. Sanitary Operations X
8. Monitring of HACCP plan. .
! onieering o pa 47. Empioyee Hygiene X
18. Verification and valdation of HACCP plan. r
- ! 48. Condemned Product Control :
20. Corective action written in HACCP plan. ‘ “
21. Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements ]
22. Records documenting: the written HACCP plan, monitoring of the 49. Government Staffing :
critical control points, dates and times of specific event ccaurrerces. ' i
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage ‘5
23. Labeling - Preduct Standards - -
51. Enforcement | X
24, Labding - N&t Weights
25. General Labeling $2. Humane Handling
26. Fin. Prod. Standards/Boneless (Defects/AQL/Park SkinsMoisture) 53, Animaf Identification
Part D - Sampling i f
Genetic E. coli Testing : 54. Ante Moriem Inspection §
27. Written Procedures 55, Post Mortem Inspection
28. Sample Coflection/Analysis
Part G - Other Regulato ersight Requirements
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. . 6. Eurcpean Community Drect X
Salmonella Performance Standards - Basic Requirements §. Buropean Community Drectives
|
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9, 2004: Est. 21, Herning, Hernirg, Denmark
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13/51  Preventive measures for corrective actions were not included in the daily records documerting operatiorel sanitation
noncompliances for product contact ecuipment. {9CFR 416.16 (a) and 416.17] ‘

15/51  Monitoring of zero-tolerance for fecal contamination was performed, but the monitoring procedures were not listed in
the HACCP plan as they were actually performed in the establishment. [9CFR 417.2 (c) (4) and 417.8]

43/56  Four wheel product tub fransportation carts were stacked with the wheels in contact with the top surface of the cart.
The surface of the four wheel carts contained a black residue. Plastic product tubs used for edible product were
stacked with the top lip of the product contact surface of the tub in direct contract with the top surface of the four wheel
cart. The cars were not maintained in sanitary condition so as not to adulterate product.

[9CFR 416.3 (a)] [EC Directive 64/433]

46/56 1. Work stations for establishment slaughter employees were not provided with soap to prevent the creation of
insanitary conditions and the adulteration of product. [9CFR 416.4 (a)] [EC Directive 64/433]
2. Protective gloves and wire mesh gloves worn by establishment slaughter employees were not cleaned or sanitized in
a manner that would protect product from adulteration. [9CFR 416.4 (c)] [EC Directive 64/433]

47/56  Establishment employees and inspection personnel working in contact with product, food-contact surfaces, and
product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the
establishment and then returning to production areas inside the establishment without changing work uniforms.
[9CFR 416.5] [EC Directive 64/433]

81. NAME OF AUDITOR ! 82, AUDITOR SIGNATURE AND DATE

Dr. Don Carlosn ; [ Dr. Dor Carlson /'s/ September 09, 2004




4. ESTABLISHMENT NAMEAND LOCATICON

Danish Crown J 05/22/2004 e Denmark
Faaborg, Faaborg, Denmark |5 NEME OF AUDTOR(S) "5 TYPE OF AUDIT
| i —
| Dr. Don Carlson | X oN-sTEAUDIT L DOCUMENT AUDIT

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

Part A - Sanitation Standard Operating Procedures (SSOP) Audit Part D - Continued At
Basic Requirements Results Economic Sampling | Results
7. Written SSOP 33. Scheduled Sample ’ 0
8. Records documenting implementation. 34. Specks Testing 0
9. Signed and dated §SOP, by en-site or overll authority. 35. Residue 9]
Sanitation Standart_:l Operahfxg Procedures (SSOP) Part E - Other Requirements ‘
Ongoing Requirements '
10. Implementationof SSOP's, including monitoring of implementation. 38. Export
11. Maintenance and evaluation of the effecfveness of SSOP's. 37. Import ) |
12: C ti ti hen the SSOP's h faled to pr t direct ,
2 p;rzxi:tlv;offa:?n:ﬁm or adurteratsionave aled te prevent direc 38. Establishment Grounds and Pest Control
13. Dadlly records document item 10, 11 and 12above. X 39. Establishment Construction/Maintenance
Part B - Hazard Analysis and Critical Control 40. Light
Point (HACCP) Systems - Basic Requirements N
41, Ventilation
14. Developed and implemented a written HACCP plan .
15. Cortents of the HACCP list the food safety hazards, X 42. Plumbing and Sewage
critica control paints, critical limits, procedures, corrective actions. ;
16. Reconrds documenting impementation and monitaring of the 43. Water Supply
HACCP plan,
44. Dressing Rooms/Lavatories
17. The HACCP plan is signed and dated by the responsible
establishment individual. | 45. Equipment and Utensils
Hazard Analysis and Critical Control Point \
(HACCP) Systems - Ongoing Requirements j 48. Sanitary Operations
18. Moenibr HACCP plan. i
' onitoring of pan ’ 47. Employee Hygiene X
18. Verification and vaidation of HACCP plan. i i
48. Condemned Product Control
20. Corective aclion written in HACCP plan. . X ]
21. Reassessed adequacy of the HACCP plan. Part F - inspection Requirements |
22. Relgords documerjting: the wﬁtten_HACCP plgq,‘ monitoring of the 48, Government Staffing
critical confrol pints, dates and times of specific event occurrences.
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage
23. Labeling - Product Standards -
- ‘ 51. Enforcement X
24, Labeiing - Net Weights -
25. General Labeling 52. Humane Handiing ‘
28. Fin. Prod Standards/Soneless (Defects/AQL/Pork Skins/Moisture) [ 53. Animal identification ’
Part D - Sampling
Generic E. coli Testing 54. Ante Mortem Inspection O
27. Written Procedures [ O 55, Pest Mortem Inspection ‘ O
28. Sample Collection/Analysis ! |
] Part G - Other Regulatory Oversight Requirements :
28. Records 0 [
!
: . 56. E » Community Dresti PX
Salmonella Performance Standards - Basic Requirements | $6. European Community Drestives 1
L
30. Corective Actions ;‘ 57. Manthiy Review ‘
| |
31, Reassessment ' 58. /
22, Writen Assurance S0 s,




>, Denmark

13/51  Preventive measures for corrsctive actions were not included in the deily records documenting operational sanitation

PR

noncompliances for product contact equipment. [SCFR 416.16 (2) and 416.17]

15/51  Therecords verification éomponent for ongoing verification of monitoring records was not Lsted in the HACCP
plan. [9CER 417.2 (c) (7) and 417.8]

20/51  The establishment did not include in their HACCP plan corrective actions to establish measures to prevent recurence
when a deviation from a critical limit was identified. [9CFR 4.17 (a) (1) (3) and 417.8]

47/56 1. Establishment employees and inspection personnel working in contact with product, food-contact surfaces, and
product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the
establishment and then returning to production arzas inside the establishment without changing work uniforms.
[SCFR 416.5] [EC Directive 64/433]

2. Establishment employees working in contact with product, food-contact surfaces, and product-packaging materials
did not adhere to hygienic practices by the wearing of work uniforms that were not clean and free of visible
contamination at the start of each working day. The establishment issued clean work uniforms two to three times
per week. [9CFR 416.5] [EC Directive 64/433]

51. NAWE OF AUDITOR 82. AUDITOR SIGNATURE AND DATE

Dr. Don Carison ' : | Dr. Don Cerlson /s/ September 22. 2004




1. ESTABLISHMENT NAME AND LOCATION

Tulip Food Compeny \ Denmark
Vejle Nord S et orioT

Veile, Vejle P ‘
’ Dr. Don Carlson | X{oN-ssTEAUDfT DOCUMENT AUDIT
Place an X in the Audit Results block to indicate noncompliance with requirements. Use O if not applicable.

Part A - Sanitafion Standard Operating Procedures {SSOP) - Part D - Continued Audit
v Basic Requirements ‘ | Results Economic Sampling Results
7. Written SSOP ‘ 33. Scheduled Sampie ' 0
8. Records documenting implementation. - | 34, Species Testing
9. Signed and dated SSOP, by en-site or overall authority. 35. Residue 0

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

Ongoing Requirements
10. implementationof SSOP's, includng monitaring of implementation.’ ! 36. Expont
41. Maintenance and evaluation of the effectveness of SSOP's. i 37. import |
. rectiv tion when the SS faled direc
12 Co e action when the SSOP's have faied to prevent direct 38. Establishment Grounds and Pest Control

product cortamination or aduteration.

13. Ddly records document item 10, 11 and 12 above. 39. Establishment Construction/Maintenance

Part B - Hazard Analysis and Critical Control 40, Light

Point (HACCP) Systems - Basic Requirements L
: 41. Ventilation
14, Developed and implemented a written HACCP plan .

15. Contents of the HACCP list the food safety hazards, 42, Plumbing and Sewage

critica control paints, critical limits, procedues, corrective actions.

43, Water Suppl ' |
16. Records documenting impkmentation and monitoring of the - vvater supply |
i

HACCP plan.
44, Dressing Rooms/Lavatories

17. The HACCP plan is signed and dated by the responsible
establishment individual. - 45,

Hazard Analysis and Critical Control Point

Equipment and Utensils

48, Sanitary Operations

(HACCP) Systems - Ongoing Requirements
. itor HACCP . i
18. Monitoring of plan 47. Employee Hygiene
18, Verification and valdation of HACCP pian. i
‘ 48, Condemned Product Control

20. Corective action written in HACCP plan.
Part F - Inspection Requirements

21, Reassessed adequacy of the HACCP plan.

22, Records documenting: the written HACCP plan, monitoring of the 49. Govemment Staffing
critical control oints, dates and times o specific event occurrences.
Part C - Economic / Wholesomeness | 50. Dally Inspection Coverage
23. Labeling - Product Standards i
{ 51. Enforcement
24. Labding - Net Weights 0 ‘
E = i
25. General Labeling $2. Humane Handling |
26. Fin. Prod. Stancards/Boneless (Defects/AQL/Park Skins/Meisture) 53, Animal |dentification ]J
Part D - Sampling ‘ : .

Generic E. coli Testmg | 54. Ante Mortem Inspection (0]

27. Written Procedures i 0 55. Post Mortem Inspection e

28. Sample Collecticn/Analysis :
Part G - Other Regulatory Oversight Requirements

29, Records e

56. Eurcpesan Community Diectives

Salmonella Performance Standards - Basic Requirements

30, Corective Actiors 57. Monthly Review

m
o

31, Reasssessment

22, Writen Assurance Ne)

[¢]]
©

FSIS- 5000-8 (04/04/2002)
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=3IS 500C-8/04/C4/2002)

004: Est. 65 Tulip Food Company, Vejle, Vejle, Denmark

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

81, NAME OF AUDITOR 82. AJDITOR SIGNATUREZ AND DATE

Dr. Dor Carison \ ( Dr. Don Carlson s/ September 16, 2004




m

STABLISHMENT NAME AND LOCATION

Danish Crown
Saehy, Denmark

I'5 NAME OF AUDITOR(S)

|
|
i |
j Dr. Don Carlson X on-siTEAUDIT | | SocumenT AUDT
Place an X in the Audit Results block to indicate noncompliance with requirements. Use O if not applicable.
Part A - Sanitation Standard Operating Procedures (SSOP) Audit Part D - Continued [ Audit
Basic Requirements . Resuits Economic Sampling { Results
7. Written 8SOP 33. Scheduied Sample ’
8. Records documenting implementation. 34. Specks Testing 0
9. Signed and dated SSOP, by m-site or overall authority. 35. Residue
itation Standard O i d .
Sanita rc.:i perahrjg Procedures (SSOP) Part E - Other Requirements
Ongoing Requirements
10. Implementation of SSOP's, including monitering of implementation. ! 36. Export
11. Maintenance anc evaluation of the effectiveness of SSOP's. 37. impert
12. Corrective actionwhen the SSOP's have faied to prevent direct i — ;
pduct cortamination or adukeration. 38. cstab-hshment Groinds and Pest Control
13. Dally records document item 10, 11 and 12 above. X 39, Establishment Construction/Maintenance
Part B - Hazard Analysis and Critical Control 40. Light
Point (HACCP) Systems - Basic Requirements i L
- 41. Ventilation
14, Developed and ir:nplemented a written HACCP plan .
15. Comtents of the HACCP list the food safety hazards, 5 42. Plumbing and Sewage
criticd control paints, critical limits, procedures, correctve actions.
16. Records documenting impementation and monitoring of the f 43. Water Supply
HACCP pian. .
- = 44, Dressing Rocoms/Lavatories
17. The HACCP plan is signed and dated by the responsible .
establishment individual. 45. Equipment and Utensils
Hazard Analysis and Critical Control Point |
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
18, Monitoring of HACCP‘p[an. 47. Employee Hygiene
18, Verification and vakdation of HACCP plan.
48, Condemned Product Control ‘
20. Cormrective action written in HACCP plan. S X 7
. . i
21." Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements :
22. Records documenting: the written RACCP plan, monitoring of the X 49. Govemment Staffing
critical control points, dates and times o specific evert occcurrerces.
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage
23. Labeling - Product Standards
51. Enforcement X
24. Labding - Net Weights :
I \ N "
25, General Labeling J 52. Humane Handiing
25, Fin. Prod Standards/Boneless (Defects/AQL/Pak SkinsMoisture) 53. Animal ldentification
Part D - Sampling ] ;
Generic E. coli Testing 54. Ante Mortem Inspection J
. 1
27. Written Procedures [ 55. Post Mortem Inspection ]
28. Sampie Coliection/Anaysis }J 1
Part G - Other Regulatory Oversight Requirements
29. Records ‘ g v g q
: 56. EL Community Drecti
Salmonella Perfformance Standands - Basic Requirements 56. European Communily Drectives i
3C. Corective Actions £7. Marthly Review
31, Resssessment . ! 58.
22, Writen Assurance £g,

-

SiS- 500C-8 (04/04/2002)



20/51

22/51

Preventive measures for corrective actions were not included in the daily records documenting operational sanitation
noncompliances for product contact equipment. [9CFR 416.16 (&) and 416.17]

1. Returned product was not included in the flow chart as a processing step and food safety hazards for this processing
step were not identified in the hazard analysis . [9CFR 417.2 (a) (2) and (c) (1] [9CFR 417.8]

2. The establishment did not list the food safety hazards that might be expected to arise and did not consider
biological, chemical and physical hazards for each processing step in the flow chart.
[9CFR 417.2 (a) and (c) and 417.8] :

The establishment did not include in their HACCP plan corrective actions to establish measures to prevent recurrence
when a deviation from a critical limit was identified. [9CFR 4.17 () (1) (3) and 417.8]

The establishment conducted a pre-shipment review of all records associated with the production of that product
including corrective actions, but the record was initialed and not signed by the responsible establishment employee.

[9CFR 417.5 9 (c) and 417.8]

1. NAME OF AUDITOR
Dr. Don Carisen

. 82, AUDITOR SIGNATURE AND DATE
‘ Dr. Don Carlson /s/ September 17. 2004




Foreign it Checklist

1. ESTABLISHMENT NAME AND LOCATION |4, NAME OF COUNTRY
Deanish Crown Denmark

ON-SITEAUDIT | . DOCUMENT AUDIT
Use O if not applicable.

enish Cx ; i
Viborg, Viborg, Denmark ( TNAVEOF ALDIT QR(S) )e TVPE OF ALDIT
< |

Dr. Don Carlson

Place an X in the Audit Results block to indicate noncompliance with requirements.

Part A - Sanitation Standard Operating Procedures (SSOP) Audit Part D - Continued | At
Basic Requirements Results Economic Sampling | Resulis
7. Written SSCP J 3. Scheduied Sampie ‘ o
8. Records documentng implementation. ‘ 34. Speces Testing 0
9. Signed and dated SSOP, by m-site or overall authority. 25 Residue 0
Sanitation Standan.i Operatl?g Procedu-res (SSOP) Part E - Other Requirements
Ongoing Requirements
10. Impiementation of SSOP's, including monitoring of impiementation. 36. Export
11. Maintenance and evaluation of the effectveness of SSOP's, 37. Im poh J
12. Corrective actionwhen the SSOP's have faied to prevent direct _ . ‘
sroduct contamination or aduleration, 38. Establishment Grounds and Pest Controf j
13. Dally records document item 10, 11 and 12 above. | X 38, Establishment Construction/Maintenance
Part B - Hazard Analysis and Critical Control ' 40. Light
Point (HACCP) Systems - Basic Requirements ‘ o
- 41. Ventilation
14. Developed and implemented a written HACCP pian . i
15, Contents of the HACCP list the food safety hazards, ‘ X 42, Plumbing and Sewage J

critica control paints, critical limits, procedures, corrective actions.

43. Water Supply

16. Records documenting impbmentation.and monitering of the ‘

HACCP plan.
44, Dressing Rooms/Lavatories

17. The HACCP plan is sgned and dated by the responsible -
establishment individual. i 45. Equipment and Utensils

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

18, Monitoring of HACCP plan. 47, Employee Hygiene %
19. Verificafion and vaidation of HACCP plan.
48. Condemned Produ;t Control

20. Corective action written in HACCP plan,

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

22. Records docummenting: the written HACCP plan, monitoring of the : 49. Government Staffing
critical control points, dates and times o specific event occurrerces.
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage

23, Labeling ~ Prodﬁ:t Standards
51. Enforcement b'¢

52. Humane Handling J

25. General Labeling

24, Labding - Net Weights ‘
r’
J

26. Fin. Prod Standads/Boneless (Defecﬁs/AQL/Pcrk SkinsMoisture) 53. Animal identification

Part D - Sampling o
. n . o) 4
Generic E. coli Testmg 54, Ante Mortem Inspection A !
27. Written Procedures 0] 55. Post Mortern Inspection 0
28. Sampie Colection/Analysis o)
. T Part G - Other Regulatory Oversight Requirements
29. Records ol B
. . ) 38, European Community Drectives X
Salmonella Performance Standards - Basic Requirements i
1
30. Cormctive Acticns | 57. Monthly Review |
21, Reessessment e EE
0 52

22 Wrkten Assurance !

FSIS- 500C-8 (04/04/2302;



50, Crsarvetion of the Esiablishment
tember 14, 2004 Est. 78, Danish Crown, Viborg, Viborz, Denmerk

13/51  Preventive measures for corrective actions were not included in the daily records documenting operational sanitation -
noncompliances for product contact equipment. [9CFR 416.16 (a) and 416.17]
15/51 1. Returned product was not included in the flow chart as a processing step and food safety hazards for this processing
step were not identified in the hazard analysis . [9CER 417.2 (a) (2) and (¢) (1)] [9CFR 417.8]
2. The records verification component for ongoing verification of monitoring records was not listed in the
HACCP plan. [9CFR 417.2 (c) (7) and 417.8]

47/56  Establishment employees and inspection personnel working in contact with product, food-contact surfaces, and
product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the
establishment and then returning to production areas inside the establishment without changing work uniforms.
[9CFR 416.5] [EC Directive 64/433]

81, NAME OF AUDITOR 82. AUDITOR SIGNATURE AND DATE
Dr. Don Carlson ; Dr. Don Carlson /s/ September 14. 2004
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Foreign Establishment Audit Checklist

1. ESTABLISHMENT NAMEAND LOCATION

a
Esbjerg, Denmark

Frysehus, I'S |

| 2, AUDITCATE

05/08/2004

ESTABLISHNENT NO.

‘ Denmark

L4 NAME OF COUNTRY

5. NAME OF AUDITOR(S)

Dr. Don Carlson

i 8. TYPE OF AUDIT

?\‘ X ON-SITE AUDIT \ DOCUMENT AJUDIT

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

Part A - Sanitation Standard Operating Procedures (SSOP) U Audit Part D - Contnued | At
Basic Requirements Results Economic Sampling | Results
it 33, d [
7. Written SSOP ‘ 0 3. Scheduled Sample e
8. Records documenting implementation. ¢} 34. Specks Testing } 0
8. Signed ‘and dated SSOP, by m-site or overall authority. 1 0 35 Residue l 0
Sanitation Standard Operating Proced S ‘ : -
tion Stan 2 —perating P ures (SSQP) Part E - Other Requirements 1
Ongoing Requirements ]
10. Implementation of SSOP's, including monitoring of implementation. ‘ @] 38. Export '
11, Maintenance and evaluation of the effectiveness of SSOP's. 4 0 37. Import
12. Corrective actionwhen the SSOF's have faied to prevent direct _ .
poduct comamination or aduteration. 0 38. Establishment Grounds and Pest Control
12, Daly records document item 10, 11 and 12 above. 0 39. Establishment Construction/Maintenance
|
Part B - Hazard Analysis and Critical Control 40. Light
Point (HACCP) Systems - Basic Requirements e
: 41. Ventilation
14, Developed and implemented a written HACCP plan . !
15. Cortents of the HACCP list the food safety haxards, 42. Plumbing and Sewage
critica control paints, critical limits, procedwres, corrective actions.
16. Records documenting implementation and monitoring of the 0 43. Water Supply
HACCP plan.
44, Dressing Rooms/Lavatories
17. The HACCP plan is sighed and dated by the responsible o)
establishment individual. 45, Equipmentand Utensils
Hazard Analysks and Critical Control Point |
(HACCP) Systems - Ongoing Requirements ‘g 46. Sanitary Operations
18. Monitoring of HACCP plan. 0 47. Employee Hygiene
18. Verification and vaidation of HACCP plan. | 0
~48. Condemned Product Control
20, Corective action written in HACCP plan. IO
21. Reassessed adequacy of the HACCP plan. 0 Part F - Inspection Requirements
22. Repprds documeqting: the writ‘ten_HACCP plar},‘ monitoring of the O 45, Government Staffing )
critical control roints, dates and tmes o specific event occurrences.
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage
23, Labeling - Product Standards o :
51. Enforcement
24, Labding - Net Weights 0
- .
25, General Labeling o) 52. Humane Handling
26. Fin. Prod. Standams/Boneless (Defects/AQL/Park Skins/Moisture) O 53, Animal ldentification - O
. |
Part D - Sampling : .
Generic E, coli Testing 54. Ante Mortem Inspection (@]
27. Written Procedures 0 55. Post Mortem Inspection 0
28. Sampie Collection/Analysis
) Part G - Other Regulatory Oversight Requirements
29. Records 0 .
N . 56. Zurc Community Drectiv
Salmonella Performance Standards - Basic Requirements 8. Buropean Community Drestives
30. Corective Actions o 57. Manthly Review b
| ; -
21. Resssessment i O 58. !
32. Writen Assurance i C 59 |
|




September 08, 2004: Est. 160, Esbjerg Frysehus, I'S, Esbierg, Denmark

ere were no signifcant findings to report afier consideration of the nature, degree and extent of all audit observations.

s (e jag 1 T
NAIE OF AUDITOR Dr Don Carlson i
Dr. Don Carlson /s’ September (8. 2004

[6)}
—

|82, AUDITOR SIGNATURE AND DATE
I




1. ESTABLISAMENT NAMEAND LOCATION
Frigoscandia A/S |
| v
Odense, |5, NAME OF AUDITOR(S) 8. TYPE OF AUD.T

~

n

Nel

Odense, Denmark ‘
i I
Dr. Don Carlson X oN-SITEAUDIT 1 DOCUMENT AUDIT
Place an X in the Audit Results block to indicate noncompliance with requirements. Use O if not applicable.
Part A - Sanitation Standard Operating Procedures (SSOP) Audit Part D - Continued it
Basic Requirements \ Resuits Economic Sampling Results
7. Written SSOP | o 33. Scheduled Sample 0
8. Records documenting implementation. | 0 34. Species Testing 0
8. Signed and dated SSOP, by on-site or overall authority. I'o 35 Residue 0
anitation Standard Operatin cedures (SSOP . |
S ar_ P . g Pro (s ) ‘ Part E - Other Requirements i
Ongoing Requirements
10. Implementatior.of SSOP's, including monitoring of implementation. | O 36. Export
11. Maintenance ard evaluation of the effectiveness of SSOP's. 0 37. Imponrt
12. Corrective acticn when the SSOP's have faled to prevent direct ‘ . ~ i
prduct cortamination or aduteration. [ 0 38. Establishment Grounds and Pest Control
13. Ddly records document item 10, 11 and 12 above. O 39, Establishment Construction/Maintenance

Part B - Hazard Analysis and Critical Control 40. Light

Point (HACCP) Systems - Basic Requirements e
41. Ventilation
14. Devejoped and implemented a written HACCP plan .

. 15. Contents of the HACCP list the food safety hazards, 42. Plumbing and Sewage

critica control paints, critical limits, procedures, corrective actions.

16. Records documenting impementation and monitoring of the 0 43. Water Supply
HACCP plan.
44, Dressing Rooms/Lavatories
17. The HACCP plan is signed and dated by the responsible 0]
establishment individual. 45. Equipmentand Utensils
{

Hazard Analysis and Critical Control Point -
46. Sanitary Operations

(HACCP) Systems - Ongoing Requirements
18. Monitoring of HACCP plan. 0 47. Employee Hygiene
19. Verificaion and vaidation of HACCP plan. 0 :
48. Condemned Product Control
20. Corective action written in HACCP plan. @]
21. Reassessed adequacy of the HACCP plan. I 0 Part F - Inspection Requirements
22. Records documenting: the written HACCP plan, monitoring of the 0 49, Government Staffing
critical control points, dates and times of specific event occurrences, :
Part C - Economic / Wholesomeness 50. Daily inspection Coverage
23. labeling - Product Standards 0
51, Enforcement
24, Labeing - Net Weights 0
2. Hu dli
25. General Labeling { 0 Humane Handiing 10
26. Fin. Prod Standards/Boneless (Defecis/AQU/Pork Skins/Moisture) | [e) £3. Animal Identification \ 6]
Part D - Sampling i
. . . ' t i
Generic E. coli Testing r 54, AmeMorte'n Inspection 0
I
27. Written Procedures : 0 £5. Post Mortem Inspection i 0
28. Sample Coliection/Analysis ’ e} _ “
) Part G - Other Regulatory Oversight Requirements
28. Records 0 |
: . | 56. E Community Drecti
Salmonella Performance Standards - Basic Requirements ! 56. European Community Drectives 1
30. Corrective Actions ) £7. Monthly Review
24, Reassessmen: i O 58 |
e 58, !

{3
o

Writen Assurance

FSIS- 50008 (04/04/2002)



September 21, 2004: Est. 168, Frigescandia A/S, Oderse, Odense, Denmer

There were no significent fAndings to report after consideration of the nature, degree and extent of all audit observations.

o
r
o
(o
9
—

OR SIGNATURE AND DATE

£1. NAME OF AUDITOR
\

Dr. Don Cerlson ‘ Dr. Don Carison s/ September 21, 2004




1, ESTABLISHMENT NANE AND LOCATION
| Denmark

Scarflavour A'S

Meldrup Denmark ‘ | & TYPEOF ALDIT
| I3 ]
! Dr. Don Carlson ‘ X ON-SITEAUDIT | ' SOCUMENT AUDIT

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

Part A - Sanitation Standard Operating Procedures (SSOP) U Audit Part D - Continued Audit
Basic Requirements : Results Economic Sampling ‘ Results
7. Written SSOP - 33. Scheduied Sample “ 0
8. Records documenting implementation. 34. Specis Testing ‘ 0
9. Signed and dated SSOP, by m-site or overall authority. j 35. Residue o)
Sanitation Standard Operating Procedures (SSOP) Part E - Other Requirements
Ongoing Requirements
10. Implementationof SSOP's, including monitoring of implementation. J 36. Export
11. Maintenance and evaluation of the effeciveness of SSOP's. 37. Import
12. Corrective actionwhen the SSOP's have faied to prevent direct .
product cortamination or aduteration. 38. Establishment Grounds and Pest Control
13. Daly records document item 10, 11 and 12 above. 39. Establishment Construction/Maintenance !
Part B - Hazard Analysis and Ciitical Control 40, Light
Point (HACCP) Systems - Basic Requirements 41 Ventiation \
. enti o]
14. Developed and implemented a written HACCP plan . f ‘
15, Contents of the HACCP list the food safety hazards, f X 42. Plumbing and Sewage !
criticd control points, critical limits, procedures, corrective actions. | -
16. Records documenting implementation and monitoring of the ‘ 43. Water Supply
HACCP pian.
44, Dressing Rocoms/Lavatories
17. The HACCP plan is sgned and dated by the responsible
establishment individual. 45, Equipment and Utensils
Hazard Analysis and Critical Control Point ‘ :
(HACCP) Systems - Ongoing Requirements ! 46. Sanitary Operations
18. Monitoring of HACCF plan. ‘ 47, Employee Hygiene
18, Verification and vaidaticn of HACCP plan. X 45 Cond 4Prod Control
. Condemned Preduct Contro
20. Corective action written in HACCP plan. ‘ X
21. Reassessed adequacy of the HACCP plan. i Part F - Inspection Requirements
22. Records documenting: the written HACCP plan, monitoring of the ‘J X 45. Government Staffing :
critical control ints, dates and times o specific event oceurrerces. |
» . |
Part C - Economic / Wholesomeness ‘ 50. Daily Inspection Coverage
23, labeling - Product Standards ’
! §1. Enforcement X
24, Labeing - Net Weights "
- .
25. General Labeling | $2. Humane Handing
28. Fin. Prod Standams/Boneless (Defects/AQU/Park SkinsMoisture) } ‘53_ Animal dentification ‘
Part D - Sampling i )
. . T | ; ; |
Generic E. coli Testing 5 54. Ante Mortem Inspection | 0
5 . |
27. Written Procedures 0 §5. Post Mortem |nspection [0
28. Sample Colection/Analysis ’ \ 0 ‘
. - ‘ Part G - Other Regulatory Oversight Requirements !
29. Records ) !
- ) -~ —_ ~ I . i :
Salmonella Performance Standards - Basic Requirements ‘ 3. Eurepean Community Drectives
30. Corrective Actions [e) 57. Monthly Review J
- . . \
31, Reassessment e 58] Notice of Intent to Delist ’ X
22, Writen Assurance 0 3. i

SIS 5000-6 (04/04/2022)



FSIS 5000-6 {04/04/2002) Page 2 0f 2

60. Observation of the Establishment
September 13, 2004: Est. 2135, Scanflavour A/S, Mgldrup Denmark

1 1. The direct observation component of ongoing verification for monitoring procedures was not listed in the HACCP
plan. [9CFR 417.2 (c) (7) and 417.8]
. The records verification component for ongoing verification of monitoring records was not listed in the HACCP
plan. [9CFR 417.2 (c)(7) and 417.8]
. The establishment did not identify the intended use or the consumers of the finished product in their written HACCP
plan. [9CFR 417.2 (a) (2) and 417.8]
4. The establishment did not list the food safety hazards that are reasonably likely to occur and did not consider
biological, chemical and physical hazards for each processing step in the flow chart.
[9CFR 417.2 (2) and (c) and 417.8]
5. The procedure for determining the number of samples that will be used to monitor each of the critical control points
to ensure compliance with critical limits was not listed in the HACCP plan. [9CFR 417.2 (¢) (4) and 417.8]

1

n
N

|09

(9]

19/51 1. Ongoing verification activities for the direct observation of the monitoring of critical control points and corrective

actions were not performed. [9CFR 417.4 (a) (2) (ii) and 417.8]
. Ongoing verification activities for the review of records generated and maintained accordance with 9CFR 417.5

(a) (3) was not performed. [9CFR 417.4 (a) (2) (iii) and 417.8]

[\

20/51  The establishment did not include in their HACCP plan corrective actions identifying the cause and elimination of a
deviation and did not establish measures to prevent recurrence when a deviation from a critical limit was identifled.

[9CFR 4.17 (a) (1) (3) and 417.8]

22/51 1. The establishment did not maintain in their records for corrective action measures to prevent recurrence when a

deviation from a critical limit was identified. [9CFR 4.17.5 (a) (3) and 417.8]
2. Each entry made on the record maintained to document recording of the measurement of critical limits was not

initialed by the employee monitoring critical limits. [9CFR 417.5 (b)]

58 The FSIS auditor determined the HACCP system was inadequate and recommended to the Office of International
Affairs that a Notice of Intent to Delist be issued to this establishment.

61. NAME OF AUDITOR | 82. AUDITOR SIGNATURE AND DATE

Dr. Don Carlson 1 D)r. Don Carlson /s/ September 13, 2004




Jnited

Food

1. ESTABLISHMENT NAME AND LOCATION | 2. AUDITDATE | |3 ESTABLISEMENT NC. 4. NAME OF COUNTRY
Tulip Food Comparny, 09/03/2004 220 Deamer
Brabrand, Braband, Denmark 5. NAME OF ALDITOR(S) 8. TYPE OF AUDIT

Dr. Don Carlson

I

|
X many aimm i i e m
[} ™ ON-SITZ AUDIT DOCUMENT AUDIT

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

Part A - Sanitation Standard Operating Procedures (SSOP) I Audit Part D - Contmued At
, Basic Requirements | Resuts Economic Sampling | Resuts
7. Written SSOP 33. Scheduled Sample ! o
8. Records documentng implementation. [‘ 34. Specks Testing !
9. Signed and dated SSOP, by on-site or overall authority. } 35. Residue . 0
Sanitation Standard Operating Procedures (SSOP i ; |
o P nd ( ) Part E - Other Requirements ‘
Ongoing Requirements L
10. Implementation of SSOP's, including monitering of implementation. ‘ 38. Export ‘
11. Maintenance and evaluation of the effectiveness of SSOP's. E 57. Import ;
12. Corrective action when the SSOF's have faied tc prevent direct !
product contamination or aduteration. ‘ 38. Establishment Grounds and Pest Control
13. Ddly records document item 10, 11 and 12 above. J X 38, Establishment Construction/Maintenance
Part B - Hazard Analysis and Critical Control } 40, Light
Point (HACCP) Systems - Basic Requirements i _,
- 7 41. Ventilation
14. Developed and implemented a written HACCP plan . J
15. Contents of the HACCP list the food safety hazards, i he 42, Plumbing and Sewage
criticd control pants, critical limits, procedures, corrective actions.
16. Records documenting implementation and monitering of the 43. Water Supply
HACCP plan.
44, Dressing Rocoms/Lavatories
17. The HACCP plan is sgned and daied by the responsible
establishment individual. | 45. Equipment and Utensiis
Hazard Analysis and Critical Control Point 1 -
(HACCP) Systems - Ongoing Requirements 46, Sanitary Operations
8. Monitoring of HACCP plan.
! l g pan 47, Employee Hygiene X
19. Verification and vaidation of HACCP plan.
- 48, Condemned Product Control
20, Corrective action written in HACCP plan. r
21. Reassessed adequacy of the HACCP plan. ‘ Part F - Inspection Requirements ' J
i
22. Re;ords docurneqting: the writteanACCP plar},. menitoring of the 48, Government Staffing i
critical control points, dates and tmes of specific event occurrences. I
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage
23, Labeling - Product Standards
51. Enforcement X
24. lLabeing - Net Weights
25, General Labeling i 52. Humane Handling
26. Fin. Prod Standards/Boneless (Defects/AQL/Pak SkinsMoisture) “ 53. Animal ldentification
Part D - Sampling -
Generic E. coli Testing 54. Ante Mortem Inspection 10
27. Written Procedures 55. Post Mortem Inspection ‘ 0
28. Sample Coliection/Analysis
‘ Part G - Other Regulatory Oversight Requirements “
29. Records [ 0 g ry ghtReq |
. . 58. Euro Community Drective X
Salmonella Performance Standards - Basic Requirements §. European Community Drectives :
i -
30. Correstive Actions 1 57. Maenthly Review ‘
21, Reassessment ‘ 8. {
32, Writen Assurance ] 8.
!
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September 15, 2004: Est. 220, Tulip Food Company, Brebrand, Dezmark
13/51 1. Preventive measures for corrective actions were not included n the deily records docwmenting operational sanitation
noncompliances for product contact equipment. [9CFR 416.16 (2) and 416.17]
2. Noncompliances were not sufficiently documented to demonstrate the monitoring of the SSOP in the daily pre-
operational sanitation records. [9CFR 416.16 (a) and 416.17]

15/51 Ongoping verification procedures were performed, but verification procedures were not listed in the HACCP plan.
[SCFR 417.2 (¢) (7) and 417.8]

47/56  Establishment employees and inspection personnel working in contact with product, food-contact surfaces, and
product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the
establishment and then returning to production areas inside the establishment without changing work uniforms.

[9CFR 416.5] [EC Directive 64/433]

81, NAME OF AUDITOR J€2. AUDITOR SIGNATURE AND DATE

| r !
Dr. Don Carison [ Dr. Don Carisor /s/ Septamber 03. 2004 ¢




4. ESTABLISHMENT NANEZAND LOCATION I 2 AUDITDATE {3, ESTABLISEMENT NO 4. NAME OF COUNTRY
Dea:-Schaub, A. m. 1. AL | 09/07/2004 Y . Denmark
Esbjerg, Denmark TE. NAME OF AUDITORLS) §. TVPE OF AUDIT
| ) i~ —
! Dr. Don Carlson X ON-SITE AUDIT 'DOCUMENT AUDIT
Place an X in the Audit Results block to indicate noncompliance with requirements. Use O if not applicable.
Part A - Sanitation Standard Operating Procedures (SSOP) VN Part D - Continued At
Bask Requirements ‘ Resits Economic Sampling Resuts
7. Written SSOP | 33. Scheduled Sample I 0
8. Records documentng impiementation. 34, Specis Testing 0
8. Signed and dated SSOP, by on-site or overall authority. i 35. Residue 0
Sanitation Stan ratin SOP f . -
a darfi Ope ng Procedures (S ) Part E - Other Requirements
Ongoing Requirements
10. Implementation of SSOP's, including monitering of implementation. I 36. Export
11. Maintenance and evaluation of the effectiveness of SSOP's, (‘ 37, import }
12. Corrective action when the SSOP's have faied to prevent direct .
product contamination or aduteration. ‘ 38. Establishment Grounds and Pest Control
13, Ddily records document item 10, 11 and 12 above. 39. Estabiishment Construction/Maintenance
Part B - Hazard Analysis and Critical Control 40. Light ) |
Paoint (HACCP) Systems - Basic Requirements -
41. Ventiiation
14, Developed and implemented a written HACCP plan . ‘
15. Cortents of the HACCP list the food safety hazards, | X 42, Plumbing and Sewage
critica control paints, critical limits, procedures, corrective actions. [
16. Records documenting impementation and monitoring of the l 43. Water Supply
HACCP plan. |
44, Dressing Rooms/Lavatories
17. The HACCP plan is signed and dated by the respensible
establishment individual. 45. Equipment and Utensils
Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
18. Monitoring of HACCP plan. 47. Employee Hygiene ) L x
19. Verificaton and vaidation of HACCP plan.
48. Condemned Product Centrol
20. Corective action written in HACCP plan. ’
21. Reassessed adequacy of the HACCP plan. | Part F - Inspection Requirements
22. Records documenting: the written HACC P plan, monitoring of the X 49. Government Staffing |
critical control points, dates and tines o specific evert occurrerces.
Part C - Economic / Wholesomeness i 50. Dalily inspection Caoverage
1 I
23. Labeling - Product Standards
- 51. Enforcement ‘ X
24, Labding - Net Weights J
R d Handli
25. General Labeling 52. Humane Handiing ]
26, Fin. Prod. Stancards/Boneless (Defects/AQL/Pork SkinsMoisture) ‘ 53. Animal ldentification O
Part D - Sampling
. . . ¢ I 4
Generic E. coli Testing 54. Ante Mo em Inspection ‘ 0
27. Written Procedures | 0 55. Post Mortem Inspection e
28. Sample Colection/Analysis e J
) - ‘ Part G - Other Regulatory Oversight Requirements i
29, Records - i O [
|
: . 56. Eu Community Drect b X
Salmonella Perfformance Standards - Basic Requirements FeEEAn Lommunity Srectives |
. I
30. Corrective Action | 57. Mothly Review 1
31. Reassessment 58, |
32, Wrtten Assurance O B i




-

September 07, 2004: Est. 417, Dai-Scheud, A, m. 1. A, Esbjerg, Denmark

15/51 1. Thas direct observation component of ongoing verification procedures was performed, but the verification
procedures were not listed in the HACCP plan. [9CFR 417.2 (¢) (7) and 417.8]

2. The establishment did not identify the intended use or the consumers of the finished product in their written HACCP
plan. [9CFR 417.2 (2) (2) and 417.8]

3. The establishment did not list the food safety hazards that is reasonable likely to occur and did not consider
biological, chemical and physical hazards for each processing step in the flow chart.
[9CFR 417.2 (a) and (c) and 417.8]

22/51 1. The establishment did not maintain records documenting preventive measures for corrective actions when a
. deviation of the critical limit for the zero defects CCP was recorded. [9CFR 4.17 (3) and 417.8]
2. The results of direct observation of monitoring procedures were not recorded in the daily records documenting

ongoing verification activities. [9CFR 417.3 and 417.8]

47/56  Establishment employees and inspection personnel working in contact with product, food-contact surfaces, and
product-packaging materials did not adhere to hygienic practices by the wearing of work uniforms outside the
establishment and then returning to production areas inside the establishment without changing work uniforms.

[9CFR 416.5] [EC Directive 64/433]

€1

£2. AUDITOR SIGNATURE AND DATE

. NAME OF AUDITOR
Dr. Dor Carlson /s/ September (7, 2004

 Dr. Don Carison

]

i




4 ESTABLISFMENT NAME AND LOCATICON
JK Venturss A'S
Sendersg, Denmark

5. NAME OF AUDITOR(S) [ 8. TYPE OF ALDIT

| | |
| ON-SITEAUDIT | DOCUMENT AUD'T

Dr. Don Carlson

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

Part A - Sanitation Standard Operating Procedures {(SSOP) [ augt Part D - Continued i At
Basic Requirements . Resuits Economic Sampling Resdls
7. Written SSOP . 33. Scheduled Sample NS
8. Records documentng implementation. ; 34. Specks Testing 0
9. Signed and daed SSOP, by m-site or overal! authority. 35, Residue 0
Sanitation Standard Operating Procedures (SSOP . ‘
. P . g ( ) Part E - Other Requirements :
Ongoing Requirements i
10. Implementation of SSOP's, including monitering of implementation. 38, Export i
11. Maintenance and evaluation of the effectiveness of SSOP's. | 37, Import ;
12. Corrective action when the SSOP's have faied t t direct ’
¢ £a to prevent cire 38, Establishment Grounds and Pest Control

product cortamination or aduteration.

13, Daily records document item 10, 11 and 12 above. 38. Establishment Construction/Maintenance

Part B - Hazard Analysis and Critical Control “ 40. Light
Point (HACCP) Systems - Basic Requirements w —
41, Ventilation

14, Developed and impiemented a written HACCP plan .

15, Cortents cf the HACCP list the food safety hazards, 42. Plumbing and Sewage

critical control paints, critical limits, procedures, corrective actions.

18. Records documenting implementation and monitoring of the 43. Water Supply

HACCP plan.
- - 44, Dressing Rooms/Lavatories
17. The HACCP plan is sgned and dated by the responsible
establishment individual. 45, Equipment and Utensils
Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
18. Monitoring of HACCP plan. .
on 8 pa 47. Employee Hygiene
18. Verificaton and valdation of HACCP plan.
48, Condemned Product Controt

20. Corrective action written in HACCP pian.
Part F - Inspection Requirements

21. Reassessed adequacy of the HACCP ptan.

22, Records documenting: the written HAC CP plan, menitoring of the “ 49, Government Staffing
critical control points, dates and times of specific event occurrences. ' i
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage \
[

23. Labeling - Product Standards
51, Enforcement

24. Labding - Net Weights -
52, Humane Handling

25. General Labeling

28. Fia. Prod Standards/Boneless (Defects/AQL/Pork SkinsMoisture) 53, Animal Identification
Part D - Sampling i i
Generic E. coli Testing ’» 54. Ante Morem Inspection ! o
44 !
27. Written Procedures 0 55, PostMortem inspection e}
. 28. Sample Colection/Analysis ( 0o . :
Part G - Other Regulato ersight Requirements
28. Records ) ‘ 0 rt ot gul ry Ov 8 4

Salmonella Performance Standards - Basic Requirements 56, European Communzy DFeciives

441
4

30. Corrective 4ctions . Maonthly Review

]
@

21. Resssessment

O
41l
«

2. Writen Assurance

FSIS 5000-2 (04/04,2302)



Septeraber 20, 2004: Est. 4627, JK Ventures A'S, Senderse, Denmeark

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

21, NAME OF AUDITOR ‘ £2. AUDITOR SIGNATURE AND DATE
B
2. Do Carison | Dr.Don Caslson ‘s’ September 20, 2004 B




MINISTERIET FOR FAMILIE-
OG FORBRUGERANLIGGENDER

Fgdevarestyrelsen

United States Department of Agriculture Date: 1 March 2005
Food Safety and Inspection Service Our ref.: HP
Washington, D.C. File: 2004-20-7515-00056
20250 Please note when replying

USA

att.: Sally White, Director
International Equivalence Staff
Office of International Affairs

Sent by fax
202-690-4040
4 pages incl. this page.

Re.: Comments on draft audit report.

This is in response to letter of December 16 2004, received January 3, 2005 from FSIS, en-
closed the draft audit report for the on-site audit of Denmarks meat inspection system,
conducted by FSIS from September 1, 2004 through September 28, 2005.

By the letter Denmark was invited to provide comments regarding the information in the
report within 60 days of the receipt of the letter. The Danish Veterinary and Food Admini-
stration (DVFA) hereby wish to forward the following comments:

1. Re: page 10 - 6.2.1 CCA Control Systems:

Comment: Although the DVFA is the CCA, it would probably be more accurate to say that
the DVFA is comparable to FSIS rather than the Department of Agriculture, which is com-
parable to the Danish Ministry of Family and Consumer Affairs.

2. Re: page 10, 6.2.1, last paragraph:
Comment: Head Veterinarian should be Head of the Regional Food Department.

3. Re: page 11, 6.2.3. Non-veterinary technicians:

Comment: Non- veterinary technicians must have experience as a slaughterhouse worker to be
considered for employment.

Should be:

Non- veterinary technicians often have experience as a slaughterhouse worker.



[N

4. Re: page 11, 6.2.3, quality supervision:
A spelling error in the line:

... at least once very two years.

Should be

... at least once every two years.

5. Re: page 11, 6.2.3, quality supervision:

Comment: This is required by an official contract between regional employees and the RVECA.
Should be

This is required by an official contract between the RVFCA and DVFA.

6. Re: page 11, 6.2.3, last paragraph:

The RVECA coordinators and Chief Veterinary Officers develop a yearly supervision plan to be
conducted monthly for each export establishment.

Comment: The second line should be:

...to be conducted monthly for each US certified establishment.

7. Re: page 15 - 9.2 EC Directive 64/433:

Comment: The EC Directive has been transposed into Danish legislation and all estab-
lishments must meet all provisions of the Directive. Steps are therefore being taken to en-
sure compliance by the establishments in question as well as all other establishments in

the country.

However, with regard to the issue of employees and inspection personnel wearing work
uniforms outside the establishment and then returning to production areas inside the es-
tablishment without changing work uniforms, DVFA have the following comments:
There is no specific provision in the Directive against this practice, since the Directive
merely specifies that staff “must wear clean working clothes at the commencement of each work-
ing day and must renew such clothing during the day as necessary”, cf. Annex I, Chapter V, No.
18 (a). Therefore, it is the view of the DVFA that this practice need not be discontinued,
provided workers and inspection personnel remain within the premises of the establish-
ments and establishments have measures in place to change any work uniforms, which
may become dirty or contaminated outside the establishment.

8. Re: pages 17 — 18. 11.3 Use by private laboratories of the U.S. AOAC 991.14 Petrifilm
method for the analysis of generic E. coli samples:

Comment: This issue is slightly more complicated. The fact of the matter is that in our let-
ter of 14 January 1998 on equivalence of E. coli testing requirements in Denmark, the



DVFA informed FSIS that most of the slaughterhouses carry out generic E. coli testing us-
ing the AOAC approved petrifilm E. coli plate count method and as such fulfil FSIS re-
quirements. However, the DVFA made a case for the use of the NMKL method as this was
and still is the nationally approved method.

Although the FSIS gave tentative approval for the use of the NMKL method in a letter of
22 February 1999, the DVFA has not specifically required all establishment and private
laboratories to revert to the NMKL method. This is why the petrifilm method is still in use
in some laboratories. The DVFA has not previously considered this a problem. Following
the remarks on this issue in the current audit report and as a matter of procedure, the
DVFA hereby wish to notify FSIS that both the petrifilm and the NMKL methods are in
use in Denmark.

9. Re: page 19. 13.1 Daily inspections in Establishments:

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

Comment: With regard to the interpretation of the requirement direct and continuous official
supervision the DVFA have forwarded certain questions in letter of December 23, 2004 to
FSIS.

10. Re: page 20. 13.3 Verification Testing Program for Ready to Eat Product, laboratory
methods:

The methods are in the process of being submitted to International Equivalence Staff for an equiva-
lence determination.

Comment: The DVFA have forwarded laboratory methods for equivalence determination
in letter to FSIS of November 2, 2004.

11. Re: page 21. 13.6 last bullet:

Establishment employees and inspection personnel working in contact with product, food-contact
surfaces, and product-packaging materials did not adhere to hygienic practices by the wearing of
work uniforms outside the establishment and then returning to production areas inside the estab-

lishiment without changing work uniforms.



Comuments: Please see the above comments on item 9.2.
12. Re: page 22. 13.7, 2™ paragraph:

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

Comments: These controls are only applicable for products, which are eligible for export
to USA.

Yours Sincerely

=

Dr. Birgitte Povlsen
Senior Veterinary Officer
Head of Import-Export Division
Food Department
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