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Dear Dr. Lorenz: 

The Food Safety and Inspection Service (FSIS) conducted an on-site audit of Germany's meat 
inspection system June 4 through June 25,2008. Comments on the draft final report received 
from the government of Germany have been included as an attachment to the final report. 
Enclosed is a copy of the final audit report. We apologize for the delay in the submission of this 
report 

If you have any questions regarding the FSIS audit or need additional information, please contact 
me at telephone number (202) 205-3873, by facsimile at (202) 720-0676, or electronic mail at 
manzoor.chaudri@,fsis.usda.gov. 


Sincerely, 

i6t 	Manzoor Chaudry 
Deputy Director 
International Audit Staff 
Office of International Affairs 
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TO: 	 Bobby Richey, Minister Counselor 

US Embassy, Berlin 

Clayallee 170 

14195 Berlin 

Germany 


FROM: 	 Manzoor Chaudry 

Deputy Director 

International Audit Staff, OIA, FSIS, USDA 


SUBJECT: 	 FSIS FINAL AUDIT REPORT FOR GERMANY 

Dear Mr. Richey, 

Please deliver the attached final audit report to Dr. Klaus Lorenz, Head, Unit 106, Food 
of Animal Origin and Food Hygiene, Federal Office of Consumer Protection and Food 
Safety. Please contact me via email at manzoor.chaudrv@,fsis.usda.~ov,if you have any 
further questions. 

Best regards, 

f
+Dc,pR(in~~dVfj"71i&~ 

Manzoor Chaudry 



Bobby Richey, Minister-Counselor, US Embassy, Berlin 
Joachim Schaefer, Agricultural Counselor, Embassy of Germany 
Debra Henke, Minister Counselor, US Mission to the EU, Brussels 
Ghislain Marechal, EC, DG SANCO -Directorate General for Health and Consumers 
Wolf Maier, Counselor, Food Safety and Consumer Affairs, EC 
Bernard Van Goethem, Director, Directorate E 
OSTAIFAS 
David Young, FAS Area Director 
Ann Ryan, State Department 
Lisa Wallenda Picard, Chief of Staff, OA 
Alfred Almanza, Administrator, FSIS 
Ronald K. Jones, Assistant Administrator, OIA 
Philip Derfler, Assistant Administrator, OPPD, FSIS 
Daniel Engeljohn, Deputy Assistant Administrator, OPPD, FSIS 
Director, LAS, OIA, FSIS 
Rick Harries, Acting Director, EPS, OIA 
Stephen Hawkins, Acting Director, IES, OIA 
Jeny Elliott, Director, IID, OIA 
Barbara McNiff, Director, FSIS Codex Programs Staff, OIA 
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ABBREVIATIONS AND SPECIAL TERMS USED IN THE REPORT 


CCA Central Competent Authority (Bundesamt h e r  Verbraucherschutz 
und Lebensmittelsichereit, BVL-Federal Office of Consumer 
Protection and Food Safety) 

E. coli Escherichia coli 

FSIS Food Safety and Inspection Service 

LAVES Exporting Establishment Certifying Authority in the Federal State 
of Lower Saxony (Landesamt fier Verbraucherschutz und 
Lebensmittelsicherheit, Lower Saxony State Office of Consumer 
Protection and Food Safety) 

Listeria monocytogenes 

Notice of Intent to Delist 

Pathogen ReductiodHazard Analysis and Critical Control Point 
Systems 

RTE 

Salmonella Salmonella Species 

SPS Sanitation Performance Standards 

SSOP Sanitation Standard Operating Procedures 

VEA European CommunityiUnited States Veterinary Equivalence 
Agreement 



1. INTRODUCTION 

The audit took place in Germany from June 4 through June 25,2008. 

An opening meeting was held on June 4 in Berlin with the Central Competent Authority 
(CCA). At this meeting, the auditor confirmed the objective and scope of the audit and 
discussed the auditor's itinerary. 

The auditor was accompanied during the entire audit by representatives from the CCA, 
the Federal Office of Consumer Protection and Food Safety and/or representatives from 
the state, district, and local inspection offices. 

2. OBJECTIVE OF THE AUDIT 

This was a routine audit. The objective was to evaluate the performance of the CCA with 
respect to controls over the 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 
in Berlin, one FederaI State inspection office in the State of Mecklenburg-Western 
Pomerania in Schwerin, one distnct inspection office in the State of Mecklenburg- 
Western Pomerania in Ludwigslust, one district inspection office in the State of Lower 
Saxony in Westerstede, one government laboratory performing Listeria monocytogenes 
(Lm) and Salnzonella species (Salnzonella)analyses on US.-destined product in 
Oldenburg, and five meat processing establishmcnts in Edewecht, Schuettorf, Barssel- 
Harkebruegge, and Wittenburg. 

Competent Authority Visits 
Competent Authority ( Central 1 1  

I Comments 
1 

I District 2 
Laboratory 1 
Meat Processing Establishments 5 

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 audits of selected state, district, and local inspection offices 
responsible for oversight of establishments certified for export to the United States. The 
third part involved on-site visits to five processing establishments. The fourth part 
involved a visit to one government laboratory. The Landesamt fuer Verbraucherschutz 
und Lebensmittelslcherheit, Lower Saxony State Office of Consumer Protection and 
Food Safety (LAVES) Veterinarinstitut in Oldenburg, was conducting analyses for the 
presence of Lm and Salmonella in product destlned for the United States. 



Program effectiveness determinations of Germany'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) processing controls, including the implementation 
and operation of Hazard Analysis Critical Control Point (HACCP) programs; (4) residue 
controls; and (5) enforcement controls. Germany'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 Germany and also determined if 
establishment and inspection system controls were in place to ensure the production of 
meat products that are safe, unadulterated, and properly labeled. 

During 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 CoinmunityAJnitedStates Veterinary Equivalence Agreement (VEA), 
the Food Safety and Inspection Service (FSIS) auditor would audit the meat inspection 
system against European Commission (EC) Directive 64/433/EEC of June 1964; EC 
Directive 96/22/EC of April 1996; and EC 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. These include: daily inspection in all certified establishments during the 
production of products eligible for export to the US.; the handling and disposal of 
inedible and condemned materials; and FSIS requirements for HACCP, SSOP, and SPS. 

Third, the auditor would audit against any equivalence determinations that have been 
made by FSIS for Germany under provisions of the SanitarylPhytosanit Agreement. 
There are no equivalence determinations pertaining to Germany at this time. 

4. LEGAL BASIS FOR THE AUDIT 

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

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

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

In addition, compliance with the following European Community 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"; and 



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 
Beta-agonists". 

5. SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on the FSIS website at the following address: 
http:/lwww.fsis.usda.goviRegulations~&~Policies/Foreign~Audit~Reports/index.asp 

5.1 November 2005 Audit 

During the November 2005 FSIS audit of Germany's meat inspection system, the 
following deficiencies were found: 

In one of five establishments, the SSOP implementation requireme~ltsand record 
keeping requirements were not met; 
In four of five establishments, the provisions of the SPS and the provisions of EC 
Directive 641433 were not effectively impleme~ited; 
In two of the five establishments, the HACCP plan did not meet the U.S. 
regulatory requirements for implementation andlor docun~entation;and 
One Notice of Intent to Delist (NOID) was issued during this audit. 

5.2 A~r i l2007Audit 

During the April 2007 FSIS audit of Germany's meat mspection system, the following 
deficiencies were found: 

The CCA, after review and evaluation by the District Office, and the concurrence 
of the Federal State Ministry, allowed the certification of a new U.S. export 
establishment that subsequently received aNOID. This certification was 
permitted for an establishment found to have serious deficiencies in the 
inlplementation of HACCP requirements and in the implementation of testing for 
Lm in the ready-to-eat (RTE) product processing environment. In addition, the 
CCA failed to provide competent, qualified inspectors in this establishment. In 
the Federal State Ministry and the related District Office, the inspection personnel 
appeared to lack awareness of many of the U.S. HACCP requirements and the 
requirements for establishment testing of RTE product contact surfaces for Lm; 
In all three establishments audited, the govemment inspectors were not enforcing 
some of the U.S. requirements; 
In two of the three establishments audited, the govemment inspectors were not 
enforcing some of the EC requirements; 
The Guidance Document supplied by the CCA to inspection personnel did not 
contain some recent changes in the U.S. requirements, e.g., requirements of the 
Listeria Rule (9 CFR 430); 
In all three establishments, some of the SSOP implementation requirements or 
records requirements were not met; 



In two of the three establishmentsaudited, the provisions of EC Directive 641433 
were not effectively implemented; 
Two of the three establishments audited did not meet some of the HACCP 
implementation requirements; and 
One establishment had not evaluated the processing environment regarding post-
lethality exposure of meat products to Lm and had not developed a plan for testing 
required by the Listeria Rule. 

6. MAIN FINDINGS 

6.1 Legislation 

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

6.2 Government Oversight 

The CCA for Germany is the Federal Office of Consumer Protection and Food Safety 
(BVL). This office is the contact point for export inspections and is responsible for all 
activities related to the export of meat products to other countries, including the 
certification and de-certification of establishments for export activities. This office is 
also responsible for verifying that appropriate corrective actions are taken and 
communicating that information to third parties when deficiencies are noted during 
audits. 

6.2.1 CCA Control Systems 

Although the CCA has the authority to certify and de-certify establishments, the 
16 Federal States (Laender) are responsible for the administration, coordination, 
and supervision of inspection activities in their respective State. Each of the 16 
Federal States is divided into one or more Districts. The District Office controls, 
implements, and enforces Federal meat inspection regulations through the 
individual local offices. The Federal States communicate with the German 
Federal Government and other Federal States on matters of food and feed laws 
through working groups or committees that are a responsibility of a Departmental 
Unit (Department 1,Unit 103) of the BVL (CCA). 

6.2.2 Ultimate Control and Supervision 

The Federal Office of Consumer Protection and Food Safety is the responsible 
authority for matters concerning exports, including the authority to certify and de-
certify establishments for such export, and comnlunication with entities outside 
Gennany. Control and supervision over official inspection activities for all 
establishments that export meat products rests with the Federal State Ministry in 
the respective Federal State. Federal law in Germany does not currently allow the 
Federal Office to audit functions of the Federal State Ministry. 



6.2.3 Assignment of Competent, Qualified Inspectors 

Responsibility for the assignment of competent, qualified inspectors lies with the 
District Veterinary Office where the establishment is located. Training is 
provided in accordance with EC Directives, Federal State laws, and the 
requirements of the inspectors' assignments. 

6.2.4 Authority and Responsibility to Enforce the Laws 

The CCA has the authority and responsibility to enforce the laws. This is 
evidenced by the action the Federal Office of Consumer Protection and Food 
Safety has taken to develop and issue inspection guidelines which contain FSIS 
requirements. These guidelines have been impIemented by all States that have 
certified estahlisl~mentswithin their boundaries. 

6.2.5 Adequate Administrative and Technical Support 

The CCA has adequate administrative and technical support to operate its 
inspection system. 

6.3 Headquarters Audit 

The auditor conducted a review of inspection-related documents at the Federal Office of 
Consumer Protection and Food Safety headquarters. These docun~entsincluded: the 
organizational structure of the Federal Office of Consumer Protection and Food Safety; 
communications and translations of correspondences from FSIS; reports of investigations 
into violations of food safety regulations; employment contract addenda; and tables of 
laboratories providing testing for certified establishments. 

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

6.3.1 Audit of State, Regional and Local Inspection Officcs 

The auditor interviewed inspection officials at several levels of the inspection 
program. Inspection officials were interviewed at one Federal State Ministry 
office in the State of Mecklenburg-Western Pomerania in Schwerin and two 
district inspection offices: one within the State of Mecklenburg-Western 
Pomerania in Ludwigslust; and the other within the State of Lower Saxony in 
Westerstede. The interviews focused on the communications between the BVL 
and the local authorities regarding: U.S. export requirements; periodic reviews in 
the certified establishments; procedures and documentation for daily inspection in 
U.S. export establishments; the training of inspection personnel regarding U.S. 
requirements; and the procedures for distribution and assessment of laboratory 
reports. Documents reviewed included: copies of the Guidance Document for 
U.S. export establishments distributed by the BVL; daily inspection and periodic 
review documents from the establishments exporting to the US.; e-mail files of 
communications concerning U.S. requirements; and laboratory analysis reports. 



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

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited all five processing establishments eligible to export to the U.S. 
None of these establishments were delisted by Germany. None of these establishments 
received a NOID. 

Specific deficiencies are noted on the attached individual establishment reports. 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits, emphasis is placed on the application of procedures and 
standards that are equivalent to U.S. requirements. 

Residue and microbiology laboratory audits focus on: analyst qualifications; sample 
receipt; timely analysis; analytical methodologies; analytical controls; recording and 
reporting of results; and check samples. 

No residue laboratory was reviewed during this audit. 

The following microbiology laboratory was reviewed: 

The LAVES Veterinarinstitut, a government laboratory, in Oldenburg, Lower Saxony. 

This laboratory was performing analyses of RTE products for both Lm and Salmonella as 
required. 

One concern arose as a result of this review: 

The calibration for the balance primarily used to weigh samples was being done at 
100 grams and 500 grams, but many of the sample weights are 10 and 25 grams. 

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, Germany'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 practices; and good product handling and storage 
practices. 

In addition, Germany's inspection system had controls in place for: water potability 
records; chlorination procedures; back-siphonage prevention; separation of operations; 
temperature control; work space; ventilation; welfare facilities; and outsldt: pr~mises. 



9.1 Sanitation Standard Operating Procedures 

Each establishment was evaluated to determine if the FSIS regulatory requirements for 
SSOP were met according to the criteria employed in the U.S. domestic inspection 
program. 

In two of the five establishments audited, some of the basic SSOP requirements were not 
met. 

In four of the five establishments audited, some of the SSOP ongoing requirements were 
not met, primarily in implementation and recordkeeping. 

Specific deficiencies are noted in the attached individual establishment reports. 

9.2 Sanitation Performance Standards 

Four of the five establishments audited had deficiencies in SPS. These included: building 
construction and maintenance; plumbing; water supply; equipment and utensils; and 
sanitary operations. 

Specific deficiencies are noted in the attached individual establishment reports. 

9.3 EC Directive 641433 

There were no significant findings to report concerning this Directive. 

10. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease 
Controls. These controls include: ensuring adequate animal identification; control over 
condemned and restricted product; and procedures for sanitary handling of returned and 
reconditioned product. The auditor determined that Germany'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. SLAUGHTERPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditor reviewed was SlaughterIProcessing 
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. 

11.1 Humane Handling and Humane Slaughter 


No slaughter facilities are currently certified in Germany 


11.2 HACCP Implementation 

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

The HACCP programs were reviewed during the on-site audits of all five certified 
processing establishments. 


In three of the five establishments audited, basic HACCP deficiencies were reported. 


In two of the five establishments audited, ongoing HACCP deficiencies were reported. 


The specific deficiencies are noted in the attached individual establishment reports. 


11.3 Testing for Generic Escherichia coli 

No slaughter facilities are currently certified in Germany. 

11.4 Testing of Ready-to-Eat (RTE) Products 

Four of the five establishments audited were producing RTE products for export to the 
U.S. In accordance with FSIS requirements, these establishments are required to meet 
the testing requirements for RTE products. 

In all four of these establishments, the government was testing RTE products for both Lln 
and Salmonella as required. 

11.5 EC Directive 641433 

There were no significant findings to report concerning this Directive. 

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 residue laboratory was reviewed during this audit 



12.1 FSIS Requirements 

At the time of this audit, no German slaughter establishments were certified for U.S. 

export. All raw products are obtained from certified slaughter establishments in 

Denmark and The Netherlands. Therefore, residue controls are enforced at the Danish 

and Dutch slaughter establishments. 


12.2 EC Directive 96/22 

No res~due laborato~y was reviewed during this audit. 

12.3 EC Directive 96/23 

No residue laboratory was reviewed during this audit. 

13. ENFORCEMENT CONTROLS 

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

In four of the five establishments audited, the illspection service was not enforcing some 
of the FSIS requirements for sanitation. 

The specific deficiencies are noted in the attached individual establishment reports. 

13.1 Daily Inspection 

Inspection was being conducted daily during all productioll eligible for export to the U.S. 
in all establishments audited. 

13.2 Testing for Salmonella in Raw Product 

No slaughter facilities are currently certified in Germany. 

13.3Species Verif cation 

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

13.4 Periodic Reviews 

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



13.5 Inspection System Controls 

The CCA had controls in place for prevention of commingling of product intended for 
export to the U.S. 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 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 June 25 in Berlin with the CCA. At this meeting, the 
primary findings from the audit were presented by the auditor. 

The CCA understood and accepted the findings. 

Rori K. Craver, DVM 
Senior Program Auditor 

15. ATTACHMENTS TO THE AUDIT REPORT 

Individual Foreign Establishment Audit Reports 
Foreign Country Response to Draft Final Audit Report 
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60. Observation of the Establishment Dare: 06/09/2008 Ert #: EV830 (Dr. Oetker Tiefkuhigradukte[PICS])(Winenburg,Germany) 

07151. The SSOP plan did not differentiate between activities that were pre-operational and those that were operational The 

frequencies for the above activities and for monitoring were not clear. [Regulatoly reference(s): 9 CFR 5416.1 I-. 12,416 171 


1315 1. Pre-operational sanitation monitoring records did not have sufficient detail in the description of the deficiencies or in the 
corrective actions to allow for verification of these. These same records did not contain preventive measures for deficiencies of 
product-contact surfaces. [9 CFR §416.16,416.17] 

1515 1. The flow diagram and the hazard analysis for the production of pizza did not contain the receipt or storage of meat 

ingredients, other than meat ingredients, or of packaging materials. The flow diagram included a step for rework, but that step 

was not addressed in the hazard analysis. [9CFR §417.2(a), 417.81 


2215 1. HACCP monitoring records did not contain the initials of the monitor at the actual time of the event. [9 CFR 541 7.5, 
417.81 

45151. In several areas of the pizza production line including dough production, electrical lines were not secured in a manner 

that did not allow potential contact between the line and the product. There was also potential cross-contamination between 

pizza crusts and a roller bar followmg the oven and leading to the cooling racks. [9 CFR 9416.31 
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60 Observation of the Establishment Date. 06119/2008 Est #. AIV191 (Gebruder Abraham Ham GmbH 4 Co KG [PI) (BarsrellHarkebmegge, Germany) 

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

-- -- - -- .-
61 NAME OF AUDITOR ITOR SIGNAT E AND DAT 

Ron K Craver. DVM /&#/% ?/! vbn-- I CI 



United States Department of Agriculture 

Food Safety and Inspection Setvice 

Foreign ~stablishmentAudit Checklist 

Germany -. .----
6. T Y A  OFAUDIT 

ON-SITEAUDIT 0DOCUMmT AUDIT 
..... 

I. ESTPBLISHM~TNAMEAND L ~ A T I O N  2. AUDIT DATE ~ N T R Y 

Meica Meat Packing Plant o f  Ammetiand 
Portfach i160 
Edewecht, Lower Saxony D-26188 

Place a n  X in the Audit Results block t o  indicate noncompliance with requirements. Use 0 ifnot applicable. 

0611212005 

-----. .-
Part A -Sani ta t ion Standard OperatingRocedures (SSOP) 

A lV lO  

5. NAMEOF AUDITOR(S) 

Rori K. Craver, D V M  

w t  
TMy-Part D - Con t inued  

B a s i c  Requirements 

7. Written SSOP 

8. Recordsdocumenthg implementation. 

~ e r ~ i t r  

--
E c o n o m i c  Samp l ing  Rer"lb 

... -. 
33. Scheduled Sample -

- 1 - --
9. Signed and dited SSOP, by o l r i t e  or overall authority. 

Sani ta t ion Standard Operating Procedures(SS0P) 

O n g o i n g  Requirements . 
10. Implementationof SSOP's, includingmonitoring ofimplementation. X-

pl~ductcortaminatim or aduteration. --

-&-
I t .  Maintenanceand evaluationof theeffectivenes of S O P S .  

12. Comctiueaetionwhen the SSOPs have faled to prevent direct 1' 

......... .. 
34. Specks Testing 

- +I=35. Residue .~ -
Part E - O t h e r  Requ i remen ts  

-~--
36. E x p ~ r t .... 

37. Import 

38. Establishment Grarnds and Pert Contmi 
~ .--. .~ t 

13. Diily records document iDm 10. 11 and 12abave. 39. Establishment ConstructionlMaintenance . -
Part  B - Hazard Ana lys i s  and Cr i t  40. Light - .-A-. . 

-- Point (HACCP) Systems- Bas ic  Requirements 
41. Ventilation 

.... 14 Developedmd implemenled a written HACCPptan . . -.. 
---

15. Cortents of the HACCPlistthe f a d  safety hazards, +--42, Plumbing and Sewage 
. ...... ~ 

C 
criticit cookoi pdnts, cdtiBi i imitspcedtres, mrrec6ve adion$._- i ...... 

16. Records documenting impkmentation and monitoring of the 

-
43. w a t s  Supply tx.. 

HACCP pian. 
44. Dressing RmrnslLavata~er 

17. The HACCPplan is soned and daed by the responsible - -k-establishment indivilual. 45. Equipmentand Utensils 

Hazard Analysis and Cr i t ica l  C o n t r o l  Point 
(HACCP) Systems -Ongoing Requ i remen ts  46. Sanitary Operations-- -

18. Monitoring of M C C P  plan. 
-..- .-- ~- I---47. Employee Hygiene 

.-. -. 
19. Ve.iicatioo and va~&ationof HACCP plan. 

-

i 
...... 48. Condemned Product Control 

-. .----Im
20. Conectiveaction writtm in HACCP plan. 

21. Reassessedadequacy of the HACCP pian. Par t  F - I n s p e c t a n  Requ i remen ts  
- -. .......... 

22. Recoi* docummttng: me wtilten HACCPptan, rnonitorirg of the 49. Government Staffing
criticatconM m n t s  dater md t i e s  d spscific evert occurrenes.-- - -- .- .- .. 

Pa r t  C -Economic iW h o l e s o m e n e s s  50. Daily lnspecticn Coverege 
..- -~ - - . -
23. Labeiing - ~ a d d tStandards - j 51. Enforcement 
24. Labding - N d  Weights 

~ 

I
.. .-...-~ .-

25. General Labeling 52. Humane Handiing 
-..--..-- ... . 

26. Fin. Pmd StandadslBonelss (DefedsiAQUPark SkinsiMolsture) 53. Anlmai Identification 
- ....-. i+... ...~ 

Par t  D - S a m p l i n g  

Gener ic  E. coliTestlng 54. Ante Morten lnspction 
.... -- ........ --

27. Written Procedures / 0 55. post Mar tm lnspction 
.--

26. Sample CoikctionlAnalysis - -. b
Part  G - O t h e r  Regu la to l y  Oversight Requ i remen ts

29. Records 
-

56. European Community Oiectives
Sa lmone l l a  Per formance Standard 
--

30. ConectiveActions 0 ---TI-57. Mrnthly Review 
~- i 

--
31. Reassessment 1 p- 58. I 

! 
32. Wrtten Assurance i 0 59. 

i 
FSIS- 50M-6(04D412002) 



FSfS 5000-6(04/04/2002) -- -~Page 2 of 2 

60. Observation of the Establishment Date: 06!12/2005 Esr It: AlVlO (Meica Meat Packing Plant of Ammerland [PI) (Edewechi Gemany) 

10. Direct contact was observed between an employee's boots and the sausages on a rack as he was hanging them after the 

stuffing machine and prior to the smokehouse. [Regulatoly reference(s): 9 CFR 5416.131 


42. Several pipes, both in the peeling room and the brine filler area, had leaking connections. These were immediately 

corrected. [9 CFR 5416.2(e) and ( f ) ]  


45. Many of the large containers used to transport fresh meat to the cutting machines had unsmooth welds which could allow for 
the formation of b~ofilms. Many equipment seals throughout the establishment were broken and deterlorating. The seals were 
immediately replaced. The establishment has enough transport contamers to not use those with welding problems [9 CFR 
5416.31 
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60.Observation of the Establishment Date: 06/16/2008 Est U:AEV3S (GebruederAbraham GmbH & Company KG [PI) ( Edewecht, Germany) 

10. One of the plastic-link conveyor belts on a dicing machine had a number of breaks all at the same location on the belt. The 

production was halted on this machine and it was determined that this belt had been intact at the begining of production. All 

product from this machine's production was held and re-examined for pieces of plastic. All 414 kilograms ofproduct were 

destroyed. The cause of  the breaks was found by maintenance personnel and comected. [Regulatory reference(s): 9 CFR 

$416.131 


15151. The flow diagram did not include the rcceipt or storage of non-meat ingredients or of ~ackaging mater~als. The hazard 

analysis also did not include and consider those steps. [9 CFR §417.2,417.8] 


22/51. The monltoring records for CCP 3, a metal detector, did not contain a result [9 CFR $417.5,417.81 

39/51. Several locations in the establishment did not have a good seal to make structures impervious to water and easily 
cleanable. These included walls to curbs, curbs to floors, and around the attachment of bumpers to walls. [9 CFR 9416.17, 
416.2(b)] 

45 Some of the red cutting boards in the boning room were deeply scored thereby not allowing for adequate cleaning. They 

were immediately taken out of service pending repair or replacement. [9 CFR 6416.31 
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60. Observation of the Establishment 	 Date. 0611 812008 Est #. AEVZ9 (H. Kluemper GmbH &Company KG [PI)( Schunorf, Germany) 

07151. SSOP written program did not have clearly defined frequencies for activities included in operational sanitation. 
[Regulatory reference@): 9 CFR $416.1 I-. 12,416.17] 

13/51. SSOP monitoring records did not include possible involvement and disposition of product in corrective actions for 

deficiencies recorded. Because of the nature of this operation, product is present in many areas during even pre-operational 

monitoring. [9 CFR $416.1 6,416,171 


15/51. The flow diagram was extremely difficult to follow and included many items not in the direct production steps of the 
product. This led to confusion in the designation of the CCPs and the resulting HACCP plan. [9 CFR $417.2,417.8] 

43/51. The ebtablishment was not following their own water sampling propram and was missing the papenvork from some 
yearly physicallchemical analysis. Also, the establishment had not done some of the monthly sampling the program requires [9 
CFR $416.17,416.2(g)] 

45/51. Some of the large metal containers used to transport finished hams to the slicing operation had unsmooth welds which 

could allow for the formation ofbiofilms. Tape had been used for repairs on a number of locations on the slicingipackaging 

machines. This shredded and uncleanable surface caused insanitary conditions to exist. All tape will be removed and these 

surfaces cleaned as well as the necessary repairs will be done. [9CFR $416.31 


46. One slicingipackaging machine had a hose attached to it that was allowed to lie on the floor. This hose is used for clean-up 
during breaks in operations and the surface touching the floor could come into contact with food-contact surfaces during clean- 
up. The veterinary service has previously discussed this problem, but action has not been taken by the establishment to address 
the deficiency [9 CFR 5416.41 

58 5 1 .  Ihis establishment uses 4ltenlativc 3, sallitdt~on only, for the Lirnria Jnonoc)sogt,rrr prugram fix post-lethality cuposed 
R1'E product. There nas  nu identification of tht. ~onditions for the implcmcntatinn ofa test and Ilald program follou,lng 3 

positive food-contact surface result. [9 CFR $430.41 

--	 A 
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Bundesamt fiir Verbraucherschulr und Lebensmillelsicherheit Sabine Hausdorfer 

Oienstsitz Berln .Pastfach 11 02 80. 10832 Berlin Correspondent 
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Washington, D. C.. 20250 
YOUR REFERENCE 

YOUR LETTER OF 23 October 2008 

E-mail copy to: OUR REFERENCE BVL 108 3620 011287799 287803 
(Please quole wllh answer) 

USDA Fore~gn Agr~cultural Service 

Clayallee 170, 14195 Berlin 


Ministerium fiir Ernahrung, 

Landw~rtschaftund Verbraucherschutz 

Rochusstr. I , 53123 Bonn DATE 19 December 2008 


Botschaft der Bundesrepublik Deutschland 
4645 Reservoir Road, N. W. 
Washington, D. C., 20007 

Draft final report o f  FSIS 2008 audit o f  German meat inspection system: 

Comments 

Dear Dr. Smart 

Please find enclosed with this letter the comments by the competent authorities of the states 

of Lower Saxony and Mecklenburg-Western Pomerania on the draft final report of this year's 

FSlS audit of the German meat inspection system for establishments eligible to export meat 

or meat products to the United States. 

The competent authorities report that the deficiencies noted during the audit both with regard 

to government oversight and implementation of some SSOP and HACCP requirements by 

the establishments were corrected. Corrective measures taken by establishments were con- 

trolled by the competent authorities. 
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[3.110853 ec 5 J  Scn 211 hlas,enej 1 1  12 hla.ersraRe 59-42 U e0.r 300'1cr m e 1  I 
381.6 O r a ~ i s c r r c o  33lC.i a,>... r .,<:?,A',<: 11.'7 fie, ? 12;77 tee n 
Tel: +49 (0)531 214"97-0 Tel: +49 (0)531 299.5 Tel: 449 (0)30 18444000 Tel: +49 (0)30 18412-0 
Fax: +49 (0)531 21497-299 Fax: +49 (0)531 299-3002 Fax: +49 (0)30 18444-89999 Fax: +49 (0)30 18412-2955 



SEITE 2 YON 2 

For easy reference, I have added an English translation of the comments delivered by the 


Lower Saxony State Office of Consumer Protection and Food Safety, and by the Ministry of 


Agriculture, the Environment, and Consumer Protection of Mecklenburg-Western Pornerania. 


Please let me know if any further information is needed. 


Sincerely yours 


(signed) 


Dr. Antje Jaensch 


Enclosure 



Niedersachsisches Landesamt 

Ndi. tondesclrnt llrr verbioucherrch"lz und Lebeniniiftelsicherheil fur Verbraucherschufz 

Poilloch 39 49 .2602901denburg und Lebensrniltelsicherheit 


Nds. Ministerium fur Ernahrung 
Landwirtschaft u n d  Forsten 
Referat 201 
Postfach 243 5eorbeltet "on 

Frau Dr. Geiecke 
30002 Hannover lelebx 

(04 41) 57026 - 179 
Emoll 

per e-mai l  jutta gereckeelaves nledersachren de 

l11l Zeichen, #tireNaciirlchl uom Meiri lrichen IBillebri  ~ n l w o i langebeni Durchwahl Oldt:ni~u,[i 

Ernail des 8VL vorn 05.1 1.2008 21.2-441 1213-33-1 (04 41) 57026 - 225 24.1 1.2008 

Export von Fleischerzeugnissen nach den USA; US-Audit vorn 04.Juni - 25. Juni 2008 
Stellungnahme zum FSlS-Berichtsentwurf vom 23.10.2008 

Aus hiesiger Sicht ist Foigendes anzumerken: 

zu Nr. 4 ,,LEGAL BASIS FOR THE AUDIT", 2. Satz und Nr. 11.5: 

Das Europaische Lebensmittel- und Futtermittelrecht wurde vollstandig geandert. 

Rechtsgrundlage sind mittlerweiie die Verordnungen (EG) 85212004, 85312004 und 85412004, 

Durch die Richtlinie 2004141EWG wurden die bisher gultigen und im FSlS Bericht zitierten 

Hygienerichtlinien aufgehoben. 

Europaische ~ e c h t s ~ r u n d l a ~ e  
fiir den Bereich der Fleischerzeugnisse war die Richtlinie 
77199lEWG (92105lEWG), nicht die RL 641433lEWG. lnsofern wurde die falsche 
Rechtsgrundlage zur Bewertung herangezogen. Die RL 77199lEWG war im Veterinary 
Equivalence Agreement (VEA) als aquivalent bewertet worden. 

zu Nr. 8 ,,RESIDUE AND MlCOBlOLOGY LABORATORY AUDITS" 

Die Waage zurn Einwiegen der Proben war geeicht bis Ende 2008. 

Dem Hinweis aus dern Audit wurde Rechnung getragen, indem ein 209 Prufgewicht beschafft 

wurde. 

Die Kaiibrierung mit diesem Gewicht ergab keine Mangel der Wagung. 

Die regelrnaRige Prufung der Waage zusatzlich zum bisherigen Verfahren mit dem 20g- 

Prufgewicht wurde in die Arbeitsanweisungen aufgenommen und wird durchgefiihrt 


Anrnerkungen zu den aufgelisteten Mangeln der einzelnen Betriebe: 


Die Mangei sind zwischenzeitiich beseitigt worden. Im Einzelnen: 


1. Fa. Abraham, Harkebriigge, A-IV-191: 

es wurden ke~ne Mangei festgestellt. 

2. Fa. Meica ,Edewecht, A-IV-I0 

zu Nr. 10: 

Beluchrreifen 
M 0 . - F r P ~ I 2 U h r  
MO. 00,ouch 14 15.30 Uhl 
Besuclle bille maglichrl"erein-
bore" 



Der Mangel wurde abgestellt. Ein direkter Kontakt zwischen dern Produkt und den Stiefeln der 
Mitarbe~terfindet nicht mehr statt. 

zu Nr. 42: 

Der Mangel wurde bereits wahrend der Begehung behoben 


zu Nr. 45: 

Die Mangel wurden z. T. bereits wahrend der Begehung abgestellt. Kutterwagen mit rauen 

SchweiBnahten sind im Betrieb nicht mehr vorhanden. 


3. Fa. Abraham, Edewecht, A-EV-35 

zu Nr. 10: 

Der Mange1 wurde bereits wahrend der Begehung abgestellt 


zu Nr. 15/51: 

Die Papiere wurden entsprechend angepasst. 


zu Nr. 22/51 : 

In der Dokumentation fiir CCP 3 (Metalldetektor) werden Ergebnisse aufgefuhrt 


zu Nr. 39/51: 

Die Dichtungen wurden erneuert. 


zu Nr. 45: 

Der Mangel wurde bereits wahrend der Begehung behoben 


4. Klumper, Schuttorf, A-EV-29: 

zu Nr. 07/51 : 

Irn SSOP wurden rnittlerweile Frequenzen festgelegt 


zu Nr. 13/51: 

Irn SSOP wurde festgelegt, wie mit Produkten zu verfahren ist, die durch eine beim pre- 

operational rnon~toring festgestellte Abweichung moglicherweise negativ beeinflusst wurden 


zu Nr. 15151: 

Das HACCP Konzept befindet sich in der Uberarbeitung und wird iibersichtlicher gestaltet 


zu Nr. 43/51: 

Die fehlenden jahrlichen chem.-phys. Wasseranalysen wurden nachgepflegt. Die Firrna befolgt 

mittlerweile ihren Plan fijr die Ziehung von Wasserproben. 


zu Nr. 45/51 : 

Der Mangel wurde abgestellt. Die Klebebander wurden entfernt, Behalter mit rauen 

SchweiRnahten wurden aussortiert. 


zu Nr. 46: 

Der Mangel wurde abgestellt, der Schlauch ist mittlerweile ordnungsgemaR aufgehangt 


zu Nr. 58/51 : 



Die Festlegung der Probenanzahl je Produktionslinie und die Ausarbeitung eines Plans zur 
weiteren Vorgehensweise inkl. der erforderlichen Probenahme bei positivem Listeria m.-
Untersuchungsergebnis is1 erfolgt. 

Im Auftrage 

Dr. Gerecke 

(Dieses Schriftstuck wird elektronisch ubermittelt und ist daher ohne Unterschrift g~ltig.) 



Comments by Lower Saxony (translation provided by BVL 106) 

Letter by: Niedersdchsischcs Landesamt fiir Verbraucherschutz und 
Lebensmittelsicherheit (Lo~c,er Sasoity Srate 0ff;cc. q"Coirsloi~er Proceclioii 
crird Food .Yu/i?ty. LA VES) 

To: Nds. Miiiisleri~~tii fur Ertialiri~ng. Landwirtschaft ulid Fot-sten 
Dated: Nove~iiber 24,2008 

Export of incat products to the USA; FSlS audit in Cerrllal~y front J u ~ l c  04 - 25,2008 

Col~lmentson FSlS draft report of October 23,2008 

Thc compelelit state authority in Lower S:lxo~iy has the following comments on tlic FSIS drali 

1-e1>0rt: 

To No. 4 "Legal Basis for the audit", 2"" selite~lce and No. 11.5: 

The Europmi rood and Seed law lias been profoundly changcd. The legal hascs arc now 

provided by Regulations (EC) 85212004, 85312004. atid 85412004. The liygicnc dil-cctivcs 

cited ill thc fSIS I-eporL were rcpealcd by Direclivc 20041411EEC. 

Tllc basis of Europeati legislalion co~lcertiing nieat l)l.oducts is provided by Directivc 

77199lEEC. Given that facl, the audit tindings should not bc evaluated 011  the hssis ofCo11nci1 

Dircctivc 641433lEEC. Directive 77109lEEC lias bee11 cvaluatcd as ccl~~ivelcnt in the 

Vetel-inary Eqi~ivalctice Agreemct~t (VEA). 

To No. 8 "Residue and Microbiology Audits" 


Tlie sample scales in cluestion we!-c reference-calibraled ~ u i t i lend of 200X. The audit 


recotiimcndatio~iwas lollowed as a 20-g reference weight was accjuit.ed. 


A ncw calibration using this reference weight did not show any weighing deticicncies. 


Periodical additional calibration of the scales using the 20-g reference weight, apart li.om the 


usual calibratioti procedure, lias been included in the working instl-uctions and is being ~ O I I L . .  


Notes on the deficiencies listed with regal-d to individual establisli~netits: 


Noted deficiencies have been corl-ectcd. This was in detail: 


1.) Establislln~ent Abraham, Harkebriigge (A-IV-191): 

No deficienctes were reported. 

http:accjuit.ed


2.) Establisl~nlent Meica, Edewecl~t (A-IV-10): 

To No. 10: 

Tlie deficiency was corrected. There is no contact of the product and the hoots ofthe workers 


To No. 42: 
Tlie deficiency was corrected during the inspection tour of the establisli~iient. 

To No. 45: 

Part ofthe cieficicncies were corrected during the inspection tour. 

The establishment has disposed of any transport bins with rough welds 


To No. 10: 

The dcficicncy was correctcd during tlic inspection t o ~ ~ r .  


To No. 15151 : 

The documen~s were amelided accordingly 


-To No. 2215 1: 

Tlic documenlation of C:CP 3 (mctal detector) now lists the findings. 


To No. 39/51. 

Thc scals were replaccd 


To No. 45: 

The deficiency was correctetl during the inspection tour. 


4.) Establisll~nent Klumper, Schuttorf (A-EV-29) 

To No. 0715 I: 

Tlie SSOP has now fixed frequencies of operational sanitation activities 


To No. 1315 1 : 
The SSOP has bee11 change lo inclrtde PI-ocedures fol- how to deal with product wliich niighl 

have been impaired by deviatio~is found in prc-operatio~ial monitoring. 


To No. 1515 1 : 

Tlie HACCP plan is bcing rcviewed and re-dcsigncd in a manner casicr to handle 


To No. 4315 1: 

The missing resnlts of annual cheliiical and physical watcr analyses havc been fed into [lie 

documentation of the water analysis progralii. The establishment now adheres to its water 

sampling plan. 


To No. 4515 1 : 



TIie deficiency was corrected. Ail tape was retiloved and containers with rough welds were 

tiisposed of. 


To No. 46: 

The deficiency was conzcted and the hose propel.ly hung up. 


ToNo. 5x15 I : 

Tile comtsanv lias lixed the numbcr of sam~>les to be draw11 ver nt.oduct~on line and wl-lttcn 
. < . , 
down n plan of how to proceed in thccase of a positive Lis~wionrorzcy/ogc~rreslilldii~g. 
including tcsting rcqui~.c~i~ents. 

(signed: Dr. Ce~.ccke) 



Ministerium fiir Landwirtschaft, 

Umwelt und Verbraucherschutz 


Mecklenburg-Vorpommern 


Mln#sler#umlur Landwrrtschaft. Urnweltund Verbraucherrch~tz 

Meckleoburg-Vorponlrnern 19048 Schwerln 


bearbeitet "on: Dr. Kiihn
Bundesamt fur Verbraucherschutz 
und Lebensmittelsicherheit (BVL) Telefon: 03851588 6550 

Telefax: 03851588 6028 
Ref. 106 E-Mail : Kristian.Kuehn@lu,mv-

regierung.de 
nur oer E-mail 	 Aktenreichen: V I  55017252.42 EV 830 

IbI$ebei Ssllrlilveikehl angaUElll 

Schwerin. den 01. 12,2008 

Entwurf des Abschlussberichtes zur lnspektionsreise des FSlS 
vom 4.bis 25.Juni 2008 in  Niedersachsen und Mecklenburg-Vorpommern 

Stellungnahme Mecklenburg-Vorpomrnern 

1. Betriebliche Mangel: 

Am 2. September 2008 wurde dem Fachdienst Veterinar- und 
Lebensmitteliiberwachung Ludwigslust der uberarbeitete SSOP-Plan mit dem 
Freigabevermerk von Herrn Eiben vom 29.08.2008 ubergeben. In den neuen 
Dokumenten wird zwischen den TGtigkeiten der Mitarbeiter in der Produktion und den 
betrieblichen UberwachunasmaRnahmen durch die Mitarbeiter der Abteilunq 
Qualitatssicher~ng unterschieden. Die M tarbeiler der Reinigungsschlcht ~ n ' b  der 
Leiler der Re nigungssch~cht haben tag1 ch ein Protokoll zur DJrchfLnr~rly urid 
Abnahme der ~asch inenre in i~un~ der Uhrzeit auszufullen. Die m i t ~ n ~ a b e  
Mitarbeiter an den Produktionslinien haben eine Checkliste Liniensteuerung 
Produktionsbeginn und -ende zu fiihren. Die Aufgaben der betrieblichen ijberwacher 
slnd extra aufgefuhrt. 

Die betrieblichen Hygieneuberwachungsprotokolle,mit denen taglich gearbeitet wird, 
haben jetzt Platz fiir die Dokumentation der Reinigung, fur die Angabe des 
Verschrnutzungsgrades, fur die Dokurnentation von Korrekturmal3nahrnen sowie fur 
die Dokumentation und Kontrolle der Nachreinigung. 

Hausanschrift: Telefon: (0385) 588-0 
Ministerium fiir Landwirtschaft, Umwelt und Verbraucherschutz M-V Telefax: (0385) 588-6024 
Paulshdher Weg 1, 19061 Schwerin 588-6025 



Die USA-Ausgabe des HACCP-Konzeptes wurde als von Herrn Eiben am 
29.08.2008 freigegeben und ersetzt die HACCP-Version vorn 31.01.2008. Im 
Fliendiagramrn sind jetzt die Wareneingange und die Lagerung von Rohstoffen und 
Verpackungsrnaterial enthalten. Die Zufuhrung von Rework-Material ist in der neuen 
Gefahrenanalyse dokurnentrert. 

Die HACCP- iJberwachungsprotokolle sind uberarbeitet worden und enthaiten letzt 
eine Spalte, in der der zustandige Kontrollierende an der Verpackungslinie sein 
Narnenskurzel eintragen muss. Es wird die genaue Uhrzeit der Kontrollen am CCP 
,,Metallsucher" in Stunden und Minuten angegeben. 

Die elektrischen Leitungen wurden gestrafft, so dass ein potentieller Kontakt mit den 
Produkten ausgeschlossen werden kann. Kontarninationsrnoglichkeitenzwischen 
Geratschaften wie Mehlbursten vor dern Ofen und Stangen nach dern BackprozeR Irn 

Ofen wurden beseitigt. 

2. Mangel in der Durchsetzung von Rechtsvorschriften durch die BehBrden: 

Irn Rahrnen von USA-Produktionen im Dr. Oetker Werk in Wittenburg werden die 
betrieblichen Dokurnente verstarkt kontrolliert, rnit Narnenskurzel abgezeichnet und 
die Abstellung von Mangeln angernahnt. 

im Auftrag 

Dr. Kuhn 



Cornmeets by Mecklenburg-Western Ponierania (translation provided by BVL. 106) 

Letter by: Ministeriurn Eir Landwirtschaft, Umwelt und Verbraucherscliutz 
Mecklenburg-Vorpo~ii~iier~i(Milrisl~y vfAgr.ictrlfure, flze Enviro~rnrcnt, o ~ r d  
Curwu~~rerP~.otectioi~qf Mecklerrbrrrg- Westenr Po~nerutriu) 

To: Bundcsan~t fur Verbra~slierscli~~tz und Lcbens~iiittelsicherheit(BVL) 
Dated: December 0 1.2008 

Draft final report of FSlS audit in Lower Saxony and Mecklcoburg-Wester11 Porlleral~ia 
froni June 04 - 25, 2008; 
C o ~ n n ~ e n t sby Mecklenburg-Wester11 Po~iierania 

Mecklenburg-Westcr~i Pomcranii~ has (lie follow~ng co~iinientson the draft final r o p o ~ ~ :  

I. Deticielicies reported in estshlisliment Dr. Oetker Ticikiihlprudukte 

The rstnblislinient's rcviscd SSOP plan signed by Mr. Eiben on August 20. 2008, was 
submitted to the Ludwigslust Veterinary and Food Control Sel-vice on ScpLcnibcr 02. ZOOS. 
Tlic ncw docu~iient makes a clear distinction belwee~i activities by workers in production : I I I ~  

cstxblisliment self-control activities by staff of the qunlity insurance depart~iicnt. Tlie wolkcl-s 
ant1 fbreworker oftlie clea~ii~ig shift niost f i l l  in a daily prolocol including thc tinic of 
performance and clicclc of the cleaning of ~nacliincs. Sclfl'working at the production li~ics 
liavc to f i l l  i n  a linc contl-ol clicck list at the heginning and end of production. 
Activities ofllie cstablishment's q~lality insrmnce department are listed in extra doc~~mc~i ts .  

The establisl~mclit's daily Iiygicnc monitoring protocols now provide space for docurncntatiu~~ 
of cleaning activities, degree ol'contaminatio~i, col-I-ective measnres, and docunicnt:~tion and 
control of col-I-ective cleaning. 

Tlir US version of thc HACCP plan was signed and relcescd by Mr. Eihen 011 August 29, 
2008, and replaces the HACCI' plan version dated January 3 1, 2008. The flow chart low 

includes receipt and storage of raw materials and packaging material. Tlie ne\v risk al~aiysis 
addresses the step wlicre rework material is put in. 

HACCP monitoring protocols have been revised to include a column where the person in 
charge of controls at the packaging line places hislher monogram. Tlie exact time orchccks at 
the metal detector CCP is stated with hour and ~i i in~~tes .  



Electric cableb werc Lightened, so that potential contact w~tli  product is precludcd. Posbible 
sources of cross conta~iiination between equipment parts, such as f low brushes in front of thc 
oven and bars behind the oven after the baking stage, were eliminated. 

2. Deficiencies reported wit11 regard to enforcement of US requirements 

The establisliment's documents will be ~uo rc  intensively controlled, signed, and realisation of 
corrective actions will be controlled with ]regard to any US production in establishment Dr 
Oetker Tiefkiililprodukte in Wittenbuy, 

(Signed: Dr. Kiilin) 
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