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1. INTRODUCTION 

The audit took place in Finland from May 14through May 29,2008. 

An opening meeting was held on May 14,2008, in Helsinki 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 
Finland's meat inspection system. 

The auditor was accompanied during the entire audit by representatives from the CCA, the 
Finnish Food Safety Authority (EVIRA). 

2. OBJECTIVE OF THE AUDIT 

This was a routine audit with special emphasis on humane handling and slaughter of livestock. 

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 (U.S.). 


In pursuit of the objective, the following sites were visited: the headquarters of the CCA; four 

local inspection offices; one private microbiology laboratory performing analytical testing on 

United States-destined product; one government residue laboratory conducting analyses of 

field samples for Finland's national residue control program; three swine slaughter/ 

processing establishments; and one cold storage facility. 


Competent Authority Visits Comments 

Competent Authority Central 1 Helsinki 

Laboratories 2 Microbiology and 

residue laboratory 


Meat Slaughter and Processing Establishments 3 


Cold Storage Facility 1 


3. PROTOCOL 

This on-sight audit was conducted in four parts. One part involved visits with CCA officiaIs 
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. The 
third part involved on-site visits to three swine slaughter/ processing establishments and one 
cold storage facility. The fourth part involved visits to one private microbiology laboratory 
and one government residue laboratory. 

Program effectiveness determinations of Finland's inspection system focused on five areas of 
risk: (1) sanitation controls, including the implementation and operation of Sanitation 
Standard Operating Procedures (SSOP) and Sanitation Performance Standards (SPS); (2) 
animal disease controls; (3) slaughterlprocessing controls, including the implementation and 



operation of Hazard Analysis and Critical Control Point (HACCP) programs and a testing 
program for generic Escherichia coli (E. coli); (4)residue controls, and (5) enforcement 
controls including a testing program for Salmonella species (Salmonella). Finland's 
inspection system was assessed by evaluating these five risk areas. 

Dwing 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 Finland and also determined if establishmentand 
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 the Finnish 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 (EC) Directive 
64/433EEC of June 1964;European Commission Directive 961221EC of April 1996;and 
European CommissionDirective 961231EC of April 1996. These directiveshave been 
declared equivalent under the VEA. 

Second, in areas not covered by these directives, the auditor would audit against Food Safety 
Inspection Service (FSIS) requirements. These include daily inspection in all certified 
estabIishments, humane handling and slaughter of livestock, the handling and disposal of 
inedible and condemned materials, species verification, and FSIS's requirements for HACCP, 
SSOP, SPS, and testing for generic E. coli and Salmonella. 

Third,the auditor would audit against any equivalence determinationsthat have been made by 
FSIS for Finland under provisions of the SanitaryPhytosanitaryAgreement. Alternate 
procedures that have been recognized as equivalent: 

Finland may allow either establishment or government empIoyees, who are fully 
trained, to take samples applicable to generic E. coli and Sulmonella testing programs. 
Testing for Enterobucteriaceae and Total Viable Count in lieu of testing for generic E. 
coli is acceptable for all EU exporting countries. 
The use of an alternate laboratory testing method IS0 6579:2002(modified)for 
Salmonella. In addition, FSIS has granted Finland an equivalencedetermination 
allowing the use of methods I S 0  6579:1993 and NMKL 7 1 (dated 1999) for 
Sulmonella. 
The use of methods NMKL. 147:1993 for generic E. coli and NMKL 144,3'*addition 
2005 for Enferobacteriaceae. 
The use of private laboratoriesfor the analysis of official samples. 

4. LEGAL BASIS FOR THEAUDIT 

The audit was undertaken under the specificprovisions of United States' laws and regulations, 
in particular: 

The Federal Meat Inspection Act (21 U.S.C. 60 L et seq.). 



The Federal Meat Inspection Regulations (9 CFR, Parts 301 to End), which include the 
Pathogen Reductio&ACCP regulations. 

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

Council Directive 64/433/EEC, of June 1964, entitled "Health Problems Affecting Intra-
Community Trade in Fresh Meat." 
Council Directive 96/23/EC, of 29 April 1996, entitled "Measures to Monitor Certain 
Substances and Residues Thereof in Live Animals and Animal Products." 

a Council Directive 96/22/EC, of 29 April 1996, entitled "Prohibition on the Use in 
Stockfarming of Certain SubstancesHaving a Hormonal or Thyrostatic Action and of 13-
agonists." 

5. SUMMARY OF PREVIOUS AUDITS 

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

The following deficiencies were reported during the FSIS audit of Finland's meat inspection 
system conducted in November 2005: 

One establishmentreceived a Notice of Intent to Delist (NOID). 
The National Food Agency (NFA) needed to continue training in HACCP and SSOP 
requirements since deficiencies in these areas were still identified in three of the audited 
establishments. 
In three of four establishmentsaudited, inspectors were not fully enforcing FSIS 
requirements relating to HACCP, SSOP and microbial testing programs. 
The CCA was not providing direct oversight over the laboratories conducting testing of 
meat products destined for the United States. This function was performed by the Finnish 
Accrediting Service (FINAS), which is an independent IS0 accrediting body. FINAS 
provides IS0 17025accreditationand conducts m u a l  audits. It does not address specific 
needs for the U.S. export testing program. 
In two of four establishments audited, deficiencies were reported for the implementation 
of SSOP. 
In one of four establishments audited, deficiencies were reported for SSOP recordkeeping. 
In one of the establishments audited, boxes for edible product were stored with interior 
surface up, and some boxes were covered by a thin layer of dust in the storage room. 
In one of four establishments audited, some of the EC Directive 441433 provisions were 
not implemented. 
In three of four establishmentsaudited, some of the HACCP requirements were not 
implemented, 
salmon ell^ testing: Two of the four laboratories audited did not use positive and negative 
controls with each group of U.S. export samples. 
One of four laboratories audited did not perform biochemical confirmation on site. 



Until the day prior to the audit, records indicated that excessivetemperature tolerance 
had been allowed for incubation of RVS Broth, although excessive temperatures were 
not found in these records. If, in the opinion of the laboratory, method tolerance 
ranges cannot be reliably achieved, analyses cannot be regarded as valid. 
In one of four laboratories audited, thermometer error was not annotated on temperature 
records. Working thermometers and balances were not calibrated annually (EA 04110). 
For each prepared batch of media, autoclave records were not clearly traceable to other 
media preparation records. 

These specific deficiencies were found to have been corrected by the May 2007 FSIS audit. 

The following deficiencies were reported during the FSIS audit of Finland's meat inspection 
system conducted in May 2007: 

In one establishment,viscera trays in the evisceration room were observed with a build-
up of organic material. 
In one establishment,excessive hair was observed on the ham and belly areas of two 
swine carcasses in the coolers. 
In one establishment,the time when the pre-operational sanitation inspection was 
performed in the cutting room was not recorded as required in the establishment's written 
program. 
In one establishment, flaking paint and rust were observed on a wall in the dry storage 
room. 
In one establishment,white working clothes and street clothes were hanging together in 
an employee locker room, causing insanitary conditions. 
In one establishment,white powder (in an approximately two-foot-square area) was 
observed on the floor in the dry storage room. 
In one establishment, a metal piece welded to the pork belly belt in the cutting room had 
uneven and rough welding, creating a potential source of contamination. 
In one establishment, it was not clear in the HACCP records that verification is conducted 
for record review or for direct observation for CCP1. 

In both establishments audited, the provisions of EC Directive 64/433 were not effectively 
implemented. The following deficiencies were observed: 

In one establishment, white working clothes and street clothes were hanging together in 
an employee locker room, causing insanitary conditions. 
In one establishment, viscera trays in the evisceration room were observed with a build-
up of organic material. 

a In one establishment,a metal piece welded to the pork belly belt in the cutting room had 
uneven and rough welding, creating a potential source of contamination. 

Establishment Number 18 laboratory performs testing on samples from Establishments 
Number 18 and 85. The following deficiency was observed: 

The year in which samples were received had not been recorded in the sample-receiving 
log book. 



These specific deficiencies were found to have been corrected by the May 2008 FSIS audit. 

6.  MAIN FINDINGS 

6.1 Legislation 

The Food Safety Authority (FSA) has updated guidelines relating to HACCP, SSOP and other 
inspection requirements, for example, FSIS Directive 6420.2 (Verification Procedure for 
Controlling Fecal Material, Ingesta and Milk in Slaughter Plants). All relevant EC Directives 
are incorporated in Finnish legislation. 

6.2 Government Oversight 

In order to improve the control and supervision of activities of the field inspectors, the 
National Food Agency (NFA) was reorganized in September 2005, and its headquarters staff 
is now directly supervising government veterinarians assigned to the establishments certified 
for export to the United States. The NFA has become part of the FSA since May 2006. The 
provincial veterinarians, who are part of the Ministry of Interior (not part of the NFA and 
Ministry of Agriculture and Forestry) have been removed from their inspection 
responsibilities and are no longer involved in providing oversight in establishments certified 
for export to the United States. 

The NFA and other staffs and some functions of the Department of Food and Health of the 
Ministry of Agriculture and Forestry have been merged into the FSA since May 2006. The 
following is a list of the previous departments since May 2006: 

1. Department of Agricultural Production Control. 
2. Department of Food and Veterinary Control. 
3. Department of Animal Diseases and Food Safety Research. 
4. Department of Administrative Services. 

The FSA has a new organization, and the above departments have been divided into the 
following three new departments since January 1,2008. 

1. Administrative Department 
2. Control Department 
3. Research Department 

All these new departments are sectioned into several units. 

The new Meat Inspection Unit (MIU) is responsible for meat inspection and supervision at 
U.S. certified establishments. The MIU is functioning directly under the supervision of the 
Deputy Director General (DDG) of FSA. 



6.2.1 CCA Control Systems 

The FSA has been reorganized since January 1,2008. The three new departments under the 
direction of the Director General are as above. 

The meat inspection personnel have become a part of the new MIU, which is directly under 
the supervision of the DDG. 

Mainland Finland is divided into five provinces. Two of the four establishmentscertified for 
U.S. export are located in the province of Western Finland and the other two in the province 
of Southern Finland. 

6.2.2 Ultimate Control and Supervision 

The tasks of the current FSA office includes meat inspection in slaughterhousesand other 
establishments,approval of the slaughterhouses and other establishments,national testing 
programs for residues and for Salmonella in meat, and controls for meat exports outside the 
European Union. The in-plant inspection personnel are now supervised by the FSA Senior 
Officers stationed at the FSA Headquarters in Helsinki. 

Since September 2005, a Senior Officer (SO)from Helsinki has started performing monthly 
internal audits (reviews) of the establishments certified as eligible to export products to the 
United States. These monthly supervisory reviews now provide evaluation of inspection 
personnel and the SO is responsible for assuring that establishment oEciaIs take appropriate 
corrective actions in response to identified deficiencies. This SO has been given authority to 
verify that corrective actions have been taken by establishment officials. 

Nationally developed inspection forms for supervision of establishment compliance are in use 
in all establishments. The written guidelines for supervision of establishments eligible for 
U.S. export, including evaluating PWHACCP programs and compliance with other FSIS 
requirements, have been updated. 

6.2.3 Assignment of Competent, Qualified Inspectors 

In Finland, veterinarians take courses in meat inspection in the curriculum of their formal 
education. After graduation, they take further special courses in meat inspection including 
four weeks of practical training, They must pass specific examinationsbefore being qualified 
to work in establishments. Non-veterinary "auxiliaries" have courses involving 200 hours of 
practical training on the slaughter line and 400 hours of theoretical classwork, after which they 
must also pass specific examinationsbefore being qualified to work in export meat 
establishments. 

InNovember 2007, a one-day training course was organized and presented by the FSA to 
provide additional training on U.S. export issues including HACCP, SSOP and SPS 
requirements to both inspection personnel and establishment personnel. 



In November 2007, a two-day training course was organized by the FSA to provide additional 
training in various subjects, such as animal diseases and animal welfare to offlcial 
veterinarians in slaughterhouses. 

In March 2008, a two-day training course was organized by the FSA to provide training to 
auxiliaries in slaughterhouses regarding the new organization of FSA, meat inspection, 
residues, and animal diseases. 

InApril 2008, a two-day training course was organized by the FSA to provide training to 
official veterinarians in slaughterhousesregarding the new organization of FSA, meat 
transportation,and matters related to maintaining ability to work. 

6.2.4 Authority and Responsibilityto Enforce the Laws 

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

6.2.5 Adequate Administrative and Technical Support 

The FSA has adequate administrative and technical support to operate Finland's meat 
inspection system, and has the resources and ability to support a third-party audit. 

6.3 Headquarters Audit 

The auditor conducted a review of inspection system documents at the headquarters and in-
plant inspection offices at the audited establishments. 

The record reviews focused on food safety hazards and included the following: 
a Internal review reports. 

Supervisory visits to establishmentsthat were certified to export to the United States. 
Training records for inspectors and laboratory personnel. 
Animal disease status. 
New laws and implementation documents such as regulations,notices, directives, and 
guidelines. 
Official communications with field personnel, both in-plant and supervisory, in U.S. 
certified establishments. 
Sampling and laboratory analyses for residues. 
Sanitation, and slaughter inspection procedures and standards. 
Species verification policy. 
Enforcement actions. 

There were no concerns arising as a result of the examination of these documents. 



6.3.1 Audits of Regional and Local Inspection Sites 

The FSIS auditor reviewed Finland's meat inspection records maintained in four 
establishments certified to produce andlor export meat to the United States. The auditor 
interviewed the veterinarian-in-charge at each establishment. 

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited three slaughter/processing establishments, and one cold storage 
facility. None of the establishmentswere delisted by Finland's inspection service as a result 
of failure to meet FSIS and EC requirements. None of the establishmentsreceived a Notice of 
Intent to Delist (NOID) from Finland's inspection service. 

8. LABORATORY AUDITS 

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

Residue laboratory audits focus on 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 standardsbooks 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 sample programs. In private laboratories used to test U.S. samples, the auditor 
evaluates compliance with the criteria established for the use of private laboratories under the 
FSIS PWHACCP requirements. 

The following laboratories were audited: 

The Government Residue Laboratory "Research Department Chemistry and Toxicology" 
located in Helsinki. 

No deficiencies were reported. 

A private microbiology laboratory "HK RUOKATALO OY" which conducts Salmonella and 
generic E. coli testing of porcine carcasses located at Establishment Number 18 in Forssa. 

Establishment Number 18 laboratory performs testing on samples from Establishments 
Number 18 and 85. The following deficiency was reported: 

There were rusty baskets for the storage of small laboratory utensils in the cabinets and 
rusty hooks attached to the wall. 



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 the establishments, and except as noted below, Finland'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, Finland's inspection system had controls in place for water potability records, 
back-siphonage prevention, separation of operations, temperature controI, workspace, 
ventilation, ante-mortem facilities, welfare facilities, and outside premises. 

Specific deficiencies are reported on the attached individual establishment checklists. 

9.1 Sanitation Standard Operating Procedures 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for 
SSOP were met, according to the criteria employed in the U.S. domestic inspection program. 
The SSOP in all three of the three establishments required to have SSOP were found to meet 
the basic FSIS regulatory requirements, with the following deficiency in the implementation 
of SSOP: 

In one establishment,pieces of pork fat were observed on cleaned and ready-to-use metal 
hooks in the cutting room. 

9.2 Sanitation Performance Standards 

The following deficiencieswere reported: 

In one establishment, pieces of meat and fat were observed on the floor in the cutting 
room during pre-operational sanitation. 
Heavily beaded condensate was observed on the overhead structure above the tails and 
leaf fat containers in the offal chilling room. 
Rusty metal and pieces of rust were observed inside the employees' time clock cabinet in 
the cutting room. 

r In one establishment,boxes and office files were stored in a manner which precluded 
inspection in the upper level of the dry storage room for possible pest control problems. 

a Rough welding was observed on product contact surfaces on several pieces of equipment 
in the cutting room. 
A metal container used for inedible product in the cutting room did not bear conspicuous 
and distinctivemarkings. 



A wall-mounted file cabinet in the cutting room had a build-up of mold and product 
residues. 
Street and working clothes were hanging together in an employee's locker. 
Aprons used to cover the employees' metal chest protection had been torn and were not 
readily cleanable. 

9.3 EC Directive 641433 

In two establishments audited, the provisions of EC Directive 641433 were not effectively 
implemented. The following deficiencies were reported: 

Pieces of pork fat were observed on cleaned and ready-to-use metal hooks in the cutting 
room. 
Pieces of meat and fat were observed on the floor in the cutting room during pre-
operational sanitation. 
Heavily beaded condensate was observed on the overhead structure above the tails and 
leaf fat containers in the offal chilling room. 
Rusty metal and pieces of rust were observed inside the employees' time clock cabinet in 
the cutting room. 
Rough welding was observed on product contact surfaces on several pieces of equipment 
in the cutting room. 
A wall-mounted file cabinet in the cutting room had a build-up of mold and product 
residues. 
Street and working clothes were hanging together in an employee's locker. 
Aprons used to cover the employees' metal chest protection had been torn and were not 
readily cleanable. 

See the attached individual establishment checklists for specific deficiencies. 

10. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease Controls. 
These include ensuring adequate animal identification, control over condemned and restricted 
product, and procedures for sanitary handling of returned and reconditioned product. The 
auditor determined that Finland's inspection system had adequate controls in place. 

No deficiencies were reported. 

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

11. SLAUGHTEWPROCESSINGCONTROLS 

The third of the five risk areas that the FSIS auditor reviewed was SlaughterProcessing 
Controls. The controls include the following areas: ante-mortem inspection procedures; ante-
mortem dispositions;humane handling and humane slaughter of livestock; post-mortem 
inspection procedures and 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. 

1 1 .1  Humane Handling and Humane Slaughter 

No deficiencies were reported regarding the humane handling or humane slaughter of 
livestock. 

1 1.2 HACCP Implementation 

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

The HACCP programs were reviewed during the on-site audits of three establishments. The 
following deficiency was reported: 

In one establishment,the hazard analysis was incomplete in the considerationof zero 
tolerance for visible fecal, ingesta, and milk. 

11.3 Testing for Generic E, coli 

Finland has adopted the FSIS regulatory requirements for testing for generic E. coliwith the 
exception of the following equivalent measures: 

Finland may allow either establishment or government employees who are fully trained to 
take samples applicable to the generic E. coli testing program. 
In lieu of generic E. coli testing of raw product, Finland can test raw product for 
Enterobacferiaceae and Total Viable Count. 

The establishments audited 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. 

The following deficiencywas reported: 

In one establishment, the sequence of swine carcass sponging for generic E. coli was not 
being folowed as required (ham, belly and jowl). 

11.4 Testing for Listeriu monocytogenes 

None of the three establishments audited were producing ready-to-eat products for export to 
the United States. Accordingly, FSIS requirements for testing for Lisleria monocytogefiesdid 
nut apply. 



11.5 EC Directive 641433 

Inone establishment,the provision of EC Directive 64/433 regarding post-mortem inspection 
was not implemented. The following deficiency was reported: 

A government inspector was not observing and palpating the mesenteric lymph nodes at 
the swine post-mortem inspection station. 

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. 

No deficiencies were reported. 

Finland's National Residue Control Program was being followed and was on schedule. 

12.1 EC Directive 96122 

In the government residue laboratory "Research Department Chemistry and Toxicology" the 
provisions of EC Directive 96/22 were effectively implemented. 

12.2 EC Directive 96123 

In the government residue laboratory "Research Department Chemistry and ToxicoIogy",the 
provisions of EC Directive 96123 were effectively implemented. 

13. ENFORCEMENT CONTROLS 

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

13.1 Daily Inspection in Establishments 

Inspection was being conducted daily in the establishments audited. 

13.2 Testing for Salmonellr 

Finland has adopted the FSIS regulatory requirements for Sulmonella testing with the 
exception of the following equivalentmeasures: 

FSIS has granted Finland an equivalence determination allowing the use of an alternate 
laboratory testing method for Salmonella (IS0 6579:2002[modified1) In addition, FSIS 



has granted Finland an equivalence determination allowing the use of methods IS0  
6579:1993 and NMKL 71 (dated 1999) for Salrnonella.. 
Finland may allow either establishmentor government employees who are fully trained to 
take samples applicable to Sal~nonellatesting program. 

Three of the four establishments audited 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. 

SaImoneEla testing was properly conducted in the slaughter establishments audited. 

13.3 Species Verification 

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

13.4 Periodic Reviews 

Periodic supervisory reviews of certified establishments were being performed and 
documented as required. 

13.5 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. 

The foilowing deficiency was reported: 

In one establishment, a government inspector was not observing and palpating the 
mesenteric lymph nodes at the swinepost-mortem inspection station. 

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 eligiblemeat products from other countries 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 May 29,2008, in Helsinki 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 fmdings. 

Farooq Ahmad, DVM 
Senior Program Auditor 



15. ATTACHMENTS TO THE AUDIT REPORT 

Individual Foreign Establishment Audit Reports 
Foreign Country Response to Draft Final Audit Report 



United States Department of Agriculture 

Food Safety and Inqedion Senie  


Foreign EstablishmentAudit Checklist 
1 ESTABLISHMENT NAME AND LmATION 2 AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY 

Ilk Ruokalalo Oy 
l 'c~ll isuushatu17 

3 2  IROOK 18 

5. NAME OF AUDITOR(S) 

Finland 

6. TYPEOFAUDlT 

l.'arwq Ahu~ad.UVM 

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

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

7 Written SSOP 

8 Records docurnentng implementahan. 

9. Slgned and ddud SSOP, by m-siteor overell authority 

Sanitation StandardOperating Procedures(SSOP) 

Qngomg Requirements 


10 lmplementaton of SSOP's, ~mludng monitoring of impllmentalion 


11. Maintenanceand evaluation of lheeffeciveness 01 SSOP's. 


12 Carlective actionwhen the SSOPs have faled to prevent direct 

pmducl cohaminatim or adulercrtlon 


13 Daly rscords dxument ilem 10. 11 and 12above. 


Part B - b a r d  Analysis and CriticalControl 

Point (HACCP) Systems- Basic Rquirements 


$4.  Develcpsd md lmplemenled a written HACCP plan . 


15 Conents of the HACCP list the lmd salety hxards. 

uilicd control pants. crltlcal Irmits, m e d u e a ,  correchve admns 


16. 	Records documenting irnplementet~onand rmnitorlng 01 the 

HACCP plan. 


17 	 The HACCP plan IS sgned and dd%dby the responsible 

sstabl~ghmenl ~ndlvdual. 


Hamrd AnalysC and CriticalControlPoint 

(HACCP) System -Ongoing Requirements 


18. Mon~tor~ngof HACCP plan 

19 	 Verlficawn and vddafion of HACCP plan 

20. 	Corrective actlan vrllten in HACCP plan. 

21. 	 Reassessed adequacy d the HPCCP plan 

22 	 RNO& docummling thewrlllen HACCP plan. mn l t onq  of the 

crllical cantol p ~ n t s ,ddes md lmes d speeiflc everi xwrrences 


Part C - Economic IMolesameness 
23. Labell* - Product Standards 

24. 	 Labdlng - Net We~qhts 

25. General Lakllnq 


26 Fin P r d  SlandardslBomle~a(DefedsiAQUPPk SkinslMolsture) 


Part D -Sampling 
Generic E, mliTegting 

20. 	 Sample ColbctbnlAnaly sis 

29. Recwds 

Salmonella k r f o m n c a  Standads - Basic Requirements 

30. Corrective Aclronc 

32. Written Assurance 

FSIS- 5000-6(04M12002) 

I Part D - Continued 	 MI 

' 
RBUI~S Economic Sampling ReSultS 

33 Schedulsd Surnge

1 34 Species Twrtlng 

1 35. Residue 

Part E -Other Requimrnents 


X 38. Export 


37 	 ImponI 
38. 	 Establishmenl Grornds and P e t  Cwltrol I 
40. 	 Lghl 

41. 	 Ventilalbn 

42 Plumbing and Sewage 


43 Water Supply 


44 Dreasing RmmslLavatoriea 


45 	 Equipment and Utensils 

46. 	 Sandaq Operations 

47 	 Erndoyet Hygiens 

48. 	 Condemned Pmdud Contrd 

Part F - InspectionRequirements 


49 Government Stafllng 


50 	 Daily Inspectim Coverage 

51 	 Enbrcement 

52. Humane Handling 


1 53 Animal Idantiticalion 


I Part G - Other Regulatory OversightRequirements -5,. Europan Cornmnly F i t N e r  

I 57 Monthly Review 

59 
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60 Qbservationof the Establ~shrnent Dalc: 5/21/2008 Est # .  18 (HK I<uokatalo Oy [SIPj) (Iorssn. 1'111ladl 

10156. Pieces of pork fat were observed on ready-to-use metal hooks in the cutting room. Government officials took immediate 
corrective actions. [Regulatory refcrcnces: 9 CFR 4 16.13 and EC Directive 641433. ANNEX I,CHAPTER 1 1 I.3J 

4 1/46/56. (a) Heavily beaded condensate was obscrved otl the overhead structure above the tails and leaf fat containers in the 

offal chilling mom. Govenimenr officials took immediate corrective actions. 19 CFR 4 16.4(d) and EC Directive 641433, 

ANNEX I.CHAPTER I(n)] 


{b) Rusty metal and pieces of rust were observed inside the employees' time clock cabinet in the cutting room. Government 
officials assured immedia~ecorrective actions. [9CFR 416.4(b) and EC Directive 641433, ANNEX I ,  CHAPTER 1 1 l . ? I  

(c) Pieccs of  meal and fat were observed on the floor in the curting room during pre operational sanitation. Govern~nent 

oFticials took imrncdiate corrective actions. 19 CFR 4 16.4(b) and EC Direct ive 641433. ANNEX I. CHAPTER 1 I1.31 


5515 1 .  A govcrnmcnt inspector was liot observing and palpating the mesenteric Iymph nodes at the swinc post-mortem 
inspection station. Gove~.nn~enl corrective actions.ollicials took i~r~mediate [9 CFR 3 10.1 and EC Directive 6.11433. ANNEX 
I .  CHAPTER VI. 2J(b) 15(g)j  

61 NAME OF AUDITOR 62. AUDITOR SIGNATURE8ND DATE 

Farooq Ahmad UVM 
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United States Department of Agriwlture 


Food Safety and lnspsdion Service 


Foreign EstablishmentAudit Checklist 
1 	 ESTCIBLISHMPIT NAMEANO LCCATION 2. AUDIT DATE 3 ESTABLISHMENT NO. 4 NAME OF COUNTRY 

Alria O y  511912008 22 Finland 
Lnpuanlie 394 

5. NAME OF AUDITOR(S) 1 6. T Y E  OF AUDIT 


Nur~ilvMl5 . iO  , ,

Faooq Ah~llad.DVM / X j ON-SITEAUDIT DOCUMENT AUDIT 

Place an X in the Audit Results block to  indicate noncompliance with requirements. Use 0 if not applicable. 
Part A -Sanitation Standard Operating Procedures(SSOP) Part D - Conthued a tA ~ I ~ 

Basc Requiements Results 	 Econornlc Sampling R ~ U I I S  

7. 	 Written SSOP 33. Scheduled Sample 

8. 	Records documenlng implementation. 34 S-Es Testing 

9. 	S~qneaand d l e d  SSOP. by m-site or overall alnhorrty 35. Residue 


Sanitatian Standard Operating Procedures(SSOP) Patt E - Dther Requirements

Ongoing Raquiments 


10 Implementationof SSOP's, lncludhg monitoring of implementalion. X. ~ x p a r t  


11. Maintenanceand evsluaiian of Iheeffecbvenuss of S O P ' S  37 imp~f l  


12 Corlective action when the SSOPs have faled to premnt direct 3s Establishment Gromds and Pest Control 

pmduct cortarninatim or adulerat~on 


13 Drily records document ~tem 10,11 and 12ebove. 39. EsleMlshment ConstructionlMaintenance 


Part B - k z a r d  Analysisand CriticalControl 40. Lighl 


Point (HACCP) Systems - Basic Requirements 
41. Ventilaibn 


14 Developed md rmplemented a writtm HACCPplan . 


15 CORCnlS of the HACCP lust the fmd sakty h ~ a r d s .  42. Plumbing nnd Sewage 

critlcd cmuol pcinls. crrtical Ilmits. medl res ,  mrrectiv@ adbns 


16 Records documenting impbmentatuon and rnonrloring of the 
43. Wata Supply 


HACCP plan 

44. 	 Drev~ngRmmdLavalories 

17. 	 The HACCP plan is sbmd and dared by the responsiMe 

establishment ~ndivdual 45 Equipment and UtenSllS 


HazardAnalysis and Critical Control Point 

(HACCW System - Ongoing Requiremnk 46. Sanitary Operations 


18. Monitoring 01 M C C P  plan. 	 47. Employee Hygkne 

19. Ver~fkaWn and vaidatron of HACCP plan 
48 	 CondemnedProduct Contrd 

20. 	 C~nactiveactim wrdtm In HACCP plan 

Part F - Inspection Requ imnts 


21 	 Reiesessed adequacy of the HPCCP plan 

22 	 Refor& docurnmt~ng h e  written HACCP plan, moitor iw QIthe 49. Government Staffing 

crbl~ulconM pints, ddes m d  tines d specific eved ocmrremes 


Part C - Economc I Yllholesmeness 	 50 Daily Inspectirn Coverage 

23. Labeling - Roduct Standards 
51. 	Enforcement 

24 	 Labding - NM We~ghts 

52 Humane Handling 


25. 	 General Labeling 

26. 	Fin. Pmd S1andardsIBoneless(DefectslAOUPak Sk~nsMoisture) 53. Animal Identifreetun 


Part D -Sampling 
 a54 Ante Morten Inspction
Generic E. mNTesting 

27. 	 Written Procedures 1 55. Post Mortern lns~ection 

20 	 Sample ColtxI~onlAnalysis 

Part G - Other Regulatory Oversight Requimments 


29 Rectwds 
 I 
Salmonella RrfonnanceStands-ds - Basic Req uiaments 

56. Eumpan Cornmnity Dkectives 

I 57, Monthly R e v h  
30 	 Corectiue Actions 

32. Written Assurance 54. 

FSlS- 50[X)-6(04Q412002) 
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60. Obser~tionof the Establiihment Ilntc: 511 9/08 Cst # .  22 [Alria 0 y  [SIP])(Nur~ilo.IZinlend) 

28. The sequence of swine carcass sponging for generic E.sckerichiu uoli was not being followed as required (ham. belly and 

jowl). The government officials took im~nediate corrective actions. [Regulatory References: 9 CFR 3 1O.?S(a)(ii)(C)] 


3815 1 .  Boxes and office files were stored in a manner which precluded inspection o f  the upper level of the dry storage room for 
possible pest control problems. Tlie government oficials assured immediate con-cctive actions. [9CFR 416.2(a)] 

45/56, (a) Rough welding was observed oo product contact surfaces on several pieces o f  equip~nent in tile cutting rootn. The 
governmeilt officials assured immediate corrective actions. [9 CFR 4 I6.3(a) and EC Directive 641433. Annex 1 ,  Chapter I 1  (n)] 

(b) A metal container in the cutting room used for inedible product did not bear conspicuuus and distinctive markings. The 

government officials took immediate corrective actions. [9CFR 416.3(c) ]  


46156. A wall-tnounted filc cabinet in the cutting rooln had a build-up of  mold and product residucs. Thc govern~nent officials 

took immediate corrective actions. [9CFR 4 16.4(b)and EC Directive 641433, Annex I, Chapter I1 1.31 


47/56.(a) Sireet and working clott~cs were hanging together it1 an employee's locker. The governtncnt officials took immediate 
corrective actions. 19 CFR 41b.S(b) and EC Directive 64/433, Annex I, Chapter 111, 31 

(b) Aprons used to cover the employees' mctal chest protectors had been tom and were not readily cleanable. The govzrnrnenr 

officials took immediate corrective actions. 19 CFR 416.5(b)and EC Directive 641433, Annex I ,  Chapter l i l .  31 


61.NAME OF AUDITOR 

Farooq Aliniad. DVM 



United States Department of Agriwkure 

Food Safety and I nspedion Service 


Foreign EstablishmentAudit Checklist 
1. ESTPBLISHMWT NAME AN0 LOCATION 2 AUDIT DATE 	 3 ESTABLISHMENT NO 1 4. NAME OF COUNTRY 

tlK Ruokaalu C))- 5/2312U08 85 Finland 

Ysil~rM a  


5 NAME OF AUDITOR(S) 	 6 TYPE OF AUDIT 

Famuq Ahmad. DVM 

Place an X in the Audit Results block to indicate noncomptiance with requirements. Use 0 if not applicable. 
Part A -Sanitation Standard Operating hcedures (SSOP) WII Part D- Continued MI[ 

Basic Requhrnents 	 R O ~ ~ I S  Economic Sampling RSd16 

7. Wt ten  SSOP 	 33. Scheduled Sample 

8. Recordsdocumenthg ~rnplementation. 34 Spacis Testing 


9 Slgnsd and daed SSOP, by m-s~te  or overal euthorrty 35. Residue 


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

Ongoing Requimnents 
 -m 

10. lmplernentetwn of SSOP's, rmludhg monitoring 01implementation 	 B. Export 

11. 	 Maintenance and evaluation of the effecTvenessd SSOP's. 37. lmporl 

12. 	 Correcllve actionwhen the SSOPs have faled to prevent d~rect 38. Establishment Grovlds and Pest Contml

pmduct cartaminath or adukeratron 


13 	 DAly records document ilem lo. 11 and 12 above 39 Establishmenl Const~ctbnfMaintenance 

Part B - Hazard Analysisand Critical Control 40. ~ i g h t  


Point (HACCP) Systems- Basic Requirements 
41. Ventilatbn 


14 Developed a d  implemented a wrrttar HACCPplan 


15 Cortents d the HACCP list the fmd salety hazards. 42. Plumbmg and Sewage 

cnticsl conml ponts, cfltlcal Irrnhs. Froceduus, mrreclve adions. 


16. 	Records documenting irnpkmantat~on and monitoring of the 
43. Wata Supply 


HACCP plan 

44. Dressmg RmmslLavatories 


17 The HACCP plan is sgned and dded by the respons~ble 

eslaM~shrnsntrnd~vrlual. 45. Equipment and Utenslls . 


Hazard Analysis and Critical Control Point 

(HACCP) System -Ongoing Requirements 46 Sanitary Operations 


18. 	 Monitoringd M C C P  plan. 47 Employee Hygiene 

19. Veriflcaron and valdatlon d HACCP ptan. 
48. 	 Condsmned Product Control , 

M. Colrective actnn written in HACCP plan. 

21. 	 Resses5ud adequacy of the HPCCP plmn Part F- Inspectan Requiiwnents 

me wr~ttenHACCP plan, monitoring 01 the 

crit~catcontd winla, daes md lines d specific evert ocwrrences. 


Part C - Econondc I \rVholesomeness 	 50 Daily lnspuctiar Coverage 

22 	 R e c o r l  d~urnen~mg.  49 Government Staffing 

23. Labelinq - &duct 	 Standards 
51 Enforcement 

24. 	Cawing - Net Welght s 

52 Humane Handllnp 


25 	 General Labeling 

26. 	Fin. Prod Standerdsl~nelcss (DefectslAQUPak SkinaMoisture) 53. Anrmal Identilication 


Part D -Sampling 

Generic E. collTesting 	 M. Ante Mor tm Inspection 

27 Wnttan Procedures 55. Post Mortan lnspmtion 


28 Sample ColkctiunlAnalysis 

Part G - Other RegulatoryOveaight Requirements


29 Records 


Salmonella Rrformance Standards - Basic Requimments 
56. Eumpm Community Diectlves 

57. 	Mmrhly Review 30 	 Cwwt ive  Actions 

31. 	Reassessment 58. 

32 	 M i e n  Assurance 59. 
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60. Observation of the Establishment Dalv: 5/23/2008 Est #: 84 ( t IK Ruokrtalo Oy ( S I P K S ] )(North Roundav. Finland) 

15151. The hazard analysis was inco~npletein the consideration of zero tolerance for visible fecal. ingesta, and milk. 
[Regulatory references: 9 CFR 4 17.2,417.81 

61. NAMEOF AUDITOR 
Fnrooq Ahmad. DVM 
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United States Department of Agrhhure 

Food Safety and I nspedion Servim 


Foreign EstablishmentAudit Checklist 
1 .  ESTABLISHMENT NAMEANU LCATION 2. AUOlT DATE 3. ESTABLISHMENT NO 4. NAME OF COUNTRY 

512?/2(w& S UbllOl P1111arid 

5 NAME OF AVDITOR(S) 6 TYPE OFAUDIT 

I [ - X I ON-SITEAVOIT DOCUMENT AUDIT 

Place an X in the Audit Resutts block to indicate noncomptiance with requirements. Use 0 if not applicable. 
Part A -Sanitation Standard Operating hcedures (SSOP) 

Bask Requbments 
7. Wrltlen SSOP 

8 Records documentng rmplementalian 

9 Slgned and daed SSOP. by cn-srte or overall authority. 

Sanitation Standard Operating Procedures (SSOP) 

Ongoing Rquirements 


10 lmplernentat~ond SSOPs. ~ncludng monitoring 01 implementatlon 


11 Malnlenance and evaiuatlon of the elfec~vensss of SSOP's. 


12 Corrective action when the SSOPs have falad l o  prewnt dlrect 

pmduct cortarninatwn or adukerallon 


13. 	 DAly records dmumenl tern 20.11 and 12above. 

Part B - Hazard Analysis and Critical Control 

Point (HACCP) Systems- BaGc Requiments 


14. Devebped a d  lmptementad a wriltm HACCP plan 

15 	 Cornenrs of tne HACCP lost lh@I d sakly hzards.  

u~ l i cdconto1 pants. critlcal limits, pmeduea. mrructive adions. 


16. 	Records documenling ~rn@mental~onand monrtorlng ofIhe 

HACCP plan. 


17 The HACCP plan is sgned end dated by the responsible 

establishmenl lndivdual 


HazardAnalysis and Critical Control Point 

(HACCP) Systems -Ongoing Uequiremnts 


18. Mon~lonng of M C C P  plan 

19 	 Verificabn and valdatlon ofHACCP plan 

20 Corrective aclbn wrrttm In HACCP plan. 


21 Reassessedadequacyol I ~ ~ H A C C P 
plan 

22 	 Records documml~ng he wrltlen HACCPplan, m n l t o n g  of the 

c r~ tca lcontd WColnt* daes a d  Imes d speclf IC ever* ocmrremes 


Part C - Economic I~ o l e s m o n a s s  
23 	 Label~ng- Roduct Standards 

26 Fm Prod Standa~dalBondejl [UefedslAQUPuk SkinsMotstureJ 


Part 0 - Sampling 

Generic E. coliTesting 


27, Written Pmedures 


28 	 Sample ColbctionlAnalysrs 

28. 	Records 

Salmonella Performance Standards - Basic Requimments 

Part D - Continued MI 

Rebul~ Economic Sampling Resdts 

33 Scheduled Sample 

Part E -Other Requirements 

I36 Export 


37 Imporl 


I38 Establishment Grornds and Pesl Conlrol 

39. Establishment ConstructionlMa~ntenance 


40 Light 


(' 47. Employee Hygene1 
48 	 Condemned Product Contrd 

0 
Part F - Inspection Requirements

0 

49 	 Gwernmnl  Staiflng 

50 	Dally lnspect~m Coverage 

51 	 Enforcement 

52. Humane HandllngI1
'm

53 Animal Idenlil~catlon 

54 	 Ante Monm lnspction 

Part G - Other Regulatory OvernightRequiwments 

56. 	European Commun~ty Diectlves 

u 57, Mmthly Review 

0 58I 
(1 55

32 	 WrRten Assurance 

FSIS- 5003-6 [04fI4/2002) 
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60 Obser~t10nof the Establ~hment Tiit:5/22/2008 k t  #: S 061 101 (PrAaxliin~o0 y  IF11(Forssa.Finland) 

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

61 NAME OF AUDITOR 
Farcmq Ahmad. UVM 



Letter 

Meat Inspection Unit 

Mr. Donald Smart 
Director, InternationalAudit Staff 
Office of InternationalAffairs 
Food Safety and Inspection Senrice 

1400 Independence,SW, Room 3805-South 
Washington, DC 20250 

THE DRAFT AUDIT REPORT FOR FINLANDMAY 14 - 29,2008 

Dear Mr. Smart, 

Please find enclosed the comments of the Finnish Food Safety Authority on the draft 
audit report 2008: 

1. INTRODUCTION 

Third paragraph, first sentence should read: The auditor was accompanied during the 
entire audit by representatives from the CCA, the Finnish food Safety Authoriity 
"EVIRA". 

3. PROTOCOL 

Sixth paragraph, bullet point three should read: The use of an alternate laboratory test-
ing method IS0 6579:2002(moditied) for Salmonella. In addition FSlS has granted 
Finland an equivalenm determination allowing the use of methods IS0 6579:1993 and 
NMKL 71 (dated 7999) for Salmonella. 

Sixth paragraph, bullet point four should read: The use of methods NMKL 147:1993 for 
generic Enmli,NMKL 144,3d addition 2005 for Entwubacferiaceae and NMKL 86:2006 
for Total Viable Counf. 

9. SANITATION CONTROLS 

9.1 Sanitation Standard Operating Pmdures  

First paragraph, second sentence should read: The SSOP in four establishmentswere 
found to meet the basic FSlS regulatory requirements, with the following deficiency in 
the implementationof SSOP: 

-. -- - --- - .-

EIintanrlkstuwalllauusvlrajtoEvin LlwineUelssBkerhstsvork~tEvlra Nnnlsh Food SawAuthority Evlra 
Muslialmnkahr 3,00790 HELSINKI Mustlalagatan3.00790 HELSINGFORS Mustialankatu3, FI-00790 HELSINKI,Finland 
Puh. 020 690 999 Faksl020 77 24350 Tel. 020 690 990 Fax OZO 77 24350 Tel. +358 20 IPO 999 Fax *358 20 77 24350 
etunimi.sukunirni@wira.l www.wira.fi fbrnamn.effemarnn@mirab mrvw.evirad fimtname.lastname@wtra.R wwrv.evira.fi 



-- 

PvmlDatumDate DnrolDnrlDNo 

-Meat lnspedion Unit - II.2.2009 
-. 11791092912009 

13. ENFORCEMENT CONTROLS 

13.2 Testing for Salmonella 

First paragraph, bullet point one should read: FSlS has granted Finland an equivalence 
determination allowing the use of an alternate laboratory testing method for Salmonella 
(IS0 6579:2002 (modified)). In addition FSlS has granted Finland an equivalence de-
termination allowing the USB of methods IS0 6579:7993 and NMKL 71 (dated 1999) for 
Salmonella. 

Yours sincerely, 

Head of Unit Eeva-Riitta Wrta 
Meat Inspection Unit 

Senior Officer Sirpa Kemila 
Meat Inspection Unit 
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