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Regulation (EC) No 882/2004 of the European Parlia-
ment and of the Council of 29 April 2004 on official
controls performed to ensure the verification of
compliance with feed and food law, animal health and
animal welfare rules (') requires the Member States to
ensure that official controls are carried out regularly, on a
risk basis and with appropriate frequency. Those controls
should take place at appropriate stages of the production,
processing and distriEution of food to ensure that the
criteria laid down in this Regulation are complied with by
food business operators.

The Communication from the Commission on the
Community Strategy for setting microbiological criteria
for foodstuffs () describes the strategy to lay down and
revise the criteria in Community legislation, as well as the
principles for the development and application of the
criteria. This strategy should be applied when micro-
biological criteria are laid down.

The Scientific Committee on Veterinary Measures relating
to Public Health (SCVPH) issued an opinion on
23 September 1999 on the evaluation of microbiological
criteria for food products of animal origin for human
consumption. It highlighted the relevance of basing
microbiological criteria on formal risk assessment and
internationally approved principles. The opinion recom-
mends that microbiological criteria shourd be relevant
and effective in relation to consumer health protection.
The SCVPH proposed, while awaiting formal risk
assessments, certain revised criteria as interim measures.

The SCVPH issued at the same time a separate opinion
on Listeria monocytogenes. That opinion recommended
that it be an objective to keep the concentration of
Listeria monogytogenes in food below 100 cfufg. The
Scientific Committee on Food (SCF) agreed with these
recommendations in its opinion of 22 June 2000.

The SCVPH adopted an opinion on Vibrio vulnificus and
Vibrio parahaemolyticus on 19 and 20 September 2001. It
concluded that currently available scientific data do not
support setting specific criteria for pathogenic V.
vulnificus and parahaemolyticus in seafood. However, it
recommended that codes of practice should be estab-
lished to ensure that good hygiene practice has been
applied.

0OJ L 165, 30.4.2004, p. 1, corrected by O] L 191, 28.5.2004,
p- L

SANCO(1252/2001 Discussion paper on strategy for setting
microbiological criteria for foodstuffs in Community legisla-
tion, p. 34.
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The SCVPH issued an opinion on Norwalk-like viruses
(NLVs, noroviruses) on 30-31 January 2002. In that
opinion it concluded that the conventional faecal
indicators are unreliable for demonstrating the presence
or absence of NLVs and that the reliance on faecal
bacterial indicator removal for determining shellfish
purification times is unsafe practice. It also recom-
mended using E. coli rather than faecal coliforms to
indicate faecal contamination in shellfish harvesting
areas, when applying bacterial indicators.

On 27 February 2002 the SCF adopted an opinion on
specifications for gelatine in terms of consumer health. It
concluded that the microbiological criteria set in
Chapter 4 of Annex II to Council Directive 92/118/EEC
of 17 December 1992 laying down animal health and
public health requirements governing trade in and
imports into the Community of products not subject
to the said requirements laid down in specific Commu-
nity rules referred to in Annex A(l) to Directive 89/662/
EEC and, as regards pathogens, to Directive 90/425]
EEC (}) in terms of consumer health were excessive, and
considered it sufficient to apply a mandatory micro-
biological criterion for salmonella only.

The SCVPH issued an opinion on verotoxigenic E. coli
(VTEQ) in foodstuffs on 21 and 22 January 2003. In its
opinion it concluded that applying an end-product
microbiological standard for VTEC O157 is unlikely to
deliver meaningful reductions in the associated risk for
the consumers. However, microbiological guidelines
aimed at reducing the faecal contamination along the
food chain can contribute to a reduction in public health
risks, including VTEC. The SCVPH identified the
following food categories where VTEC represents a
hazard to public health: raw or undercooked beef and
possibly meat from other ruminants, minced meat and
fermented beef and products thereof, raw milk and raw
milk products, fresh produce, in particular sprouted
seeds, and unpasteurised fruit and vegetable juices.

On 26 and 27 March 2003 the SCVPH adopted an
opinion on staphylococcal enterotoxins in milk products,
particularly in cheeses. It recommended revising the
criteria for coagulase-positive staphylococci in cheeses, in
raw milk intended for processing and in powdered milk.
In addition, criteria for stapﬁylococcal enterotoxins
should be laid down for cheeses and powdered milk.

OJ L 62, 15.3.1993, p. 49. Directive as last amended by
Commission Regulation (EC) No 445/2004 (O] L 72,
11.3.2004, p. 60).
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(16) The SCVPH adopted an opinion on salmonellae in products of animal origin intended for human consump-
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foodstuffs on 14 and 15 April 2003. According to the
opinion, food categories possibly posing a high risk to
public health include raw meat and some products
intended to be eaten raw, raw and undercooked products
of poultry meat, eggs and products containing raw eggs,
unpasteurised milk and some products thereof. Sprouted
seeds and unpasteurised fruit juices are also of concern. It
recommended that the decision on the need for
microbiological criteria should be taken on the basis of
its ability to protect the consumers and its feasibility.

The Scientific Panel on Biological Hazards (BIOHAZ
Panel) of the European Food Safety Authority (EFSA)
issued an opinion on the microbiological risks in infant
formulae and follow-on formulae on 9 September 2004.
It concluded that Salmonella and Enterobacter sakazakii are
the micro-organisms of greatest concern in infant
formulae, formulae for special medical purposes and
follow-on formulae. The presence of these pathogens
constitutes a considerable risk if conditions after
reconstitution permit multiplication. Enterobacteriaceae,
which are more often present, could be used as an
indicator for risk. Monitoring and testing of Enterobac-
teriaceae was recommended in both the manufacturing
environment and the finished product by the EFSA.
However, besides pathogenic species the émily Enter-
obacteriaceae includes also environmental species, which
often appear in the food manufacturing environment
without posing any health hazard. Therefore, the family
Enterobacteriaceae can be used for routine monitoring,
and if they are present testing of specific pathogens can
be started.

International guidelines for microbiological criteria in
respect of many foodstuffs have not yet been established.
However, the Commission has followed the Codex
Alimentarius guideline "Principles for the establishment
and application of microbiological criteria for foods
CAC/GL 21 — 1997 and in addition, the advice of the
SCVPH and the SCF in laying down microbiological
criteria. Existing Codex specifications in respect of dried
milk products, foods for infants and children and the
histamine criterion for certain fish and fishery products
have been taken account. The adoption of Community
criteria should benefit trade by providing harmonised
microbiological requirements for foodstuffs and repla-
cing national criteria.

The microbiological criteria set for certain categories of
food of animal origin in Directives that were repealed by
Directive 2004/41/EC of the European Parliament and of
the Council of 21 April 2004 repealing certain Directives
concerning food hygiene and health conditions for the
production and placing on the market of certain
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tion and amending Council Directives 89/662/EEC and
92/118/EEC and Council Decision 95/408/EC (') should
be revised and certain new criteria set in the light of the
scientific advice.

The microbiological criteria laid down in Commission
Decision 93/51 EEC of 15 December 1992 on the
microbiological criteria applicable to the production of
cooked crustaceans and molluscan shellfish (3) are
incorporated in this Regulation. It is therefore appro-
priate to repeal that Decision. Since Commission
Decision 2001/471/EC of 8 June 2001 laying down
rules for the regular checks on the general hygiene
carried out by the operators in establishments according
to Directive 64/433/EEC on health conditions for the
production and marketing of fresh meat and Directive
71/118/EEC on health problems affecting the production
and placing on the market of fresh poultrymeat (%) is
repealed with effect from the 1 January 2006, it is
appropriate to incorporate microbiological criteria set for
carcases in this Regulation.

The producer or manufacturer of a food product has to
decide whether the product is ready to be consumed as
such, without the need to cook or otherwise process it in
order to ensure its safety and compliance with the
microbiological criteria. According to Article 3 of
Directive 2000/13/EC of the European Parliament and
of the Council of 20 March 2000 on the approximation
of the laws of the Member States relating to the labelling,
presentation and advertising of foodstuffs (*), the
instructions for use of a foodstuff are compulsory on
the labelling when it would be impossible to make
appropriate use of the foodstuff in the absence of such
instructions. Such instructions should be taken into
account by food business operators when deciding
appropriate sampling frequencies for the testing against
microbiological criteria.

Sampling of the production and processing environment
can be a useful tool to identify and prevent the presence
of pathogenic micro-organisms in foodstuffs.

Food business operators should decide themselves the
necessary sampling and testing frequencies as part of
their procedures based on HACCP principles and other
hygiene control procedures. However, it may be
necessary in certain cases to set harmonised sampling
frequencies at Community level, particularly in order to
ensure the same level of controls to be performed
throughout the Community.

OJ L 157, 30.4.2004, p. 33, corrected by O) L 195, 2.6.2004,
p- 12.

OJ L 13, 21.1.1993, p. 11.

OJ L 165, 21.6.2001, p. 48. Decision as amended by Decision
2004/379/EC (Of L 144, 30.4.2004, p. 1).

O] L 109, 6.5.2000, p. 29. Directive as last amended by
Directive 2003/89/EC (O] L 308, 25.11.2003, p. 15).
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(24) Test results are dependent on the analytical method used,
and therefore a given reference method should be
associated with each microbiological criterion. However,
food business operators should have the possibility to use
analytical methods other than the reference methods, in
particular more rapid methods, as long as the use of
these alternative methods provides equivalent results.
Moreover, a sampling plan needs to be defined for each
criterion in order to ensure harmonised implementation.
It is nevertheless necessary to allow the use of other
sampling and testing schemes, including the use of
alternative indicator organisms, on condition that these
schemes provide equivalent guarantees of food safety.

(25) Trends in test results should be analysed, as they are able
to reveal unwanted developments in the manufacturing
process enabling the food business operator to take
corrective actions before the process is out of control.

(26) The microbiological criteria set in this Regulation should
be open to review and revised or supplemented, if
appropriate, in order to take into account developments
in the field of food safety and food microbiology. This
includes progress in science, technology and methodol-
ogy, changes in prevalence and contamination levels,
changes in the population of vulnerable consumers, as
well as the possible outputs from risk assessments.

(27) In particular, criteria for pathogenic viruses in live bivalve
molluscs should be established when the analytical
methods are developed sufficiently. There is a need for
development of reliable methods for other microbial
hazards too, e.g. Vibrio parahaemolyticus.

(28) It has been demonstrated that the implementation of
control programmes can markedly contribute to a
reduction of the prevalence of salmonella in production
animals and products thereof. The purpose of Regulation
(EC) No 2160/2003 of the European Parliament and of
the Council of 17 November 2003 on the control of
salmonella and other specified food-borne zoonotic
agents {!) is to ensure that proper and effective measures
are taken to control salmonella at relevant stages of the
food chain. Criteria for meat and products thereof should
take into account the expected improvement in the
salmonella situation at the level of primary production.

(29) For certain food safety criteria, it is appropriate to grant
the Member States a transitional derogation, enabling
them to comply with less stringent criteria but provided
that the foodstuffs would only be marketed on the

(') OJL 32512122003, p. 1.
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national market. The Member States should notify the
Commission and other Member States where this
transitional derogation is used. .

(30) The measures provided for in this Regulation are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS ADOPTED THIS REGULATION:
Atrticle 1
Subject-matter and scope

This Regulation lays down the microbiological criteria for
certain micro-organisms and the implementing rules to be
complied with by food business operators when implementing
the general and specific hygiene measures referred to in
Article 4 of Regulation (EC) No 852/2004. The competent
authority shall verify compliance with the rules and criteria
laid down in this Regulation in accordance with Regulation
(EC) No 882/2004, without prejudice to its right to undertake
further sampling and analyses for the purpose of detecting and
measuring other micro-organisms, their toxins or metabolites,
either as a verification of processes, for food suspected of
being unsafe, or in the context of a risk analysis.

This Regulation shall apply without prejudice to other specific
rules for the control of micro-organisms laid down in
Community legislation and in particular the health standards
for foodstuffs laid down in Regulation (EC) No 853/2004 of
the European Parliament and of the Council (3), the rules on
parasites laid down under Regulation (EC) No 854/2004 of
the European Parliament and of the Council () and the
microbiological criteria laid down under Council Directive 80/
777 [EEC (*).

Article 2
Definitions
The following definitions shall apply:

{a) ‘micro-organisms’ means bacteria, viruses, yeasts,
moulds, algae, parasitic protozoa, microscopic parasitic
helminths, and their toxins and metabolites;

{b) ‘microbiological criterion’ means a criterion defining the
acceptability of a product, a batch of foodstuffs or a
process, based on the absence, presence or number of
micro-organisms, andfor on the quantity of their toxins/
metabolites, per unit(s) of mass, volume, area or batch;

(» OJL139,30.4.2004, p. 55, corrected by O] L 226, 25.6.2004,
p. 22.

() O] L 139, 30.4.2004, p. 206, corrected by O] L 226,
25.6.2004, p. 83.

(% OJL229,308.1980, p. 1.
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() ‘food safety criterion’ means a criterion defining the taking of samples, the conduct of analyses and the
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acceptability of a product or a batch of foodstuff
applicable to products placed on the market;

‘process hygiene criterion’ a criterion indicating the
acceptable functioning of the production process. Such a
criterion is not applicable to products placed on the
market. It sets an indicative contamination value above
which corrective actions are required in order to
maintain the hygiene of the process in compliance with
food law;

‘batch’ means a group or set of identifiable products
obrained from a given process under practically identical
circumstances and produced in a given place within one
defined production period;

shelf-life’ means either the period corresponding to the
period preceding the ‘use by’ or the minimum durability
date, as defined respectively in Articles 9 and 10 of
Directive 2000/13EC;

‘ready-to-eat food’ means food intended by the producer
or tKe manufacturer for direct human consumption
without the need for cooking or other processing
effective to eliminate or reduce to an acceptable level
micro-organisms of concern;

‘food intended for infants’ means food specifically
intended for infants, as defined in Commission Directive
91/321/EEC (1);

‘food intended for special medical purposes’ means
dietary food for special medical purposes, as defined in
Commission Directive 1999/21/EC (%)

‘sample’ means a set composed of one or several units or
a portion of matter selected by different means in a
population or in an important quantity of matter, which
is intended to provide information on a given character-
istic of the studied population or matter and to provide a
basis for a decision concerning the population or matter
in question or concerning the process which has
produced it;

‘representative sample’ means a sample in which the
characteristics of the batch from which it is drawn are
maintained. This is in particular the case of a simple
random sample where each of the items or increments of
the batch has been given the same probability of entering

~ the sample;

‘compliance with microbiological criteria’ means obtain-
ing satisfactory or acceptable results set in Annex I when
testing against the values set for the criteria through the

OJ L 175, 4.7.1991, p. 35.
O] L 91, 7.41999, p. 29.
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implementation of corrective action, in accordance with
food law and the instructions given by the competent
authority.

Article 3
General requirements

1. Food business operators shall ensure that foodstuffs
comply with the relevant microbiological criteria set out in
Annex I. To this end the food business operators at each stage
of food production, processing and distribution, including
retail, shaﬁ take measures, as part of their procedures based on
HACCP principles together with the implementation of good
hygiene practice, to ensure the following:

(3 that the supply, handling and processing of raw materials
and foodstuffs under their control are carried out in such
a way that the process hygiene criteria are met,

(b} that the food safety criteria applicable throughout the
shelf-life of the products can be met under reasonably
foreseeable conditions of distribution, storage and use.

2. As necessary, the food business operators responsible for
the manufacture of the product shall conduct studies in
accordance with Annex Il in order to investigate compliance
with the criteria throughout the shelf-life. In particular, this
applies to ready-to-eat foods that are able to support the
growth of Listeria monogytogenes and that may pose a Listeria
monocytogenes risk for public health.

Food businesses may collaborate in conducting those studies.

Guidelines for conducting those studies may be included in
the guides to good practice referred to in Article 7 of
Regulation (EC) No 852/2004. :

Article 4
Testing against criteria

1. Food business operators shall perform testing as appro-
priate against the microbiological criteria set out in Annex I,
when they are validating or verifying the correct functioning
of their procedures based on HACCP principles and good
hygiene practice.

2. Food business operators shall decide the appropriate
sampling frequencies, except where Annex I provides for
specific sampling frequencies, in which case the sampling
frequency shall be at least that provided for in Annex I. Food
business operators shall make this decision in the context of
their procedures based on HACCP principles and good
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hygiene practice, taking into account the instructions for use
of the foodstuff.

The frequency of sampling may be adapted to the nature and
size of the food businesses, provided that the safety of
foodstuffs will not be endangered. ‘

Article 5
Specific rules for testing and sampling

1. The analytical methods and the sampling plans and
methods in Annex 1 shall be applied as reference methods.

2. Samples shall be taken from processing areas and
equipment used in food production, when such sampling is
necessary for ensuring that the criteria are met. In that
sampling the ISO stanfard 18593 shall be used as a reference
method.

Food business operators manufacturing ready-to-eat foods,
which may pose a Listeria monocytogenes risk for public health,
shall sample the processing areas and equipment for Listeria
monogytogenes as part of their sampling scheme.

Food business operators manufacturing dried infant formulae
or dried foods for special medical purposes intended for
infants below six months which pose an Enterobacter sakazakii
risk shall monitor the processing areas and equipment for
Enterobacteriaceae as part of their sampling scheme. .

3. The number of sample units of the sampling plans set out
in Annex [ may be reduced if the food business operator can
demonstrate by historical documentation that he has effective
HACCP-based procedures.

4. If the aim of the testing is to specifically assess the
acceptability of a certain batch of foodstuffs or a process, the
sampling plans set out in Annex I shall be respected as a
minimum.

5. Food business operators may use other sampling and
testing procedures, if they can demonstrate to the satisfaction
of the competent authority that these procedures provide at
least equivalent guarantees. Those procedures may include use
of alternative sampling sites and use of trend analyses.

Testing against alternative micro-organisms and related
microbiological limits as well as testing of analytes other
than microbiological ones shall be allowed only for process
hygiene criteria.

The use of alternative analytical methods is acceptable when
the methods are validated against the reference method in

FOIA_NL&DENO00404

Annex I and if a proprietary method, certified by a third party
in accordance with the protocol set out in EN/
ISO standard 16140 or other internationally accepted similar
protocols, is used.

If the food business operator wishes to use analytical methods
other than those validated and certified as described in
paragraph 3 the methods shall be validated according to
internationally accepted protocols and their use authorised by
the competent authority.

Artide 6
Labelling requirements

1. When the requirements for Salmonella in minced meat,
meat preparations and meat products intended to be eaten
cooked of all species set down in Annex | are fulfilled, the
batches of those products placed on the market must be
clearly labelled by the manufacturer in order to inform the
consumer of the need for thorough cooking prior to
consumption.

2. As from 1 January 2010 labelling as referred to in
paragraph 1 in respect of minced meat, meat preparations and
meat products made from poultrymeat will no longer be
required.

Article 7
Unsatisfactory results

1. When the results of testing against the criteria set out in
Annex | are unsatisfactory, the food business operators shall
take the measures laid down in paragraphs 2 to 4 of this
Article together with other corrective actions defined in their
HACCP-based procedures and other actions necessary to
protect the health of consumers.

In addition, they shall take measures to find the cause of the
unsatisfactory results in order to prevent the recurrence of the
unacceptable microbiological contamination. Those measures
may include modifications to the HACCP-based procedures or
other food hygiene control measures in place.

2. When testing against food safety criteria set out in
Chapter 1 of Annex 1 provides unsatisfactory results, the
product or batch of foodstuffs shall be withdrawn or recalled
in accordance with Article 19 of Regulation (EC) No 178/
2002. However, products placed on the market, which are not
yet at retail level and which do not fulfil the food safety
criteria, may be submitted to further processing by a
treatment eliminating the hazard in question. This treatment
may only be carried out by food business operators other than
those at retail level.
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The food business operator may use the batch for purposes
other than those for which it was originally intended,
provided that this use does not pose a risk for public or
animal health and provided that this use has been decided
within the procedures based on HACCP principles and good
hygiene practice and authorised by the competent authority.

3. A batch of mechanically separated meat (MSM) produced
with the techniques referred to in Chapter III, paragraph 3, in
Section V of Annex III to Regulation (EC) No 853/2004, with
unsatisfactory results in respect of the Salmonella criterion,
may be used in the food chain only to manufacture heat-
treated meat products in establishments approved.in accor-
dance with Regulation (EC) No 853/2004.

4. In the event of unsatisfactory results as regards process
hygiene criteria the actions laid down in Annex I, Chapter 2
shall be taken.

Article 8
Transitional derogation

1. A transitional derogation is granted until 31 December
2009 at the latest pursuant to Article 12 of Regulation (EC)
No 852/2004 as regards compliance with the value set in
Annex [ to this Regulation for Salmonella in minced meat,
meat preparations and meat products intended to be eaten
cooked placed on the national market of a Member State.

2. The Member States using this possibility shall notify the
Commission and other Member States thereof. The Member
State shall:

(3) guarantee that the appropriate means, including labelling
and a special mark, which cannot be confused with the
identification mark provided for in Annex II, Section I to
Regulation (EC) No 853/2004, are in place to ensure that
the derogation applies only to the products concerned
when placed on the domestic market, and that products
dispatched for intra-Community trade comply with the
criteria laid down in Annex [;

(b) provide that the products to which such transitional
derogation afplies shall be clearly labelled that they must
be thoroughly cooked prior to consumption;

(c) undertake that when testing against the Salmonella
criterion pursuant to Article 4, and for the result to be
acceptable as regards such transitional derogation, no
more than one out of five sample units shall be found to
be positive.

Article 9
Analyses of trends

Food business operators shall analyse trends in the test results.
When they observe a trend towards unsatisfactory results, they
shall take appropriate actions without undue delay to remedy
the situation in order to prevent the occurrence of
microbiological risks.

Article 10
Review

This Regulation shall be reviewed taking into account progress
in science, technology and methodology, emerging pathogenic
micro-organisms in foodstuffs, and information from risk
assessments. In particular, the criteria and conditions
concerning the presence of salmonella in carcases of cattle,
sheep, goats, horses, pigs and poultry shall be revised in the
light ofg the changes observed in salmonella prevalence.

Article 11

Repéal
Decision 93/51EEC is repealed.

Article 12

This Regulation shall enter into force on the 20th day
following its publication in the Official Journal of the European
Union.

It shall apply from 1 January 2006.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 15 November 2005.
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For the Commission
Markos KYPRIANOU

Member of the Commission
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Chapter 1. Food safety criteria

Micro-organisms/their Sampling-plan () Limits (") Analytical reference i '
Food category toxins, metabolites . . - " method () Stage where the criterion applies
1.1. Ready-to-eat foods intended for infants Listeria monocytogenes 10 0 Absence in 25 g ENJISO 11290-1 Products placed on the market
and ready-to-eat foods for special medical during their shelf-life
purposes (%)
1.2. Ready-to-cat foods able to support the Listeria monogytogenes 5 0 100 cfufg (%) EN/[ISO 11290-2 (%) Products placed on the market
growth of L. monogytogenes, other than during their shelf-life
those intended for infants and for special
dical
medical purposes 5 0 Absence in 25 g () EN/ISO 11290-1 Before the food has left the
immediate control of the food
business operator, who has pro-
duced it
1.3. Ready-to-eat foods unable to support the | Listeria monogytogenes 5 0 100 cfufg EN/ISO 11290-2 (%) Products placed on the market
growth of L. monogytogenes, other than during their shelf-life
those intended for infants and for special
medical purposes (%) (%)
1.4. Minced meat and meat preparations Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the market
intended to be eaten raw during their shelf-life
1.5. Minced meat and meat preparations made | Salmonella 5 0 From 1.1.2006 ENJISO 6579 Products placed on the market
from poultry meat intended to be eaten Absence in 10 g during their shelf-life
cooked From 1.1.2010
Absence in 25 g
1.6. Minced meat and meat preparations made | Salmonella 5 0 Absence in 10 g EN/ISO 6579 Products placed on the market
from other species than poultry intended during their shelf-life
to be eaten cooked
1.7. Mechanically separated meat (MSM) (°) Salmonella 5 0 Absence in 10 g EN/ISO 6579 Products placed on the market
during their shelf-life
1.8. Meat products intended to be caten raw, | Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the market

excluding products where the manufac-
turing process or the composition of the
product will eliminate the salmonella risk

during their shelf-life
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Micro-organismsjtheir Sampling-plan (') Limits () Analytical reference - .
Food category toxins, metabolites X - - N method () Stage where the criterion applies
1.9. Meat products made from poultry meat Salmonella 5 0 From 1.1.2006 EN/ISO 6579 Products placed on the market
intended to be eaten cooked Absence in 10 g during their shelf-life
From 1.1.2010
Absence in 25 g
1.10. Gelatine and collagen Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the market
during their shelf-life
L11. Cheeses, butter and cream made from raw | Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the market
milk or milk that has undergone a lower during their shelf-life
heat treatment than pasteurisation (1)
1.12. Milk powder and whey powder (%) Salmonella 5 0 Absence in 25 g ENJISO 6579 Products placed on the market
during their shelf-life
1.13. Ice cream ("), excluding products where | Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the market
the manufacturing process or the com- during their shelf-life
position of the product will eliminate the
salmonella risk
1.14. Egg products, excluding products where | Salmonella 5 0 Absence in 25g EN/ISO 6579 Products placed on the market
the manufacturing process or the com- during their shelf-life
position of the product will eliminate the
salmonella risk
1.15. Ready-to-eat foods containing raw egg, Salmonella 5 0 Absence in 25 g or ml EN/ISO 6579 Products placed on the market
excluding products where the manufac- during their shelf-life
turing process or the composition of the
product will eliminate the salmonella risk
1.16. Cooked crustaceans and molluscan shell- | Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the market
fish during their shelf-life
1.17. Live bivalve molluscs and live echino- Salmonella 5 0 Absence in 25g EN/ISO 6579 Products placed on the market

derms, tunicates and gastropods

during their shelf-life
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Micro-organismsjtheir Sampling-plan () Limits () Analytical reference - !
Food category toxins, metabolites . c - | " method () Stage where the criterion applies
1.18. Sprouted seeds (ready-to-ear) ('?) Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the marker
during their shelf-life
1.19. Pre-cut fruit and vegetables (ready-to-eat) | Salmonella 5 0 Absence in 25 g ENJISO 6579 Products placed on the market
during their sheif-life
1.20. Unpasteurised fruit and vegetable juices Salmonella 5 0 Absence in 25 g EN/ISO 6579 Products placed on the market
(ready-to-eat) during their shelf-life
1.21. Cheeses, milk powder and whey powder, | Staphylococcal entero- 5 0 Not detected in 25g European screening Products placed on the market
as referred to in the coagulase-positive toxins method of the CRL for | during their shelf-life
staphylococci criteria in Chapter 2.2 of Milk (%)
this Annex
1.22. Dried infant formulae and dried dietary | Salmonella 30 0 Absence in 25 g ENJISO 6579 Products placed on the market
foods for special medical purposes during their shelf-life
intended for infants below six months of
age, as referred to in the Enterobacter-
iaceae criterion in Chapter 2.2 of this
Annex
1.23. Dried infant formulae and dried dietary | Enterobacter sakazakii 30 0 Absence in 10 g ISO/DTS 22964 Products placed on the market
foods for special medical purposes during their shelf-life
intended for infants below six months of
age, as referred to in the Enterobacter-
iaceae criterion in Chapter 2.2 of this
Annex
1.24. Live bivalve molluscs and live echino- E.coli (*4) 1 0 230 MPN/100g of flesh and | ISO TS 16649-3 Products placed on the market
derms, tunicates and gastropods (%) intra-valvular liquid during their shelf-life
1.25. Fishery products from fish species asso- Histamine 9 2 100 200 HPLC (*%) Products placed on the market
ciated with a high amount of histidine (*¢) () mglkg mglkg during their shelf-life
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Micro-organisms/their Sampling-plan (') Limits (?) Analytical reference . )
Food category toxins, metabolites - i - » method () Stage where the criterion applies
1.26. Fishery products which have undergone | Histamine 9 2 200 400 HPLC (') Products placed on the market
€nzyme maturation treatment in brine, mglkg mglkg during their shelf-life
manufactured from fish species associated
with a high amount of histidine (*6)

¢

0
V]

0

©)
0

¢

()
™
()
")
"
")
(*)
"
(*)

n = number of units comprising the sample; ¢ = number of sample units giving values over m or between m and M.

For points 1.1-1.24 m=M.

The most recent edition of the standard shall be used.

Regular testing against the criterion is not useful in normal circumstances for the following ready-to-eat foods:

—  those which have received heat treatment or other processing effective to eliminate L. monocytogenes, when recontamination is not possible after this treatment (e.g. products heat treated in their final package),

—  fresh, uncut and unprocessed vegetables and fruits, excluding sprouted seeds,

—  bread, biscuits and similar products,

—  bottled or packed waters, soft drinks, beer, cider, wine, spirits and similar products,

—  sugar, honey and confectionery, including cocoa and chocolate products,

—  live bivalve molluscs.

This criterion applies if the manufacturer is able t0 demonstrate, to the satisfaction of the competent authority, that the product will not exceed the limit 100 cfufg throughout the shelf-life. The operator may fix intermediate limits
during the process that should be low enough to guarantee that the limit of 100 cfufg is not exceeded at the end of the shelf-life.

1 ml of inoculum is plated on a Petri dish of 140 mm diameter or on three Petri dishes of 90 mm diameter.

This criterion applies to products before they have left the immediate control of the producing food business operator, when he is not able to demonstrate, to the satisfaction of the competent authority, that the product will not
exceed the limit of 100 cfufg throughout the shelf-life.

Products with pH s 4,4 ora_ s 0,92, products with pH s 5,0 and a_ s 0,94, products with a shelf-life of less than five days are automatically considered to belong to this category. Other categories of products can also belong to
this category. subject to scientific justification.

This criterion applies to mechanically separated meat (MSM) produced with the techniques referred to in Chapter 1ll, paragraph 3, in section V of Annex III to Regulation (EC) No 853/2004 of the European Parliament and of the
Council of 29 April 2004 laying down specific hygiene rules for food of animal origin.

Excluding products when the manufacturer can demonstrate to the satisfaction of the competent authorities that, due to the ripening time and a_ of the product where appropriate, there is no salmonella risk.

Only ice creams containing milk ingredients. -

Preliminary testing of the batch of seeds before starting the sprouting process or the sampling to be carried out at the stage where the highest probability of finding Salmonella is expected.

Reference: Hennekinne et al., J. AOAC Internat. Vol. 86, No 2, 2003.

E. coli is used here as an indicator of faecal contamination.

A pooled sample comprising a minimum of 10 individual animals.

Particularty fish species of the families: Scombridae, Clupeidae, Engraulidae, Coryfenidae, Pomatomidae, Scombresosidae.

Single samples may be taken at retail level. In such a case the presumption lald down in Article 14(6) of Regulation (EC) No 178/2002, according to which the whole batch should be deemed unsafe, shall not apply.
References: 1. Malle P, Valle M., Bouquelet S. Assay of biogenic amines involved in fish decomposition. ]. AOAC Internat. 1996, 79, 43-49.

2. Duflos G., Dervin C., Malle P., Bouquelet S. Relevance of matrix effect in determination of biogenic amines in plaice (Pleuronectes platessa) and whiting (Merlangus merlangus). ]. AOAC Internat. 1999, 82, 1097-1101.

FOIA_NL&DENO00410

T1/8¢€ 1

N

uown ueadong ay1 jo [ewnof [eLYO

$007°TI'TT



Interpretation of the test results
The limits given refer to each sample unit tested, excluding live bivalve molluscs and live echinoderms, tunicates and gastropods in relation to testing E. coli, where the limit refers to a pooled sample.
The test results demonstrate the microbiological quality of the batch tested ().

L. monocytogenes in ready-to-eat foods intended for infants and for special medical purposes:
— ' satisfactory, if all the values observed indicate the absence of the bacterium,

— unsatisfactory, if the presence of the bacterium is detected in any of the sample units.

L. monogytogenes in ready-to-eat foods able to support the growth of L. monogytogenes before the food has left the immediate control of the producing food business operator when he is not able to demonstrate
that the product will not exceed the limit of 100 cfujg throughout the shelf-life:

—  satisfactory, if all the values observed indicate the absence of the bacterium,

— unsatisfactory, if the presence of the bacterium is detected in any of the sample units.

L. monocytogenes in other ready-to-eat foods and E. coli in live bivalve molluscs:
— satisfactory, if all the values observed are < the limit,

— unsatisfactory, if any of the values are > the limit.

Salmonella in different food categories:
—  satisfactory, if all the values observed indicate the absence of the bacterium,

— unsatisfactory, if the presence of the bacterium is detected in any of the sample units.

(')  The test results can be used also for demonstrating the effectiveness of the HACCP or good hygiene procedure of the process.
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Staphylococcal enterotoxins in dairy products:
~— satisfactory, if in all the sample units the enterotoxins are not detected,

— unsatisfactory, if the enterotoxins are detected in any of the sample units.

Enterobacter sakazakii in dried infant formulae and dried dietary foods for special medical purposes intended for infants below 6 months of age:
—  satisfactory, if all the values observed indicate the absence of the bacterium,

— unsatisfactory, if the presence of the bacterium is detected in any of the sample units.

Histamine in fishery products from fish species associated with a high amount of histidine:
—  satisfactory, if the following requirements are fulfilled:

1. the mean value observed is s m

2. a maximum of c/n values observed are between m and M

3. no values observed exceed the limit of M,

—  unsatisfactory, if the mean value observed exceeds m or more than c/n values are between m and M or one or more of the values observed are >M.
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Chapter 2. Process hygiene criteria

2.1 Meat and products thereof
Food category Micro-organismms Sampling plan (') Limits () Analytical ref:rencc Stf'lgc. where l.he Action in case of unsatisfactory
n m M method () criterion applies results
2.1.1. Carcases of cattle, sheep, goats and Aerobic colony 3,5 log 5,0 log ISO 4833 Carcases after dres- Improvements in slaughter
horses () count cfufem? cfufem? sing bur before chil- | hygiene and review of pro-
daily mean | daily mean ling cess controls
log log
Enterobacteriaceae 1,5 log 2,5 log 1SO 21528-2 Carcases after dres- Improvements in slaughter
cfufem? cfufem? sing but before chil- | hygiene and review of pro-
daily mean | daily mean ling cess controls
log log
2.1.2. Carcases of pigs () Aerobic colony 4,0 log 5,0 log 1SO 4833 Carcases after dres- Improvements in slaughter
count cfufem? cfufcm? sing but before chil- | hygiene and review of pro-
daily mean | daily mean ling cess controls
log log
Enterobacteriaceae 2,0 log 3,0 log ISO 21528-2 Carcases after dres- Improvements in slaughter
cfufem? cfufem? sing but before chil- | hygiene and review of pro-
daily mean | daily mean ling cess controls
log log
2.1.3. Carcases of cattle, sheep, goats and Salmonella 50 (°) 2(9 Absence in the area ENJISO 6579 Carcases after dres- Improvements in slaughter
horses tested per carcase sing but before chil- | hygiene, review of process
ling controls and of origin of
animals
2.1.4. Carcases of pig Salmonella 50 (%) 5(9 Absence in the area ENJISO 6579 Carcases after dres- Improvements in slaughter
tested per carcase sing but before chil- | hygiene and review of pro-
ling cess controls, origin of ani-
mals and of the biosecurity
measures in the farms of
origin
2.1.5. Poultry carcases of broilers and turkeys | Salmonella 50 ) 7 (9 Absence in 25 g of a EN/ISO 6579 Carcases after chilling | Improvements in slaughter
pooled sample of neck hygiene and review of pro-
skin cess controls, origin of ani-
mals and biosecurity
measures in the farms of
origin
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Food category Micro’ organismns Sampling plan (') Limits (°) Analytical reference St?gc.where (.he Action in case of unsatisfactory
n c - M mcthod () criterion applies results
2.1.6. Minced meat Acrobic colony 5 2 5x10° 5x10¢ ISO 4833 End of the manufac- | Improvements in production
count () cfufg cfufg turing process hygiene and improvements
in selection and/or origin of
raw materials
E.coli () 5 2 50 cfulg 500 cfulg | ISO 16649-1 or 2 | End of the manufac- | Improvements in production
turing process hygiene and improvements
in selection and/or origin of
raw materials
2.1.7. Mechanically separated meat (MSM) (°) | Aerobic colony 5 2 5x10° 5x10¢ ISO 4833 End of the manufac- | Improvements in production
count cfufg cfufg turing process hygiene and improvements
in selection and/or origin of
raw materials
Eccoli (%) 5 2 50 cfufg 500 cfufg | ISO 16649-1 or 2 | End of the manufac- | Improvements in production
turing process hygiene and improvements
in selection and/or origin of
raw materials
2.1.8. Meat preparations Ecoli (%) 5 2 500 cfufg | 5000 cful | ISO 16649-1 or 2 | End of the manufac- | Improvements in production
or cm? g or cm? turing process hygiene and improvements
in selection andor origin of
raw materials

() n = number of units comprising the sample; ¢ =
() For points 2.1.3 — 2.1.5 m=M.

number of sample units giving values between m and M.

() The most recent edition of the standard shall be used.
() The limits (m and M) apply only to samples taken by the destructive method. The daily mean log is calculated by first taking a log value of each individual test result and then calculating the mean of these log values.
(®) The 50 samples are derived from 10 consecutive sampling sessions in accordance with the sampling rules and frequencies laid down in this Regulation.
() The number of samples where the presence of salmonella is detected. The c value is subject to review in order to take into account the progress made in reducing the salmonelia prevalence. Member States or regions having low

salmonella prevalence may use lower ¢ values even before the review.

(') This criterion does not apply to minced meat produced at retail level when the shelf-life of the product is less then 24 hours.
(*) E. coliis used here as an indicator of faccal contamination,
() These criteria apply to mechanically separated meat (MSM) produced with the techniques referred to in Chapter Il paragraph 3, in section V of Annex IiI of Regulation (EC) No 853/2004 of the European Parliament and of the

Council of 29 April 2004 laying down specific hygiene rules for food of animal origin.
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Interpretation of the test results

The limits given refer to each sample unit tested, excluding testing of carcases where the limits refer to pooled samples.

The test results demonstrate the microbiological quality of the process tested.

Enterobacteriaceae and aerobic colony count in carcases of cattle, sheep, goats, horses and pigs:
—  satisfactory, if the daily mean log is < m,
—  acceprable, if the daily mean log is between m and M,

— unsatisfactory, if the daily mean log is >M.

Salmonella in carcases:
—  satisfactory, if the presence of Salmonella is detected in a maximum of ¢/n samples,

—  unsatisfactory, if the presence of Salmonella is detected in more than ¢/n samples.

After each sampling session, the results of the last ten sampling sessions are assessed in order to obtain the n number of samples.

E. coli and aerobic colony count in minced meat, meat preparations and mechanically separated meat (MSM):
— satisfactory, if all the values observed are < m,
—  acceptable, if a maximum of c/n values are between m and M, and the rest of the values observed are < m,

— unsatisfactory, if one or more of the values observed are >M or more than c/n values are between m and M.
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22 Milk and dairy products
Food category Micro-organisms Sampling plan (') Limits () Analytical reference St'agc~ where tFle Action in case of unsatisfactory
n c m M method () criterion applies results

2.2.1. Pasteurised milk and other pasteurised | Enterobacteriaceae 5 2 <1 cfufml 5 cfu/ml 1SO 21528-1 End of the manufac- | Check on the efficiency of

liquid dairy products (*) turing process heat- treatment and preven-
tion of recontamination as
well as the quality of raw
materials

2.2.2. Cheeses made from milk or whey that | E.oli (°) 5 2 100 cfulg | 1000 cfuf [ ISO 16649- 1 or 2 | At the time during Improvements in production
has undergone heat treatment g the manufacturing hygiene and selection of raw

process when the E. | materials
coli count is expected
to be highest (%)

2.2.3. Cheeses made from raw milk Coagulase-positive 5 2 10* cfufg 10° cfufg EN/ISO 6888-2 At the time during Improvements in production

staphylococci the manufacturing hygiene and selection of raw

process when the materials. If values >10° cfu/g
number of staphylo- | are detected, the cheese batch
cocci is expected to | has to be tested for staphy-

2.2.4. Cheeses made from milk that has Coagulase-positive 5 2 100 cfufg | 1000 cfu [ ENJISO 6888-1 or | b, highest lococcal enterotoxins.
undergone a lower heat treatment than | staphylococci g 2
pasteurisation () and ripened cheeses
made from milk or whey that has
undergone pasteurisation or a stronger
heat treatment (7)

2.2.5. Unripened soft cheeses (fresh cheeses) | Coagulase-positive 5 2 10 cfu/g 100 cfufg | EN/ISO 6888-1 or | End of the manufac- | Improvements in production
made from milk or whey that has staphylococci 2 turing process hygiene. If values > 10° cfufg
undergone pasteurisation or a stronger are detected, the cheese batch
heat treatment (’) has to be tested for staphy-

lococcal enterotoxins.

2.2.6. Butter and cream made from raw milk | E.coli (°) 5 2 10 cfufg 100 cfufg | ISO 16649- 1 or 2 | End of the manufac- | Improvements in production
or milk that has undergone a lower turing process hygiene and selection of raw
heat treatment than pasteurisation materials
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Food catego P Sampling plan () Limits () Analytical reference Stage where the Action in case of unsatisfactory
oy cro-organisms n ¢ m l M method () criterion applies results
2.2.7. Milk powder and whey powder (*) Enterobacteriaceae 5 0 10 cfufg ISO 21528- 1 End of the manufac- | Check on the efficiency of
turing process heat treatment and preven-
tion of recontamination
Coagulase-positive 5 2 10 cfulg 100 cfulg | EN/ISO 6888-1 or | End of the manufac- | Improvements in production
staphylococci 2 turing process hygiene. If values > 10° cfufg
are detected, the batch has to
be tested for staphylococcal
enterotoxins.
2.2.8. Ice cream (%) and frozen dairy desserts | Enterobacteriaceae 5 2 10 cfufg 100 cfufg ISO 21528- 2 End of the manufac- | Improvements in prbduction
turing process hygiene
2.2.9. Dried infant formulae and dried dietary | Enterobacteriaceae 10 0 Absence in 10 g ISO 21528- 1 End of the manufac- | Improvements in production

foods for special medical purposes
intended for infants below six months
of age

turing process

hygiene to minimise con-
tamination. If Enterobacter-
iaceae are detected in any of
the sample units, the batch
has to be tested for E.
sakazakii and Salmonella

0
0
y]
)
©

0
¢

n = number of units comprising the sample; ¢ = number of sample units giving values between m and M.

For point 2.2.7 m=M.

The most recent edition of the standard shall be used.

The criterion does not apply to products intended for further processing in the food industry.

E. coli is used here as an indicator for the level of hygiene.
For cheeses which are not able to support the growth of E. coli, the E. coli count is usually the highest at the beginning of the ripening period, and for cheeses which are able to support the growth of E. coli, it is normally at the end of

the ripening period.

Excluding cheeses where the manufacturer can demonstrate, to the satisfaction of the competent authorities, that the product does not pose a risk of staphylococcal enterotoxins.

Only ice creams containing milk ingredients.
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Interpretation of the test results
The limits given refer to each sample unit tested.

The test results demonstrate the microbiological quality of the process tested.

Enterobacteriaceae in dried infant formulae and dried dietary foods for special medical purposes intended for infants below six months of age:

—  satisfactory, if all the values observed indicate the absence of the bacterium,

— unsatisfactory, if the presence of the bacterium is detected in any of the sample units

E. coli, enterobacteriaceae (other food categories) and coagulase-positive staphylococci:
— satisfactory, if all the values observed are < m,
—  acceptable, if a maximum of ¢/n values are between m and M, and the rest of the values observed are < m,

— unsatisfactory, if one or more of the values observed are >M or more than c/n values are between m and M.

FOIA_NL&DEN00418

0z/8¢€ 1

[N ]

uotun) ueadoing ay2 jo [eurnof [ePYO

$00TTITT



23. Egg products
Food cat Mi ) Sampling plan (') Limits Analytical reference Stage where the Action in case of unsatisfactory
od category icro-organisms n ¢ m M method (%) criterion applies results
2.3.1. Egg products Enterobacteriaceae 5 2 10 cfufg or | 100 cfufg ISO 21528-2 End of the manufac- | Checks on the efficiency of
ml or ml turing process the heat treatment and
prevention of recontamina-
tion

(") n = number of units comprising the sample; ¢ = number of sample units giving values berween m and M.

() The most recent edition of the standard shall be used.

The limits given refer to each sample unit tested.

Interpretation of the test results

The test results demonstrate the microbiological quality of the process tested.

Enterobacteriaceae in egg products:

—  satisfactory, if all the values observed are < m,

— acceptable, if a maximum of ¢/n values are between m and M, and the rest of the values observed are < m,

— unsatisfactory, if one or more of the values observed are >M or more than c/n values are between m and M.
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24. Fishery products
" : Sampling plan (') Limits Analytical reference Stage where the Action in case of unsatisfactory
Food category Micro-organisms o .
n " m M method (%) criterion applies results

2.4.1. Shelled and shucked products of E.coli 5 2 1 cfufg 10 cfufg ISO TS 16649-3 | End of the manufac- | Improvements in production

cooked crustaceans and molluscan turing process hygiene

shellfish

Coagulase-positive 5 2 100 cfufg | 1000 cfuf | EN/ISO 6888-1 or | End of the manufac- | Improvements in production

staphylococci g 2 turing process hygiene

(") n = number of units comprising the sample; ¢ = number of sample units giving values between m and M.
() The most recent edition of the standard shall be used.

The limits given refer to each sample unit tested.

The test results demonstrate the microbiological quality of the process tested.

Interpretation of the test results

E. coli in shelled and shucked products of cooked crustaceans and molluscan shellfish:

— satisfactory, if all the values observed are < m,

—  acceptable, if 2 maximum of c/n values are between m and M, and the rest of the values observed are < m,

— unsatisfactory, if one or more of the values observed are >M or more than c/n values are between m and M.

Coagulase-positive staphylococci in shelled and cooked crustaceans and molluscan shellfish:

—  satisfactory, if all the values observed are < m,

— acceptable, if a2 maximum of c/n values are between m and M, and the rest of the values observed are < m,

— unsatisfactory, if one or more of the values observed are >M or more than c/n values are between m and M.
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25. Vegetables, fruits and products thereof

Sampling plan (') Limits : ion i ;
Food category Micro-organisms piing p Analytical reference St?gc. where tbc Action in case of unsatisfactory
n c m M method () criterion applies results
2.5.1. Pre-cut fruit and vegetables (ready-to- | E.coli 5 2 100 cfufg | 1000 cfuf | ISO 16649- 1 or 2 | Manufacturing pro- | Improvements in production
eat) g cess hygiene, selection of raw
materials
2.5.2. Unpasteurised fruit and vegetable juices | E.coli 5 2 100 cfufg | 1000 cfuf | ISO 16649- 1 or 2 | Manufacturing pro- | Improvements in production
(ready-to-ear) g cess hygiene, selection of raw
materials

(") n = number of units comprising the sample; ¢ = number of sample units giving values between m and M.
(3 The most recent edition of the standard shall be used.

Interpretation of the test results
The limits given refer to each sample unit tested.
The test results demonstrate the microbiological quality of the process tested.

E. coli in pre-cut fruit and vegetables (ready-to-eat) and in unpasteurised fruit and vegetable juices (ready-to-eat):
—  satisfactory, if all the values observed are < m,
— acceptable, if a maximum of ¢/n values are between m and M, and the rest of the values observed are < m,

— unsatisfactory, if one or more of the values observed are >M or more than c/n values are between m and M.
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Food Safety and
Inspection Service

1400 Independence
Avenue, SW.
Washington, D.C.
20250

—
—

SDA
LA

United States Department of Agriculture

0CT 2 1 2015

Dr. [(9X(®)

Chief Veterinary Officer

Ministry of Food, Agriculture and Fisheries
Danish Veterinary and Food Administration
Morkhej Bygade 19

DK-2860 Seborg

Denmark

Dear Dr. [DIG)

The Food Safety and Inspection Service (FSIS) has concluded its review of
Denmark’s September 2013 submission to conduct a visual post-mortem inspection
that omits the palpation of the lungs, the liver, and their associated lymph nodes of
market hogs that are raised indoors. This submission has been determined to meet
United States levels of protection and is therefore equivalent.

Previously, FSIS has made equivalence determinations for other aspects of
Denmark’s visual post-mortem inspection system for market hogs. On December
24, 2008, FSIS approved a submission to omit the palpation and incision of
mandibular lymph nodes, and on February 29, 2012, a second submission was
approved to omit the palpation and incision of mesenteric lymph nodes. These
combined equivalence determinations will allow Denmark to perform a full carcass
visual post-mortem inspection on indoor raised market hogs.

Visual post-mortem inspection will still allow veterinary inspectors to palpate and
incise lymph nodes and organs (as occurs in traditional inspection) at their
disgression. Each herd of market hogs that arrives at establishments to be
slaughtered is accompanied by historical “Supply-Chain Information.” Supply-
Chain Information consists of paperwork that documents the health status and
history of each herd, complete traceback information, as well as details about the
originating farm, such as history of disease, use of medications and other on farm
practices that contribute to maintainence of the herd’s health. This documentation,
as well as any ante-mortem inspection observances, will influence the veterinary
inspector’s decision whether to perform visual inspection or traditional inspection.

FSIS’ reviews were conducted using submitted material provided by Denmark, such
as detailed descriptions of their proposed systems, and in-depth risk assessments.
These risk assessments considered various food safety hazards such as the risk of
exposure to pathogenic organisms, pathology, animal disease, and a study
comparing the performance of visual inspection to that of traditional inspection.
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Dr. (QXQ)
Page 2

Thank you for your asisstance and cooperation during the review process. Please feel free
to contact me at telephone number 202-708-8769, or by email at
Jane.Doherty@fsis.usda.gov if you have any questions.

_Sincerely, ;
> (\t . _f/_ﬁ_
7

./ Jane H. Doherty -
International Coordination Executive
Office of International Coordination

An Equal Opportunity Provider and Employer
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United States Food Safety Washington, D.C.

Department of and Inspection 20250
Agriculture Service
Dr. (XS
Chief Veterinary Officer JUL 1 6 2008

Ministry of Agriculture, Nature and Food Quality
PO Box 19506

2500 CM The Hague

Netherlands

Dear Dr. (IO

I am writing to inform you of the equivalence decision made by this office with regard to your
request for use of an alternative post-mortem inspection procedure for market hogs. In the
submission, the Netherlands requested an equivalence determination for:

* Supply Chain Inspection

As part of the equivalence determination process, the Food Safety and Inspection Service
(FSIS) establishes criteria for determining whether an alternative sanitary measure will ensure
the same level of public health protection as the FSIS requirement. Accordingly, FSIS applied
the following equivalence criteria for making an equivalence determination regarding the use of
an alternative post-mortem inspection procedure for market hogs:

e The government inspection service administers an inspection program that is at least as
effective at identifying and removing unhealthy animals, adulterated carcasses, parts
and resulting products from the food supply chain as are the FSIS post-mortem
inspection procedures for the head, viscera and carcass.

e The government inspection system requires the use of prerequisite programs that reduce
the incidence of food-borne pathogens in market hog carcasses presented for inspection.

e The incidence of diseases in market hogs, such as TB, is no higher than the incidence in
the United States.

e The market swine must be born and raised in the country.
e The government inspection service must implement a government verification program

to check the accuracy of the visual inspection program for the removal of both food
safety and non-food safety defects (other consumer protection defects.
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or COTCTR - 2
Equiv Dec - Supply Chain Inspection

Based on the information provided, FSIS determined that Netherland’s use of an alternative
post-mortem inspection procedure for market hogs meets the established criteria. Therefore,
FSIS is granting the government of the Netherlands approval to use supply chain inspection for
the purposes of post-mortem inspection of the meat products exported to the United States.

If you have any questions regarding these equivalence determinations or need additional
" information, please contact me by telephone at 202-720-3781, by fax at 202-690-4040, or by
electronic mail at sally.white@fsis.usda.gov.

Sincerely,

-

09/ /3

Sally White

~Director
International Equivalence Staff
Office of International Affairs
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Equiv Dec — Supply Chain Inspection

CC:

Steve Huete, Attaché, US Embassy, The Hague

, Agricultural Counselor, Netherlands Embassy, Wash DC

gric. / Consumer Affairs, EU Mission to the U.S., Wash DC

, Acting Director, Directorate E, European Commission, Brussels
, Minister-Counselor, US Mission to the EU in Brussels

OSTA/ FAS
David Young, Europe Area Director, FAS
(JXE)M. State Department

Alfred Almanza, Administrator, FSIS

William James, Assistant' Administrator, OIA, FSIS
Donald Smart, Director, IAS, OIA, FSIS

Clark Danford, Director, IEPS, OIA

Sally White, Director, IES, OIA

Director, FCPS, OIA

Robert Tuverson, Director, [ID, OIA

Lisa Wallenda Picard, OA

David Smith, IES, OIA

Mary Stanley, OAA

Rick Harries, OAA

Yolande Mitchell, FCPS, OIA
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' FILE ASSURANCE CHECKLIST

CERTIFICATION STATEMENT

The contents of this file has been reviewed in accordance with the Equivalence
Management Controls established by the International Equivalence Staff (IES) as
certified by the Senior Equivalence Officer assigned to the file and reviewed by the
Director, IES, Office of International Affairs.

COUNTRY
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0
O OTHER

‘ CERTIFIED BY
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/// 17/08
SENIOR EQUIVALENCE OFFICER, IES DATE:
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/
DIRECTOR, pate: ' //06
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DECISION MEMORANDUM
ISSUE:

The Netherlands has developed a system for inspection of market hogs which emphasizes
ante-mortem animal disease detection (tuberculosis) by serology on-farm instead of post-
mortem inspection for gross lesions at slaughter. '

BACKGROUND:

The Netherlands has implemented a Supply Chain Inspection system. This system allows
inspection of market hogs raised under an integrated quality control program coupled with
a system of on-farm testing, and on-site verification at the slaughter establishment for
checking the accuracy of visually inspected carcasses and organs to ensure that passed
carcasses and parts are wholesome and not adulterated.

A team of FSIS experts met and reviewed the Netherlands Supply Chain Inspection
system, the Netherlands reference materials, and information presented by the Netherlands
officials during FSIS-Netherlands bilateral meeting of November 1-2, 2006. The FSIS
team also reviewed the two FSIS inspection procedures (traditional inspection and
HACCP-Based Inspection Model Project-HIMP) employed in establishments slaughtering
market age hogs and compared these two inspection procedures with the Netherlands’
post-mortem inspection procedure. These two FSIS inspection procedures were used to
develop the equivalence criteria used to evaluate the Netherlands’ request.

SUMMARY OF SUPPLY CHAIN INSPECTION

The following is a summary of the Netherlands’ inspection procedures used in
establishments operating under Supply Chain Inspection:

Ante-mortem Inspection

Ante-mortem inspection on all swine is performed by the official veterinarian using
traditional inspection procedures, which are equivalent to FSIS’ traditional inspection
procedures.

Post-mortem Inspection

Post-mortem inspection is performed by official auxiliaries (contract inspectors) located at
fixed inspection stations for head, viscera and carcass inspection.

e Head Inspection
o Visual inspection of the head and throat, including the mandibular lymph
nodes
o Visual inspection of the mouth, fauces, and tongue
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e Viscera Inspection

o Visual inspection of the lungs, trachea, and esophagus

o Visual inspection of the pericardium and heart

o Visual inspection of the liver and hepatic and pancreatic (portal) lymph
nodes

o Visual inspection of the gastro-intestinal tract, mesentery, gastric and
mesenteric lymph nodes

o Visual inspection of the spleen

o Visual inspection of genital organs

e Carcass Inspection
o Visual inspection of the carcass
o Visual inspection of the pleura and peritoneum (lining of chest and
abdominal cavities)
Visual inspection of the kidneys
Visual inspection of the diaphragm
Visual inspection of the udder and its lymph nodes
Visual inspection of the umbilical region and joints of young animals

0000

SUMMARY OF FSIS TRADITIONAL INSPECTION

The following is a summary of the FSIS inspection procedures in establishments operating
under the traditional swine inspection system.

Ante-mortem Inspection

All swine offered for slaughter in an official establishment are examined and inspected on
the day of and before slaughter by an FSIS inspector. Ante-mortem inspection is made in
pens on the premises of the establishment. All animals are examined and inspected at rest
and in motion; both sides are inspected and observed. Each head, viscera and carcass is
inspected as described below.

Post —-mortem Inspection

FSIS inspectors are located at fixed inspection stations in order to perform inspection of
the head, viscera and carcass.

e Head Inspection
o Observe head and cut surfaces — eyes, fat, cheek muscles, and other tissues
for abnormalities
o Incise and observe mandibular lymph nodes

e Viscera Inspection
o Observe eviscerated carcass, viscera and parietal (top)-surface of spleen
o Observe and palpate mesenteric lymph nodes
o Palpate portal lymph nodes
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Observe dorsal (curved) surface of lungs

Palpate bronchial lymph nodes

Observe mediastinal lymph nodes

Turn lungs over and observe ventral (flat) surfaces
Observe heart

Observe dorsal (curved) surface of liver

Turn liver over and observe ventral (flat) surface

O 0O0OO0O0OO0O

e (arcass Inspection
o Observe back of carcass (turn carcass or use mirror).
‘o Observe front and inside of carcass, including:
» Cut surfaces
* All body cavities
* Lumbar region
» Neck region
=  Qrasp, turn, and observe the kidneys

SUMMARY OF FSIS HIMP INSPECTION

The following is a summary of the FSIS inspection procedures in establishments operating
under HIMP.

FSIS conducts three types of inspection activities; Systems Inspection, Carcass Inspection
and Verification Inspection in HIMP establishments. Systems Inspection involves the
evaluation of in-plant inspection findings and is intended to determine the effectiveness of
the overall design and execution of all establishment slaughter processes under the
HACCP and process control plans. Carcass Inspection involves the examination of each
carcass and its parts to determine if they are unadulterated. Verification Inspection
involves the evaluation of the effectiveness of the establishment’s HACCP and process
control plan in meeting the relevant performance standards. Inspection procedures under
HIMP were developed to reduce reliance on organoleptic inspection, to shift to
prevention-oriented inspection systems based on risk assessment, and to redeploy
inspection resources in a manner that better protects the public from food-borne diseases.

System Inspection - The System Inspector (SI) is either the Inspector in Charge (IIC) or
the Supervisory Veterinary Medica} Officer (SVMO). The SI has overall responsibility
to assure that the plant and inspection personnel effectively conduct the required
activities under HIMP, as designed.

Specifically, the System Inspector:
e Determines, or assigns to the verification inspector (VI), the daily random
sampling schedule. -
e Monitors and determines the effectiveness of ante-mortem verification inspection.

e Monitors and determines the effectiveness of the establishment’s ante-mortem
sorting.
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e Determines final disposition of animals designated by the VI as “suspects” at ante-
mortem.

e Monitors and determines the effectiveness of the establishment’s post-mortem
sorting and dispositions.

e Determines final disposition on carcasses retained by the carcass inspector (CI) or
VI on post-mortem.

e Records nonconformance findings on the appropriate HIMP form.

¢ Determines if the establishment is meeting relevant performance standards.

e Assesses the overall design and execution of the establishment’s HACCP and
process control procedures.

o Assures that all adulterated products are condemned in accordance with appllcable'
regulations.

e Determines when unscheduled verification sampling is warranted.

e Maintains communication with the VI and ClIs to facilitate coordination of all ante-
mortem and post-mortem findings.

Carcass Inspection - The Carcass Inspectors (CI) are stationed at fixed locations on the
post-mortem line to determine whether a product is adulterated or unadulterated. They
inspect each carcass and part on the line, as well as evaluate the on-going effectiveness of
the establishment’s food safety and other consumer protection processes.

Specifically, the CI:

e Determines whether each carcass and its parts are adulterated or unadulterated.

e Takes appropriate action to prevent adulterated product from entering into human
food channels.

e Notifies the establlshment personnel, VI and/or SI of carcass and/or parts defect
findings.

e Retains carcasses and parts for further disposition by the SI if food safety and
other conditions are identified that could result in condemnation.

Verification Inspection - The Verification Inspector (VI) does not have a fixed position
on the line, and can move freely.

Specifically, the VI:

e Observes and evaluates the effectiveness of the establishment’s HACCP and
process control plans, including the examination of records, to determine whether
the establishment is in compliance with applicable regulatory requirements.
Records all findings of noncompliance with applicable performance standards.

e Investigates potential process control problems.

Notifies the SI if the process control plan is not being met or if performance
standards have been exceeded.

o Retains carcasses and parts for further disposition by the SI if food safety and
other conditions are identified that could result in condemnation.
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The following is a summary of tasks performed by the CI and VI during ante-mortem and
post-mortem inspection in HIMP establishments.

Ante-mortem inspection

The VI conducts ante-mortem inspection of all animals at rest and 5-10 percent of animals
in motion. :
e Retains animals for further disposition by the S, if the animal is suspected of
having a condition that could result in condemnation.
e Documents ante-mortem findings on the appropriate HIMP form.

The Systems Inspector monitors and determines the effectiveness of the establishment’s
ante-mortem sorting. :
e Monitors and determines the effectiveness of ante-mortem verification inspection.
e Determines final disposition of animals designated by the VI as “suspects” at ante-
mortem.

Post-mortem inspection
Post-mortem inspection is performed by the CI for the head, viscera and carcass.

Head Inspection
Establishments must incise the mandibular lymph nodes before presenting the carcass for
inspection.
The CI observes the head, including:
e Incised mandibular lymph nodes
e Cut surfaces, eyes, fat, cheek muscles, and other tissues

Viscera Inspection

The CI observes the viscera, including:

Spleen

Mesenteric and portal lymph nodes
Liver

Lungs

Bronchial and mediastinal lymph nodes
Heart

Carcass Inspection

The CI observes the carcass, including:
Cut surfaces

All body cavities

Lumbar region

Neck region

Kidneys
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COMPARISON: FSIS INSPECTION AND SUPPLY CHAIN INSPECTION
PROCEDURES

Netherlands uses a combination of pre-slaughter data collection and post-mortem
inspection to ensure the identification and removal of unhealthy animals, adulterated
carcasses and parts and resulting products from the food supply. Pre-slaughter data
collection is done through a system called the IKB Varkens (IKB) program which is an
integrated quality assurance program with comprehensive controls over the production
chain in addition to national and EU requirements for feed, hygiene, the use of veterinary
drugs, transport of animals, and animal welfare. The IKB requires transfer of animal
health records from the farm to both the establishment and inspection officials to reduce
animal diseases to provide greater assurance that only wholesome meat products are
produced. All market hogs receive ante-mortem and post-mortem visual inspection of the
head, viscera, and carcass.

FSIS’ post-mortem inspection procedures in the traditional inspection are similar to the
Netherlands’ post-mortem inspection procedures except FSIS inspectors incise and
observe mandibular lymph nodes, observe and palpate portal and bronchial lymph nodes,
turn and observe both surfaces of liver and lungs and kidneys.

FSIS post-mortem inspection procedures under HIMP are similar to the Netherlands ante-
mortem and post-mortem inspection except that FSIS requires the establishment to incise
mandibular lymph nodes. FSIS verifies the accuracy of establishment procedures by
system inspection and verification inspection procedures. In addition both systems have
inspection verification procedures.

FSIS FOOD SAFETY MEASURE:

The purpose of post-mortem inspection of livestock is to protect the public health by
ensuring that carcasses and parts that enter commerce are wholesome and not adulterated.
To achieve this goal, in swine slaughter establishments operating under traditional
inspection or in those establishments operating under the HACCP-Based Inspection
Models Project (HIMP), FSIS inspectors perform ante-mortem and post-mortem
inspection procedures to detect diseases, abnormalities, and contamination of livestock
carcasses and parts.

In establishments operating under HIMP, FSIS requires that the establishment implement
ante-mortem and post-mortem sorting procedures and present to FSIS only normal and
healthy-appearing animals and carcasses and parts that are wholesome and free of defects.
HIMP also requires additional FSIS verification procedures to ensure that the
establishment produces only safe, wholesome products.

OBJECTIVE:

FSIS inspectors conduct ante-mortem inspection of live swine and post-mortem inspection
of carcasses and parts on a carcass by carcass basis. In market age swine, FSIS performs
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inspection under either the traditional inspection system or under the HIMP inspection
system. In both cases, inspection procedures are intended to identify and remove
unwholesome and adulterated carcasses and parts from the food supply.

EQUIVALENCE CRITERIA AND EVALUATION:

The government inspection service administers an inspection program that is at least as
effective at identifying and removing unhealthy animals, adulterated carcasses, parts and
resulting products from the food supply chain as are the FSIS post-mortem inspection
procedures for the head, viscera and carcass.

Netherlands uses a combination of pre-slaughter data collection and post-mortem
inspection to ensure the identification and removal of diseased carcasses and parts from
the food supply.

Research in the Netherlands has shown that the prevalence of M. avium at the farm level
has decreased between 1998 and 2003. Actually, M. avium has not been detected in a
targeted surveillance in the 2003 prevalence study by Komijn e al. In a prevalence study
performed in 1996, 0.27% of slaughter pigs were found to have Mycobacterium avium
subsp avium isolated from lesions in the mandibular lymph nodes. In a 2004 study, nine
pig farms were selected based on risk. These farms had a recent history of having a high
percentage of lesions in the mandibular lymph nodes. From a sample pool of 160 pigs,
one had a lesion in the mesenteric lymph nodes, and ninety-eight pigs had lesions in the
mandibular lymph nodes. All lesions were negative for Mycobacterium avium subsp
avium. From these data, it is presumed that the prevalence of Mycobacterium avium
subsp. avium is very low, thus forming the scientific basis for the change in the control of
M. avium in pork.

Other studies also conducted in the Netherlands have shown that, in slaughter
establishments with a high degree of control of fecal contamination, Salmonella
contamination of carcasses is related to cross-contamination in the slaughterhouse rather
than to Salmonella present in the intestine. An effective control of cross-contamination is
therefore crucial to decrease Salmonella contamination of carcasses. The incisions made
during the traditional post-mortem inspection contribute to the cross-contamination of
Salmonella. Omitting these incisions will reduce the risk of cross-contamination.

Information from the reviewed studies and other documents provided by the Netherlands,
coupled with the pilot study, shows that reduction in human health hazards predominately
lies in the hygiene control programs that are implemented throughout the entire
production process (farm to table). This supports their use of a “hands-off” system in the
slaughter line and, instead, focuses on risk factors prior to post-mortem inspection.

- The government inspection system requires the use of prerequisite programs that reduce
the incidence of food-borne pathogens in market hog carcasses presented for inspection.
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Netherlands has implemented a system of Supply Chain Inspection, which allows visual
inspection of market hogs raised under the IKB Varkens (IKB) program. The Dutch IKB
program is an integrated quality assurance program with comprehensive controls over the
production chain in addition to national and EU requirements for feed, hygiene, the use of
veterinary drugs, transport of animals, and animal welfare. The IKB program integrates
the swine production process from breeding farm to slaughterhouse. The IKB provides
requirements for the transfer of animal health records from the farm to the establishment,
qualifications for veterinary practitioners, lists of approved veterinary drugs, feed control
practices, and hygiene codes for farms, transporters and processors. The goal of an
integrated animal health program is to reduce the occurrence of animal diseases and to
provide greater assurance of wholesome meat products.

In addition to the IKB program, the Netherlands also requires swine farms to be subjected
to ongoing serological surveillance for M. avium as a requirement for participation in
Supply Chain inspection. Farms are categorized according to risk of M. gvium infection
based on the results of ongoing sampling results. If a farm has 18 consecutive negative
results (sampled from 6 pigs in each of 3 deliveries), it is assigned a neutral risk.
Afterwards, when the farm has 18 consecutive negative samples (collected from 2 pigs per
herd), it is assigned a low risk. Ongoing monitoring of the low risk category of a farm is
conducted by collecting 2 samples from each herd for serological testing. In the event of a
positive result the farm loses its’ low risk status, and becomes either high risk or neutral
risk. If both results are positive the farm will be re-classified as high risk.

Only neutral and low risk farms are eligible to participate in visual inspection. Swine
from high risk farms are subject to traditional inspection. In addition, animal health
authorities assist the farms in identifying and reducing risk factors for M. avium infection.

The incidence of diseases in market hogs, such as TB, is no higher than the incidence in
the United States.

The incidence of swine tuberculosis is lower in the Netherlands than the incidence of the
disease in animals in the United States. Diseases that produce lesions in the mesenteric
lymph nodes, such as tuberculosis, are very rare in the Netherlands.

The market swine must be born and raised in the country.

The swine must be born and raised in the Dutch Territories. In the Netherlands, swine are
born and raised on large farms under controlled conditions. Improvements in animal
husbandry, preventive medicine, and disease control programs have led to a significant
rise in the slaughter of animals at a much younger age, in relatively uniform groups.
These young animals have a lower incidence of diseases. However, some countries in
Europe have a much higher prevalence of M. avium. Therefore, swine slaughtered for
export to the United States must be born and raised in the Dutch Territories.
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The government inspection service must implement a government verification program to
check the accuracy of the visual inspection program for the removal of both food safety
and non-food safety defects (other consumer protection defects.

In all slaughterhouses, verification of visual inspection takes place on a daily basis
(minimum once a day) and is carried out by the official veterinarian. The location of the
verification activities is the on-line inspection platform next to the on-line inspection
station. The results of this verification are documented, and the information is used to
evaluate performance of online inspectors. These verification activities can be split into
two basic standards, 1) standards for inspection procedures and 2) standards for inspection
decisions. The official veterinarian verifies appropriate performance of inspection
procedures by periodically observing inspectors. Inspectors are required to perform
inspection procedures correctly and completely. The standard for the official
veterinarian’s verification is a maximum of 5% incorrect procedures. The official
veterinarian also conducts verification of inspection decisions by periodically observing
carcasses and organs for any pathological lesions or hygiene defects. For food safety
conditions (feces, ingesta, septicemia-toxemia, cysticercosis), there is zero tolerance. For
non-food safety defects, there is a cumulative maximum of 6% of missed pathological
abnormalities (2% standard for the carcass, 2% for the stomach/intestines, and 2% for the
organs). The inspectors will rail out forty carcasses four times per day, and forty plucks
two times per day for verification. The Official Veterinarian also performs verification
activities. Two times per day forty carcasses are railed out for the Official Veterinarian to
perform verification of the inspection activities of the inspector to ensure that they are
making the correct dispositions. The same procedure is conducted once per day on organs
from forty carcasses. y

In cases where inspectors are not performing as required, the official veterinarian will take
corrective actions. :
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RECOMMENDATION:

FSIS has determined that the alternate post-mortem procedure for market age hogs
submitted by the Netherlands is equivalent to the FSIS post-mortem procedure for market
age hogs. Therefore, the Netherlands’ equivalence request should be granted.

. DECISION CONFIRMATION AND APPROVAL:

7/9 Lo

Datéd

International Pquivalence Staff
Office of International Affairs, FSIS

CONCURRENCE:

Or. U, /ML#—/%\

Dr. William Jame Date
Assistant Adm1 trator
Office of International Affairs, FSIS

10
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EQUIVALENCE DETERMINATION
ALTERNATE POST-MORTEM INSPECTION PROCEDURE FOR MARKET AGE
HOGS
November 3, 2006
Minutes

PARTICIPANTS:

Ghias Mughal, Senior Staff Officer, IES, OIA
Nancy Goodwin, Senior Staff Officer, IES, OIA
David Smith, Staff Officer, IES, OIA

Scott Seebohm, Staff Officer, TSC, OPPED

DOCUMENTS REVIEWED:
FSIS DOCUMENTS

1. Federal Meat Inspection Regulations, Parts 309, 310 and 311
2. Federal Meat Inspection Regulations, Part 303.2
3. HACCP-Based Inspection Models Project for Market Hogs (6/21/06)

NETHERLANDS DOCUMENTS

1. (Draft) Final Report on the data analysis from the “Visual Inspection Pilot.”
Opinion of the Scientific Committee on Veterinary Measures Relating to Public
Health on Revision of Meat Inspection Procedures.

3. Wisselink H, et al. Serodiagnosis of Mycobacterium avium subsp. avium Infections
in Pigs. (Powerpoint presentation)

4. Jelsma A. Food and Consumer Product Safety Authority, Directorate of Inspection

-and Communication. Project Visual P.M. Inspection Pigs, in Relation to the Hygiene
Package in the Netherlands. (Powerpoint presentation)

5. Regulations Governing the IKB Pigs Scheme for Pig Farmers. Netherlands -
documentation.

6. Certification Criteria for IKB Pigs Scheme. Netherlands documentation.

7. Recognition Terms for IKB Varkens Certifying Bodies. Netherlands documentation.

8. Post-Mortem Inspection in Fattening Pigs — Visual Inspection and Traditional.
Netherlands documentation.

9. Answers to Questions FSIS to the Netherlands. Netherlands documentation.

10. Komijn, RE, De Haas PEW, MME Schneider, Eger T, JHM Nieuwenhuis, Van Den
Hoek RJ, Bakker D, Van Zijd Erveld FG, Van Soolingen D. Prevalence of
Mycobacterium avium in Slaughter Pigs in The Netherlands and Comparison of
[S1245 Restriction Fragment Length Polymorphism Patterns of Porcine and Human
Isolates. J of Clin Microb, 1999; 37, 1254-1259.

11. Inderlied CB, Kemper CA, Bermudez LE. The Mycobacterium Avium Complex.

~ Clin Microbiol Rev. 1993 Jul;6(3):266-310. Review.
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29. Audit and Verification Procedures Regarding Supply Chain Meat Inspection.
Netherlands Documents. 2006.

30. Leps H. Incision of the Heart During Meat Inspection of Pigs — A Risk Analysis
Approach. PhD Thesis. 2003 June, Fachbereich Veterindrmedizin, Freie Universitit
Berlin.

Equivalence Request: FSIS has received a request from the Netherlands to use an alternate
post-mortem inspection procedure for market hogs—visual inspection of the carcass and
viscera. The procedure does not require incising of the mandibular lymph nodes, palpation
of the mesenteric, portal and bronchial lymph nodes, turning of lungs and liver, and grasping
and turning of kidneys. The Netherlands has implemented a system of “Food Chain
Inspection.” This system allows visual inspection of market hogs raised under an integrated
quality control program coupled with a system of verification for checking the accuracy of
visually inspected carcasses and organs to ensure that passed carcasses and parts are
wholesome and not adulterated.

The team of FSIS experts met and reviewed the Netherlands visual inspection procedures,
the Netherlands reference materials, and information presented by the Netherlands officials
during FSIS-Netherlands bilateral meeting of November 1-2, 2006. The FSIS team also
reviewed the two FSIS inspection procedures (traditional inspection and HACCP-Based
Inspection Model Project-HIMP) employed in establishments slaughtering market hogs and
compared these two inspection procedures with the Netherlands’ visual post-mortem
inspection procedure. These two FSIS inspection procedures will be used to develop
equivalence criteria to evaluate the Netherlands’ request.

The following is a summary of the Netherlands’ inspection procedures used in
establishments operating under visual inspection.

ANTE-MORTEM INSPECTION

Ante-mortem inspection on all swine is performed by the official veterinarian using
traditional inspection procedures, which are equivalent to FSIS’s traditional inspection
procedures.

POST-MORTEM INSPECTION

Post-mortem inspection is performed by official auxiliaries (contract inspectors) located at
fixed inspection stations for head, viscera and carcass inspection.

Head Inspection
Visual inspection of the head and throat, including the mandibular lymph nodes
e Visual inspection of the mouth, fauces, and tongue

Viscera and carcass inspection
e Visual inspection of the lungs, trachea, and esophagus
e Visual inspection of the pericardium and heart



e Visual inspection of the liver and hepatic and pancreatic (portal) lymph nodes

e Visual inspection of the gastro-intestinal tract, mesentery, gastric and mesenteric lymph
nodes
Visual inspection of the spleen

¢ Visual inspection of genital organs

Carcass Inspection

Visual inspection of the carcass

Visual inspection of the pleura and peritoneum (lining of chest and abdominal cavities)
Visual inspection of the kidneys

Visual inspection of the diaphragm

Visual inspection of the udder and its lymph nodes

Visual inspection of the umbilical region and joints of young animals

The following is a summary of the FSIS inspection procedures in establishments operating
under the traditional swine inspection system.

ANTE-MORTEM INSPECTION

All swine offered for slaughter in an official establishment are examined and inspected on
the day of and before slaughter by an FSIS inspector. Ante-mortem inspection is made in
pens on the premises of the establishment. All animals are examined and inspected at rest
and in motion; both sides are inspected and observed. Each head, viscera and carcass is
inspected as described below.

POST-MORTEM INSPECTION

FSIS inspectors are located at fixed inspection stations in order to perform inspection of the
head, viscera and carcass.

Head Inspection

e Observe head and cut surfaces — eyes, fat, cheek muscles, and other tissues for
abnormalities.

¢ Incise and observe mandibular lymph nodes.

Viscera Inspection

Observe eviscerated carcass, viscera and parietal (top) surface of spleen.
Observe and palpate mesenteric lymph nodes.

Palpate portal lymph nodes.

Observe dorsal (curved) surface of lungs.

Palpate bronchial lymph nodes.

Observe mediastinal lymph nodes.

Turn lungs over and observe ventral (flat) surfaces.

Observe heart.

Observe dorsal (curved) surface of liver.
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e Turn liver over and observe ventral (flat) surface.

Carcass Inspection .
Observe back of carcass (turn carcass or use mirror).
e Observe front and inside of carcass, including.
o Cut surfaces
All body cavities
Lumbar region
Neck region
Grasp, turn, and observe the kidneys

O O O O

The following is a summary of the FSIS inspection procedures in establishments
operating under HIMP

FSIS conducts three types of inspection activities; Systems Inspection, Carcass Inspection
and Verification Inspection in HIMP establishments. Systems Inspection involves the
evaluation of in-plant inspection findings and is intended to determine the effectiveness of
the overall design and execution of all establishment slaughter processes under the HACCP
and process control plans. Carcass Inspection involves the examination of each carcass and
its parts to determine if they are unadulterated. Verification Inspection involves the
evaluation of the effectiveness of the establishment’s HACCP and process control plan in
meeting the relevant performance standards. Inspection procedures under HIMP were
developed to reduce reliance on organoleptic inspection, to shift to prevention-oriented
inspection systems based on risk assessment, and to redeploy inspection resources in a
manner that better protects the public from food-borne diseases.

System Inspection - The System Inspector (SI) is either the Inspector in Charge (IIC) or
the Supervisory Veterinary Medical Officer (SVMO). The SI has overall responsibility to
assure that the plant and inspection personnel effectively conduct the required activities
under HIMP, as designed.

Specifically, the System Inspector:

e Determines, or assigns to the verification inspector (VI), the daily random sampling
schedule.

e Monitors and determines the effectiveness of ante-mortem verification inspection.

e Monitors and determines the effectiveness of the establishment’s ante-mortem sorting.

e Determines final disposition of animals designated by the VI as “suspects” at ante-
mortem.

e Monitors and determines the effectiveness of the establishment’s post-mortem sorting
and dispositions.

e Determines final disposition on carcasses retained by the carcass inspector (CI) or VI on
post-mortem.
Records nonconformance findings on the appropriate HIMP form.

e Determines if the establishment is meeting relevant performance standards.

Assesses the overall design and execution of the establishment’s HACCP and process
control procedures.



e Assures that all adulterated products are condemned in accordance with applicable
regulations.

e Determines when unscheduled verification sampling is warranted.

e Maintains communication with the VI and Cls to facilitate coordination of all ante-
mortem and post-mortem findings.

Carcass Inspection - The Carcass Inspectors (CI) are stationed at fixed locations on the
post-mortem line to determine whether a product is adulterated or unadulterated. They
inspect each carcass and part on the line, as well as evaluate the on-going effectiveness of
the establishment’s food safety and other consumer protection processes.

Specifically, the CI:

e Determines whether each carcass and its parts are adulterated or unadulterated.

e Takes appropriate action to prevent adulterated product from entering into human food
channels.

e Notifies the establishment personnel, VI and/or SI of carcass and/or parts defect
findings.

¢ Retains carcasses and parts for further disposition by the SI if food safety and other
conditions are identified that could result in condemnation.

Verification Inspection - The Verification Inspector (VI) does not have a fixed position on
the line, and can move freely.

Specifically, the VI:

e Observes and evaluates the effectiveness of the establishment’s HACCP and process
control plans, including the examination of records, to determine whether the
establishment is in compliance with applicable regulatory requirements.

e Records all findings of noncompliance with applicable performance standards.

e Investigates potential process control problems.

e Notifies the SI if the process control plan is not being met or if performance standards
have been exceeded.

e Retains carcasses and parts for further disposition by the SI if food safety and other
conditions are identified that could result in condemnation.

The following is a summary of tasks performed by the CI and VI during ante-mortem and
post-mortem inspection in HIMP establishments.

Ante-mortem inspection

The VI conducts ante-mortem inspection of all animals at rest and 5-10 percent of animals in

motion.

¢ Retains animals for further disposition by the SI, if the animal is suspected of having a
condition that could result in condemnation.

¢ Documents ante-mortem findings on the appropriate HIMP form.
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The Systems Inspector monitors and determines the effectiveness of the establishment’s

ante-mortem sorting.

e Monitors and determines the effectiveness of ante-mortem verification inspection.

e Determines final disposition of animals designated by the VI as “suspects” at ante-
mortem.

Post-mortem inspection
Post-mortem inspection is performed by the CI for the head, viscera and carcass.

Head Inspection

Establishments must incise the mandibular lymph nodes before presenting the carcass for
inspection.

The CI observes the head, including:

¢ Incised mandibular lymph nodes

e Cut surfaces, eyes, fat, cheek muscles, and other tissues

Viscera Inspection

The CI observes the viscera, including:
Spleen ‘

Mesenteric and portal lymph nodes
Liver

Lungs

Bronchial and mediastinal lymph nodes
Heart

Carcass Inspection

The CI observes the carcass, including:
e Cut surfaces

All body cavities

Lumbar region

Neck region

Kidneys

Development of Equivalence Criteria

The team developed equivalence criteria for visual inspection after review of the FSIS
inspection procedures (later described in the minutes) and the Netherlands’ proposal, taking
into account the FSIS food safety measure and objective of the measure.

FSIS food safety measure: The purpose of post-mortem inspection of livestock is to
protect the public health by ensuring that carcasses and parts that enter commerce are
wholesome and not adulterated. To achieve this goal, in swine slaughter establishments
operating under traditional inspection or in swine slaughter establishments operating under
the HACCP-Based Inspection Models Project (HIMP), FSIS inspectors perform ante-
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mortem and post-mortem inspection procedures to detect diseases, abnormalities, and

. contamination of livestock carcasses and parts.

In establishments operating under HIMP, FSIS requires that the establishment implement
ante-mortem and post-mortem sorting procedures and present to FSIS only normal and
healthy-appearing animals and carcasses and parts that are wholesome and free of defects.
HIMP also requires additional FSIS verification procedures to ensure that the establishment
produces only safe, wholesome products.

Objective: FSIS inspectors conduct ante-mortem inspection of live swine and post-mortem
inspection of carcasses and parts on a carcass by carcass basis. In market age swine, FSIS
performs inspection under either the traditional inspection system or under the HIMP
inspection system. In both cases, inspection procedures are intended to identify and remove
unwholesome and adulterated carcasses and parts from the food supply.

Comparison of the Netherlands visual inspection procedures with the FSIS inspection
procedures.

Netherlands uses a combination of pre-slaughter data collection and post-mortem inspection
to ensure the identification and removal of unhealthy animals, adulterated carcasses and
parts and resulting products from the food supply. Pre-slaughter data collection is done
through a system of “Food Chain Inspection” called the IKB Varkens (IKB) program which
is an integrated quality assurance program with comprehensive controls over the production
chain in addition to national and EU requirements for feed, hygiene, the use of veterinary
drugs, transport of animals, and animal welfare. The IKB requires transfer of animal health
records from the farm to both the establishment and inspection officials to reduce animal
diseases to provide greater assurance that only wholesome meat products are produced All
market hogs receive ante-mortem and post-mortem visual inspection of the head, viscera,
and carcass.

FSIS’ post-mortem inspection procedures in the traditional inspection are similar to the
Netherlands’ visual post-mortem inspection procedures except FSIS inspectors incise and
observe mandibular lymph nodes, observe and palpate portal and bronchial lymph nodes,
turn and observe both surfaces of liver and lungs and kidneys.

FSIS post-mortem inspection procedures under HIMP are similar to the Netherlands visual
ante-mortem and post-mortem inspection except that FSIS requires the establishment to
incise mandibular lymph nodes. FSIS verifies the accuracy of establishment procedures by
system inspection and verification inspection procedures. In addition both systems have.
inspection verification procedures.

EQUIVALENCE CRITERIA FOR AN ALTERNATE POST-MORTEM
INSPECTION PROCEDURE FOR MARKET HOGS
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Criteria used to determine whether an alternative post-mortem inspection procedure for
market hogs is equivalent to the US inspection procedure for market hogs are set forth

below:

1.

W

The government inspection service administers an inspection program that is at least
as effective at identifying and removing unhealthy animals, adulterated carcasses,
parts and resulting products from the food supply chain as are the FSIS post-mortem
inspection procedures for the head, viscera and carcass. '
The government inspection system requires the use of prerequisite programs that
reduce the incidence of food-borne pathogens in market hog carcasses presented for
inspection.

The incidence of diseases in market hogs, such as TB, is no higher than the incidence
in the United States.

The market swine must be born and raised in the country.

The government inspection service must implement a government verification
program to check the accuracy of the visual inspection program for the removal of
both food safety and non-food safety defects (other consumer protection defects).

APPLICATION OF EQUIVALENCE CRITERIA FOR ALTERNATE POST-
MORTEM INSPECTION PROCEDURE FOR MARKET HOGS

1.

The government inspection service administers an inspection program that is at
least as effective at identifying and removing unhealthy animals, adulterated
carcasses, parts and resulting products from the food supply chain as are the
FSIS post-mortem inspection procedures for the head, viscera and carcass.
Netherlands uses a combination of pre-slaughter data collection and post-mortem
inspection to ensure the identification and removal of diseased carcasses and parts
from the food supply.

Research in the Netherlands has shown that the prevalence of M. avium at the farm
level has decreased between 1998 and 2003. Actually, M. avium has not been
detected in a targeted surveillance in the 2003 prevalence study by Komijn et al. In a
prevalence study performed in 1996, 0.8% of slaughter pigs were found, upon post
mortem inspection, to have lesions in the mandibular lymph nodes. Of these, 20%
were found to have Mycobacterium avium subsp avium. In a 2004 study, nine pig
farms were selected based on risk. These farms had a recent history of having a high
percentage of lesions in the mandibular lymph nodes. From a sample pool of 160 .
pigs, one had a lesion in the mesenteric lymph nodes, and ninety-eight pigs had
lesions in the mandibular lymph nodes. All lesions were negative for
Mycobacterium avium subsp avium. From these data, it is presumed that the
prevalence of Mycobacterium avium subsp. avium is very low, thus forming the
scientific basis for the change in the control of M. avium in pork.

Other studies also conducted in the Netherlands have shown that, in slaughter
establishments with a high degree of control of fecal contamination, Salronella
contamination of carcasses is related to cross-contamination in the slaughterhouse
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rather than to Salmonella present in the intestine. An effective control of cross-
contamination is therefore crucial to decrease Salmonella contamination of
carcasses. The incisions made during the traditional post- mortem inspection
contribute to the cross-contamination of Salmonella. Omitting these incisions will
reduce the risk of cross-contamination.

Information from the reviewed studies and other documents provided by the
Netherlands coupled with the pilot study shows that reduction in human health
hazards predominately lies in the hygiene control programs that are implemented
throughout the entire production process (farm to table). This supports their use of a
“hands-off” system in the slaughter line and, instead, focusing on controlling risk
factors prior to post-mortem inspection.

The government inspection system requires the use of prerequisite programs
that reduce the incidence of food-borne pathogens in market hog carcasses
presented for inspection. Netherlands has implemented a system of “Food Chain
Inspection,” which allows visual inspection of market hogs raised under the IKB
Varkens (IKB) program. The Dutch IKB program is an integrated quality assurance
program with comprehensive controls over the production chain in addition to
national and EU requirements for feed, hygiene, the use of veterinary drugs,
transport of animals, and animal welfare. The IKB program integrates the swine
production process from breeding farm to slaughterhouse. The IKB provides
requirements for the transfer of animal health records from the farm to the
establishment, qualifications for veterinary practitioners, lists of approved veterinary
drugs, feed control practices, and hygiene codes for farms, transporters and
processors. The goal of an integrated animal health program is to reduce the
occurrence of animal diseases and to provide greater assurance of wholesome meat
products.

In addition to the IKB program, the Netherlands also requires swine farms to be
subjected to ongoing serological surveillance for M. avium as a requirement for
participation in visual inspection. Farms are categorized according to risk of M.
avium infection based on the results of ongoing sampling results. If a farm has 18
consecutive negative results (sampled from no more than 6 pigs in each of 3
deliveries), it is assigned a neutral risk. When the farm has 18 additional negative
samples (collected from 2 pigs in each of 9 deliveries), it is assigned a low risk.
When a farm has a single positive result or two intermediate results within 18
samples, it is placed in the high risk category. Only neutral and low risk farms are
eligible to participate in visual inspection. Swine from high risk farms are subject to
traditional inspection. In addition, animal health authorities assist the farms in
identifying and reducing risk factors for M. avium infection.

The incidence of diseases in market hogs, such as TB, is no higher than the

incidence in the United States. The incidence of swine tuberculosis is lower in the
Netherlands than the incidence of the disease in animals in the United States.

10
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Diseases that produce lesions in the mesenteric lymph nodes, such as tuberculosis,
are very rare in the Netherlands.

4. The market swine must be born and raised in the country. The swine must be
born and raised in the Dutch Territories. In the Netherlands, swine are born and
raised on large farms under controlled conditions. Improvements in animal
husbandry, preventive medicine, and disease control programs have led to a
significant rise in the slaughter of animals at a much younger age, in relatively
uniform groups. These young animals have a lower incidence of diseases. However,
some countries in Europe have a much higher prevalence of M. avium. Therefore,
swine slaughtered for export to the United States must be born and raised in the
Dutch Territories.

S. The government inspection service must implement a government verification
program to check the accuracy of the visual inspection program for the removal
of both food safety and non-food safety defects (other consumer protection
defects. In all slaughterhouses, verification of visual inspection takes place on a
daily basis (minimum once a day) and is carried out by the official veterinarian. The
location of the verification activities is the on-line inspection platform next to the on-
line inspection station. The results of this verification are documented, and the
information is used to evaluate performance of online inspectors. These verification
activities can be split into two basic standards, 1) standards for inspection procedures

. and 2) standards for inspection decisions. The official veterinarian verifies
appropriate performance of inspection procedures by periodically observing
inspectors. Inspectors are required to perform inspection procedures correctly and
completely. The standard for the official veterinarian’s verification is a maximum of
5% incorrect procedures. The official veterinarian also conducts verification of
inspection decisions by periodically observing carcasses and organs for any
pathological lesions or hygiene defects. For food safety conditions (feces, ingesta,
septicemia-toxemia, cysticercosis), there is zero tolerance. For non-food safety
defects, there is a cumulative maximum of 6% of missed pathological abnormalities
(2% standard for the carcass, 2% for the stomach/intestines, and 2% for the organs).
The number of carcasses plus stomach-intestines plus organs to be verified on a daily
basis is distributed over the day with a minimum of 2 batches and a minimum of 50
pigs. In cases where inspectors are not performing as required, the official
veterinarian will take corrective actions.
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NETHERLANDS—decision memo/visual inspection

DECISION MEMORANDUM
ISSUE:

FSIS has received a request from the Netherlands to use an alternate post-mortem
inspection procedure for market hogs—visual inspection of the carcass and viscera. The
procedure does not require incising of the mandibular lymph nodes, palpation of the
mesenteric, portal and bronchial lymph nodes, turning of lungs and liver, and grasping and
turning of kidneys.

BACKGROUND:

The Netherlands has implemented a system of “Supply Chain Inspection.” This system
allows visual inspection of market hogs raised under an integrated quality control program
coupled with a system of verification for checking the accuracy of visually inspected
carcasses and organs to ensure that passed carcasses and parts are wholesome and not
adulterated.

A team of FSIS experts met and reviewed the Netherlands’ visual inspection procedures,
the Netherlands’ reference materials, and information presented by Netherlands’ officials
during the FSIS-Netherlands bilateral meeting of November 1-2, 2006. The FSIS team
also reviewed the two FSIS inspection procedures (Traditional Inspection and HACCP-
Based Inspection Models Project (HIMP)) employed in establishments slaughtering
market-age hogs and compared these two inspection procedures with the Netherlands’
visual post-mortem inspection procedure. These two FSIS inspection procedures were
used to develop the equivalence criteria used to evaluate the Netherlands’ request.

The following is a summary of the Netherlands’ visual inspection procedure pilot tested in
an establishment which is not certified for export to the United States.

ANTE-MORTEM INSPECTION

Ante-mortem inspection on all market hogs is performed by the official veterinarian using
traditional inspection procedures, which are equivalent to FSIS’ traditional inspection
procedures.

POST-MORTEM INSPECTION

Visual post-mortem inspection of the head, viscera and carcass is performed by official
auxiliaries (contract inspectors) located at three fixed inspection stations.

Head Inspection .
¢ Visual inspection of the head and throat, including the mandibular lymph nodes
e Visual inspection of the mouth, fauces, and tongue

Viscera Inspection
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Visual inspection of the lungs, trachea, and esophagus

Visual inspection of the pericardium and heart

Visual inspection of the liver and hepatic and pancreatic (portal) lymph nodes
Visual inspection of the gastro-intestinal tract, mesentery, gastric and mesenteric
lymph nodes

Visual inspection of the spleen

e Visual inspection of the genital organs

Carcass Inspection

¢ Visual inspection of the carcass

e Visual inspection of the pleura and peritoneum (linings of chest and abdominal
cavities)

Visual inspection of the kidneys

Visual inspection of the diaphragm

Visual inspection of the udder and its lymph nodes

Visual inspection of the umbilical region and joints of young animals

The following is a summary of FSIS’ inspection procedures in establishments operating
under traditional inspection for market hogs.

ANTE-MORTEM INSPECTION

All market hogs offered for slaughter in an official establishment are examined and
inspected on the day of and before slaughter by an FSIS inspector. Ante-mortem
inspection is made in pens on the premises of the establishment. All animals are
examined and inspected at rest and in motion; both sides are inspected and observed.
After slaughter, each head, viscera and carcass is inspected as described below.

POST-MORTEM INSPECTION

FSIS inspectors are located at fixed inspection stations to perform inspection of the head,
viscera and carcass.

Head Inspection A

e Observe the head and cut surfaces — eyes, fat, cheek muscles, and other tissues for
abnormalities

¢ Incise and observe the mandibular lymph nodes

Viscera Inspection

e Observe the eviscerated carcass, viscera and parietal (top) surface of spleen
Observe and palpate the mesenteric lymph nodes

Palpate the portal lymph nodes

Observe the dorsal (curved) surface of lungs

Palpate the bronchial lymph nodes

Observe the mediastinal lymph nodes
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e Turmn the lungs over and observe ventral (flat) surfaces
e Observe the heart

e Observe the dorsal (curved) surface of liver

e Turn the liver over and observe ventral (flat) surface

Carcass Inspection
e Observe the back of the carcass (turn carcass or use mirror)
e Observe the front and inside of the carcass, including:
o Cut surfaces
o All body cavities
o Lumbar region
o Neck region
e Qrasp, turn and observe the kidneys

The following is a summary of the FSIS inspection procedures in establishments operating
under HIMP.

FSIS conducts three types of inspection activities in the HIMP establishments; Systems
Inspection, Carcass Inspection and Verification Inspection. Systems Inspection involves
the evaluation of in-plant inspection findings and is intended to determine the
effectiveness of the overall design and execution of all establishment slaughter processes
under HACCP and process control plans. Carcass Inspection involves the examination of
each carcass and its parts to determine if they are adulterated. Verification Inspection
involves the evaluation of the effectiveness of the establishment’s HACCP plan and
process control plan in meeting the relevant performance standards. Inspection
procedures under HIMP were developed to reduce reliance on organoleptic inspection, to
shift to prevention-oriented inspection systems based on risk assessment, and to redeploy
inspection resources in a manner that better protects the public from food-borne diseases.

System Inspection - The System Inspector (SI) is either the Inspector in Charge (IIC) or
the Supervisory Veterinary Medical Officer (SVMO). The SI has overall responsibility
to assure that the plant and inspection personnel effectively conduct the required
activities under HIMP, as designed.

Specifically, the System Inspector:

e Determines, or assigns to the verification inspector (VI), the daily random sampling
schedule.

e Monitors and determines the effectiveness of ante-mortem verification inspection.

e Monitors and determines the effectiveness of the establishment’s ante-mortem sorting.

e Determines final disposition of animals designated by the VI as “suspects” at ante-
mortem.

e Monitors and determines the effectiveness of the establishment’s post-mortem sorting
and dispositions.

e Determines final disposition of carcasses retained by the Carcass Inspector or VI on
post-mortem inspection.

e Records nonconformance findings on the appropriate HIMP form.
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e Determines if the establishment is meeting relevant performance standards.

e Assesses the overall design and execution of the establishment’s HACCP plan and
process control procedures.

e Assures that all adulterated products are condemned in accordance with applicable
regulations.

e Determines when unscheduled verification sampling is warranted. .

e Maintains communication with the VI and ClIs to facilitate coordination of all ante-
mortem and post-mortem findings.

Carcass Inspection - The Carcass Inspectors (CI) are stationed at fixed locations on the
post-mortem line to determine whether a product is adulterated or unadulterated. They
inspect each carcass and part on the line, as well as evaluate the on-going effectiveness of
the establishment’s food safety and other consumer protection processes.

Specifically, the CI:

e Determines whether each carcass and its parts are adulterated or unadulterated.

e Takes appropriate action to prevent adulterated product from entering into human food
channels.

e Notifies the establishment personnel, VI and/or SI of carcass and/or parts defect
findings.

e Retains carcasses and parts for further disposition by the SI if food safety and other
conditions are identified that could result in condemnation.

Verification Inspection - The Verification Inspector (VI) does not have a fixed position
on the line and can move freely throughout the plant.

Specifically, the VI:

e Observes and evaluates the effectiveness of the establishment’s HACCP plan and

process control plans, including the examination of records, to determine whether the

establishment is in compliance with applicable regulatory requirements.

¢ Records all findings of noncompliance with applicable performance standards.

¢ Investigates potential process control problems.

¢ Notifies the SI if the process control plan is not being met or if performance standards
have been exceeded.

e Retains carcasses and parts for further disposition by the SI if food safety and other
conditions are identified that could result in condemnation.

The following is a summary of tasks performed by the CI and VI during ante-mortem and
post-mortem inspection in the HIMP establishments.

Ante-mortem inspection
The VI conducts ante-mortem inspection of all animals at rest and 5-10 percent of animals

in motion and retains animals for further disposition by the SI, if the animals are suspected
of having a condition that could result in condemnation.
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Post-mortem inspection
Post-mortem inspection is performed by the CI for the head, viscera and carcass.

Head Inspection

Establishments must incise the mandibular lymph nodes before presenting the carcass for
inspection.

The CI observes the head, including:

¢ Incised mandibular lymph nodes

e Cut surfaces, eyes, fat, cheek muscles, and other tissues

Viscera Inspection

The CI observes the viscera, including:
Spleen

Mesenteric and portal lymph nodes
Liver

Lungs

Bronchial and mediastinal lymph nodes
Heart

Carcass Ingpection

The CI observes the carcass, including:
e Cut surfaces

e All body cavities

e Lumbar region

e Neck region

e Kidneys

Comparison of the Netherlands Visual Inspection Procedures with the FSIS
Inspection Procedures

Netherlands uses a combination of pre-slaughter data collection and post-mortem
inspection to ensure the identification and removal of unhealthy animals, adulterated
carcasses and parts and resulting products from the food supply. Pre-slaughter data
collection is done through a system of “Supply Chain Inspection” called the IKB Varkens
(IKB) program which is an integrated quality assurance program with comprehensive
controls over the production chain in addition to national and EU requirements for feed,
hygiene, the use of veterinary drugs, transport of animals, and animal welfare. The IKB
requires transfer of animal health records from the farm to both the establishment and
inspection officials to provide greater assurance that only wholesome meat products are
produced All market hogs receive ante-mortem and post-mortem visual inspection of the
head, viscera, and carcass.

FSIS’ post-mortem inspection procedures under traditional inspection are similar to the
Netherlands’ visual post-mortem inspection procedures except FSIS inspectors incise and
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observe mandibular lymph nodes, observe and palpate portal and bronchial lymph nodes,
and turn and observe both surfaces of the liver, the lungs and the kidneys.

FSIS post-mortem inspection procedures under HIMP are similar to the Netherlands
visual ante-mortem and post-mortem inspection except that FSIS requires the
establishment to incise mandibular lymph nodes. FSIS verifies the accuracy of
establishment procedures by system inspection and verification inspection procedures. In
addition both systems have inspection verification procedures.

FSIS FOOD SAFETY MEASURE:

The purpose of post-mortem inspection of livestock is to protect the public health by
ensuring that carcasses and parts that enter commerce are wholesome and not adulterated.
To achieve this goal, in market hogs slaughter establishments operating under traditional
inspection or in those establishments operating under HIMP, FSIS inspectors perform
ante-mortem and post-mortem inspection procedures to detect diseases, abnormalities, and
contamination of livestock carcasses and parts.

In establishments operating under HIMP, FSIS requires that the establishment implement
ante-mortem and post-mortem sorting procedures and present to FSIS only normal and
healthy-appearing animals and carcasses and parts that are wholesome and free of defects.
HIMP also requires additional FSIS verification procedures to ensure that the
establishment produces only safe, wholesome products.

OBJECTIVE:

For market hogs slaughtered in the United States, FSIS requires that ante-mortem
inspection of live market hogs and post-mortem inspection of carcasses and parts be
conducted on a carcass-by-carcass basis. In market hogs, FSIS performs post-mortem
inspection under the traditional inspection system or the HIMP inspection system. Post-
mortem inspection procedures under traditional inspection include incision, observation
and palpation, as applicable, of the head, viscera and carcass. Under HIMP, FSIS post-
mortem inspection procedures involve only a visual inspection, with no incisions or
palpation. In both cases, inspection procedures are intended to identify and remove
unwholesome and adulterated carcasses and parts from the food supply.

EQUIVALENCE CRITERIA:

The criteria used by FSIS to determine whether the Netherlands’ alternative post-mortem
inspection procedure is equivalent to the FSIS post-mortem procedure are set forth below:

1. The government inspection service administers an inspection program that is at least as
effective at identifying and removing unhealthy animals, adulterated carcasses, parts and
resulting products from the food supply chain as are the FSIS post-mortem inspection
procedures for the head, viscera and carcass.
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2. The government inspection system requires the use of prerequisite programs that
reduce the incidence of food-borne pathogens in market hog carcasses presented for
inspection.

3. The incidence of diseases in market hogs, such as Tuberculosis (TB), is no higher than
the incidence in the United States.

4. The market hogs must be born and raised in the country.

5. The government inspection service must implement a government verification program
to check the accuracy of the visual inspection program for the removal of both food safety
and non-food safety defects (other consumer protection defects).

EQUIVALENCE EVALUATION:

Application of Equivalence Criteria for an Alternate Post-Mortem Inspection
Procedure for Market Hogs ’

1. The Netherlands’ inspection service administers a program that is at least as effective
at identifying and removing unhealthy animals, adulterated carcasses, parts and resulting
products from the food supply chain as are the FSIS post-mortem inspection procedures
for the head, viscera and carcass. This determination is based on the following
information: The Netherlands uses a combination of pre-slaughter data collection and
post-mortem inspection to ensure the identification and removal of sick animals and
diseased carcasses and parts from the food supply.

In January 2006, the Netherlands Ministries of Agriculture, Nature and Food Quality and
Health, Welfare and Sport and the Food and Consumer Product Safety Authority
completed a pilot study in one market hog establishment that was intended to evaluate the
effectiveness of visual inspection procedures through the use of pre-slaughter data and
post-mortem inspection procedures. During this pilot study, epidemiological data or other
history, such as data in regard to M. avium, was provided to the official veterinarian
immediately prior to slaughter of the herd. After slaughter, each carcass first underwent a
visual post-mortem inspection. The inspector did not palpate or make any incisions on the
carcass at this point. If the inspector observed an abnormality on a carcass or the viscera,
the carcass and viscera were railed out for traditional post-mortem examination. If an
inspector did not detect any abnormalities, the carcass and viscera continued moving on
the slaughter-line. The carcass then reached the inspector who incised the mandibular
lymph nodes. If the inspector discovered abnormalities in the mandibular lymph nodes,
the head and the viscera were rejected. The inspector would also rail out the carcass for
further traditional post-mortem inspection, if needed. In addition, if the inspector
performing visual inspection or the inspector performing traditional inspection detected
any abnormality in any organ or carcass that required further examination, all viscera and
the corresponding carcass were railed out.

Information from the published studies and other documents provided by the Netherlands,
coupled with the pilot study, shows that reduction in human health hazards predominately
lies in the hygiene control programs that are implemented throughout the entire
production process (farm to table). This supports Netherlands’ use of a “hands-off”
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system in the slaughter line and, instead, focuses on risk factors prior to post-mortem
inspection.

2. The Netherlands’ inspection service requires the use of prerequisite programs that
reduce the incidence of food-borne pathogens in market-age hog carcasses presented for
inspection. This determination is based on the following information: The Netherlands
has implemented a system known as “Supply Chain Inspection,” which allows visual
inspection of market hogs raised under the Dutch IKB Quality Assurance Program. The
Dutch IKB program is an integrated quality assurance program with comprehensive
controls over the production chain in addition to national and EU requirements for feed,
hygiene, the use of veterinary drugs, transport of animals, and animal welfare. The IKB
program integrates the market hogs production process from breeding farm to
slaughterhouse, and provides requirements for the transfer of animal health records from
the farm to the establishment, qualifications for veterinary practitioners, lists of approved
veterinary drugs, feed control practices, and hygiene codes for farms, transporters and
processors. The goal of an integrated animal health program is to reduce the occurrence
of animal diseases and to provide greater assurance of wholesome meat products.

In addition to the IKB program, the Netherlands also requires market hogs farms to be
subjected to ongoing serological surveillance for M. avium as a requirement for
participation in visual inspection. Farms are categorized according to risk of M. avium
infection based on the results of ongoing sampling results. If a farm has 18 consecutive
negative results (sampled from no more than 6 pigs in each of 3 deliveries), it is assigned
a neutral risk. When the farm has 18 additional negative samples (collected from 2 pigs in
each of 9 deliveries), it is assigned a low risk. When a farm has a single positive result or
two intermediate results within 18 samples, it is placed in the high risk category. Only
neutral and low risk farms are eligible to participate in visual inspection. Market hogs
from high risk farms are subject to traditional inspection. In addition, animal health
authorities assist the farms in identifying and reducing risk factors for M. avium infection.

3 The incidence of diseases in market hogs, such as Tuberculosis (TB), is no higher than
the incidence in the United States. FSIS slaughter data from July 2005-June 2006 showed
no detection of TB lesions in market hogs. Research in the Netherlands has shown that
the prevalence of M. avium at the farm level has decreased between 1998 and 2003. In a
2004 study, 2,116,536 market hogs were examined in the Netherlands for the presence of
M. avium. Nine pig farms were selected based a recent history of having a high
percentage of lesions in the mandibular lymph nodes. From a sample pool of 160 pigs,
one had a lesion in the mesenteric lymph nodes, and 98 pigs had lesions in the mandibular
lymph nodes. All lesions were negative for M. avium subsp avium. From these data, it is
concluded that the prevalence of M. avium subsp. avium is very low, thus forming the
scientific basis for the change in the control of M. avium in pork. From this information,
FSIS concluded that the incidence of diseases in market hogs, such as Tuberculosis (TB),
is no higher than the incidence in the United States

4. Market hogs slaughtered in the Netherlands are from animals born and raised only in
the Netherlands. These animals are raised under controlled conditions, which have led to
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a significant increase in the slaughter of animals at a much younger age and in relatively
uniform groups. However, some countries in Europe have a much higher prevalence of
M. avium. Therefore, market hogs slaughtered for export to the United States must be
born and raised in the Netherlands.

5. The Netherlands’ inspection service has implemented a government verification
program to check the accuracy of the visual inspection program for the removal of
both food safety and non-food safety defects (other consumer protection defects).
This determination is based on the following information: In the Netherlands’,
verification of visual inspection takes place on a daily basis (minimum once a day)
and is carried out by the official veterinarian. The location of the verification
activities is the on-line inspection platform next to the on-line inspection station.

These verification activities are split into two basic standards: 1) standards for inspection
procedures and 2) standards for inspection decisions. All inspectors are required to
perform inspection procedures correctly and completely. The official veterinarian verifies
appropriate performance of inspection procedures by periodically observing inspectors.
The standard for the official veterinarian’s verification is a maximum of 5% incorrect
procedures. The official veterinarian also conducts verification of inspection decisions by
periodically observing carcasses and organs for any pathological lesions or hygiene
defects. For food safety conditions (feces, ingesta, septicemia-toxemia, cysticercosis),
there is zero tolerance. For non-food safety defects, there is a cumulative maximum of
4% of missed pathological abnormalities (2 % standard for the carcass and, 2 % for the
stomach/intestines/organs). The number of carcasses plus stomach-intestines-organs to be
verified on a daily basis is distributed over the day with a minimum of 2 batches and a
minimum of 50 pigs. In cases where inspectors are not performing as required, the
official veterinarian will take corrective actions. The results of this verification are
documented, and the information is used to evaluate the performance of online inspectors.
In addition, the Netherlands’ inspection service has a program in place to conduct a
system audit of the establishment on a regular basis.

RECOMMENDATION:

FSIS has determined that the alternate post-mortem procedure for market-age hogs
submitted by the Netherlands is equivalent to the FSIS post-mortem procedure for market-
age hogs. Therefore, the Netherlands’ equivalence request should be granted.
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DECISION CONFIRMATION AND APPROVAL:

WWM&,D

“Sally Whife, Director

International Equivalence Staff '

12/6/0

Office of International Affairs, FSIS

Assistant Administrator
Office of International Affairs
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EQUIVALENCE CRITERIA FOR ALTERNATE POST-MORTEM INSPECTION
PROCEDURE FOR MARKET HOGS

Criteria used to determine whether an alternative post-mortem inspection procedure for
market hogs is equivalent to the US inspection procedure for market hogs are set forth
below:

1. The government inspection service administers an inspection program that is
at least as effective at identifying and removing unhealthy animals,
adulterated carcasses, parts and resulting products from the food supply
chain as are the FSIS post-mortem inspection procedures for the head,
viscera and carcass.

2. The government inspection system requires the use of prerequisite programs
that reduce the incidence of food-borne pathogens in market hog carcasses
presented for inspection.

3. The incidence of diseases in market hogs, such as TB, is no higher than the
incidence in the United States.

4. The market swine must be born and raised in the country.
5. The government inspection service must implement a government
verification program to check the accuracy of the visual inspection program

for the removal of both food safety and non-food safety defects (other
consumer protection defects.
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SUMMARY OF THE OF THE TELECONFERECE

DATE: June 19, 2006

COUNTRY: Netherlands

FSIS PARTICIPANTS: Steve McDermott, Office of International Affairs, FSIS, Ghias
Mughal, OIA, FSIS, Bobby Palesano, OPPED, FSIS, Karlease Kelly, OPPED, FSIS,
Roger Wentzel, FAS, The Hague

, Deputy CVO, LNV
(b) (6)

(Netherlands Food and Consumer Product Safety Authority), Dr. , VWA

(Netherlands Food and Consumer Product Safety Authority), Prof. Dr.
Director Quality and Environment, (K83 Food, , Royal Netherlands

Embassy, Washington, DC

FOLLOWING AGENDA TOPICS WERE DISCUSSED:

o FSIS Strategic Implementation Plan for Strengthening Small and Very Small
Plant Outreach: Karlease Kelly

e KDS Pilot : DG , VWA and (X&) Deputy CVO

e HACCP-based Pork Chain Pilot Project: Dr. ((9K(®)

o FSIS project on Risk-Based Verification Audits of Foreign Countries Meat and
Poultry Inspection Programs: Steve McDermott

¢ Update on Use of Alternate post mortem Inspection Procedure in market age
swine in the Netherlands: Ghias Mughal

o FSIS Initiative of Enhanced Risk-Based Inspection System: Bobby Palesano

DISCUSSIONS:

FSIS informed the Netherlands’ officials that visual Inspection and the use of
auxiliaries in slaughter establishments must not be implemented in the Netherlands
establishments certified for export to the United States until FSIS has made an
equivalence determination. FSIS stressed this point several times during the
conference call including advising Caroline Feitel of the Netherlands’ Embassy
immediately after the completion of the conference call.

It was also agreed by the parties to have another conference call in a few weeks, on
a mutually agreed date, to further discuss the KDS HACCP Pilot project relating to
visual inspection and use of auxiliaries Project and its application in other swine
establishments in the Netherlands.
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Minutes by
Ghias Mughal
6/19/2006
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SUMMARY OF MEETING
DATE: October 12, 2006
COUNTRY: Netﬁerlands
FSIS PARTICIPANTS: Bill James, Deputy Assistant Administrator, OIA, Sally White,

Director, IES, OIA, Steve McDermott, Deputy Director, IES, OIA Ghias Mughal, Senior
Staff officer, IES, OIA; Nancy Goodwin, Senior Staff Officer, IES, OIA

NETHERLANDS AND EU PARTICIPANTS: Dr. (XS] , Deputy
CVO, LNV Ir. R.C.A,, Dr. [(2X(&) , Director, Inspections VWA & Food and
Consumer Product Safety, Dr. [{)XS)] , Counselor Food Safety, Health and
Consumer Affairs, EU Delegation, Washington, DC, [{)X(S)] , Agricultural

Counselor, Royal Netherlands Embassy, Washington, DC

e SUMMARY: This meeting took place at the request of Dr. (X))} ,
Deputy CVO to follow up on FSIS letter of Oct. 2, 2006 in which FSIS had asked
Netherlands to suspend exports, from, young swine slaughter/processing,
establishments in which Netherlands had implemented use of Visual Inspection or
use of auxiliaries to conduct post mortem inspection.

e Netherlands provided for explanation for implementation of Visual
Inspection and stated that it was implemented in swine slaughter
establishments because it provided extra food safety and it was found
equivalent by other EU member States. '

o FSIS asked for further explanation on several issues such as:

Rate of condemnation was higher under the old system compared to
results of the pilot which was attributed to variation seasonal changes and
Netherlands reply was it is true that condemnations rate was higher in
traditional inspection but those condemnations were for disease that were
of no public health significance.

e KB scheme of quality control used in the Pilot which was not clearly
defined in the submitted and more information would be helpful to FSIS.
Netherlands agreed to send it.

e Other FSIS questions related to getting further explanation or justification
of conclusion drawn during the pilot and both parties agreed to have a
follow up meeting of the Technical experts.

e FSIS also requested Netherlands to provide a written response to FSIS’
previous request for information on the type of verification that in-plant
inspection officials will perform on the carcasses and viscera passed by
the on-line inspectors performing visual inspection of mesenteric lymph
nodes. Netherlands officials agreed to send this information in near future.

FOIA_NL&DENO00464



Minutes by:

THE SECOND ISSUE discussed during the meeting was the use of
auxiliaries in establishments certified for export to the US.

Netherlands explained that although the documents sent to FSIS for
employment of auxiliaries referred to new EC Directives 852 and 854, the
use of auxiliaries was really under provision of the EC 64/433 which had
been previously deemed equivalent by FSIS and that has now been
converted in to these new directives. They requested that FSIS reconsider
their request and allow use of auxiliaries. Their role has been explained in
the document “ The new Organization of the red meat Inspection System
in the Netherlands 2006”

FSIS re-examined the document in light of the Dutch explanation, looked
at the relationship between the Netherlands Inspection Service (VWA) and
contractors that employs the auxiliaries (KDS) and concluded that
relationship between the VWA and KDS is clearly stated. It also narrates
the financial structure, training of the auxiliaries and appears to provide
adequate government (VW A) oversight on their daily activities.

FSIS agreed to immediately permit VWA to use auxiliaries in
establishments certified for export to the US and will follow verbal
permission with written letter.

Both parties agreed to have a meeting of the technical experts from both
sides to resolve the issue of Visual Inspection of the young swine. This
meeting was tentatively scheduled to take place in Washington, DC during
the first week of November 2006

Ghias Mughal, IES, OIA

10/13/06
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Summary of FSIS Pre-Meeting on Visual Inspection in Market age swine

Date:

Country:

October 31, 2006

Netherlands

Participants: Sally White, Director, IES, OIA,

Steve McDermott, Deputy Director, IES, OIA
Ghias Mughal, Senior Staff Officer, IES, OIA
Nancy Goodwin, Senior Staff Officer, IES, OIA
David Smith, Staff Officer, IES, OIA

Scott Seebohm, Staff Officer, TSC, OPPED

The following items were discussed:

1. Comparison Table: Swine Inspection Procedures
2. Netherlands responses to FSIS questions: “Answers to Questions FSIS to
the Netherlands”

Clarification from the NL officials is needed on the following additional follow-up
questions: '

Q. 1 The U.S. legal definition of adulteration includes both food safety
and non-food safety criteria. How does the Netherlands inspection
system address the issue of adulteration for non-food safety
conditions?

Q. 2 What are the provisions for government oversight of the IKB
production scheme? When would the government get involved, and
what actions could they take?

Q.3 0K

Q. 4 The response to Question 4 refers to several reference
documents not previously provided to FSIS. We request copies of the
additional documents that are relevant to the response (in English, if
possible)

Q.5 OK

Q. 6 Need more specific explanation/clarification of how the Farm
Risk Profile is calculated. How does it incorporate farm level
information on Salmonella and M. avium ? What specific criteria are
used to determine whether a slaughter lot is eligible for visual
inspection?
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Q. 7 Need clarification on the verification procedures. Explain how,
where, and when the procedures are accomplished.

During FSIS audits, where would FSIS auditors be able to find
verification documents/records?

Q. 8 It was not clear as to how the Farm Risk Profile considers
Salmonella sample resuits? What criteria for these samples would
dictate switching from visual to traditional inspection?

Q. 9 When a group of pigs is sampled for antimicrobial residues,
based on pathology levels (as described in response to Q6)? Need
more information on the sampling procedures. Will all animals in the
lot be sampled? If not, what method will be used to select sampled
animals?

Q 10. Response appears to address FSIS question. Need to get
copies of the relevant references listed in the response to Q10 (in
English, if possible).

Q.11 OK

(Q12) Response appears to address FSIS question. Need to have get
copies of the relevant references (in English, if possible).

Ghias Mughal
10-31-2006

FOIA_NL&DENO00467



DRAFT 6/21/05

DRAFT

MARKET HOGS

HIMP
(HACCP-BASED INSPECTION
MODELS PROJECT)

FOIA_NL&DENO00468



DRAFT 6/21/05 1

HIMP MARKET HOG INSPECTION

Background

FSIS collected data to determine the current food safety and other consumer protection
achievements of the traditional inspection system in five market hog slaughter plants. The data were
used to develop performance standards that volunteer plants in the HACCP-based Inspection Models
Project (HIMP) must meet. The performance standards were published in a Federal Register Notice on
November 2, 2000. A total of six performance standards were developed: three Food Safety categories
(FS 1-3) and three Other Consumer Protection categories (OCP 1-3). The performance standards for the
Food Safety categories (FS-1-3) were set at zero. The performance standards for the Other Consumer
Protection categories (OCP 1-3) were based on the 75 percentile of the ranges of baseline data. (See
Attachment 1)

Types of Inspection Activities

The Market Hog HIMP pilot consists of three types of inspection activities: system inspection, carcass
inspection, and verification inspection. System inspection involves the evaluation of in-plant inspection
findings and determines the effectiveness of the overall design and execution of all establishment
slaughter processes under the HACCP and process control plans. Carcass inspection involves the
examination of each carcass and its parts to determine that they are unadulterated. Verification
inspection involves the evaluation of the effectiveness of the establishment's HACCP and Process
Control plan in meeting the relevant performance standards. These three types of inspection are
discussed in further detail below.

System Inspection - The System Inspector (SI) is either the Inspector in Charge (IIC) or the
Supervisory Veterinary Medical Officer (SVMO). The SI has overall responsibility to assure that the
plant and inspection personnel effectively conduct the required activities under the HIMP, as designed.
The SI sends verification data to headquarters and provides overall feedback on how the project is
working. Specifically, the SI:

e Determines (or assigns to the verification inspector (VI))* the daily random sampling schedule and
provides the schedule to the VI.

Monitors and determines the effectiveness of ante-mortem verification inspection.

Monitors and determines the effectiveness of the establishment ante-mortem sorting.

Determines final disposition of animals designated by the VI as “suspects” at ante-mortem.
Monitors and determines the effectiveness of the establishment’s post-mortem sorting and
disposition. '

e Determines final disposition on carcasses retained by the carcass inspector (CI) or VI on post-

mortem. *
¢ Records FS-1 and FS-3 nonconformance findings on the appropriate HIMP form.

Determines if the establishment is meeting relevant performance standards.

e Assesses the overall design and execution of the establishment’s HACCP and process control
procedures.

e Assures that all adulterated products are condemned in accordance with applicable regulations.

¢ Determines when unscheduled verification sampling is warranted.
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. Maintains communication with the VI and CIs to facilitate coordination of all ante-mortem and post-

mortem findings.

Carcass Inspection - The Carcass Inspectors (CI) are stationed at up to 3 fixed locations on the

post-mortem line to determine whether a product is adulterated or unadulterated. They inspect each
carcass and part on the line, as well as evaluate the on-going effectiveness of the establishment’s food
safety and other consumer protection processes. Specifically, the Cls:

Determine whether each carcass and its parts are adulterated or unadulterated.

Take appropriate action to prevent adulterated product from entering into human food channels.
Notify the establishment personnel, VI and/or SI of carcass and/or parts defect findings.

Examine sample sets when notified by the VI and verbally inform the VI during sampling when
defects are found.

Contact the SI if there are any concerns about process control.

Retain carcasses and parts for further disposition by the SI if food safety and other conditions are
identified that could result in condemnation.

Maintain communication with the VI and SI to facilitate coordination of all post-mortem findings.

Verification Inspection - The Verification Inspector (VI) does not have a fixed position on the

line, and can move freely. Specifically, the VI:

Observes and evaluates the effectiveness of the establishment’s HACCP and process control plans,
including the examination of records, to determine whether the establishment is in compliance with
applicable regulatory requirements.

Conducts ante-mortem inspection of all animals at rest and 5-10 percent of animals in motion.
Retains animals for further disposition by the S, if the animal is suspected of having a condition that
could result in condemnation.

Documents ante-mortem findings on HIMP FORM 9.

Takes verification samples to determine if establishment is complying with relevant performance
standards, including scheduled and unscheduled sampling.

Records all findings of noncompliance with applicable performance standards.

Notifies the CI when verification samples are required and records the findings in each sample set
during post-mortem. Evaluates the noncompliance findings and records in the appropriate category
on HIMP form 7.

Investigates potential process control problems.

Notifies SI if the process control plan is not being met or if performance standards have been
exceeded.

Retains carcasses and parts for further disposition by the SI if food safety and other conditions are
identified that could result in condemnation.

Maintains communication with the CI and SI.
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MARKET HOG INSPECTION STATION

Facilities required at each inspection station include:
1. The conveyor and/or rail shall be level for the entire length of the inspection station.
2. Floor space shall be adequate along the conveyor and rail.
3. Conveyor and rail stop/start switches shall be readily accessible.
4. A minimum of 50 foot-candles of shadow-free lighting shall exist at each inspection station.

Inspection Stations will be established at up to 3 locations:

FSIS personnel are.responsible for inspecting each head, viscera, and carcass. These locations will be:

1. After the mandibular lymph node incision step and before the head removal step for the Head
Inspection Station.
2. After the establishment’s viscera sorting step and before the viscera harvesting step for the
Viscera Inspection Station.
3. After the final trim and sorting step and before the carcass wash step for the Carcass Inspection
Station.
Inspection locations may be combined if carcass and/or parts (head and viscera) can be inspected at a
single location. (Example: combining the viscera with carcass inspection if they can be inspected at one
location.). Proposals for less than three inspector locations must be presented to the HIMP Project
Manager.
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DOCUMENTATION

The forms used for the HIMP Market Hog project are:

HIMP FORM-7, Postmortem Verification Inspection Activities
HIMP FORM 8-1 OCP-1 25 Day Results

HIMP FORM 8-2 OCP-2 25 Day Results

HIMP FORM 8-30CP-3 25 Day Results

HIMP FORM-9 Ante-Mortem Verification Inspection Activities
HIMP FORM-10 HIMP Verification/Corrective Action Log
FSIS Form 5400-4 Noncompliance Record (NR)

FS-1 and FS-3 nonconformance documentation -

The SI makes the final disposition on carcasses retained by inspection personnel on FS-1 and FS-3

categories and documents the FS-1 and FS-3 nonconformance on a NR as ISP code 03J01.

If the SI finds additional noncompliance for this specific slaughter production lot, the SI will

document the findings on separate NR’s.

- All findings must be taken into consideration after the NR is written. The SI also checks the
plant's corrective actions. All findings and plant's corrective actions are to be documented on the
NR.

The 03J02 procedure is considered to be complete when inspection personnel have verified the

establishment's pre-shipment review.

The SI will inform the VI to document FS-1 non-conformances on the daily HIMP Form 7

The SI will document FS-3 non-conformances on the HIMP form 9.

FS-2 nonconformance documentation -

An FS-2 nonconformance is documented when feces, ingesta or milk are identified during
verification activities.(according to the identification guidelines in FSIS Directive 6420.2).*

The CI at the final carcass inspection station will follow FSIS Directive 6420.2 Livestock Post-
Mortem Inspection Activities-Enforcing the Zero Tolerances for Fecal Material, Ingesta, and Milk
Section II. B. 1 as it pertains to the final rail inspector.*

The VI, when performing FS-2 verification, will document an FS-2 nonconformance on a NR as ISP
code 03J01.

If the VI finds additional noncompliance for this specific slaughter production lot, the VI will
document their findings on additional NR’s.

All findings must be taken into consideration by the VI that found the noncompliance or another VI.
The VI also checks the plant's corrective actions. All findings and plant's corrective actions are to be
documented on the NR.

The 03J02 procedure is considered to be complete when the VI has verified the establishment's pre-
shipment review.

The FS-2 nonconformance is also to be documented by the VI on HIMP FORM-7.
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OCP nonconformance documentation —
The VI or SI will document the OCP nonconformance findings during the shift on Draft HIMP form 7.

o If the establishment exceeds the daily maximum limit (See Table 1) for a specific OCP category, the
VI will notify the SI.

o At the end of each shift, the SI will document the number of defects and pass/fail for each OCP
category on HIMP FORMS 8- 1 through 8-3.
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VYERIFICATION PROCEDURES

FSIS conducts verification inspection to assure that plants are meeting the performance standards.
Verification inspection occurs in ante-mortem and post-mortem.

ANTE-MORTEM

e [Establishment ante-mortem records for the FS-3 category are to be reviewed by the VI or SI.

e The VI or the SI will inspect 100% of live animals at rest that are presented by the establishment for
slaughter.

e The SI (or assigns to VI) randomly selects ante-mortem sampling times throughout the shift. Ante-
mortem sampling times can be scheduled if the entire kill is available prior to start of shift. Usually
live animals continue to be shipped to the establishment throughout the day and it is not possible to
schedule the times for random sampling. Therefore, it is left to the discretion of the SI to determine
randomness of sampling throughout the shift when live animals are available.

e The VI or SI will inspect 5-10% of the live animals in motion randomly throughout the shift after

establishment sorting for slaughter.

The VI or SI will assess sorting activities and humane handling practices.

The SI will assess plant activities at the suspect pen.

The VI will retain as suspect for SI disposition any animal that could result in condemnation.

FS-3 deficiency determined by the SI will be documented by the SI on a NR and the establishment

follows HACCP procedures in 9 CFR 417.3.

The SI will document or notify the VI to document any FS-3 deficiency on HIMP Form 9.

Other deficiencies found on ante-mortem sampling by the VI will be reported to establishment and

the SI (such as humane handling).

e A NR is to be documented for humane handling violation. The ISP procedure code for violations
related to humane handling and slaughter is 04C02. *

POST-MORTEM

The verification sampling procedures for both food safety and other consumer protection performance
standards will be conducted on 24 randomly selected samples for each shift. This procedure can be
conducted either off-line or on-line. If conducted on-line, the VI will identify the samples and have the
CI’s examine each part and carcass, starting with the head inspection station. The VI will follow the

. samples through the entire process and record all defects found during the CI examination. The VI will
record a maximum of one defect in each performance standard category per sample unit (e.g., a sample
having bile and a bruise on the carcass would be identified as 1 OCP-3 defect. A sample having arthritis
and fecal contamination of the viscera would be identified as 1 OCP-1 and 1 OCP-2).

In addition, the VI or SI will review establishment post-mortem records for FS-1. The SI and/or VI will
review other establishment post-mortem records.
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1) General

A sample consists of a carcass with corresponding head and viscera.
The SI or the VI will notify the on-line CI when to inspect verification samples during the shift.

o The CI, when notified by the VI, will inspect the verification samples of the carcass with
corresponding viscera and head per shift and verbally inform the VI of their findings during
sampling.

e The 24 unit samples per shift may be taken in subsets.

- Sample subsets may be randomly taken in one of the following manners:
- 3 samples 8 times per shift.
- 4 samples 6 times per shift.
- 6 samples 4 times per shift.
- 8 samples 3 times per shift.

e Any OCP defects, which are identified at the inspection stations, should be identified to the
establishment but not scored toward plant performance unless it is part of a scheduled or
unscheduled sample subset.

e Sample times and sample subsets are to be selected randomly prior to the start of the shift.

o The VI or SI will record findings on DRAFT HIMP Form-7. It is not necessary to record a specific
condition within a performance standard category (i.e., localized lung or heart conditions would be
recorded as a noncompliance of the OCP-1 performance standard category).

o If the establishment is engaged in product/process action at the time the random sample is to be
taken, the VI will suspend random sampling until the establishment has completed its actions.

2. FS1and FS2

e Establishment post-mortem records for FS-1 and FS-2 categories are to be reviewed by the VI or SI
in accordance with 9 CFR 417.8.

- The CI, when notified by the VI, will examine the sample subsets for indications of FS-1 and FS-
2 defects and verbally relay the information to the V1.

1) FS-2 defects are recorded at the post-mortem rail inspection station.

2) The CI will retain carcasses with potential FS-1 defects for final disposition by the SI. If
the VI/SI finds additional non-compliance for this slaughter production lot, the VI/SI will
document each additional FS-2 defect findings on separate NR’s. *

3) The CI at the Pre-Wash Verification Location Inspection Station will identify potential
FS-1 and FS-2 defects. The CI will retain the carcass for final disposition by the SI. The
CI will identify FS-2 defects and take the appropriate action consistent with established
HACCP procedures. The VI/SI will document the FS-2 defect that was found by the CI
on a NR. If the VI/SI finds additional non-compliance for this slaughter production lot,
the VI/SI will document each additional FS-2 defect findings on separate NR’s. *

e No carcasses are allowed to exhibit FS-2 defects at the post-mortem rail inspection station. The CI
will follow instructions for “on-line inspection personnel” in FSIS Directive 6420.2. The CI will
have the defect removed either by railing the carcass out or having it trimmed on-line. Notify the
SI/VI for possible unscheduled verification sampling. *

e The SI will write a NR for FS-1 noncompliance.

e The VI will write a NR for FS-2 noncompliance observed during verification sampling in
accordance with FSIS Directive 6420.2.*
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. OCP

The CI or VI will retain a carcass for final disposition by the SI when OCP defects are found that
could result in condemnation. :

If the VI or SI determines that defects in an OCP category exceed the performance standard as
stated in Table 1, the VI or SI will check the establishment's process control records for the same
time frame. If the establishment results show a potential or actual loss of control as defined in the
establishment's process control plan (PCP), the VI or SI will check the establishment's records to
determine whether corrective actions described in the PCP were taken.

TABLE 1: OCP Maximum defects allowed Per Shift

SAMPLE | 24 SAMPLES UNSCHEDULED | UNSCHEDULED | UNSCHEDULED

SIZE (Head, Viscera, |27 SAMPLES 30 SAMPLES 33 SAMPLES
carcass)

OCP-1 2 2 2 2

OoCP-2 3 3 3 3

OCP-3 7 7 8 9

o If the establishment failed to take proper corrective action according to their PCP, the establishment

should detail what new corrective and preventive action will be implemented to prevent recurrence.
Any samples that exhibit defects in any of the OCP performance standard categories should be pointed
out to establishment personnel.

Unscheduled Verification Inspection

When the SI determines that an unscheduled inspection should occur, the SI will notify the VI to
conduct the inspection. Each unscheduled verification inspection will be three carcasses with
corresponding viscera and head.

e Unscheduled verification sampling done at the direction of the SI will also be recorded on Draft
HIMP Form 7.

¢ Unscheduled verification sampling will count toward the establishment's performance evaluation
(See Table 1).

o The SI may call for unscheduled verification inspection because a CI has identified a potential
problem.

e The SI may call for unscheduled verification inspection after the establishment has had sufficient
opportunity to correct an establishment identified problem. This would confirm that the problem has
been corrected.

e The establishment is notified of unscheduled verification inspection.

e The SI and/or VI will notify the establishment of the results of unscheduled verification sampling
and establishment record examinations.
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EXAMINATION OF PLANT SAMPLING RECORDS FOR OCP’S

In addition to the 24 OCP samples, VI will review establishment’s records for OCP sampling results
at least three times per day.

Examples of plant records evaluation may also include observations of the plant selecting samples
and data recording procedures.

The VI or SI should record the results on the Draft HIMP Form 10.

The VI will notify the SI of any discrepancies in the record examination.

SI evaluation of OCP 1 through 3 for 25 day performance

To evaluate whether the establishment maintains process control, the SI will track the performance
of OCP 1 through 3 for a 25-day period using Draft HIMP Form 8-1 through 8-3 and Table 1.
Each OCP will be tracked each shift and referenced to the Table 1 values.

The SI will record that the plant passed or failed each of the 3 OCP categories on the appropriate
HIMP form 8 and notify the plant of their findings.

For an entire 25-day period, the maximum number of days on which the Table 1 performance
standards can be exceeded is given in Table 2.

TABLE 2: Maximum Days (OCP’s)
(Number of Days Above maximum defects
allowed Per 25-Day Period)

OCP-1 2 days
OCP-2 4 days
OCP-3 3 days

If the plant exceeds the maximum days for any OCP category listed in table 2 for a 25-day period, at
any point during the 25 days, the SI will write a NR coded 04CO1. The plant should detail what new
corrective and preventive actions are implemented to prevent recurrence. The plant will provide this
information to the SI.

Note: A 25 day period will end at a full 25 days provided that the Table 2 Maximum Number of Days
are not exceeded. If the Table 2 Maximum Number of Days are exceeded before 25 days are completed,
e.g. on the 13th day, the period stops then while the plant responds as described above. A new 25-day
period will begin when those conditions are satisfied.

Correlation

The SI and/or VI will meet regularly with plant management to conduct correlation activities during the
transition period. Regular correlation will aid FSIS and the plant in establishing a common basis for
both FS and OCP determinations.
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Attachment 1

Model Performance Standards for Market Hogs Plants

Performance Standard Categories Plant Performance Standards

FS-1-—Condition — Infectious Zero
(for example: septicemia/toxemia,
pyemia, cycticercus)

FS-2 — Condition — Digestive Content/Milk Zero
(for example: fecal material, ingesta, milk)

FS-3 — Ante-mortem Suspect Zero
(for example: neurologic conditions,
moribund, pyrexic, severe lameness)

OCP-1 - Carcass- Pathology* 4.1%
(for example: arthritis, emaciation,, erysipelas,

localized abscess, mastitis, metritis, mycobacteriosis

[M Avium], neoplasms, pericarditis, pleuritis,

pneumonia, uremia)

OCP-2 - Visceral Pathology* 7.2%
(for example: cystic kidneys, enteritis/gastritis,

fecal contamination of viscera, nephritis/

pyelonephritis, parasites—other than

Cysticercus, peritonitis)

OCP-3 — Miscellaneous 20.5%
(for example: anemia, bile, bruise, edema,

external mutilation, fractures, icterus, odor,
skin lesions, scabs, toenails not removed)

*Conditions exhibiting a septicemia or toxemia are considered food safety hazards
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DRAFT 3 HIMP FORM 9

05/22/01 ‘
PLANT PERFORMANCE
Ante-mortem Verification Inspection Activities (FS-3)
Shift: 1 2 Est. number: Date:
Inspection Activity 1 2
Deficiency FS-3 | NR Deficiency FS-3 | NR

Inspect 100% of hogs at rest

Inspect 5-10% of hogs in motion,
passed by plant for slaughter (at or
after CCP location)

Inspect suspects, as required (done
by SI')

Observe humane slaughter practices

Examine Ante-mortem records

Additional Comments:

1. Circle Shift

2. Enter Establishment #
3. Enter Date

4,

if the deficiency constitutes a FS-3 and/or an NR by writing a yes or no in the space

provided.
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DRAFT 7 HIMP FORM 7 5/24/01 MARKET HOGS
PLANT PERFORMANCE
Postmortem Verification Inspection Activities — FS and OCP Conditions
Date Shift | Est# Est. Name Unscheduled
12 Verifications
Scheduled Verification Set | Set | Set
Performance Standard Categories 1 2 3

[eoL

[e10L

FS-1 Condition - Infectious (SI ONLY)
(for example: septicemia/toxemia, pyemia,
cysticercosis)

Max 0

1234567891011 12 13 14 1516 17 18 19 20 21 22 2324

FS-2 Condition — Digestive Content/Milk
(Carcass only)
(for example: fecal material, ingesta, milk)

Max 0

1234567891011 12 13 14 1516 17 18 19 20 21 22 2324

OCP-1 Carcass — Pathology*

(for example: arthritis, erysipelas, localized abscess,
mastitis, metritis, mycobacteriosis, [M avium}
neoplasms, pericarditis, pleuritis, pneumonia,

1234567891011 1213 14 1516 17 18 19 20 21 22 2324

(SI only emaciation, uremia) Max 2
OCP-2 Visceral — Pathology* (Head and 1234567891011 12 13 14 1516 17 18 19 20 21 22 2324
Viscera)

(for example: cystic kidneys, enteritis/gastritis, fecal
contamination of viscera, nephritis/pyelonephritis,
parasites - other than cysticercus, peritonitis) Max 3

OCP-3 Miscellaneous
(for example: Anemia/Pale Soft Exudative pork, bile,
bruise, edema, external mutilation, fractures, icterus,
odor, skin lesions, scabs, toenails not removed)

Max 7

1234567891011 12 13 14 15 16 17 18 19 20 21 22 2324

* Conditions exhibiting a septicemia or toxemia are considered food safety hazards.
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Enter Date
Enter Shift

b=

DRAFT 7 HIMP FORM 7 5/24/01

Enter Establishment # and name
For FS and OCP deficiencies, circle the number corresponding to the sample with the defect

MARKET HOGS

(condition). Enclose in brackets the sample subset (i.e. a three sample subset would be
bracketed as [12 3] [4 5 6]...
A 4 sample subset may also be taken 6 times per shift, or 6 a sample subset 4 times per shift,
or a 8 sample subset 3 times per shift.
Sample times and sample subsets are to be selected randomly prior to the start of the shift.

TABLE 1: OCP Maximum defects allowed Per Shift

SAMPLE | 24 SAMPLES | UNSCHEDULED | UNSCHEDULED | UNSCHEDULED
SIZE (Head, Viscera, | 27 SAMPLES 30 SAMPLES 33 SAMPLES
carcass) '
OCP-1 2 2 2 2
OCP-2 3 3 3 3
OoCP-3 7 7 8 9
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EST. # MARKET HOGS DRAFT HIMP FORM 8-1
5/10/01
OCP-1
25 Day Results

Directions: Using the data from DRAFT HIMP Form 7 for OCP-1, determine plant performance per
shift using Table 1. Record No. of Hogs with defects and indicate Pass or Fail for OCP-1 for each shift.
The Maximum number of days on which this performance standard can be exceeded per 25 day window
is given in Table 2.

Date of OCP-1 Date of OCP-1 Date of OCP-1
Collection Collection Collection
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
7 7 7
8 8 8
9 9 9
10 10 10
11 11 11
12 12 12
13 13 13
14 14 14
15 15 15
16 16 16
17 17 17
18 18 18
19 19 19
20 20 20
21 21 21
22 22 22
23 23 23
24 24 24
25 25 25
TOTAL # TOTAL # TOTAL #
PASSED PASSED PASSED
TOTAL # TOTAL # TOTAL #
FAILED FAILED FAILED

TABLE 1: OCP-1 Performance Standard Per Shift (24 head, carcass, & viscera samples)
CONDITION MAXIMUM DEFECTS ALLOWED
OCP-1 2

TABLE 2: Maximun # of Days OCP-1 is Allowed Above Performance Standard
(Per 25-Day Period)
MAX. # DAYS PER 25 DAY PERIOD
2 days

CONDITION
OCP-1
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EST. # MARKET HOGS DRAFT HIMP FORM 8-2
' 5/10/01
OCP-2
25 Day Results

Directions: Using the data from DRAFT HIMP Form 7 for OCP-2, determine plant performance per '
shift using Table 1. Record No. of Hogs with defects and indicate Pass or Fail for OCP-2 for each shift.
The Maximum number of days on which this performance standard can be exceeded per 25 day window
is given in Table 2.

Date of OCP-2 Date of OCP-2 Date of OCP-2
Collection Collection Collection
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
7 7 7
8 8 8
9 . 9 9
10 10 10
11 11 11
12 12 12
13 13 13
14 14 14
15 15 15
16 ' 16 16
17 17 17
18 18 18
19 19 19
20 20 20
21 21 21
22 22 22
23 23 23
24 24 24
25 25 25
TOTAL # TOTAL # TOTAL #
PASSED PASSED PASSED
TOTAL # TOTAL # TOTAL #
FAILED FAILED FAILED

TABLE 1: OCP-2 Performance Standard Per Shift (24 head, & viscera samples)

CONDITION

MAXIMUM DEFECTS ALLOWED

OCP-2

3

TABLE 2: Maximun # of Days OCP-2 is Allowed Above Performance Standard
(Per 25-Day Period)
MAX. # DAYS PER 25 DAY PERIOD
4 days

CONDITION
OCP-2
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EST. # MARKET HOGS DRAFT HIMP FORM 8-3
5/10/01
OCP-3.
25 Day Results

Directions: Using the data from DRAFT HIMP Form 7 for OCP-3, determine plant performance per
shift using Table 1. Record No. of Hogs with defects and indicate Pass or Fail for OCP-3 for each shift.
The Maximum number of days on which this performance standard can be exceeded per 25 day window
is given in Table 2.

OCP-3

Date of OCP-3 Date of Date of OCP-3
Collection Collection Collection
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
7 7 7
8 8 8
9 9 9
10 10 10
11 11 11
12 12 12
13 13 13
14 14 14
15 15 15
16 16 16
17 17 17
18 18 18
19 19 19
20 20 20
21 21 21
22 22 22
23 23 23
24 24 24
25 25 25
TOTAL # TOTAL # TOTAL #
PASSED PASSED PASSED
TOTAL # TOTAL # TOTAL #
FAILED FAILED FAILED

TABLE 1: OCP-3 Performance Standard Per Shift (24 head, carcass, & viscera samples)

CONDITION MAXIMUM DEFECTS ALLOWED
OCP-3 7
TABLE 2: Maximun # of Days OCP-3 is Allowed Above Performance Standard
(Per 25-Day Period)
CONDITION MAX. # DAYS PER 25 DAY PERIOD
OCP-3 3 days
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Comparison Table: Swine Inspection

FSIS Swine Inspection

Procedures (traditional):

e Authority: 21 USC 604
(FMIA), 9 CFR 310.1

e Procedures: Slaughter
Inspection Training
Materials (1/14/2005)

FSIS Swine Inspection
Procedures for Plants
Operating Under HIMP:

Authority: 21 USC 604
(FMiA), 9 CFR 303.2

Netherlands Swine Inspection

Procedures for Plants

Operating Under Visual

Inspection:

e Authority: EC 854/2004

e Procedures: “The New
Organization of the Red Meat
Inspection System in the
Netherlands (2006)”

EU Swine Inspection

Procedures (traditional):

e Authority: EC 854/2004

e Procedures: Annex |; Sec IV;
Chap IV: Domestic Swine,
B.—Post mortem Inspection

General:

e For all swine

For market hogs
slaughtered in plants
operating under the
HACCP-based Inspection
Models Project (HIMP).
Carcasses must be

- presented for inspection

with the mandibular lymph
nodes incised.

e For fattening pigs housed
under controlled housing in
integrated production systems
since weaning.

e At the discretion of the
competent authority based on
epidemiological or other data
from the holding [farm].

e Data from the farm must

include food chain information,

results of testing for M. avium,
and certain additional
requirements to control
hazards in the food supply
chain.

e For all swine except those
identified under paragraph (2).
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Head Inspection:

e Observe head and cut
surfaces — eyes, fat,
cheek muscles, and other
tissues for abnormalities.

¢ Incise and observe
mandibular lymph nodes.

Visual inspection of the
head and throat.

Visual inspection of the
incised mandibular lymph
nodes.

Visual inspection of mouth,
fauces, tongue.

Visual inspection of the head
and throat, including the
mandibular lymph nodes.
Visual inspection of mouth,
fauces, tongue.

Visual inspection of the head
and throat.

Incision and examination of
the submaxillary lymph nodes
(Lnn mandibulares).

Visual inspection of the mouth,
fauces and tongue.

Viscera Inspection:

e Observe eviscerated
carcass, viscera and
parietal (top) surface of
spleen.

e Observe and palpate
mesenteric lymph nodes.

o Palpate portal lymph
nodes.

e Observe dorsal (curved)
surface of lungs.

o Palpate bronchial lymph
nodes.

e Observe mediastinal
lymph nodes.

e Turn lungs over and
observe ventral (flat)
surfaces.

Observe heart.
Observe dorsal (curved)
surface of liver.

e Turn liver over and
observe ventral (flat) -
surface.

Visual inspection of the
lungs, trachea, and
oesophagus.

Visual inspection of the
pericardium and heart.
Visual inspection of the
liver and hepatic and
pancreatic (portal) lymph
nodes.

Visual inspection of the
gastro-intestinal tract,
mesentery, gastric and
mesenteric lymph nodes.
Visual inspection of the
spleen.

Visual inspection of the lungs,
trachea, and oesophagus.
Visual inspection of the
pericardium and heart.

Visual inspection of the liver
and hepatic and pancreatic
(portal) lymph nodes.

Visual inspection of the gastro-
intestinal tract, mesentery,
gastric and mesenteric lymph
nodes.

Visual inspection of the
spleen.

Visual inspection of genital
organs.

Visual inspection of the lungs,
trachea and oesophagus.
Palpation of the lungs and the
bronchial and mediastinal
lymph nodes (Lnn.
bifucationes, eparteriales and
mediastinales).

The trachea and the main
branches of the bronchi must
be opened lengthwise and the
lungs must be incised in their
posterior third, perpendicular
to their main axes; these
incisions are not necessary
where the lungs are excluded
from human consumption.
Visual inspection of the liver
and the hepatic and pancreatic |.
lymph nodes, (Lnn portales).
Palpation of the liver and its
lymph nodes.

Visual inspection of the gastro-
intestinal tract, the mesentery,
the gastric and mesenteric
lymph nodes (Lnn gastrici,
mesenterici, craniales and
caudales). '
Palpation and, if necessary,
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3

incision of the gastric and
mesenteric lymph nodes.
Visual inspection and, if
necessary, palpation of the
spleen.

Carcass Inspection:

e Observe back of carcass
(turn carcass or use
mirror).

e Observe front and inside
of carcass, including

o Cut surfaces,

o All body cavities,
o Lumbar region,
o Neck region.

e Grasp, turn, and observe
the kidneys.

Visual inspection of the
carcass.

Visual inspection of the
pleura and peritoneum
[lining of chest and
abdominal cavities].
Visual inspection of the
kidneys.

Visual inspection of the
diaphragm.

Visual inspection of the

udder and its lymph nodes.

Visual inspection of the
umbilical region and joints
of young animals.

Visual inspection of the
carcass.

Visual inspection of the pleura
and peritoneum [lining of chest
and abdominal cavities].
Visual inspection of the
kidneys.

Visual inspection of the
diaphragm.

Visual inspection of the udder
and its lymph nodes.

Visual inspection of the
umbilical region and joints of
young animals.

Visual inspection of the
carcass.

Visual inspection of the pleura
and peritoneum.

Visual inspection of the
kidneys.

Incision, if necessary, of the
kidneys and the renal lymph
nodes (Lnn. renales).

Visual inspection of the
diaphragm.

Visual inspection of the udder
and its lymph nodes (Lnn.
supramammarii).

Incision of the supramammary
lymph nodes in sows.

Visual inspection and
palpation of the umbilical
region and joints of young
animals.

In the event of doubt, the
umbilical region must be
incised and the joints opened.
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ANSWERS TO QUESTIONS FSIS TO THE NETHERLANDS

| GENERAL

Before providing specific answers to the questions that have been asked by FSIS, it is important to take into
account the following general remarks: -

Specific focus of the pilot project regarding visual inspection was to identify relevant risks for food safety
resulting from the new method and to answer the question whether the level of food safety was (at least)
the same as with the traditional method. Thus the focus was not a complete scientific comparison between
two p.m. inspection methods, but a risk-based approach regarding food safety. Others have already
carried out scientific research concerning public health aspects of post mortem inspection in market hogs.
Several documents concemning visual meat inspection in the Netherlands have already been sent to FSIS
this year. In these documents detailed information is available about the results of our pilot project and
relevant procedures of meat inspection. When providing answers to the questions we will therefore refer to

the relevant text in these documents. Furthermore we will include these reference documents with this
report.
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| SPECIFIC

1. Question

The pilot study concludes that visual inspection failed to reject 9 of 174,250 (0052%) carcasses that
were inspected. However, this also represents 9 of 43 (20.9%) carcasses rejected during the pilot
study. Therefore visual inspection failed to detect a significant portion (21%) of carcasses affected
with pathological conditions that warranted rejection. It appears that the Netherlands considers it
acceptable to pass one fifth of all carcasses that should be condemned for pathology. Is this
correct? Can human factors of visual-only inspection be an aggravating factor?

To put the question about the acceptability of missed pathological conditions into the right perspective, it is
important to note the aim of the pilot project. The central question was whether the new method could be
operated at (at least) the same level of food safety as the traditional method. So we have not done a complete
scientific comparison between two methods of p.m. investigation. Such comparison has already been done in
different scientific projects in several countries and these were summarized in the “Opinion on Meat Inspection

- Procedures” of the European “Scientific Committee on Veterinary Measures'. An important condlusion has been
that p.m. inspection of pigs from industrialized production in general will assist little in improving meat safety.
Reduction of the prevalence of human hazards mainly lies in the hygiene contro! programs throughout the whole
supply chain. This supports the importance of "hands-off’ systems in the slaughter line and securing possible
risks concerning meat safety by other means than p.m. inspection. That's why we focused on meat safety with a
risk-based approach. So we have (for example) not examined the portion of carcasses that were passed by
traditional investigation, but may have been rejected by visual inspection. This was not possible because of the
logistical organization of the pilot where visual inspection was foIIowed by tradltlonal inspection, and visual
mspectlon was a part of the traditional inspection.

From arisk point of view it is important to put the proportion of carcasses missed by visual! inspection and
rejected by traditional inspection into relation with the total number of inspected carcasses.

Besides we want to give you specific information regarding the 9 carcasses that have not been detected by the
visuat inspectors during the pilot:

The reasons for condemnation were:

»  Serious generalised pathological conditons (2 carcasses) and icterus (1 carcass):
Itis clear that these 3 carcasses should have been detected by the visual inspectors and cannot be seen as
“missed by the system”. It seems logical to look for the cause of these missed abnormalities primarily at the
human level. As stated above we have not investigated the “human factor” of the traditional method but seen the
small number of rejected carcasses in relation to the total number of inspected carcasses the human factor has to
be taken into account with both, visual and traditional inspection methods.

=  Positive bacteriological test on arcanobacterium pyogenes (3 carcasses) :

«  Positive bacteriological test on haemolytic streptococci (1 carcass):
From a public health view the question is, whether these 4 carcasses with a positive BE (bacteriological
examination) do indeed represent a food safety risk? For a closer look at the bacteria's found and their relevance
for food safety please see the answer to question 10.

*  Failed bacteriological test (1 carcass ).

Itis difficult to say something about the carcass were the bactenologlcal test failed. The test may have been
negative and consequently the carcass would have passed trough.

»  Positive test on antibiotics (1 carcass)
The carcass had been railed out for further testing because of inflammation of a carpus/ tarsus and muiltiple
abscesses in the ung found by traditional inspection. The bacteriological test was negative.

! Opinion of the Scientific Committee on Veterinary Measures relating to Public Health on “Revision of meat inspection
Procedures, 24-2-2000.
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*  Further remarks:
Figure 4 from the draft report (page 14, chapter 5.1) shows that in the beginning of the pilot project there were
relatively more pathological findings not detected by the visual inspectors. Possibly it took some time before
| everyone was used to the new situation. This would be another, (specific) aspect of the “human factor”.

As stated above it can be concluded from scientific literature that some findings will not be detected by visual
inspection. During the pilot project we have tried to identify the relevant food safety risks and to secure them also
by other means. But it is important to note that both, visual and traditiond inspection methods have not a very
high sensitivity with respect to the detection of possible food safety risks (opinion of the SC on revision of meat

inspection procedures, 2000). This has been one of the main reasons for looking for ways to secure food safety
risks by other means within the supply chain.

2. Question

The paper mentions that pigs from farms meeting requirements laid down in the Code of Practice of
the IKB Scheme or an equivalent quality assurance scheme were used. Further information on the
scheme is needed. For example, what records are available related to ongoing disease surveillance,
treatment records, production methods to reduce exposure to specific pathogens, etc?

The Dutch IKB scheme is an integrated quality assurance scheme for production chain control with additional
requirements on top of national and EU legislation for feed, hygiene, the use of veterinary drugs, transport and
animal welfare. The integrated chain approach of the program means, that all activities in pork production are
closely linked to one another, from breeders to pig farmers to slaughterhouses. The work carried out by vets, the
requirements for veterinary medicines and the standards for animal feed and animal welfare are also covered
within the program.
In addition, all of the professional contacts of pig farmers in the industry must comply with the requirements that
are laid down in separate quality regulations: the Quality Regulations governing Livestock Trading, the Quality
Regulations governing the Transport of Livestock, the Good Manufacturing Practice regulations for feed
manufacturers and the Good Veterinary Practice regulations for Accredited Pig Veterinary Surgeons.
Within the quality system there are regulations governing each type of establishment. These include both system
requirements and product requirements. The system requirements relate to the established way of working (the
manual) and the implementation of the system in practice. The product requirements relate to every link in the
production chain. As far as animal health and food safety are concerned, these focus on aspects such as:

s Transfer of records on anima! health
GVP (Good Veterinary Practice) approved veterinarians
Limited list of approved veterinary drugs compared with EU legislation
Feed control according to food safety based GMP+ system including HACCP for pig feed
Hygiene codes for farms, transport and processors

Data exchange animal health

Within the IKB system information about the state of health of an animal accompanies the animal in question to
the next link in the chain. Both the breeder and the pig farmer record all important data concemning the health of
their animals in an IKB farm logbook, i.e. identification and registration details, the origin of the sows and the
fattening pigs and the length of time the animals have spent on the farm.

Other details that are recorded include any purchases, the nature of any health problems, every veterinary
medicine administered, the date and duration of the treatment, the medicine dosage, the recommended
withdrawal period and all vaccinations of piglets and fattening pigs. Both the bresder and the pig farmer keep
copies of delivery documents. All data is kept for a minimum of 12 months.

At the slaughterhouse relevant data of post mortem inspection such as carcass lesions and organ lesions, as
reported in the letter of 25-07-2006 from the Dutch Deputy Chief Veterinary Officer (reference 06.2092/1H), are
collected and subsequently reported back to the farmer.
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Good Veterinary Practice

Pig farmers may only make use of the services of vets who operate in accordance with the Code of Good
Veterinary Practice (GVP) and are accredited pig veterinary surgeons. This Code is administered by an
independent body, the Veterinary Quality Bedy (VKO), in collaboration with the Royal Netherlands Veterinary
Association. The pig farmer concludes an exclusive contract with a GVP-certified pig veterinary surgeon. This
Code contains guidelines for vets on how to handle animals carefully and in an ethical manner.

Approved medicines

Veterinary medicines may only be used on IKB pig farms if prescribed by a vet. Only veterinary medicines that
appear on the 'positive list of veterinary medicines for IKB pig farms" may be used. The effect of this measure is
that when an animal is slaughtered, there are no residues or injection marks in the meat. To guarantee that this is
in fact the case, in a great many instances the withdrawal period is longer than the withdrawal period provided for
by EU law. The requirements imposed on medicines on the positive list are more stringent than the statutory
requirements. For example, the use of sulphonamides (sulpha drugs) is extremely restricted on the positive list.

The positive list indicates per product the active substance, the dosage form, the registration number, the
registration holder, the product name and the withdrawal period in days. All veterinary medicines on the positive
list have to undergo additional testing before they can be accepted on the list.

GMP+ Feed

Pigs on IKB farms may only be given feed that comes from companies that operate in accordance with the Code
of Good Manufacturing Practice+ (GMP+-Feed). The Code is a quality scheme that has been set up by the
Product Board for Animal Feed. The Code contains regulations concerning the use of additives and veterinary
medicines, the prevention of undesirable substances and controls on the microbiological condition of the feed.

Quality assurance within the GMP+ scheme is based on the international standard HACCP, which has been
prescribed in Europe for the food industry.

The aim of the IKB quality system is to provide guarantees in the areas of product safety, traceability and audits.
IKB is aflexible system that is constantly being further developed, tightened up and adapted. It provides an
infrastructure within which changes can be introduced relatively easily. This means that the system is capable of
adapting to new developments.

Important changes were made in April 2003, when the IKB system was extended to include additional regulations
covering the layout of pig units, hygiene, independent auditing (EN 45011) and ISO-based pig husbhandry

procedures. In April 2004 the IKB system was extended to include SAFE, a program of extensive testing for
unauthorized substances in pig farming.

An English translation of the IKB Code of Practice for pig farmers is attached to this report.

3. Question

The paper did not provide adequate historical data to support that there are enhancements of visual-
only inspection over traditional inspection. It was stated that total number of condemnations during
the previous year differed significantly in comparison with data of the pilot. It was concluded that
this difference could be explained by the fact that the supply of fattening pigs during the previous
year did not match the supply during the pilot. This suggests and does support that source has a
significant impact on “risk.” More information is needed to support if such decisions can be
maintained regularly and predictably in the future. It is difficult to make a comparison of inspection
methods if the source animals are not from the same source.

It was concluded that comparison of results of visual inspection with historical data of traditional inspection was
not preferable because of a possible bias. It couldn't be excluded that the type of fattening pigs that was
inspected in the year before (and whose inspection results were the basis of the historical data) was different
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from that inspected during the pilo2. For this reason a comparison was made within the same group of animals,
the fattening pigs that were presented for inspection during the pilot. All these animals underwent a double
inspection regime, they were both visually and traditionally inspected. So for the duration of the pilot, source as a
reason for bias could be effectively excluded.

Source cannot be excluded as a possible risk factor, but this aspect was — and had to be! - incorporated in the
visual inspection pilot. For instance only fattening pigs from farms that met all the requirements (see below)
were admitted to this double inspection regime. The justification of visual inspection lies in Regulation (EC)
854/2004 where it is stated that:

‘The competent authority may decide, on the basis of epidemiological or other data from the holding, that
fattening pigs housed under controlled housing conditions in integrated production systems since weaning need,
in some or all of the cases referred to in paragraph 1, only undergo visual inspection.®

The minimum requirements for participation in visual inspection are:

* it concemns only fattening pigs
they may not have had outdoor access
they should come from farms that have implemented the system of food chain information
they should come from farms that have implemented pro-active measures against Mycobacterium avium
they should have been raised under controlled housing conditions and in integrated systems of
production.(IKB).

4. Question

The report indicates that decision making was made primarily on farm data and history. A
serological test would need to be reliable as a predictor for evaluating the TB herd status. it was not
clear if reliability and value of an antibody test for M. avium had been established. The report
indicates that antibody testing should be, for the time being, be considered as the most sensible
diagnostic tool. However, no specific data was presented supporting serological testing as an
effective or practical herd monitoring tool for TB.

Before we address your specific questions regarding serological testing we want to give you some general
information about the epidemiology of Mycobacterium avium in the Netheriands and relevant research that has
been done regarding the relation between positive bactenologlcal tests with M avium, the presence of
macroscopic lesions in lymph nodes and serological conversion.

Furthermiore, we will provide information about the procedures for serological testing of pigs within the chain
supply chain inspection scheme and the follow-up of serological positive farms.

Mycobacterium avium is a bacterium that can cause harm to man. Several scientific publications and health
statistics show the relevance of M. avium, ses references (Inderlied et al, 1993, Wallace and Hannah 1988).

The Dutch government and scientific research organizations have carried out already for years research into this
bacterium. Results of the prevalence studies on M. avium in market hogs are published by Komijn et al {1999,
and 2007), ses the enclosures. '

The Dutch pork producers aimed to contain the prevalence of M. avium through preventing the introduction of this
bacterium at the hog farm. Measures to realize this were implemented in the IKB code of practice at farm level
{see also respons to Question 2). Within the code of practice pest control and hygiene of feed and bedding
material are most relevant with respect to the control of M. avium at farm level.

Research showed that the prevalence of M. avium at farm level has decreased between 1998 and 2003. Actually
M. avium has not been detected in a targeted surveillance in the 2003 prevalence study of Komijn et al
(publication accepted in 2006, will be published in 2007), thus the prevalence in the Netherlands is very low.
These data form the scientific basis for the change in the control of M. avium in pork.

In order to gain more insight in the development of granulomatous lesions in pigs an infection experiment was
done (Wisselink et al, 2006). The results showed that all pigs inoculated with M. avium had one or more lymph
nodes bacteriological positive with M. avium at slaughter age. From the pigs inoculated once below 5 weeks of

2 See also: ‘Finalrepart on the data anaysis fom the Visual inspection Pilot’, page 12 and further.
FOIA_NIBIEdititaB54/2004, Annex |, section IV, chapter IV, B Post-mortem inspection, paragraph 2



age 14 out of 16 showed granulomatous lesions in one or more lymph nodes. However only 2 out of 8 pigs
inoculated 3 times (at 2%, 4% and 18 weeks of age) showed granulomatous lesions. Of all pigs inoculated, 23
out of 32 showed seroconversion at market age, see table 1,2 and 5.

Lipids of a M. avium sfrain harvested from pigs in the Netherlands (strain MAA 17404) were used to develop an
antibody test. Polar lipids were used as antigen in the Elisa. The highest value of percentage positivity measured
in known MMA-free pigs was 16%. See for the results of the serological test tables 3 to 5.

" Table 1: Macroscopic evaluation of Inn of pigs at 24 weeks of age after experimental infection with
Mycobacterium avium subsp. avium ‘

Group Number age experimental infection (wks) Lesions in lymphnodes
pigs 25 4 18 Mean (n) pigs (n)
1 8 X 21 . 7
2 8 X 25 7
3 8 X 0 0
4 8 X X X 03 2

Table 2: Macroscopic lesions on lymphnodes in pigs after experimental infection with Mycobacterium
avium subsp. avium

Group Number Number of macroscopic lesions in lymphnodes per infection group:
pigs Tonsil Mand. Mes. Ing.  Trach.-br.(lj  Trach.-br. Retro-phar
: . re :
1 8 1 3 6 0 2 : 2 ! 3
2 8 0 7 7 0 0 2 4
3 8 0 0 0 0 0 0 0
4 8 0 0 2 0 0 0 0

Legenda: Mand = Lnn mandibularis; Mes = Lnn mesenterialis; Ing = Lnn inguinalis; Trach. br. = Lnn trachea-
bronchialis; Retro-phar = Lnn retro-pharyngeal

Table 3: Sera originating of pigs that showed to be negative in bacteriological examination on
Mycobacterium avium subsp. avium (MAA), tested in an ELISA with antibodies against the polar lipids of

MAA

Percentage Positivity (serology) Number of samples (%)
<0% 80 (52.3)
0-5% 60 (39.2)
5-10% ' 10 (6.5)
10-15% 2(1.3)

15 -20% 1(0.7)

> 25% 0(0)

Totaal 153 (100)
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Table 4: Test levels in percentage positivity (PP%) at different targeted levels of specificity

Specificity Test levels (PP%)
Mean Range Mean Range
0.90 0.84-0.94 44 24-77
095 0.90-0.97 75 5.1-14.4
0.975 0.94-0.99 8.9 74-*
0.99 0.96-1.00 123 88-"*

* dataset insufficient

Table 5: Evaluation of macroscopic lesions, bacteriological examination and serology of 32 pigs
experimentally infected with MAA

Group Number of pigs positive
Lymphnode lesions macroscopic Lymphnnode bacteriological Serology
Mand. Mes. Mand.+ Mes.  Mand. Mes. Mand.+ Mes. (>7.3 PP%)

1 3 6 7 5 8 8 8

2 7 7 8 7 8 5

3 0 0 8 5 8 2

4 2 2 7 7 8 8
Total 10 15 16 28 27 32 23

Legenda: Mand = Lnn mandibularis; Mes = Lnn mesenterialis

Procedures for testing of pig serum within the supply chain inspection

From each lot of pigs supplied to the slaughterhouse two or six blood samples are taken. A farm can only be
qualified to deliver pigs that satisfy the requirements of supply chain inspection when at least 18 subsequent
blood samples showed to be negative in the MAA-Elisa. Whenever one or more blood samples are positive the
lots of pigs of that farm will be slaughtered at a slaughterhouse that conducts traditional meat inspection.

Follow up of Mycobacterium avium serological positive farms.

When lots of the same farm repeatedly have positive results when tested serologically for M. avium this could be
indicative for the presence of M. avium. will assist the farm to become M. avium free again. In the traditional
meat inspection incision of the lymphnodes occurs, additionally at this slaughterhouse of every market hog lot six
blood samples are taken and analyzed for the presence of antibodies against M. avium.

The farms are being visited by aw employee who, together with the farmer, will asses the risk factors for M.
avium. The farmer is being encouraged to alter his management. If problems persist the farm is visited by a
veterinarian who will conduct additional tests. These tests consist of tuberculination of the hogs and a further
evaluation of the risk factors at the farm. If the extended evaluation of the risk factor shows indications for
contamination routes, samples of the environment (e.g. soil, feed and water) are taken. Of the tuberculinated
hogs mesenteric lymphnodes are being sampled in the slaughterhouse and these are analyzed for the presence
of M. avium.

FOIA_NL&DEN00494



References:
Inderiied CB, Kemper CA, Bermudez LE. The Mycobactenum avium complex
Clin Microbiol Rev. 1993 Ju;6(3):266-310. Review.

Komijn, RE., PEW de Haas, ME Schneider, T Eger, JHM Nieuwenhuis, RJ van den Hoek, D. Bakker, FG van
Zijderveld and D van Soclingen. Prevalence of Mycobacterium avium in Slaughter Pigs in The Netherlands and

Comparison of IS1245 Restriction Fragment Length Polymorphism Patterns of Porcine and Human Isolates. J of
Clin Microb, 1999, 37, 1254-1259

Komijn, RE., HJ. Wisselink, VMC. Rijsman, N. Stockhofe-Zurwieden, D. Bakker,
FG. van Zijderveld, T. Eger, JA. Wagenaar, FF. Putirulan and BAP. Urlings, Prevalence of Mycobacterium avium

subsp. avium in lymphnodes of slaughter pigs in The Netherlands. Accepted for publication in Veterinary
Microbiology (2007)

Wallace JM, Hannah JB. Mycobacterium avium complex infection in patients with the acquired immunodeficiency
syndrome. A clinicopathologic study. Chest. 1988 May;93(5):926-32.

Wisselink, HM, C van Solt-Smits, N Stockhofe-Zurwieden, H Bergen-Buys, P. Overduin, M van Prehn, D van
Soolingen and J Thole. Comparison of visual and bacteriological examination of mandibular and mesenteric
lymphnodes in pigs, experimentally infected with Mycobacterium avium subsp. Avium. IPVS Conference
Copenhage 2007.

5. Question

Itis not clear if visual inspection would be used for non-market welght hogs, such as sows and
boars. Since the basis for deciding not to incise lymph nodes is based on epidemiological data of
pigs raised since weaning, and TB, if present, is more or less likely to be seen in older animals,
detection in sows might be more important in evaluating the risk of TB. Are incisions to be
performed in older animals (non-market hogs)?

The visual inspection is not used for non market weight hogs, such as sows and boars. They follow the traditional
inspection. Visual inspection can be only in place for fattening pigs kept under controlled housing conditions in

integrated production systems in line with the legal European framework as mentioned in the answer to question
no. 3.

6. Question

It is not clear if/how the Farm Risk Profile considers previous slaughter results? What criteria will. be
used to determine whether a particular slaughter lot requires more intensive inspection procedures?
How rapidly will those criteria be re-evaluated based on information from previous slaughter lots (or
even the current slaughter lot)? Is the data real time?

9. Question

Will verification testing for residues be based on history of treatment? It is not clear what value the
history of “group treatments” has on supporting visual-only inspection to rule out whether non-TB
abscesses or drug residues are likely to be present. -

In the answer below we address question no 6 and no 9 at the same time:

The Farm Risk Profile (FRP) is an index used for estimating the risk of Mycobacterium avium in future market hog
lots. The way the FRP is calculated is described in the answers to question 4.

To asses if a supplied lot needs to be analyzed in more detail for residues of anti-microbiclogical agents, the
slaughter resuilts of the previous slaughtered lots of the same farm are used.
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If the percentage affected lungs and/or pleuritis of the farm (calculated over the last 4 weeks; if less then 2
deliveries in these last 4 weeks, then the last 2 deliveries of the farm tom‘ is at least double the percentage of
affected lungs and/or pleuritis in comparison to the slaughter plant average, the cument lot is being sampled and
analyzed for residues of anti-microbiclogical agents. .
Because the percentage of affected lung/pleurisy is calculated over the last 4 weeks, seasonal changes are
incorporated in the estimation.

The slaughter lesions found in a market hog lot is being presented to the farmer. uses an internet based
application called Farmingnet. The data from lots slaughtered will be available to the farmer within 24 hours.

Farmers can use this information to improve their management and the health of the pigs subsequently on the
farm.

Table 1: (G Helmond versus National Pian at[QJQ] Helmond
Period: January untill June 2006
Animal species: market hogs

Total no. pigs positive NAT post-screening | NAT post- Chemical analyses
slaughtered: NAT-screening kidney screening meat meat
n=697.394
: <MRL  [>MRL

Supply chain meat |36 (8,2 %) 7 (1,6 %) 7(1,6 %) 5 2
inspection (samples | 26 x tetracycline 4xtetra | Ixtefra
taken n=439) 1x BHactam 1xsulfa | 1xsulfa

3x aminoglycoside

1x quinolonen

5x sulfonamiden
National Plan 7 (4,8 %) 2(1,3%) 2(1,3%) 1 1
(n=147) 7xtetracyclines Ixtetra | 1xtetra

NAT-screening: microbiological analyses pré-urine

NAT post-screening kidney: microbiological analyses kidney tissue

NAT post-screening meat: microbiological analyses muscular tissue

Chemical analyses: liquid chromatography in combination with mass-spectrometry or diode-array detection.

In table 1, the results of residue analyses due to supply chain meat inspection (targeted sampling) and the results
of residue analyses of the National Plan random sampling (coordinated by the Government) are shown. Itis
concluded that because of the risk based approach of the supply chain meat inspection, the percentage of
residues found in meat has increased in the targeted cohort.

Whenever values above MRL are detected, the agriculture police will take immediate action. In case of results of
analyses of values below MRL, the Food Chain Information will be taken into account. A follow up to the farm will
be initiated, in order to part he control of the absence of residues at a higher level.

6. Question

How will scheduling of verification procedures occur to ensure that visual inspection continues to
protect food safety? Verification procedures should be initiated based on random and biased
factors. Verification lots of market hogs where abscess/granulomas are observed in the mesenteric
lymph nodes would be an excellent way to rule out M. avium lesions that might have been missed by
not incising the mandibular lymph nodes.

In the case of the slaughterhouses in general and slaughterhouses which export to the USA specifically there are
several types of verification:
*  Permanent (daily) visual verification of hygienic process conditions by the VWA
*  Permanent (daily) bacteriological verification of hygienic process conditions by the slaughterhouse,
supervision by the VWA.
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= Salmonella monitoring (USA-exporting slaughterhouses)
*  Monitoring of residues in the framework of the National Plan (random sampling)

Also there are verifications on meat inspection:

General (all slaughterhouses):

1. Verification of quality of inspection (has the right decision besn made by the on-ine inspector) does take place
on a daily basis (minimum once a day) and is caried out by the official veterinarian.

2. The location of the verification activities is the onine inspection platform next to the on-line inspection.

3. The resuits of this verification are documented. This information will be used for verification of inspection
performance of official auxiliaries that is set as a cumulative maximum of 6% of missed pathological abnormalities
(2% standard for the carcass, 2% for the stomach/intestines, and 2% for the organs). in case of insufficient
performancs the official veterinarian will take action.

4. The number of carcasses + stomach-intestines + organs to be verified on a daily basis are calculated as the
square-root of the number of slaughtered pigs, distributed over the day with a minimum of 2 batches and a
minimum of 50 pigs. e

5. No {normal) carcasses /stomach-intestines/ organs will be “railed out” for verification purposes; the verification
occurs on-line next to the normal inspection, not offine.

A detail description of the verification procedures on the quality level of the post mortem inspection as performed
by the official auxiliaries is described below.

The standards can be distinguished into two basic slements, i.e. standards for inspection procedures and
standards for inspection decisions:

Inspection procedures ,

The starting point is that inspection procedures have to be carried out in compliance with Regulation (EC)
854/2004. Verification of the execution of official controls has to be done on the inspection station. The standard
for the correct execution of the inspection procedures is fixed at 5% per inspection position. By this standard is
meant the maximum number of deviations of the number of inspection procedures. The size of the random
sample is determined at Yn (n=number of animals in a one-day production cycle) over two batches.

1. Inspection decisions :
The verification of the correct execution of the inspection decisions distinguishes two parts, i.e. pathological
abnormalities and hygienic slaughtering. The verification of pathological abnormalities takes place on the
inspection station, as long as the carcass and the organs where running synchronically. The verification of
hygienic slaughtering takes place between the timming station and the end of the slaughtering line.
Pathological abnormalities
Regulation (EC) 854/2004, annex 1, section Il, chapter V describes which pathological abnormalities are
reason to declare meat unfit for human and/or animal consumption. The standard for missed pathological
abnormalities is determined at 6% cumulative and is in fact a check on wrongly approved material. This
standard consists for the {raditional pm. inspection of a 2% standard for the carcass, 2% for the pluck, and
2% for the intestines. For the suplly chain inspection this standard consist of a 2% standard for the carcass
and a 2 standard for the plucks and intestines together. This cumulative standard is based on the fact that
this was found to be very realistic in New Zealand. New Zealand is the only country that has experience in
this area with meat.
The size of the random sample per inspection position to test the standard of 6% cumulative for traditional
inspection and 4% cumulative for supply chain inspection is fixed at Yn (n=number of animals in a one-day-
production cycle) over two batches. If the result of Yn exceeds 50, these batches will be divided in two
batches of a minimum of 25 carcasses per inspection position. The cumulative standard of 6% for missed
pathological abnormalities is a guidance standard for the assessment of the post mortem inspection quality.
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Togsther with the size of the random sample, a statistically justifiable picture of the post mortem inspection
quality is created.

Hygienic slaughtering

In the first place it needs to be dear that faecal contamination is a Critical Control Point in the HACCP-
system (EC Regulation 852/2004, article 5). The slaughterhouse is responsible for the guaranteeing of this
CCP.

In addition, slaughter animals with deviations as a result of erors in the slaughtering hygiene are offered for
inspection, which require an inspection decision. The standard per carcass for slaughtering defects is fixed at
2% total and 0% for faecal contamination. The faecal contamination will always have to be 0% at the end of
the slaughtering line! The size of the random sample to test the standards of 2% and 0% is fixed at 2Vn
(n=number of animals in a one-day-production cycle) over four batches. If the result of Vn exceeds 50, these
batches will be divided in four batches of a minimum of 25 carcasses.

Results of the verifications described above have shown that there are no indications that visual inspection is
performing less on the basis of these results.

In Annex 1 tables are presented of monthly summaries for verifications inspection procedures and inspection
decisions. When comparing location Helmond (supply chain inspection) with 2 |ocation Boxtel (traditional
inspection) it becomes clear that the level of inspection bolh for inspection procedures and inspection decisions
was adequate.

In graph 1, the results of the verification of the p.m. inspection at Helmond are shown in detail. KH
represents a wrong inspection performance or a wrong inspection decision. PA represents missed pathological
abnormalities. The performance of the inspection meets the standards (<2% standard for plucks and intestines,
<2% standard for carcasses, which makes total cumulative below 6 %) as in the verification procedure of the
Food and Consumer Product Safety Authority (VWA).

Verification Post Mortem Inspection in Helmond by official
veterinarian

Period: 20 march 2006 until 1 June 2006 number of pigs: 528.688

2,00% g L g L g —

1,50%

1,00%

0,50%

0,00% -

%KH organs %PA organs %KH carcasses %PA carcasses

Legenda: KH = wrong inspection performance or a wrong inspection decision; PA = missed pathological

abnormalitie§
Graph 1 results of the verification of the p.m. Inspection at[(RQAS) Helmond.
4 See Annex |
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From this graph it becomes clear that visual inspection at{JQl location meets the VWA standards.

In the supervision protocol activities of the VWA are two parts escnbed in this protocol: VWA extemal and VWA
internal with four types of supervision.

VWA extemal

1. Audits on the execution of protocols stated (external audits)
e Audit on Food Chain Information submission
o  Audit on implementation at the slaughterhouse

2. Verification at slaughterhouse level

3. Verification at farm level

VWA internal
4. Audit on supervision carried out by the VWA as described here under ‘internal audit'.

The verification procedures mentioned above are described in the Supervisory framework on the- chain
management pilot project. see annex

In addition to the standard procedures for all slaughterhouses, specifically in the case of supply chain inspection
also verification is in place on the overall performance of inspections including handling and correction of all
defects on the trimming station.

The performance standard is set at compliance levels of 98% a day and 98% a week of the checked carcasses to
be up to specification. This standard is set up for the deviations marked by the official auxiliaries. Deviations
which have not been marked by the official auxiliaries are registered and if needed comrected and will be passed
on to the official veterinarian of the Dutch Product and Food Safety Authority, but will not count in the total score
to determine the performance standard of the slaughterhouse.

When the above-mentioned performance standards are not met at the monitoring, next to above-mentioned
measures (including additional instruction), the frequency will be increased. In the case of more than 2%
deviations a day, the next day an additional check will be performed. When in 2 occasions (or more) with more
then 2% deviationsin a week, the frequency for checks on carcasses will be increased to 5 checks a day (in
stead of 4 checks) for the period of 1 week and for the plucks and the organs, the frequency. will be increased to 3
checks a day (in stead of 2 checks) for the period of 1 week.

The official veterinarian of the Food and Consumer Product Safety Authority will perform verification on above-
mentioned working method. When deviations are found - will perform the same measures as if the deviation
was observed by

In the period of 20 March 2006 until 1 September 20086, it only occurred once, that 3 carcass had deviations after

rework in one day. The correct measures were taken. In the same period, it did not occur that organs (plucks and
intestines) showed deviations after rework.
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Verification rework supply chain meat inspection in Helmond

Period: 20 march 2006 until 1 june 2006 number of pigs: 528.688

[ == % not correctly rew orked by |GG e % missed by official auxilries =4=—Legal limit |

2,00% 4 4 —= - g
1,50%
® 1,00%
0,50%
0,00% S . 3 :
[(DXCY] check organs (DIB)] check carcasses VWA inspection organs VWA inspection carcasses
Graph 2 - Results of verification rework supply chain meat inspection at{(QX¢] Helmond
8. Question

How does the Farm Risk Profile factor impact M. avium, Salmonella, etc. without validated blood
testing or historical slaughter data under traditional inspection? Itis reasonable to factor seasonal
changes in calculating risk of disease (pneumonia) and nee_d for-additional residue testing.

This question has been dealt with in the answers to questions 4 and 6.

9. Question

Will verification testing for residues be based on history of treatment? Itis not clear what value the
history of “group treatments” has on supporting visual-only inspection to rule out whether non-TB
abscesses or drug residues are likely to be present.

Please see answer to question no 6.

10. Question

A discussion on the impact of visual inspection on detection of endocarditis lesions and some of the
causative agents has been provided in the draft report. Results indicate that inspectors will not be
able to identify as many lesions as during traditional inspection. Although some possible reasons
have been mentioned, further information and discussion on this issue are needed, especially
discussion on Strep. suis and other microorganisms of zoonotic concern.

Itis correct that not all endocarditis lesions will be detected by visual only p.m. inspection. However, scientific
literature concludes that detecting large part of endocarditis lesions is possible with visua only inspection
(especially by focussing on kidney infarcts). We have found support for that in our pilot as well. On the other hand
it isimportant as well to note that also with standard incision of the hart it will not be possible to detect every case
of endocarditis because of the speed of the slaughter line.

According to the risk-based approach as explaned in answer to question 1 we camied out arisk analysis on
endocarditis (appendix 2 of the data analysis report) with the following results:
* The prevalence of endocarditis is very low (0,005-0,007%), data source: pilot project + other meat
inspection data (Netherands, 2004)
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= We also found that only 33-50% leads to condemnation of the carcass because a positive bacteriolégical
test.
» The microorganisms usually associated with endocarditis (E. rhusiopathiae, A. pyogenes and

Haemolytic streptococci) are not known as important food born zoonotic agents. But off-course this
cannot be ruled out for a 100%.

When looking at the micro-organisms that can be found in association with endocarditis,
E. rhusiopathiae en Streptococcus suis Il are of zoonotic concemn.

For E. musiopathiae it can be said that:
»  Was not detected during the pilot and in the year before.
* Is not a big issue in Dutch pig husbandry (i.a. because of vaccination)
= Is mostly of zoonotic concern in contact infections (farmworkers, slaughterhouse employees)

In some cases E. rhusiopathiae aso gives generalised symptoms like the typical skin lesions. These
carcasses will be detected with visual p.m. inspection.

For Streptococcus suis it can be said that:

= Especially S. suis Il is a zoonotic micro organism.

« |tis not known if S. suis I/ is associated with endocarditis in the market hogs in the Netherlands.
Because further serotyping is not done streptococci isolated in slaughterhouses.

»  suis If is known to give animal health problems in Dutch pig husbandry and would therefore be
detectede in the live animal at farm level or at ante-mortem.

v suis Il is known as a relevant zoonotic risk for slaughterhouse employees, butchers, farm workers,
because the infection occurs through contact.

= Foodborne infection can not be ruled out 100%, but is not likely.

For A. pyogenes can be said that:
* |t's not seen as a zoonotic microorganism
» |s sporadically found in human .
» There are no indications that food born infections are possible

In arisk-based approach we concluded that the risk of not detecting all endocarditis lesions is not relevant for
food safety.

The conclusions we drew about the micro organisms mentioned above are based on our fiterature research (see
below). Our conclusions are also supported by a literature research done on different microorganisms concerning
meat inspection by the National Institute for Public Health and the Environment (RIVM) in 1989. They also

concluded that A. pyogenes, S. suis and E. rhusiopathiae are not relevant as foodborne zoonotic
microorganisms.
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11. Question

It is not clear if farm workers are subject to health testing. This may be of concern in cases where
there is a high turnover rate and there are migrant workers from other EU countries and non EU
countries that work on farms. What is the normal turnover rate for the work force at the farms. There
could be a potential risk of farm or abattoir workers introducing TB, especially drug-resistant TB, to
livestock or food products.

In practice, most farmers work alone or have personnel which are contracted for a long period. Therefore, it rarely
happens that new personal is hired (espedally foreign personnel because of communication problems).

People from non EU countries are allowed to work in the Netherlands, provided that they have a working permit.
This working pemit is only given when strict conditions are met. One condition is that the employer can not find
an employee in the Netherlands to fill in the job vacancy. When farmers do not act according this law, severe
fines are given by the government. ,

People from other EU countries are allowed to work in the Netherlands, where they have to work according Dutch
law. The Dutch law conceming labour, is supervised by the Labour Inspection of the Dutch Government. The
Labour Inspection is authorized to sanction the conceming employer when the conditions are not met.

In addition, people who are working in the slaughter establishments have to fill in two documents:

1. a health declaration, provided with a signature of the employee and the medical doctor (see appendix 1).

2. the[QYRY hygiene regulations, signed by the employee that he has read and understood the hygiene
regulations. In these hygiene regulations is described how to deal with illness and injuries (see appendix 2)

According to public health regulations concemning Tuberculosis (TBC) in man in the Netheriands, TBC must be
reported to the government when TBC has been diagnosed. When TBC has been diagnosed, the government will
take immediate actions to control and eliminated the disease (as stated in a report of the National coordinator
infectious disease control).
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Appendix 1

2.6 Health declaration for persons working in the food industry

NAME: e e st s
FIFSENAME: ettt
Dateof bith: ... OO

Place of birth: e s
ADAIESS: e et s s
Have you ever suffered from, or do you still suffer from:

A. typhoid fever Ono Oyes

B. paratyphoid fever Ono Oyes

C. tuberculosis Ono Ovyes

D. infectious skin disease Ono Oyes

1 yes, WhiCh ONE: ..ot e e
E. any other infectious disease Ono Ovyes

1fyes, WhiCh ONE. ... e e

The undersigned states to have given the above information to the best of hisfher knowledge.
The undersigned also states that during histher employment he/she will immediately report to management and

to ArboUnie (Working Conditions Union) when he/she is suffering or believes to be suffering from an infectious
disease.

oW, e bbb s sr e ane
Date:. ... e e—
SIgnatlre: et e

Health certificate (to be completed by the physician)

The undersigned states to have no objections against issuing the “Health certificate food industry” on the basis of
the supplied information.

The certificate is valid until...............c..oovvii

Name of physician.............cccceee e
Town

Date ...

Signature .........ccceee.
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Appendix2  Hygiene regulations(QJJ (Pro-ALG-NL-10091)

- Infections, eczema, diarrhoea and contagious diseases which can be spread through food should be reported
immediately to the management. The company management will assess availability for work, but if there is a risk
of direct or indirect contamination of the project, no access to the production hall will be permitted. Reports will be
handled confidentially.
- Cuts and grazes should be treated at once, using a blue, detectable plaster or bandage if necessary (preferably
by a First Aid official). The loss of a blue plaster or bandage during production must be reported to the manager.
- Inthe case of cuts, grazes, etc. on hands or lower amms, wear a glove (Latex disposable gloves or examination
glove).
- Always wear gloves if you have warts,
- Ifyou have a cold, wash your hands after any contact with mucus/discharge (for example after coughing,
sneezing); use disposable tissues.
- Itis forbidden to bring personal medication into the production hall.
- Anyone who suffers from external bleeding, vomiting or other form of human discharge must be removed from
the department immediately. If the product, workplace, tools or packaging material are contaminated/soiled in
the process, the department manager must act according to PRO-ALG-NL-10034
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12. Question

The report indicated that the supply of food chain information was at a high rate of compliance, but it
did not indicate what information was provided. The report also indicated that visual inspection
resulted in a minimal loss of food safety. Food safety improvements were based on increased risk
based testing for residues (regardless of the new scheme). The claim that, omitting incision of
mandibular lymph nodes reduced the spread of Salmonella, was not supported. The claim that the
incision of mandibular lymph nodes to detect M. avium is “not very meaningful” is without support.
Further information is needed.

The food chain information (FCI) that was presented along with the animals can be found in the[JJgJ] procedure
‘Food chain information (in regard to supply chain meat inspection)'s
This procedure was designed by QIR on the basis of VWA-directives. Before implementation it was checked
agaln by the VWA to see f it covered:
Legal demands for FCI coming from Reg. (EC) 853/2004
* The specific information related to the Mycobacterium avium status of the holding®
* Information on possible risk factors like historic data of percentages of lung and liver inflammation and
pleurisy, as it was suspected that the chance of finding antibiotics residues was higher in animals
coming from holdings with higher percentages’. This assumption was confirmed later.? The testing for
antibiotic residues could of course also have been in place in the case of traditional inspection only but it
was seen as a logic consequence of the broader concept of supply chain inspection which aims at
improving food safety by reducing both sources of cross contamination and other hazards.

The influence of omitting the incisions of the mandibular lymph nodes on Salmonella contamination was tested. It
proved to lead to a significant reduction of contamination.®

The conclusion on meaningfulness of incision of the mandibular lymph nodes for detecting Mycobacterium avium
was based on a literature study®.

Finally, one of the three objectives of the pilot was to answer the question:
‘Does the system safeguard that at least the same level of food safety is guaranteed?'!

The evaluation of this question can be found in the ‘Final report ‘Pilot Pork Supply Chain Inspection QRS in the
paragraph ‘Evaluation food safety balance’. It was concluded that there was a food safety benefit and not a

S page 2/3;
‘The following information will be present at the slaughterhouse at least the day before slaughter:
On the plan list the following infarmation will at least be present:

o  The Mycobacterium avium Farm Risk Profile (FRP). Farms without FRP or farms with an FRP ‘high’ are not allowed to the
system of supply chain meat inspection;

o Certified IKB farms, or equivalent qualily assurance scheme; if nof, these farms cannot participate in the system;

o The percentage affected lungs and/ar pleuritis (calculated over the last 4 weeks, if less then 2 deliveries in these 4 weeks, then
the last 2 deliveries of the farm (identified with farm identification number).If an additional semple is analysed as positive for the
first screening of antibiotics, the next delivery of that farm, 1 pig of that delivery will be analysed again.

The following information will be present at the slaughterhouse at least before the fysical slaughter of the pigs:

o  Compliance to IKB standard of the indviduel pigs;

o Information about the arigin of the animal feed;

o Information about the group treatments in the period of 2 months befde slaughter until the slaughter date of the pigs.’

6 See also the procedure 'Food chain information (in regard to supply chain meat inspection)’, page 2.

7 See also the procedure ‘Food chain infarmation (in regard to supply chain meat inspection)’, page 2: ‘When percentages of lung and liver
inflammetion and pleurisy are higher than twice the slaughterhouse average, additional checks for antibiotic residues will take place. A risk-
based control is performed regarding a higher risk of group treatments.’

8 See: ‘Detecting antibiotics in pork’

9 See: ‘Salmonella monitoring’

10 See: Final repart on the data anaysis from the ‘Visual inspection Pilof, appendix 3: ‘The food safety implications of Mycobacterium
avium'’; Gomparison of visual- and bacteriological examination of madibulary and mesenteric lymph nodes in pigs, experimentally infected
with Mycobacterium Avium subsp. Avium, Wisselink H, ea

11 See: ‘Final repart ‘Pilot Pork Supply Chain Inspection JJG) page 2
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minimal loss of food safety as is stated in your question! Thess results are in fine with the SCC “Opinion on Meat
Inspection Procedures’. ‘
In this opinion it was concluded that hygienic conditions are of utmost importance during the slaughter and
inspection process to reduce hazards to human health. From this point of view it was also concluded that the
introduction of *hands off* systems is preferable above maintaining the current inspection procedures which are
an important source of cross contamination. A testing for Salmonella contamination confirmed this assumption.

In the pilot the possible loss of sensitivity for detectening Mycobacterium avium infections was compensated by
serological testing. Based on current scientific insights this serological method does not only have a higher
sensitivity but also a higher specificity.

Also additional food chain information, like resuilts from prior slaughterings, to detect more precisely antibiotics
residues, turned out to be afood safety benefit.

The conclusion was that these benefits led to an improved food safety as the loss of sensitivity caused by visual
inspection compared to traditional inspection, was minimal and only in a certain percentage could be related to

loss of food safety. More over this loss of sensitivity could also largely have been explained by the ‘human factor
in the starting phase of the pilot.

The VWA judged the pork supply chain inspection as a whole and come to the condusion that:
» There was an improved food safety
» The conditions for visual inspection mentioned in Regulation (EC) 854/2004, Annex |, section IV,
chapter IV, B Post-mortem inspection, paragraph 2, were fulfilled.

FOIA_NL&DENO00506



ANNEX

Salmonella

Salmonella can be present in the intestine, oral cavity and lymphatic tissue of market hogs delivered at slaughter
plants.(1,2) Studies showed 21% of the market hogs are infected with salmonella in the lymphatic tissue around
the oral cavity.(6,8)

In staughter plants with a high degree of control of fecal contamination, salmonella contamination of carcasses is
related to cross contamination in the slaughterhouse rather than to saimenella present in the intestine (2,3). An
effective control of cross contamination is therefore crucial to decrease salmonella contamination of carcasses.
To illustrate the performance of the slaughter plant figure 1 has been added to this report. It shows the

percentage of salmonella positive analysis performed as a result of the standard food safety monitoring of
carcasses.

The incisions made during the traditional post mortem meat inspection are contributing to the cross contamination

of salmonella (4). Omitting these incisions would therefore be an improvement in relation to the risk of cross
contamination.

To visudize the effect of incision of the lymphnodes on cross contamination we conducted an experiment during
the pilotin Helmond. Right before the incision of the lymphnodes the entire inner head area (which has been cut
open during the process) was being swabbed with a sterile whirl-pack sponge .The procedure was being
repeated right after the incisions in the head were made. Results showed an increase in salmonella present right
after cutting (7) These results are illustrated in fig 2.

The increase can be explained by the opening of the lymphnodes containing salmonella in combination with
manual handling of the head area by the inspection personnel.

These incisions are made to detect relevant hazards that pose arisk to food safety. The relevance of this

instrument can be doubted in regard to many of the suspected risks. Many relevant risks are hardly detectable by
visual inspection of the cut lymphnodes (1)

Other means of controlling these risks, like serological verification of Mycobacterium avium, are potentially more

effective.
Salmonella Carcasses
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Graph 1 Average results in the standard food safety monitoring in the slaughter plant in Helmond. Each
day 5 carcasses are being sampled and analyzed for the presence of salmonella. One “period“ represents

a period of 4 or 5 weeks. Period 1 represents weeks 1,2,3,and 4 in 2006 etc. Period 7 represents week
27,28.29 and 30 in 2006
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Results of the salmonella analyses (% present)
prior to and after the incision (n=47 carcasses)

Salmonella 1 Salmonella
present prior to present after
incision incision

Graph 2 Results of the salmonella analysis in the head-swabbing experiment during the pilot in Helmond.

Literature

1.) Petersen JV, Andersen JK, Sorensen F, Knudsen H.Food safety on the slaughterline: inspection of pig
heads.
Vet Rec. 2002 Jun 22;150(25):782-4. Review.

2.) Swanenburg M, van der Wolf PJ, Urlings HA, Snijders JM, van Knapen F. Salmonella in slaughter pigs:
the effect of logistic slaughter procedures of pigs on the prevalence of Salmonellain pork.
Int J Food Microbiol. 2001 Nov 8;70(3):231-42.

3.) Swanenburg M, Berends BR, Urlings HA, Snijders JM, van Knapen F. Epidemiological investigations
into the sources of Salmonella contamination of pork.
Berl Munch Tierarztl Wochenschr. 2001 Sep-Oct; 114(9-10):356-9.

4.) Berends BR, Van Knapen F, Snijders JM, Mossel DA. Identification and quantification of risk factors
regarding Salmonella spp. on pork carcasses.
Int J Food Microbiol. 1997 May 20;36(2-3):199-206.

5.) Swanenburg M, Urlings HA, Snijders JM, Keuzenkamp DA, van Knapen F. Salmonella in slaughter pigs:
prevalence, serotypes and critical control points during slaughter in two slaughterhouses.
Int J Food Microbiol. 2001 Nov 8;70(3):243-54.

6.) Swanenburg M, Urlings HA, Snijders JM, Keuzenkamp DA, van Knapen F. Salmonellain the lairage of
pig slaughterhouses.
J Food Prot. 2001 Jan;64(1):12-6..

7.) “salmonella monitoring” report made during the pilot “supply chain inspection” 2005-2006 in Helmond,
the Netherlands '

8.) Oosterom J, Dekker R, de Wilde GJ, van Kempen-de Troye F, Engels GB Prevalence of Campylobacter
jejuni and Salmonella during pig slaughtering. Vet. Quarterly 7, 31-34.

FOIA_NL&DENO00508



Overall contribution of supply chain inspection to food safety.

The program of supply chain inspection is based on the current EU legislation and combines control schemes at
different parts of the supply chain in order to achieve a higher level of food safety in consumer products derived
out of pork.

Current data of the newly implemented system of supply chain inspection system at the slaughterhouse in
Helmond, show that:

1. The performance of the slaughterhouse Helmond wit respect to hygiene is at a high level, according to
the results of the official inspections and verifications as mentioned before in this document. Additional

to that the resuits of the microbiological monitoring of the hygienically status of the carcasses confirms
these observations '
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2. The contamination of carcasses with saimonella showed to be at alow level in the slaughterhouse
Helmond. Samples for carcass monitoring of salmonella at the slaughterhouse are taken on a daily basis
the next figure shows the performance of salmonella.

Salmonella Carcasses
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3. The results of the random screening on residues of antibiotics in market hogs in the Netherlands showed
that the percentage of positive carcasses in Helmond is in the 'screening on kidney tissue and on meat
samples both 1.3% (showing residues of antibiotics, not being above MRL) and in the general random
sampling in the Netherlands for all market hogs these figures are 2,4% for kidney tissue and 2,0 for meat

samples. The contribution of the supply chain inspection to control the use of antibiotics at farm level is
obvious.
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Netherlands and EU Participants: [{JXG); , DVM, PhD, Specialist
Veterinarly Public Health[{sJX(S)] , DVM, VWA, Inspection Sistems, (b) (6)

Summary of FSIS-Netherlands Bilateral Meeting on Visual Insepction of
Market-Age Swine

Date: November 1, 2006
Country: Netherlands

FSIS Participants: Sally White, Director, IES, OIA, Steve McDermott, Deputy
Director, IES, OIA, Ghias Mughal, Senior Staff Officer, IES, OIA, Nancy
Goodwin, Senior Staff Officer, IES, OIA, David Smith, Staff Officer, IES, OIA,
Scott Seebohm, Staff Officer, TSC, OPPED

PhD, Wageningen University and Research, Prof. DVM,
PhD, Specialist Veterinary Public Health, [{9X{E)] , DMV, DABT, Delegation of
the European Commission, [{JXG)) , Agricultural Trade Counselor

The following items were discussed:

1. Presentation: “Project Visual P.M. Inspection in Pigs, in Relation to the
Hygiene Package in the Netherlands,” bymi
Presentation: “Serodiagnosis of Mycobacterium avium susp. avium
infections in pigs,” by@x_
Description of FSIS Market Swine HIMP pilot by Ghias Mughal.
Comparison Table: Swine Inspection Procedures
FSIS follow-up questions to Netherlands responses to FSIS questions:
“Answers to Questions FSIS to the Netherlands” (See below)

»

ok w

FSIS asked these additional questions to follow-up on “Answers to Questions

FSIS to the Netherlands”:

e Q. 1. The U.S. legal definition of adulteration includes both food safety and
non-food safety criteria. How does the Netherlands inspection system
address the issue of adulteration for non-food safety conditions?

Response: The Netherlands inspection service verifies that the company
implements programs to control pathological or hygiene defects through
observation and review of records

e Q. 2. What are the provisions for government oversight of the IKB production
scheme? When would the government get involved, and what actions could
they take?

Response: There are both internal IKB audits, as well as audits by the
government of Food Chain Information and on-farm conditions. Government
audits occur on-farm approximately twice per year, or more frequently if needed.
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The government is able to require additional steps in the IKB scheme, or exclude
farms from participation when necessary.

¢ Q. 4. The response to Question 4 refers to several reference documents not
previously provided to FSIS. We request copies of the additional documents
that are relevant to the response (in English, if possible).

Response: Relevant references will be provided later.

e Q. 6. Please provide more specific explanation of how the Farm Risk Profile
is calculated. How does it incorporate farm level information on Salmonella
and M. avium? What specific criteria are used to determine whether a
slaughter lot is eligible for visual inspection?

Response: The Farm Risk Profile is based on the history of M. avium serological
testing. If a farm has 18 consecutive negative resuits (sampled from no more
than 6 pigs in each of 3 deliveries), it is assigned to Neutral risk. When the farm
has 18 additional negative samples (collected from 2 pigs in each of 9 deliveries),
it is assigned to Low risk. To be eligible for visual inspection, swine must come
from a farm with neutral or low Farm Risk Profile and must be accompanied by
the Food Chain Information required under the IKB scheme.

e Q. 7. Please expand on the verification procedures. Explain how, where, and
when the procedures are accomplished.

Response: Netherlands inspection personnel conduct audits in accordance with
ISO 4511. Documented audit procedures will be provided to FSIS.

e Q. 7. During FSIS audits, where would we be able to find verification
documents/records?

Response: Both company records and Inspection personnel records would be
available for FSIS to verify performance and results of audit/verification activities.

e Q. 8. (Follow-up) How does the Farm Risk Profile consider Salmonella
sample results and M. avium serology? What criteria for these samples
would dictate traditional inspection?

Response: The Farm Risk Profile does not currently consider any organisms
beside M. avium. Salmonella surveillance in live pigs is not considered to
significantly improve food safety. Salmonella is controlled through hygienic
slaughter procedures and prevention of fecal contamination. Documentation
(thesis) to support these conclusions about Salmonella will be provided to FSIS
later.
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e Q. 9. When a group of pigs is sampled for antimicrobial residues, based on
pathology levels (as described in response to Q6), please explain the
sampling procedures. Will all animals in the lot be sampled? If not, what
method will be used to select sampled animals?

Response: Because of the uniformity of intensively raised market swine, a single
animal is sampled from any lot. The lots to be sampled are selected randomly
under traditional inspection, but selected based on prevalence of pathological
conditions in Food Chain Inspection. The results of these samples are then used
to follow up with on-farm practices that resulted in violative residues.

¢ Q. 10. Response to a previous question to address this question. However,
Please supply copies of the relevant references listed in the response to Q10
(in English, if possible).

Response: Relevant references will be provided.

e Q. 12 Response appears to address FSIS question. Please supply copies of
the relevant references (in English, if possible).

Response: Relevant references will be provided.

Ghias Mughal
11-2-06
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Mughal, Ghias

From: Seebohm, Scott

Sent:  Monday, November 27, 2006 2:19 PM

To: Mughal, Ghias _

Cc: Smith, David; Goodwin, Nancy

Subject: RE: visual inspection in the Netherlands: translated articles reg Q10 and ref for Q6 revised answer

Ghias,
I have read the documents you sent this morning. Here are my comments:

1. “System Audit from Start to End,” Food and Consumer Product Safety Authority:
This document describes more fully the Dutch government (VWA) approach to auditing a food establishment’s food safety
(HACCP) system. It appears to be analogous to FSIS Comprehensive Food Safety Assessment. The Netherlands approach
uses an audit team which may include various subject matter experts as appropriate, while FSIS generally uses a single EIAO
officer who may solicit technical assistance from other program areas when necessary. The general focus of the audit is the
design and validation of the plant's HACCP program.

2. “From and For the Practice — Lesions in Slaughtered Animals.”
This paper is a brief summary of antemortem and postmortem findings in cattle and swine with endocarditis. The paper has
little relevance to the current equivalence determination since FSIS does not routinely incise swine hearts.

3. W.Wouda, et. al. “Endocarditis and Meat Inspection in Pigs,” (Parts 1 and 2).
This paper presents a discussion of clinical and microbiological findings in market swine with endocarditis and a rough cost-
benefit analysis of routine incision of hearts at postmortem inspection. The conclusion is that routine incision of swine hearts
may not be economically beneficial. The paper has little relevance to the current equivalence determination, since FSIS does
not require routine incision of swine hearts.

Regards.

Scott

Scott Seebohm, DVM

Staff Officer

FSIS Technical Service Center
402-344-5000/ 800-233-3935

From: Mughal, Ghias

Sent: Monday, November 27, 2006 6:11 AM

To: White, Sally

Cc: Smith, David; Seebohm, Scott; Goodwin, Nancy; McDermott, Steve; Proudie, Robin

Subject: FW: visual inspection in the Netherlands: translated articles reg Q10 and ref for Q6 revised answer

The attached documents were sent to me by Dr. Hennecken last Thursday with a request to make them part of the NL
responses previously sent to us. ’

I have not read these yet.

Ghias

M. Ghias Mughal, DVM;M.S; PLD.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
FOIA_NL&DENO00514
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1400 Independence Avenue, SW
Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov

-----0riginal Message
From: [(QX®)] drs. [(X®) [mailto[(JX(E) @mininv.nl]
Sent: Thursday, November 23, 2006 8:50 AM

To: Mughal, Ghias

S (b) (6) SEA(b) (6) , dr. [DIB)

Subject: RE: visual inspection in the Netherlands: translated articles reg Q10 and ref for Q6 revised answer
Dear Dr. Mughal,

hereby you will receive the English translation of the last 4 reference documents that have to be included in the equivalence
package for visual inspection in the Netherlands:

Q10,refl: W. Wouda et. al., Endocarditis & Meat Inspection in pigs, part 1, Tijdschrift voor Diergeneeskunde, deel 112, afl. 21,
1987, p. 1226-1235

Q10, ref3: U. Narucka et. al., Lesions in slaughtered animals, Tijdschrift voor Diergeneeskunde, deel 110, afl. 19, 1985, p. 776-
779

Q10, refd: W. Wouda et. al. , Endocarditis & Meat Inspection in pigs, part 2, Tijdschrift voor diergeneeskunde, deel 112, afl. 21,
1987, p. 1236-1242.
Q6 revised answer, refl: System Audit from Start to End

With these last documents the package is completed.
If you have further questions regarding this documentation please let me know.

Kind regards

Martin Hennecken
----- Qorspronkelijk bericht-----

van: [NIB) drs. [HIB)
Verzonden: dinsdag 14 november 2006 13:47
Aan: 'Mughal, Ghias'

CC: [(QXEOmdrs. (QION; QXSO dr. [(DX(©)

Onderwerp: FW: addtional articles and revised answer Q6 reg. visual inspection

Dear Dr. Mughal,
hereby you will receive more additional documents/ articles as promised in my mail from 7 Nov.

1. question 4, ref 4 (Wallace JM, Hannah JB. Mycobacterium avium complex infection in patients with the acquired
immunodeficiency syndrome. A clinicopathologic study. Chest. 1988 May;93(5):926-32.)

2. question 10, ref 5.(R. Fries und J. Leps, Die Incision des Herzens beim Schwein, Fleischwirtschaft, vol 10, 2005, p.
116-119.):

At the moment the authors of this article are preparing an English version of this article for publication in a journal, (most
probably Veterinary Quarterly). We have agreed to wait for that publication and not to disturb this proces by

translating ourselves. Meanwhile I have found the English summary of the dissertation of the authors on which the article
had been based (J. Leps, Incision of the heart during meat inspection of pigs - A risk analysis approach, dissertation
FU Berlin, 2003) I have attached the summary (English summary starts on page 5) and a document (index) with the
abstract and further details. Most propably you will find this summary suitable enough for your purposes. Please let me
know if you still need the English article; we will send it as soon as it is published.
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3. question 6, revised answer on verification procedures: as agreed during the last meeting.
This document refers to another VWA procedure document ""System Audit from Start 'til End". This document is in the
process of being translated and will be sent to you as soon as it is available.

Furthermore, as soon as Q10, ref 1,3 en 4 have been translated I will send them to you.

Kind regards

(b) (6)

-----Oorspronkeiijk bericht-----
drs. [(QXC)

van: CICTINN <> SICH
Verzonden: dinsdag 7 november 2006 15:40

Aan: 'Mughal, Ghias'

ae(b) (6) [CIA(b) (6) BIG)Y drs. BIB) SR )

Onderwerp: Expert meeting with FSIS and the Netherlands reg. visual inspection

Dear Dr. Mughal,

on behalf of Dr Weijtens I will send you herewith a "package” of additional articles, which have been mentioned in our
report as a reference.

Most of these articles are in English, but 4 articles (question 10) have to be translated first. Unfortunately
this will take some time, so you will receive them as soon as the translation has been completed. 2 other
documents (q4refl and q4ref4) will be sent later.

Beneath you find a list of the articles which you will receive today (with several e-mails due to the size of
the attachments) and 4 articles as soon as possible after translation has been completed.

If you miss any reference article in this list that had been agreed to send to you please let me know. I will
arrange that asap.

Regards

(b) (6)

Drs. [(9XQ)

Beleidsmedewerker vieeshygiéne

Directie Voedselkwaliteit en Diergezondheid

Ministerie van Landbouw, Natuur en Voedselkwaliteit

Adres: Bezuidenhoutseweg 73
Postbus: 20401, 2500 EK Den Haag
E-mail: (b) (6) @mininv.nl
Telefoon: (b) (6)

Telefax: 070-3786389

Question 4:
Additional document: Justification for sampling of Mycobacterium avium in pork with regard to supply
chain meat inspection (06-11-06)
References to additional document:

* New classification system for slaughter pig herds in the Danish surveillance- and-control program: L.
Alban et.al., Prev.Vet. Med. 2002 (SDOC1268.pdf)

* Trichinae certification in the United States Pork industry: D.G. Pybumn et.al., Vet. Parasitology, 2005
(SDOC1267.pdf)

References Question 4:

1) Inderlied CB, Kemper CA, Bermudez LE. The Mycobacterium avium
complex. Clin Microbiol Rev. 1993 Jul;6(3):266-310. Review. (will be sent
later)
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2) Komijn, RE., PEW de Haas, ME Schneider, T Eger, JHM Nieuwenhuis,
RJ van den Hoek, D. Bakker, FG van Zijderveld and D van Soolingen.
Prevalence of Mycobacterium avium in Slaughter Pigs in The Netherlands
and Comparison of IS1245 Restriction Fragment Length Polymorphism
Patterns of Porcine and Human Isolates. J of Clin Microb, 1999, 37, 1254-
1259

3) Komijn, RE., HJ. Wisselink, VMC. Rijsman, N. Stockhofe-Zurwieden, D.
Bakker,

FG. van Zijderveld, T. Eger, JA. Wagenaar, FF. Putirulan and BAP. Urlings,
Prevalence of Mycobacterium avium subsp. avium in lymphnodes of
slaughter pigs in The Netherlands. Accepted for publication in Veterinary
Microbiology (2007)

4) Wallace JM, Hannah JB. Mycobacterium avium complex infection in patients
with the acquired immunodeficiency syndrome. A clinicopathologic study. Chest.
1988 May;93(5):926-32. (will be sent later)

5) Wisselink, HM, C van Solt-Smits, N Stockhofe-Zurwieden, H Bergen-Buys, P. Overduin,
M van Prehn, D van Soolingen and J Thole. Comparison of visual and bacteriological
examination of mandibular and mesenteric lymphnodes in pigs, experimentally infected with
Mycobacterium avium subsp. Avium. IPVS Conference Copenhage 2007.

References question 10:

1. W.Wouda et. al. , Endocarditis en vleeskeuring bij slachtvarkens, Tijdschrift voor
Diergeneeskunde, deel 112, afl. 21, 1987, p. 1226-1235 (will be translated and sent
later)

2. Masanori Katsumi et. al, Bacterial Isolation from slaughtered pigs associated with
endocarditis, especially the isolation of Streptococcus suis, Journal of veterinary medical
science, vol. 59, 1997, p. 75-78

3. U. Narucka et. al., Afwijkingen bij slachtdieren, Tijdschrift voor Diergeneeskunde,
deel 110, afl. 19, 1985, p. 776-779 (will be translated and sent later)

4. 'W.Wouda et. al. , Endocarditis en vleeskeuring bij slachtvarkens, Tijdschrift voor
diergeneeskunde, deel 112, afl. 21, 1987, p. 1236-1242. (will be translated and sent later)

5.  R.Fries und J. Leps, Die Incision des Herzens beim Schwein, Fleischwirtschaft, vol
10, 2005, p. 116-119. (will be translated and sent later)

6. C. Tarrads et. al., Identification of Streptococcus suis Isolated from Swine:Proposal for
Biochemical Parameters, journal of clinical microbiology, vol. 32, 1994, p. 578-580

7. J.J. Staats et. al., Streptococcus Suis: past and present, Veterinary research
communications, vol. 21, 1997, p. 381-407.

8. Yu-Tsung Huang et. al., Streptococcus suis infection, Journal of Microbiol Immunol
Infect, vol. 38, 2005, p. 306-313.

References reg. Annex salmonella:

1. Petersen JV, Andersen JK, Sorensen F, Knudsen H.Food safety on the slaughterline:
inspection of pig heads.

Vet Rec. 2002 Jun 22;150(25):782-4. Review.

2. Swanenburg M, van der Wolf PJ, Urlings HA, Snijders JM, van Knapen F. Salmonella
in slaughter pigs: the effect of logistic slaughter procedures of pigs on the prevalence of
Salmonella in pork. Int J Food Microbiol. 2001 Nov 8;70(3):231-42.

3. Swanenburg M, Berends BR, Urlings HA, Snijders JM, van Knapen F.
Epidemiological investigations into the sources of Salmonella contamination of pork.

Berl Munch Tierarztl Wochenschr. 2001 Sep-Oct;114(9-10):356-9.
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4. Berends BR, Van Knapen F, Snijders JM, Mossel DA. Identification and quantification
of risk factors regarding Salmonella spp. on pork carcasses. '

" Int J Food Microbiol. 1997 May 20;36(2-3):199-206.
5. Swanenburg M, Urlings HA, Snijders JM, Keuzenkamp DA, van Knapen F.
Salmonella in slaughter pigs: prevalence, serotypes and critical control points during
slaughter in two slaughterhouses. Int J Food Microbiol. 2001 Nov 8;70(3):243-54.
6. Swanenburg M, Urlings HA, Snijders JM, Keuzenkamp DA, van Knapen F.
Salmonella in the lairage of pig slaughterhouses.
J Food Prot. 2001 Jan;64(1):12-6..
7. "salmonella monitoring" report made during the pilot "supply chain inspection” 2005-
2006 in Helmond, the Netherlands
8. Oosterom J, Dekker R, de Wilde GJ, van Kempen-de Troye F, Engels GB Prevalence
of Campylobacter jejuni and Salmonella during pig slaughtering. Vet. Quarterly 7, 31-34.

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of dit
bericht abusievelijk aan u is gezonden, wordt u verzocht dat aan de afzender te melden en het bericht te
verwijderen. De Staat aanvaardt geen aansprakelijkheid voor schade, van welke aard ook, die verband houdt
met risico's verbonden aan het elektronisch verzenden van berichten.
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NOTES FROM THE CONFERENCE CALL WITH DR. TERRY SUTTON
ON THE ELISA TEST USED BY NETHERLANDS’ INSPECTION OFFICIALS

Date: March 5, 2007

Participants:

Dr. Terry Sutton, OPHS
Dr. David Smith, OIA
Dr. Ghias Mughal, OIA

This conference call took place as a follow up on Dr. Sutton’s comments of March 3,
2007, relating to the Netherlands’ ELISA testing of hog serum for the detection of M.
avium.

Dr. Sutton concluded that:

e The ELISA test is sensitive enough to detect about 75% of the hogs infected with
M. avium subspecies avium (MAA).

¢ The data submitted by the Netherlands did not address the specificity of this
method. It did not show if there was a cross reactivity in sera of hogs infected
with other strains of MAA, other non-TB group mycobacterium or organisms
from the Mycobacterium-bovis group.

e Based on the Netherlands’ data, the ELISA test, by itself, is not the most reliable
test for the detection of MAA. However, the ELISA test, in combination with the
following safeguards, can become a reliable test for the detection of MAA:

o The production/slaughter of the market hogs is a vertically integrated
operation, .
There is a established frequency of follow-up testing for MAA,
No hogs, imported from any other country, are allowed in the program,
There is a TB testing program for the farm workers,
There is an environmental testing program for MAA, e.g., testing of
bedding, house environment, etc., and
The participating companies have a control program for control of insects
and other pests.

0O 00O

0]

Dr. Sutton was further advised that in order for participating companies to be eligible
for Visual Inspection, they must have a mandatory quality assurance (QA) program.
The QA program is approved and verified by the Netherlands’ inspection service on
routine basis. The QA program must contain all six safeguards mentioned above.
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MEMO: USE OF THE ELISA TEST BY NETHERLANDS’ INSPECTION
OFFICIALS

Date: March 12, 2007

References: Following additional references from Netherlands and FSIS were

reviewed:

1. with Mycobacterium avium subsp. avium. Henk Wisselink, Conny van Solt-
Smits, Norbert Stockhofe-Zurweiden, Herma Bergen-Buys, Jelle Thole
(Unpublished report, 2007)

2. . Compariso of Pathological and bacteriological examination of mandibulary and
mesenteric lymph nodes in pigs, experimentally infected with mycobacterium
avium subsp. avium . HJ Wisselink, CB Van Solt-Smits, N Stockofe-Zurwieden,
H Bergen-Buijs, VMC Rijsman, P Overduin, M Van Prehn, D Van Soolingen
and JE Thole. Proc. 19" IPVS Congress, Copenhagen, Denmark, 2006, vol. 1.

3. Prevalence of Mycobacterium avium in Slaughter Pigs in The Netherlands and
Comparison of IS1245 Restriction Fragment Length Polymorphism Patterns of
Porcine and Human Isolates. Komijn, RE., PEW de Haas, ME Schneider, T Eger,
JHM Nieuwenhuis, RJ van den Hoek, D. Bakker, FG van Zijderveld and D van
Soolingen. J of Clin Microb, 1999, 37, 1254-1259. '

4. Evaluation of Five Antibody Detection Tests for Diagnosis of Bovine
Paratuberculosis. Michael T. Collins, Scott J. Wells, Kristine R. Peterini, James E.
Collins, Ronald Schultz, and Robert Whitlock. Clinical and Diagnostic
Laboratory Immmunoology, June 2005, p. 685-692.

FSIS Documents:
1. Multi-species Disposition Basics with a Public Health Focus. Public Health
Veterinarian Training — USDA FSIS Canter for Learning, April 2004.

Following conclusions were drawn from review of the above literature:

e FSIS does not appear to consider tuberculosis as a food borne disease of
public health significance.

e FSIS’routine post mortem inspection procedures have an unknown level of
detection for M. avium. Dispositions are based on visual inspection after
palpation and observation of certain lymph nodes and organs and 100 per cent
detection of lesions is not always possible.

Presence of tuberculosis is the Netherlands not higher than the United States.

e ELISA test used by the Netherlands inspection service shows a high level of
sensitivity at the slaughter age of 20-20 weeks, although results show a
sensitivity of about 75 per cent in hogs infected and tested at earlier age.
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e The data submitted by the Netherlands did not address the specificity of this
method. They only used one strain of M. avium- MAA serotype 4, strain
17404 during the experiment. They did not show if there was a cross reactivity
in sera of hogs infected with other strains of MAA, other non-TB group
mycobacterium or organisms from the Mycobacterium-bovis group.

e Based on the Netherlands’ data, the ELISA test, by itself, is not the most
reliable test for the detection of MAA. However, the ELISA test, in
combination with the following safeguards, can become a reliable test for the

detection of MAA:
o The production/slaughter of the market hogs is a vertically integrated
operation,
o There is a established frequency of follow-up testing for MAA,
o No hogs, imported from any other country, are allowed in the program,
o There i1s a TB testing program for the farm workers,
o There is an environmental testing program for MAA, e.g., testing of
- bedding, house environment, etc., and
o The participating companies have a control program for control of

“insects and other pests.

It was explained to Dr. Sutton that in order for participating companies to be eligible
for Visual Inspection, they must have a mandatory quality assurance (QA) program.
The QA program is approved and verified by the Netherlands’ inspection service on
routine basis. The QA program must contain all six safeguards mentioned above and
she agreed that with all these safeguards the ELISA test is a step forward and
provides added level of assurance for detection of TB in market hogs.

Participants:

Dr. Terry Sutton, OPHS
Dr. David Smith, OIA
Dr. Ghias Mughal, OIA
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Dr. Raymond,

During our recent briefing to you regarding the Netherlands’ equivalence request for
post-mortem visual inspection of market hogs, you requested that we contact APHIS to
determine whether visual inspection would fail to detect the swine diseases it had
declared as being present in the Netherlands. We contacted APHIS and explained to
them the difference between FSIS traditional post-mortem inspection and the
Netherlands’ visual inspection of the head, viscera, and carcass. APHIS advised us that
visual inspection would have no impact on the ability to detect the four swine diseases of
concern (Foot and Mouth Disease, Classical Swine Fever, African Swine Fever, and
Swine Vesicular Disease) because the symptoms related to these diseases would be
evident throughout the carcass and organs.
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MEMO: USE OF THE ELISA TEST BY NETHERLANDS’ INSPECTION

<D

OFFICIALS

Date: March 12, 2007

References: Following additional references from Netherlands and FSIS were
reviewed:

1.

with Mycobacterium avium subsp. avium. Henk Wisselink, Conny van Solt-
Smits, Norbert Stockhofe-Zurweiden, Herma Bergen-Buys, Jelle Thole
(Unpublished report, 2007)

Compariso of Pathological and bacteriological examination of mandibulary and
mesenteric lymph nodes in pigs, experimentally infected with mycobacterium
avium subsp. avium . HJ Wisselink, CB Van Solt-Smits, N Stockofe-Zurwieden,
H Bergen-Buijs, VMC Rijsman, P Overduin, M Van Prehn, D Van Soolingen
and JE Thole. Proc. 19" IPVS Congress, Copenhagen, Denmark, 2006, vol. 1.
Prevalence of Mycobacterium avium in Slaughter Pigs in The Netherlands and
Comparison of IS1245 Restriction Fragment Length Polymorphism Patterns of
Porcine and Human Isolates. Komijn, RE., PEW de Haas, ME Schneider, T Eger,
JHM Nieuwenhuis, RJ van den Hoek, D. Bakker, FG van Zijderveld and D van
Soolingen. J of Clin Microb, 1999, 37, 1254-1259.

Evaluation of Five Antibody Detection Tests for Diagnosis of Bovine
Paratuberculosis. Michael T. Collins, Scott J. Wells, Kristine R. Peterini, James E.
Collins, Ronald Schultz, and Robert Whitlock. Clinical and Diagnostic

. Laboratory Immmunoology, June 2005, p. 685-692.

FSIS Documents: :

1.

Multi-species Disposition Basics with a Public Health Focus. Public Health
Veterinarian Training — USDA FSIS Canter for Learning, April 2004.

Following conclusions were drawn from review of the above literature:

o FSIS does not appear to consider tuberculosis as a food borne disease of
public health significance.

e FSIS’routine post mortem inspection procedures have an unknown level of
detection for M. avium. Dispositions are based on visual inspection after
palpation and observation of certain lymph nodes and organs and 100 per cent
detection of lesions is not always possible.

¢ Presence of tuberculosis is the Netherlands not higher than the United States.

o ELISA test used by the Netherlands inspection service shows a high level of
sensitivity at the slaughter age of 20-20 weeks, although results show a
sensitivity of about 75 per cent in hogs infected and tested at earlier age.

FOIA_NL&DENO00523



] Aﬁ)rg @2&77
D) (6) % 5/

Chief Veterinary Officer

Ministry of Agriculture, Nature and Food Quality
PO Box 19506

2500 CM, The Hague

Netherlands

Dear [{(X(®);

This reaffirms my earlier notification to you on October 12, 2006, that meat products
produced under visual inspection is not currently eligible for export to the United States. In
that October 12 letter, I stated that the use of visual post-mortem inspection in establishments
certified for export to the United States cannot commence until the Food Safety and
Inspection Service (FSIS) completes the equivalence determination process.

It is our understanding that some of the swine slaughter establishments certified for export to
the United States have been operating under visual inspection and is storing pork products
with the expectancy to export to the United States following FSIS’ equivalence approval of
visual inspection. If this is occurring, it is important to understand that this product is not
eligible for export to the United States now or following an acceptable equivalence
determination by FSIS of the visual inspection. The date upon which FSIS notifies the
Netherlands’ government that it has determined the visual post-mortem inspection program to
be equivalent will become the effective date that Netherlands’ certified establishments can
begin producing pork products for export to the United States under visual inspection.

If you have any questions regarding this matter, please contact me at telephone number (202)
720-3781, fax number (202) 690-4040, or electronic mail address: sally. white@fsis.usda.gov.

Sincerely,

Sally White

Director

International Equivalence Staff
Office of International Affairs

FOIA_NL&DENO00524



, Counselor, US Embassy, The Hague

, Netherlands Embassy, Wash DC

, Agric. / Consumer Affairs, EU Mission to the U.S., Wash DC
, Acting Director, Directorate E, European Commission, Brussels
, Minister-Counselor, US Mission to the EU in Brussels

Robert Macke, Assistant Deputy Administrator, OSTA, FAS

Dave Young, FAS Area Director

, State Department

David Goldman, Acting Administrator, FSIS

Karen Stuck, Assistant Administrator, OIA, FSIS

William James, Deputy Assistant Administrator, OIA, FSIS

Donald Smart, Director, International Audit Staff, OIA, FSIS

Clark Danford, Director, IEPS, OIA, FSIS

Sally White, Director, IES, OIA, FSIS

Barbara McNiff, Director, FSIS CODEX

Mary Stanley, Director, IID, OIA, FSIS

Ghias Mughal, IES, OIA, FSIS

Country File

FSIS:OIA:IES:SMCDERMOTT:4-19-2007
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Adams, Susan

1 4

From: White, Sally

Sent: Tuesday, May 06, 2008 12:14 PM

To: Adams, Susan

Cc: Smith, David

Subject: Fw: Supplementary information chain inspection
Attachments: Suppl info ketenkeuring 6-5-08.doc

Please print off and log

Sent from my BlackBerry Wireless Device

From: Smith, David

To: White, Sally

Sent: Tue May 06 12:11:05 2008

Subject: FW: Supplementary information chain inspection

Suppl info
L. k 6-5-08. .
Frits |nEten euring 6-5-08 ended to send this to you as well, but he got the wrong Sally.

David Smith, DVM, MS, BS

Office of International Affairs

International Equivalence Staff

USDA, Food Safety and Inspection Service Room 3843 South Bldg.
1400 Independence Ave, SW

Washington DC 20250

Phone: (202) 720-3395

Email: david.smith@fsis.usda.gov

-----Original Message-----
From: Thissen, Frits [mailto:frits.thissen@minbuza.nl]
Sent: Tuesday, May 06, 2008 12:07 PM

To: sally.smith@fsis.usda.gov; Smith, David ,
Cc: Furei, Todd:; Emﬁ; (b) (6) d(b) (6) d(b) (6) @mininv.nl;

mininv.nl
Subject: Supplementary information chain inspection
TES
_ 390 2@
Dear Sally and David, 5/0(,'

| would like to forward to you a note with supplementary information on the system of chain /UJP
inspection as promised. | would like you to handle this information with the utmost confidentiality,
because there are issues of intellectual property rights as well as commercial interests involved.
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.-

| hope this information will satisfy your needs in terms of the scientific underpinning of the MAA
testing method.

All in all | hope this information will help you overcome the last obstacles in providing Undersecretary
Dr Richard Raymond with a positive briefing on the chain inspection system and addressing his
specific concerns.

Kind regards,

(b) (6)

Counselor for Agriculture,

Nature and Food Quality

Embassy of the Kingdom of the Netherlands

Help save paper! Do you really need to print this email?

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of
dit bericht abusievelijk aan u is toegezonden, wordt u verzocht dat aan de afzender te melden en het
bericht te verwijderen. De Staat aanvaardt geen aansprakelijkheid voor schade, van welke aard ook,

die verband houdt met risico's verbonden aan het elektronisch verzenden van berichten.

This message may contain information that is not intended for you. If you are not the addressee or if
this message was sent to you by mistake, you are requested to inform the sender and delete the
message. The State accepts no liability for damage of any kind resulting from the risks inherent in the
electronic transmission of messages.
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CONFIDENTAL

ADDITIONAL INFORMATION ON PORK SUPPLY CHAIN INFORMATION

This document contains additional information on:

1. Mycobacterium avium spp avium (MAA) serological test characteristics;

2. Results of MAA control program within pork supply chain inspection, and

3. Summary of MAA control within pork supply chain inspection.
The scientific research laboratory wants to preserve its abilities to file intellectual property
rights with respect to MAA serological testing. The data presented in this document are to be
kept confidential.

Mycobacterium avium spp avium (MAA) serological test characteristics.

In order to demonstrate the presence of antibodies against MAA in pigs, an ELISA test has
been developed. The antigen, cleared glycopeptide, used in this test is harvested from polar
lipids of MAA bacteria. The bacterial MAA strain that is used originated from a slaughter pig
in The Netherlands and is of the MAA hominissuis type. Glycopeptides are part of the polar
lipids and originate from a genetically well-preserved area of MAA bacteria. Using a
genetically well-preserved area of a bacterium provides the best ability to have cross-
reactivity with different field strains of MAA.

When calculating the specifications of the MA A-Elisa, the bacteriological examination is
used as the gold standard.
When an individual pig, or a pig herd, is suspected of an MAA infection at slaughter, there
will be successive investigations in order to clear the case. Specific signs in these are:
elevated serological results, specific liver abnormalities, and, or specific lymph node lesions.
The examination of suspected herds consists of:
> Tuberculination of pigs at the herds of origin;
» When tuberculination reveals positive results, blood serum and lymph nodes of pigs at
slaughter will be collected; and
> Serological, pathological and bacteriological examination of serum and lymph nodes
at the veterinary research laboratory.
Additionally it needs to be noted that a Spec1allst Veterinary Pathologist carries out
pathological examination.

Based on the above protocol, until 28 April, 2008, two pig farms confirmed positive on MAA
have been detected in The Netherlands (since beginning 2006, the onset of supply chain
inspection). A third suspected pig farm has been sampled extensively on 22 April, 2008, but
the results are not yet available. Of the two confirmed positive pig farms, one farmer refused
to cooperate with the scientific part of the research, so unfortunately only field data of one
farm are available.
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Table 1: Results validation MAA-ELISA. Numbers of pigs (%). Pathological examination
was carried out on Inn of mandibular and mesenteric area. Serological result negative if PP%
<10, dubious if 10 < PP% > 20, positive if PP% > 20.

Experimental infection

Examination Negative Positive Dubious Total (n)
Bacteriological 0(0) 32 (100) 32
Pathological (Inn) 22 (69) 10 (31) 32
Serological 10 (31) 17 (53) 5 (16) 32
Field infection farm A

Examination Negative Positive Dubious Total (n)
Bacteriological 90 (46) 104 (54) 186
Pathological 128 (68) 59 (32) 187
Serological 153 (78) 8 (4) 34 (18) 195

Table 2: Test characteristics MAA-ELISA, using bacteriology as the golden standard.

Pathology Serology
Specificity Sensitivity Specificity Sensitivity
Experimental infection 100 31 100 69
Field infection farm A 73 35 79 22

According to Fisher's exact test the sensitivity of serology compared to pathology during the
experimental infection is significantly different (p=0.0003). The sensitivity of serology
compared to pathology at farm A is not significantly different (p=0.132). Specificity of the
tests at farm A is not significantly different (p=0.273).
For tuberculosis and paratuberculosis it is concluded that the ELISA is a suitable test for herd
diagnostics. Mycobacterial Elisa’s are utilized with this purpose in a lot of countries. -
Important for this conclusion is the fact that for MAA it is obvious that risks for introduction
will apply to the whole farm of origin (for example bedding material), thus resulting in a

population at risk. -

The numbers of pigs to be tested to estimate the MAA status of a farm is based on
epidemiological calculations. In these calculations the sensitivity, specificity and prevalence
of MAA within the farm are taken into account. Given a number of tests, the probability of
testing at least one animal positive can be calculated, as shown in the table 3. Even with a low
sensitivity and high specificity (worst case calculation) the probability is over 95% to test a
farm positive with 36 samples to estimate a definite MAA status. Based on literature,
prevalence at farm within the herd could be expected to be over 40% when herds are infected

by sawdust or peat.
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Table 3: Statistical evaluation of the effect of the number of samples on the reliability of the
herd risk estimation.

Number |Prevalence

of MAA Specificity | Sensitivity | Probability of
samples | within of of testing at least
tested farm serology |serology |one positive
18 40% 100% 20% 0.999544

36 " |40% 100% 20% 1

18 20% 100% 20% 0.962439

36 20% 100% 20% 0.998589

18 10% 100% 20% 0.784079

36 10% 100% 20% 0.953378

According to Merchevsky et al. 1989, cited by Micheal Trustfield in: Veterinary
Epidemiology, second ed. 1995. Blackwell Science Ltd.

Results of MAA control program within pork supply chain inspection.

In previous documents exchanged with the USDA/FSIS we have already elaborated about the
ongoing research on MAA in The Netherlands. In a study in 1996 it was shown that a low
prevalence of MAA was present in Dutch slaughter pigs (Komijn et al 1999). After the
implementation of additional control measures at farm level within the farm code of practice
(IKB), a study of 2004 showed that MAA could not be detected anymore in Dutch slaughter
pigs (Komijn et al, 2007).

» Since the start of pork supply chain inspection more that 300,000 blood samples of
pigs have been analyzed for the presence of antibodies against MAA.

Table 4: Classification of pig farms, August 2007.

N ' %
Low risk farms 3303 . 80,66
Neutral risk farms 744 18,17
High risk farms' 48 1,17
Total farms 4095 100

' Farms classified as high-risk are not allowed to deliver pigs for pork supply chain
inspection and are part of the MAA specific control program.

> Until April 2008, 78 farms have been visited because of elevated levels of antibodies,
or specific lesions observed during post-mortem inspection. These farms have

strengthened their biosecurity control measures, especially with respect to the control
of MAA.

> Several of the 78 farms visited have taken part in tuberculination testing at farm level.
Until now only two farms showed positive results in tuberculination tests.
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» Two farms have been observed to be bacteriologically positive for MAA. A third farm

is still under investigation.

The farms that showed bacteriologically positive results have taken effective measures
to eliminate the MAA infection on the farm. Elimination of MAA at farm level is only
practiced in pig farms that participate in the pork supply chain inspection program.
Traditional inspection does not prescribe additional measures to control MAA at farm
level. ’

Summary of MAA control within pork supply chain inspection.

Control of MAA in pork produced according to the supply chain inspection procedures
consists of several control points within the pork supply chain.

1.

All pig farms that supply pigs that are inspected according to the pork supply chain
procedures need to produce according to the IKB code of practice at the farm level.
On top of that the farm is not allowed to use wood shavings, peat or related MAA risk
materials as bedding material. The IKB farm code of practice is audited and managed
according to ISO 45011 rules.

A pig farm can only supply pigs that are to be inspected according to the pork supply
chain procedures after at least 18 consecutive negative results of serological testing
against MAA antigens. The procedure of calculating risk levels of individual farms
with the respective sample sizes has already been reported to USDA/FSIS.

During the post-mortem inspection of carcasses and organs all pathological signs and
morphological non-conformities are to be checked more in-depth at the re-assessment
platform by the competent authorities. Specific pathological conditions, such as
granulomatous lesions in lymph nodes and livers will be further evaluated.

Farms that show elevated serological test results, and, or specific pathological lesions
will be visited. During the visit a re-assessment of the control points with respect to
MAA will be carried out.

When the farm visit, or other slaughtering of pigs, shows increased risk of the
presence of MAA, additional examination of the pigs and the farm of origin will
occur. This examination consists of tuberculination of individual animals at the farm,
and/or slaughtering and sampling of individual pigs for in-depth pathological,
serological and bacteriological examination.

Based on the above information and the information that has been communicated before, it
can be concluded that the control of MAA in pork supply chain inspection provides at least
the same level of control as the procedures of the traditional post-mortem inspection. It is also
obvious that none of the MAA control instruments alone provide a 100% control of MAA,
nor does the traditional post-mortem inspection. The strength of the pork supply chain
inspection is that it effectively combines MAA control measures at different parts of the
supply chain. On top of that, refraining from cutting the lymph nodes in the mandibular area
has demonstrated to reduce the level of cross-contamination with salmonella on pork
substantially, thus resulting in safer pork.

05.06.2008
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Minutes of Meeting
COUNTRY: Netherlands

SUBJECT: Information regarding the public health significance of Mycobacterium
avium.’

DATE: May 29, 2008

FSIS REPRESENTATIVES:
Dr. William James, OIA

Sally White. OIA, IES

Dr. David Smith, IES, OIA
Dr. Robert Ragland, OPPD
Maritza Colon-Pullano, OPPD

SUMMARY: The meeting focused on the public health significance of Mycobacterium
avium as it relates to food-borne transmission. In this meeting Dr. James discussed an
email that was sent by Dr. Ragland. Dr. James described his understanding of Dr.
Ragland’s email as being that Mycobacterium avium is of minimal significance from the
standpoint of public health as a zoonotic food-bome organism. Dr. Ragland agreed that
was the message he was conveying in his email.
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Smith, David

From: Thaler, Alice

Sent: Monday, June 02, 2008 2:41 PM
To: Smith, David

Subject: RE: FSIS position on Tuberculosis

The FSIS program addresses bovine TB to support APHIS in its eradication program. TB is primarily spread by aerosol
(cow to cow) (or man to cow) or consumption of milk (cow to man) from infected animals. Extra-pulmonary TB is not
considered a source of infection — hence occupational health issues for our inspectors is very low.

| am not sure if FSIS has looked recently at Mycobacterium avium and immunosuppressed people (AIDS)

Ref: Pan American Health Organization — Zoonoses and Communicable Diseases Common to Animals and Man.

Alice M. Thaler, DVM, DACVPM
Senior Director for Program Services
Office of Public Health Science
202-690-2687

Fax 202-720-8213
alice.thaler@fsis.usda.gov

From: Smith, David

Sent: Monday, June 02, 2008 1:31 PM
To: Thaler, Alice

Subject: FSIS position on Tuberculosis

ave found a PHV training manual from
B Is not considered significance.

http://www.fsis.usda.gov/PDF/PHVt-Multi_Species Disposition.pdf

Thanks,

David Smith, DVM, MS, BS

Office of International Affairs

International Equivalence Staff

USDA, Food Safety and Inspection Service Room 3843 South Bldg.
1400 Independence Ave, SW

Washington DC 20250

Phone: (202) 720-3395

Email: david.smith@!fsis.usda.gov
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Smith, David

From: Ragland, Robert

Sent: Friday, June 06, 2008 12:47 PM

To: Smith, David

Subject: RE: Comments on Netherlands/M. avium

To my knowledge, FSIS does not test serologically or type TB organism in any TB like lesions. There is a program for
submitting all suspected TB lesions found in cattle to the APHIS lab not FSIS lab. There is not such a program for TB
lesions found in swine. In the past APHIS did type for bovine and human TB organisms..

In addition, if a sample of cattle pathology submitted to a FSIS lab contains lesions or organisms suggestive of TB and a
sample was not sent to the APHIS lab by the FSIS inspector the FSIS lab may sent some of the sample to the APHIS lab
for testing for TB.

Robert D. Ragland, DVM

Senior Staff Officer

Risk Management Division, OPPD
USDA, FSIS -- Rm 3549-S

1400 Independence Ave. SW
Washington, DC 20250-3700

Phone: 202-720-9063
Fax: 202-720-0582
Email: robert.ragland@fsis.usda.gov

From: Smith, David

Sent: Wednesday, June 04, 2008 4:24 PM

To: Ragland, Robert

Subject: RE: Comments on Netherlands/M. avium

Hi Bob thanks for the comments. [(XE))
Are you aware of any usage of serology testing for Mycobacteria spp. by FSIS?

Thanks,

David Smith, DVM, MS

Office of Internatonal Affairs

International Equivalence Staff

USDA, Food Safety and Inspection Service Room 3843 South Bldg.
1400 Independence Ave, SW

Washington DC 20250

Phone: (202) 720-3395

Email: david.smith@fsis.usda.gov

From: Ragland, Robert
Sent: Wednesday, June 04, 2008 7:24 AM
To: Smith, David
Cc: Derfler, Philip; Hicks, John; Linville, John; Bowman Blackwell, Quita
1
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* Subject: Comments on Netherlands/M. avium

Specific Responses to the two questions in Dr. Smith’s Monday June 02 email are listed
below after some comments.

and definitely cannot make
such a statement regarding some of the other Micobacteria.

The primary issue appears to be is whether visual inspection of market hogs is equivalent
to traditional FSIS inspection. Testing designed to show error rates, sensitivity, and
specificity of each system on the same population of market hogs can be conducted to
demonstrate equivalence or non-equivalency. FSIS did this in the late 1980s to show that
FSIS’s traditional inspection was equivalent to EEC inspection.

. 5
In addition, meat-born public health concerns regarding M. avium [(JXE)}

Also, some literature suggest that visual inspection reduces the

public health risk of some other condition when compared to FSIS traditional inspection
procedures.

2”7

Questionl: Does FSIS have any real concerns regarding Mycobacterium avium or any of the
Mycobacterium as a food-borne public health concern.

Response:

I am not aware of a risk assessment related to M. avium in swine and human disease.
However, FSIS/USDA in October 1986 publish Mycobacterioses in Swine and Their
Significance to Public Health, Bibliographies and Literature of Agriculture, Number 46,
National Agriculture Library, author Dey B. P. The conclusion in the paper was:

“All available evidence indicates that swine are not incidental host, but rather occasional host, and that
MALIS [M. avium, M. intracellulare, M. scrofulaceum] complex infection of humans does not originate
from swine. In a majority of cases, the organisms responsible for the lesions in swine are serotypically
different from those encountered in human disease. Apparently, both swine and humans are constantly
exposed to this group of organisms, abundantly present in the environment. In some people, with
certain predisposition, organisms from this source may cause infection and disease.”

2
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-

M. avium is the leading cause of tuberculosis in swine. The disease in swine is self-limiting
with lesions usually found in the lymph nodes. Serotypes of M. avium isolated from
humans are usually different from those isolated from chickens. In areas where the
disease is common in chickens, the occurrence of avian tubercle bacillus infection is rare,
indicating that humans are resistant to the disease.! Although, both man and animals can
acquire the disease it does not appear to be transmissible from animal to man.?

1. Handbook of Zoonosis, Viral. Ed. George W. Beran. Boca Raton: CRC, 1994

2. Thoen, C.0O. and Karlson, A.G. Avian Tuberculosis.

However, the importance of mycobacterial infections caused by strains of Mycobacterium
avium complex (MAC) in animals and humans is continuously increasing (3, 4). In the
human population, the condition is aggravated by the spread of human immunodeficiency
virus (HIV) infection. In AIDS patients, the incidence of disseminated mycobacterial
infection caused by MAC strains can reach up to 55% (S5, 6)

In addition, if Mycobacterium tuberculosis and M. avium subspecies paratuberculosis are
considered,

-The causative agent for Johne’s disease in cattle is Mycobacterium avium subspecies paratuberculosis
(MAP), and some clinical research reports that this bacterium may be associated with Crohn’s disease in
humans. Beef consumption may be a potential route of MAP transmission to humans

Question 2: [s FSIS PHV training manual statement “Tuberculosis is not a disease of
public health concern.” consistent with current FSIS thinking. Response: The current PVH
training manual 12/07/07 list tuberculosis in Section Il Diseases and Condition not of
Public Health Significance. [{(JXK&)

Robert D. Ragland, DVM

Senior Staff Officer

Risk Management Division, OPPD
USDA, FSIS -- Rm 3549-S

1400 Independence Ave. SW
Washington, DC 20250-3700

Phone: 202-720-9063
Fax: 202-720-0582
Email: robert.ragland@fsis.usda.qgov
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TELECONFERENCE SUMMARY
COUNTRY: Netherlands
SUBJECT: Submission of information regarding visual inspection project of market hogs
DATE: June 25, 2008

FSIS REPRESENTATIVES:
Dr. David Smith, IES, OIA
Dr. Terrie Sutton, OPHS

Dr. Scott Hafner, OPHS

SUMMARY: The teleconference focused on further information provided by the government of
Netherlands that was received on June 16, 2008.

o Review of the information provided by Netherlands showed that FSIS’ questions and concerns
from the previous review were addressed. Netherlands is working to further develop their

serological testing.
o When viewed as a whole, the proposed program appears to provide adequate food safety control.
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CONFIDENTIAL
Answers on questions asked by USDA FSIS on June 5, 2008.

The questions are based on the additional information sent on May 6, 2008 concerning Supply Chain
Inspection of Pork.

Question 1) In table 1 there is a comparison between an experimental infection study and a field
infection farm A study. The conditions of the farm A study are not explained. Were the pigs infected
or exposed to MAA?

Answer 1) On farm A, pigs had a natural MAA-infection.

Question 2) In the same table, there are columns labeled as negative, positive, and dubious. What is
meant by dubious? It is unclear how the results in this column are to be interpreted without an
understanding of what dubious means.

Answer 2) To discriminate in the MAA-ELISA between positive and negative serum samples, cut-off values
were calculated (n=153). For this the ELISA results were used, obtained on sera of pigs bacteriologically
negative for MAA. Cut-off values in percentage positivity (PP) were determined at specificities of 0.90, 0.95,
0.975 en 0.99. At a specificity of 0.95 the cut off value appeared to be 7.5 PP with a confidential interval of
5.1-14.4 PP. At a specificity of 0.99 the cut off value appeared to be 12.3 PP. Based on these results a cut-
off of 10 PP was used. However, we decided to determine a transition range from negative to positive. Below
10 PP all serum samples were negative and above 20 PP the serum samples were positive. The range from
10-20 PP was classified as dubious, in other words, as intermediary between a negative and positive resuit.

Question 3) In the same table, for field examination farm A, on the row that gives results for
bacteriological testing ? It is stated that 90 were negative, 104 were positive but the total (n) is stated
as being 186. How was this number calculated?

Answer 3) This is a failure in calculating. We are sorry for this. Indeed 90 were negative and 104 were
positive, the total number of samples, examined bacteriologically was 194 and not 186.

Question 4) In table 2, the sensitivity of the serology for field infection A is stated as being 22. It
appears as though this number was achieved by adding the positive percentage from field infection
in table 1, which was 4, and the dubious results, which were 18. It’'s unclear what dubious means. If
sensitivity is based on true positives then it appears that the sensitivity should be 4.

Answer 4) The calculation of the sensitivity is based on the sum of positive and dubious-positive results. As
described in question 2, a value of 10 PP was calculated as cut-off between negative and positive.

Question 5) Is there any work on improving the sensitivity of this test?

Answer 5) Yes. We are working on an improved version of the serological test.

Firstly we need to find more MAA-positive herds. We identified two Dutch farms with an MAA-infection. The
earlier to FSIS reported study of Komijn et a! (2007), revealed already that the prevalence of MAA infected
herds in The Netherlands is very low. This seems to be one of the reasons that we have such a low number
of positive herds. However we have now a third farm (foreign farm) that is suspected of MAA and under
further investigation. Three naturally infected farms are still a low number to base the test specifications on.
We need positive farms to further prove that we are able to detect MAA infections under the field conditions.
Secondly research goes on in order to improve the serological test. [dentification of the antigens of MAA is
part of that. We focus especially on purification of lipid antigens from the current preparation which we are
using in the ELISA. We expect that purification leads to a higher sensitivity with at least the same or a higher
specificity.

Question 6) If a carcass is determined to have granulomas that may be from tuberculosis, is the
entire carcass condemned or is there any criteria for salvaging parts of a carcass? FSIS has
regulations which address this situation and | am attaching them below.

Answer 6) If the inspection of the carcass and/or organs shows malformation of the product or any sign of a
generalized (disseminated) process, the carcass and pluck (including spleen) are being taken off line to
undergo further inspection, which includes additional palpation and incisions, and the intestines are
condemned. Generalized lesions (multiple granulomas, different organs affected) will result in condemnation
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of the entire carcass and all its organs. If the carcass or pluck is only locally affected and the infectious
process is confined to one primary site of infection, this affected part is being removed and condemned. The
unaffected parts can be passed for human consumption without restriction. This is the regime of the EU- .

legislation.

Literature .
Ruud E. Komijn, Henk J. Wisselink, Vincent M.C. Rijsman, Norbert Stockhofe-Zurwieden, Douwe Bakker,

Fred G. van Zijderveld, Tony Eger, Jaap A. Wagenaar, Frans F. Putirulan, Bert A.P. Urlings, 2007:
Granulomatous lesions in lymph nodes of slaughter pigs bacteriologically negative for Mycobacterium avium
subsp. avium and positive for Rhodococcus equi. Veterinary Microbiology 120 (2007) 352-357.
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RE: Visual inspection Page 1 of 5

Smith, David
From: (b) (6) I(b) (6) @minbuza.nl]

Sent: Monday, June 16, 2008 2:51 PM
To: Smith, David

Cc: (b) (6) H(b) (6)

Subject: Visual inspection -Q&A's

Importance: High
Attachments: 08-06-10-USDA-FSIS-PorkSupplyChain.doc

Hi David,

As discussed, please find attached the answers to your questions regarding the Netherlands chain inspection
system. | know you had mentioned to have a telephone conference to discuss these Q&As, please let me know if
you would still would like to have this to take place.

Thank you,

Caroline

Agncultura| Trade Officer

Netherlands Embassy

4200 Linnean Avenue, NW
Washington, D.C. 20008
Ph:202-274-2719

Fax: 202-244-3325

From: Smith, David [mailto: David.Smith@fsis.usda.gov]
Sent: maandag 16 juni 2008 14:05

To: [DIG)
(e(b) (6) H(b) (6)
Subject: RE: Visual inspection

i (b) (6) 3

Thanks for the help, I will try to get the call set up for one day the week of the 22nd. I will be in touch with you next week to
refine the details.

Thanks,

David

Hi David,

Your questions have been forwarded to the Netherlands and our ministry
is currently working on them. We anticipate that the written response
will come soon. Due to travel commitments from the NL side, the first
opportunity for a possible follow-up teleconference would be in the week
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RE: Visual inspection

of June 22. I hope you have good trip!

Best regards,

Agncu|tura| Trade Officer

Netherlands Embassy

4200 Linnean Avenue, NW
Washington, D.C. 20008
Ph:202-274-2719

Fax: 202-244-3325

From: Smith, David [mailto:David.Smith@fsis.usda.gov]
Sent: donderdag 5 juni 2008 13:43

To:[ﬂ!@ﬁ

Subject: FW: Visual inspection

Hi[[JJ@J ! sent this earlier to Q) but I

understand that he is out of the office until next week. Could you
please follow up with the Ministry? Also, I sent an-email to[QIQ)
proposing a teleconference with Netherlands to discuss the information
below. We would like to try for one day during the week of June 16.
Possibly Wednesday?

I am out of the office tomorrow, and next week, but I'll
have my blackberry so I can respond to emails.

Thank you,

David Smith, DVM, MS, BS
Office of International A ffairs
Intemmational Equivalence Staff

. USDA, Food Safety and Inspection Service Room 3843 South
Bldg.

1400 Independence Ave, SW
Washington DC 20250
Phone: (202) 720-3395

Email: david.smith@fsis.usda.gov

<mailto:david.smith@fsis.usda.gov>

From: Smith, David
Sent: Thursday, June 05, 2008 8:32 AM
To: [(YXE)] @minbuza.nl'

FOIA_NL&DEN00541
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RE: Visual inspection Page 3 of 5

Subject: Visual inspection

Hi[QAQ) after reviewing the most recent information
that was provided to us with some of my colleagues we have the following
questions:

<<Suppl info ketenkeuring 6-5-08.doc>>

1) Intable I there is a comparison between an
experimental infection study and a field infection farm A study. The
conditions of the farm A study are not explained. Were the pigs infected
or exposed to MAA?

2) Inthe same table, there are columns labeled as
negative, positive, and dubious. What is meant by dubious? It is unclear
how the results in this column are to be interpreted without an
understanding of what dubious means.

3) Inthe same table, for field examination farm A,
on the row that gives results for bacteriological testing - it is stated
that 90 were negative, 104 were positive, but the total (n) is stated as
being 186. How was this number calculated?

4) In table 2, the sensitivity of the serology for
field infection A is stated as being 22. It appears as though this
number was achieved by adding the positive percentage from field
infection in table 1, which was 4, and the dubious results, which were
18. It's unclear what dubious means. If sensitivity is based on true
positives then it appears that the sensitivity should be 4.

5) s there any work on improving the sensitivity
of this test?

6) If a carcass is determined to have granulomas
that may be from tuberculosis, is the entire carcass condemned or is

there any criteria for salvaging parts of a carcass? FSIS has
regulations which address this situation and I am attaching them below.

http://edocket.access.gpo.gov/cfr_2008/janqtr/pdf/9cfr311.2.pdf
<http://edocket.access.gpo.gov/cfr_2008/janqtr/pdf/9cfr311.2.pdf>

Thank you,

David Smith, DVM, MS, BS
Office of International Affairs
International Equivalence Staff

USDA, Food Safety and Inspection Service Room 3843 South
Bldg.

1400 Indep_endence Ave, SW

Washington DC 20250
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RE: Visual inspection

Phone: (202) 720-3395

Email: david.smith@fsis.usda.gov
<mailto:david.smith@fsis.usda.gov>

Help save paper! Do you really need to print this email?

Dit bericht kan informatie bevatten die niet voor u is
bestemd. Indien u niet de geadresseerde bent of dit bericht abusievelijk
aan u is toegezonden, wordt u verzocht dat aan de afzender te melden en
het bericht te verwijderen. De Staat aanvaardt geen aansprakelijkheid
voor schade, van welke aard ook, die verband houdt met risico's
verbonden aan het elektronisch verzenden van berichten.

This message may contain information that is not
intended for you. If you are not the addressee or if this message was
sent to you by mistake, you are requested to inform the sender and
delete the message. The State accepts no liability for damage of any
kind resulting from the risks inherent in the electronic transmission of
messages.

Dit bericht kan informatie bevatten die niet voor u is bestemd.
Indien u niet de geadresseerde bent of dit bericht abusievelijk aan u is
gezonden, wordt u verzocht dat aan de afzender te melden en het bericht
te verwijderen. De Staat aanvaardt geen aansprakelijkheid voor schade,
van welke aard ook, die verband houdt met risico's verbonden aan het
elektronisch verzenden van berichten.

This message may contain information that is not intended for
you. If you are not the addressee or if this message was sent to you by
mistake, you are requested to inform the sender and delete the message.
The State accepts no liability for damage of any kind resulting from the
risks inherent in the electronic transmission of messages.

Help save paper! Do you really need to print this email?

Dit bericht kan informatie bevatten die niet voor u is bestemd.
Indien u niet de geadresseerde bent of dit bericht abusievelijk aan u is
toegezonden, wordt u verzocht dat aan de afzender te melden en het
bericht te verwijderen. De Staat aanvaardt geen aansprakelijkheid voor
schade, van welke aard ook, die verband houdt met risico's verbonden aan
het elektronisch verzenden van berichten.

This message may contain information that is not intended for
you. If you are not the addressee or if this message was sent to you by
mistake, you are requested to inform the sender and delete the message.
The State accepts no liability for damage of any kind resulting from the
risks inherent in the electronic transmission of messages.

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u
niet de geadresseerde bent of dit bericht abusievelijk aan u is

gezonden, wordt u verzocht dat aan de afzender te melden en het bericht
te verwijderen. De Staat aanvaardt geen aansprakelijkheid voor schade,

FOIA_NL&DEN00543
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RE: Visual inspection Page 5 of 5

(3

van welke aard ook, die verband houdt met risico's verbonden aan het
elektronisch verzenden van berichten.

This message may contain information that is not intended for you. If
you are not the addressee or if this message was sent to you by mistake,
you are requested to inform the sender and delete the message. The State
accepts no liability for damage of any kind resulting from the risks
inherent in the electronic transmission of messages.

Help save paper! Do you really need to print this email?

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of dit bericht abusievelijk
aan u is toegezonden, wordt u verzocht dat aan de afzender te melden en het bericht te verwijderen. De Staat aanvaardt geen
aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico's verbonden aan het elektronisch verzenden
van berichten.

This message may contain information that is not intended for you. If you are not the addressee or if this message was sent to
you by mistake, you are requested to inform the sender and delete the message. The State accepts no liability for damage of
any kind resulting from the risks inherent in the electronic transmission of messages.

Help save paper! Do you really need to print this email?

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of dit
bericht abusievelijk aan u is toegezonden, wordt u verzocht dat aan de afzender te melden en het bericht
te verwijderen. De Staat aanvaardt geen aansprakelijkheid voor schade, van welke aard ook, die verband
houdt met risico's verbonden aan het elektronisch verzenden van berichten.

This message may contain information that is not intended for you. If you are not the addressee or if this
message was sent to you by mistake, you are requested to inform the sender and delete the message. The
State accepts no liability for damage of any kind resulting from the risks inherent in the electronic
transmission of messages.
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TELECONFERENCE SUMMARY
COUNTRY: Netherlands |
SUBJECT: Submission of information regarding supply chain inspection project of market hogs
DATE: June 26, 2008

FSIS REPRESENTATIVES:
Dr. David Smith, IES, OIA

NETHERLANDS REPRESENTATIVES
(b) (6) , Embassy of Netherlands

SUMMARY: The teleconference focused on further information requested of the Netherlands regarding
supply chain inspection.
e Discussed briefly the upcoming trip by FSIS to the Netherlands.

e Discussed the questions which were asked of the Netherlands on June 23, 2008.

o After a farm achieves a low risk categorization what is the ongoing sampling program to show that the
farm is maintaining a low risk status? How many samples are collected per herd? Is it serology only, or
is intra-dermal testing performed as well?

o The low risk category of a farm is monitored by collecting 2 samples/herd when they arrive at the
slaughter establishment. These samples are serological only. If 1 sample returns a positive result which
exceeds the dubious positive cutoff then the status becomes neutral. If both exceed the cutoff then the
status becomes high.

o Why does Netherlands perform intra-dermal testing as well as pathological testing on top of serology?

o Intradermal testing is performed on the farms by a veterinarian employed by This testing is done
as follow up testing for farms which are having their status re-evaluated. Also, intradernal testing has
been used for collecting comparison data for the research on the serology test.

o Is the IKB Pigs Scheme exclusive to supply chain inspection or does it apply to traditional as well?

o The IKB Scheme is not exclusive to supply chain inspection, and not all pig farms participate in IKB.
IKB is a program which makes allows access to a greater amount of information about the pig farms
that do participate. There are farms whose pigs are subjected to traditional inspection which are
participating in IKB, and there are farms whose pigs are subjected to traditional inspection which are
not participating in IKB. However, all farms whose pigs go through supply chain inspection must
participate in IKB.

o How long does it take to receive the results of the serological testing?

o Results are received in approximately 1 week.
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questions for Netherlands Inspection Page 1 of 2

Smith, David
From: [QXG) (b) (6) @minbuza.nl]

Sent:  Monday, June 23, 2008 3:18 PM

To: Smith, David

Cc: (b) (6)

Subject: RE: questions for Netherlands Inspection

Hi David,
Thank you! | will let you know tomorrow who will be at the teleconference on Thursday and the phone numbers.

Best,

(b) (6)

From: Smith, David [mailto:David.Smith@fsis.usda.gov]
Sent: maandag 23 juni 2008 14:23

To: [(9XE)
Subject: questions for Netherlands Inspection

Hi [(QXEIB. these are questions that we would like to discuss during the conference call Thursday.

1. After a farm achieves a low risk categorization what is the ongoing sampling program to show that the farm

is maintaining a low risk status? How many samples are collected per herd? Is it serology only, or is intra-dermal
testing performed as well?

2. Why does Netherlands perform intra-dermal testing as well as pathological testing on top of serology?

3. Is the IKB Pigs Scheme exclusive to visual inspection or does it apply to traditional as well?

Thank you,

David Smith, DVM, MS, BS

Office of International Affairs

International Equivalence Staff

USDA, Food Safety and Inspection Service Room 3843 South Bidg.
1400 Independence Ave, SW

Washington DC 20250

Phone: (202) 720-3395

Email: david.smith@fsis.usda.gov
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1@06

Comparison Table: Swine Inspection

FSIS Swine Inspection

Procedures (traditional):

e Authority: 21 USC 604
(FMIA), 9 CFR 3101

e Procedures: Slaughter
Inspection Training
Materials (1/14/2005)

FSIS Swine Inspection
Procedures for Plants
Operating Under HIMP:
e Authority: 21 USC 604
(FMIA), 9 CFR 303.2 -

Netherlands Swine Inspection

Procedures for Plants

Operating Under Visual

Inspection:

e Authority: EC 854/2004

e Procedures: “The New
Organization of the Red Meat
Inspection System in the
Netherlands (2006)”

EU Swine Inspection

Procedures (traditional):

e Authority: EC 854/2004

e Procedures: Annex I; Sec |V;
Chap IV: Domestic Swine,
B.—Post mortem Inspection

General:

e For all swine

e For market hogs
slaughtered in plants
operating under the
HACCP-based Inspection
Models Project (HIMP).

e Carcasses must be
presented for inspection
with the mandibular lymph
nodes incised.

e For fattening pigs housed
under controlled housing in
integrated production systems
since weaning.

e At the discretion of the
competent authority based on
epidemiological or other data
from the holding [farm)].

e Data from the farm must

include food chain information,

results of testing for M. avium,
and certain additional
requirements to control
hazards in the food supply
chain.

e For all swine except those
identified under paragraph (2).
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Head Inspection:

e Observe head and cut
surfaces — eyes, fat,
cheek muscles, and other
tissues for abnormalities.

e Incise and observe
mandibular lymph nodes.

Visual inspection of the
head and throat.

Visual inspection of the
incised mandibular lymph
nodes.

Visual inspection of mouth,
fauces, tongue.

Visual inspection of the head
and throat, including the
mandibular lymph nodes.
Visual inspection of mouth,
fauces, tongue.

Visual inspection of the head
and throat.

Incision and examination of
the submaxillary lymph nodes
(Lnn mandibulares).

Visual inspection of the mouth,
fauces and tongue.

Viscera Inspection:

e Observe eviscerated
carcass, viscera and
parietal (top) surface of
spleen.

¢ Observe and palpate
mesenteric lymph nodes.

o Palpate portal lymph
nodes.

e Observe dorsal (curved)
surface of lungs.

e Palpate bronchial lymph
nodes.

o Observe mediastinal
lymph nodes.

e Turn lungs over and
observe ventral (flat)
surfaces.

e Observe heart.

e Observe dorsal (curved)

~ surface of liver.

e Turn liver over and
observe ventral (flat)
surface.

Visual inspection of the
lungs, trachea, and
oesophagus.

Visual inspection of the
pericardium and heart.
Visual inspection of the
liver and hepatic and
pancreatic (portal) lymph
nodes.

Visual inspection of the
gastro-intestinal tract,
mesentery, gastric and
mesenteric lymph nodes.
Visual inspection of the
spleen.

Visual inspection of the lungs,
trachea, and oesophagus.
Visual inspection of the
pericardium and heart.

Visual inspection of the liver
and hepatic and pancreatic
(portal) lymph nodes.

Visual inspection of the gastro-
intestinal tract, mesentery,
gastric and mesenteric lymph
nodes.

Visual inspection of the
spleen.

Visual inspection of genital
organs.

Visual inspection of the lungs,
trachea and oesophagus.
Palpation of the lungs and the
bronchial and mediastinal
lymph nodes (Lnn.
bifucationes, eparteriales and
mediastinales).

The trachea and the main
branches of the bronchi must
be opened lengthwise and the
lungs must be incised in their
posterior third, perpendicular
to their main axes; these
incisions are not necessary
where the lungs are excluded
from human consumption.
Visual inspection of the liver
and the hepatic and pancreatic
lymph nodes, (Lnn portales).
Palpation of the liver and its
lymph nodes.

Visual inspection of the gastro-
intestinal tract, the mesentery,
the gastric and mesenteric
lymph nodes (Lnn gastrici,
mesenterici, craniales and
caudales).

Palpation and, if necessary,
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incision of the gastric and
mesenteric lymph nodes.
Visual inspection and, if
necessary, palpation of the
spleen.

Carcass Inspection:

e Observe back of carcass
(turn carcass or use
mirror).

e Observe front and inside
of carcass, including

o Cut surfaces,

"o All body cavities,
o Lumbar region,
o Neck region.

e Grasp, turn, and observe
the kidneys.

Visual inspection of the
carcass.

Visual inspection of the
pleura and peritoneum
[lining of chest and
abdominal cavities].
Visual inspection of the
kidneys.

Visual inspection of the
diaphragm.

Visual inspection of the

udder and its lymph nodes.

Visual inspection of the
umbilical region and joints
of young animals.

Visual inspection of the
carcass.

Visual inspection of the pleura
and peritoneum {lining of chest
and abdominal cavities].
Visual inspection of the
kidneys.

Visual inspection of the
diaphragm.

Visual inspection of the udder
and its lymph nodes.

Visual inspection of the
umbilical region and joints of
young animals.

Visual inspection of the
carcass.

Visual inspection of the pleura
and peritoneum.

Visual inspection of the
kidneys.

Incision, if necessary, of the
kidneys and the renal lymph
nodes (Lnn. renales).

Visual inspection of the
diaphragm.

Visual inspection of the udder
and its lymph nodes (Lnn.
supramammarii).

Incision of the supramammary
lymph nodes in sows.

Visual inspection and
palpation of the umbilical
region and joints of young
animals.

in the event of doubt, the
umnbilical region must be
incised and the joints opened.
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HIMP MARKET HOG INSPECTION

Background

FSIS collected data to determine the current food safety and other consumer protection
achievements of the traditional inspection system in five market hog slaughter plants. The data were
used to develop performance standards that volunteer plants in the HACCP-based Inspection Models
Project (HIMP) must meet. The performance standards were published in a Federal Register Notice on
November 2, 2000. A total of six performance standards were developed: three Food Safety categories
(FS 1-3) and three Other Consumer Protection categories (OCP 1-3). The performance standards for the
Food Safety categories (FS-1-3) were set at zero. The performance standards for the Other Consumer
Protection categories (OCP 1-3) were based on the 75™ percentile of the ranges of baseline data. (See
Attachment 1)

Types of Inspection Activities

The Market Hog HIMP pilot consists of three types of inspection activities: system inspection, carcass
inspection, and verification inspection. System inspection involves the evaluation of in-plant inspection
findings and determines the effectiveness of the overall design and execution of all establishment
slaughter processes under the HACCP and process control plans. Carcass inspection involves the
examination of each carcass and its parts to determine that they are unadulterated. Verification
inspection involves the evaluation of the effectiveness of the establishment's HACCP and Process
Control plan in meeting the relevant performance standards. These three types of inspection are
discussed in further detail below.

Svstem Inspection - The System Inspector (SI) is either the Inspector in Charge (1IC) or the
Supervisory Veterinary Medical Officer (SVMO). The SI has overall responsibility to assure that the
plant and inspection personnel effectively conduct the required activities under the HIMP, as designed.
The SI sends verification data to headquarters and provides overall feedback on how the project is
working. Specifically, the SI:

e Determines (or assigns to the verification inspector (VI))* the daily random sampling schedule and

provides the schedule to the V1.

Monitors and determines the effectiveness of ante-mortem verification inspection.

Monitors and determines the effectiveness of the establishment ante-mortem sorting.

Determines final disposition of animals designated by the VI as “suspects” at ante-mortem.

Monitors and determines the effectiveness of the establishment’s post-mortem sorting and

disposition. '

e Determines final disposition on carcasses retained by the carcass inspector (CI) or VI on post-
mortem. * ;

¢ Records FS-1 and FS-3 nonconformance findings on the appropriate HIMP form.

Determines if the establishment is meeting relevant performance standards.

e Assesses the overall design and execution of the establishment’s HACCP and process control
procedures.

e Assures that all adulterated products are condemned in accordance with applicable regulations.

e Determines when unscheduled verification sampling is warranted.
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Maintains communication with the VI and ClIs to facilitate coordination of all ante-mortem and post-
mortem findings.

Carcass Inspection - The Carcass Inspectors (CI) are stationed at up to 3 fixed locations on the

post-mortem line to determine whether a product is adulterated or unadulterated. They inspect each
carcass and part on the line, as well as evaluate the on-going effectiveness of the establishment’s food
safety and other consumer protection processes. Specifically, the Cls:

Determine whether each carcass and its parts are adulterated or unadulterated.
Take appropriate action to prevent adulterated product from entering into human food channels.
Notify the establishment personnel, VI and/or SI of carcass and/or parts defect findings.

Examine sample sets when notified by the VI and verbally inform the VI during sampling when
defects are found.

Contact the SI if there are any concerns about process control.

Retain carcasses and parts for further disposition by the SI if food safety and other conditions are
identified that could result in condemnation.

Maintain communication with the VI and SI to facilitate coordination of all post-mortem findings.

Verification Inspection - The Verification Inspector (VI) does not have a fixed position on the

line, and can move freely. Specifically, the VI:

Observes and evaluates the effectiveness of the establishment’s HACCP and process control plans,
including the examination of records, to determine whether the establishment is in compliance with
applicable regulatory requirements.

Conducts ante-mortem inspection of all animals at rest and 5-10 percent of animals in motion.

Retains animals for further disposition by the SI, if the animal is suspected of having a condition that
could result in condemnation. '

Documents ante-mortem findings on HIMP FORM 9.

Takes verification samples to determine if establishment is complying with relevant performance
standards, including scheduled and unscheduled sampling.

Records all findings of noncompliance with applicable performance standards.
Notifies the CI when verification samples are required and records the findings in each sample set

during post-mortem. Evaluates the noncompliance findings and records in the appropriate category
on HIMP form 7.

Investigates potential process control problems.

Notifies SI if the process control plan is not being met or if performance standards have been
exceeded.

Retains carcasses and parts for further disposition by the SI if food safety and other conditions are
identified that could result in condemnation.

Maintains communication with the CI and SI.
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MARKET HOG INSPECTION STATION

Facilities required at each inspection station include:
1. The conveyor and/or rail shall be level for the entire length of the inspection station.
2. Floor space shall be adequate along the conveyor and rail. :
3. Conveyor and rail stop/start switches shall be readily accessible.
4. A minimum of 50 foot-candles of shadow-free lighting shall exist at each inspection station.

Inspection Stations will be established at up to 3 locations:

FSIS personnel areAresponsible for inspecting each head, viscera, and carcass. These locations will be:

1. After the mandibular lymph node incision step and before the head removal step for the Head
Inspection Station. :
2. After the establishment’s viscera sorting step and before the viscera harvesting step for th
Viscera Inspection Station.
3. After the final trim and sorting step and before the carcass wash step for the Carcass Inspection
Station.
Inspection locations may be combined if carcass and/or parts (head and viscera) can be inspected ata
single location. (Example: combining the viscera with carcass inspection if they can be inspected at one
location.). Proposals for less than three inspector locations must be presented to the HIMP Project
Manager.
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DOCUMENTATION

The forms used for the HIMP Market Hog project are:

HIMP FORM-7, Postmortem Verification Inspection Activities
HIMP FORM 8-1 OCP-1 25 Day Results

HIMP FORM 8-2 OCP-2 25 Day Results

HIMP FORM 8-30CP-3 25 Day Results

HIMP FORM-9 Ante-Mortem Verification Inspection Activities
HIMP FORM-10 HIMP Verification/Corrective Action Log
FSIS Form 5400-4 Noncompliance Record (NR)

FS-1 and FS-3 nonconformance documentation -

The SI makes the final disposition on carcasses retained by inspection personnel on FS-1 and FS-3
categories and documents the FS-1 and FS-3 nonconformance on a NR as ISP code 03J01.

If the SI finds additional noncompliance for this specific slaughter production lot, the SI will
document the findings on separate NR’s.

- All findings must be taken into consideration after the NR is written. The SI also checks the
plant's corrective actions. All findings and plant's corrective actions are to be documented on the
NR.

The 03J02 procedure is considered to be complete when inspection personnel have verified the

establishment's pre-shipment review.

The SI will inform the VI to document FS-1 non-conformances on the daily HIMP Form 7

The SI will document FS-3 non-conformances on the HIMP form 9.

FS-2 nonconformance documentation -

An FS-2 nonconformance is documented when feces, ingesta or milk are identified during
verification activities.(according to the identification guidelines in FSIS Directive 6420.2).*

The CI at the final carcass inspection station will follow FSIS Directive 6420.2 Livestock Post-
Mortem Inspection Activities-Enforcing the Zero Tolerances for Fecal Material, Ingesta, and Milk
Section II. B. 1 as it pertains to the final rail inspector.*

The V1, when performing FS-2 verification, will document an FS-2 nonconformance on a NR as ISP
code 03J01.

If the VI finds additional noncompliance for this specific slaughter production lot, the VI will
document their findings on additional NR’s.

All findings must be taken into consideration by the VI that found the noncompliance or another VI.
The VI also checks the plant's corrective actions. All findings and plant's corrective actions are to be
documented on the NR.

The 03J02 procedure is considered to be complete when the VI has verified the establishment's pre-
shipment review.

The FS-2 nonconformance is also to be documented by the VI on HIMP FORM-7.
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OCP nonconformance documentation —
The VI or SI will document the OCP nonconformance findings during the shift on Draft HIMP form 7.
o If the establishment exceeds the daily maximum limit (See Table 1) for a specific OCP category, the

VI will notify the SI.

¢ Atthe end of each shift, the SI will document the number of defects and pass/fail for each OCP
category on HIMP FORMS 8- 1 through 8-3.
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VERIFICATION PROCEDURES

FSIS conducts verification inspection to assure that plants are meeting the performance standards.
Verification inspection occurs in ante-mortem and post-mortem.

ANTE-MORTEM

o Establishment ante-mortem records for the FS-3 category are to be reviewed by the VI or SI.
e The VI or the SI will inspect 100% of live animals at rest that are presented by the establishment for
. slaughter.
o The SI (or assigns to VI) randomly selects ante-mortem sampling times throughout the shift. Ante-
* mortem sampling times can be scheduled if the entire kill is available prior to start of shift. Usually
live animals continue to be shipped to the establishment throughout the day and it is not possible to
schedule the times for random sampling. Therefore, it is left to the discretion of the SI to determine
randomness of sampling throughout the shift when live animals are available.
o The VI or SI will inspect 5-10% of the live animals in motion randomly throughout the shift after
establishment sorting for slaughter.
The VI or SI will assess sorting activities and humane handling practices.
The SI will assess plant activities at the suspect pen. _
The VI will retain as suspect for SI disposition any animal that could result in condemnation.
FS-3 deficiency determined by the SI will be documented by the SI on a NR and the establishment
follows HACCP procedures in 9 CFR 417.3.
The SI will document or notify the VI to document any FS-3 deficiency on HIMP Form 9.
e Other deficiencies found on ante-mortem sampling by the VI will be reported to establishment and
the SI (such as humane handling).
* A NRis to be documented for humane handling violation. The ISP procedure code for violations
related to humane handling and slaughter is 04C02. *

POST-MORTEM

The verification sampling procedures for both food safety and other consumer protection performance
standards will be conducted on 24 randomly selected samples for each shift. This procedure can be
conducted either off-line or on-line. If conducted on-line, the VI will identify the samples and have the
CI’s examine each part and carcass, starting with the head inspection station. The VI will follow the
samples through the entire process and record all defects found during the CI examination. The VI will
record a maximum of one defect in each performance standard category per sample unit (e.g., a sample
having bile and a bruise on the carcass would be identified as 1 OCP-3 defect. A sample having arthritis
and fecal contamination of the viscera would be identified as 1 OCP-1 and 1 OCP-2).

In addition, the VI or SI will review establishment post-mortem records for FS-1. The SI and/or VIwill
review other establishment post-mortem records.
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1) General

e A sample consists of a carcass with corresponding head and viscera.

e The SI or the VI will notify the on-line CI when to inspect verification samples during the shift.
The CI, when notified by the VI, will inspect the verification samples of the carcass with
corresponding viscera and head per shift and verbally inform the VI of their findings during
sampling.

o The 24 unit samples per shift may be taken in subsets.

- Sample subsets may be randomly taken in one of the following manners:
- 3 samples 8 times per shift. '
- 4 samples 6 times per shift.
- 6 samples 4 times per shift.
- 8 samples 3 times per shift.

e Any OCP defects, which are identified at the inspection stations, should be identified to the
establishment but not scored toward plant performance unless it is part of a scheduled or
unscheduled sample subset.

e Sample times and sample subsets are to be selected randomly prior to the start of the shift.

The VI or SI will record findings on DRAFT HIMP Form-7. It is not necessary to record a specific
condition within a performance standard category (i.e., localized lung or heart conditions would be
recorded as a noncompliance of the OCP-1 performance standard category).

e If the establishment is engaged in product/process action at the time the random sample is to be
taken, the VI will suspend random sampling until the establishment has completed its actions.

2. FS1and FS2

o Establishment post-mortem records for FS-1 and FS-2 categories are to be reviewed by the VI or SI
in accordance with 9 CFR 417.8.

- The CI, when notified by the VI, will examine the sample subsets for indications of FS-1 and FS-
2 defects and verbally relay the information to the V1.

1) FS-2 defects are recorded at the post-mortem rail inspection station.

2) The CI will retain carcasses with potential FS-1 defects for final disposition by the SI. If
the VI/SI finds additional non-compliance for this slaughter production lot, the VI/SI will
document each additional FS-2 defect findings on separate NR’s. *

3) The Cl at the Pre-Wash Verification Location Inspection Station will identify potential
FS-1 and FS-2 defects. The CI will retain the carcass for final disposition by the SI. The
CI will identify FS-2 defects and take the appropriate action consistent with established
HACCP procedures. The VI/SI will document the FS-2 defect that was found by the CI
on a NR. If the VI/SI finds additional non-compliance for this slaughter production lot,
the VI/SI will document each additional FS-2 defect findings on separate NR’s. *

e No carcasses are allowed to exhibit FS-2 defects at the post-mortem rail inspection station. The CI
will follow instructions for “on-line inspection personnel” in FSIS Directive 6420.2. The CI will
have the defect removed either by railing the carcass out or having it trimmed on-line. Notify the
SI/VI for possible unscheduled verification sampling. *

The SI will write a NR for FS-1 noncompliance.

e The VI will write a NR for FS-2 noncompliance observed during verification sampling in

accordance with FSIS Directive 6420.2.*
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3. OCP

e The CI or VI will retain a carcass for final disposition by the SI when OCP defects are found that
could result in condemnation.

e Ifthe VI or SI determines that defects in an OCP category exceed the performance standard as
_stated in Table 1, the VI or SI will check the establishment's process control records for the same
time frame. If the establishment results show a potential or actual loss of control as defined in the
establishment's process control plan (PCP), the VI or SI will check the establishment's records to
determine whether corrective actions described in the PCP were taken.

TABLE 1: OCP Maximum defects allowed Per Shift

SAMPLE | 24 SAMPLES UNSCHEDULED | UNSCHEDULED | UNSCHEDULED

SIZE (Head, Viscera, 27 SAMPLES 30 SAMPLES 33 SAMPLES
carcass)

OCP-1 2 2 2 2

OCP-2 3 3 3 3

OCP-3 7 7 8 9

o If the establishment failed to take proper corrective action according to their PCP, the establishment

should detail what new corrective and preventive action will be implemented to prevent recurrence.

Any samples that exhibit defects in any of the OCP performance standard categories should be pointed
out to establishment personnel.

Unscheduled Verification Inspection

When the SI determines that an unscheduled inspection should occur, the SI will notify the VI to
conduct the inspection. Each unscheduled verification inspection will be three carcasses with
corresponding viscera and head.

Unscheduled verification sampling done at the direction of the SI will also be recorded on Draft
HIMP Form 7.

Unscheduled verification sampling will count toward the establishment's performance evaluation
(See Table 1).

The SI may call for unscheduled verification inspection because a CI has identified a potential
problem.

The SI may call for unscheduled verification inspection after the establishment has had sufficient
opportunity to correct an establishment identified problem. This would confirm that the problem has
been corrected.

The establishment is notified of unscheduled verification inspection.

The SI and/or VI will notify the establishment of the results of unscheduled verification sampling
and establishment record examinations.
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EXAMINATION OF PLANT SAMPLING RECORDS FOR OCP’S

e In addition to the 24 OCP samples, VI will review establishment’s records for OCP sampling results
at least three times per day.

s Examples of plant records evaluation may also include observations of the plant selecting samples
and data recording procedures.

e The VI or SI should record the results on the Draft HIMP Form 10.
o The VI will notify the SI of any discrepancies in the record examination.

SI evaluation of OCP 1 through 3 for 25 day performance

e To evaluate whether the establishment maintains process control, the SI will track the performance
of OCP 1 through 3 for a 25-day period using Draft HIMP Form 8-1 through 8-3 and Table 1.

o Each OCP will be tracked each shift and referenced to the Table 1 values.

o The SI will record that the plant passed or failed each of the 3 OCP categories on the appropriate
HIMP form 8 and notify the plant of their findings. '

e For an entire 25-day period, the maximum number of days on which the Table 1 performance
standards can be exceeded is given in Table 2.

TABLE 2: Maximum Days (OCP’s)
(Number of Days Above maximum defects
allowed Per 25-Day Period)

OCP-1 2 days
OCP-2 4 days
OCP-3 3 days

o If the plant exceeds the maximum days for any OCP category listed in table 2 for a 25-day period, at
any point during the 25 days, the SI will write a NR coded 04CO01. The plant should detail what new
corrective and preventive actions are implemented to prevent recurrence. The plant will provide this
information to the SI.

Note: A 25 day period will end at a full 25 days provided that the Table 2 Maximum Number of Days
are not exceeded. If the Table 2 Maximum Number of Days are exceeded before 25 days are completed,
e.g. on the 13th day, the period stops then while the plant responds as described above. A new 25-day
period will begin when those conditions are satisfied.

Correlation

The SI and/or VI will meet regularly with plant management to conduct correlation activities during the
transition period. Regular correlation will aid FSIS and the plant in establishing a common basis for
both FS and OCP determinations.
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Attachment 1

Model Performance Standards for Market Hogs Plants

Performance Standard Categories Plant Performance Standards

FS-1—Condition — Infectious | Zero
(for example: septicemia/toxemia,
pyemia, cycticercus)

FS-2 — Condition — Digestive Content/Milk Zero
(for example: fecal material, ingesta, milk)

FS-3 — Ante-mortem Suspect Zero
(for example: neurologic conditions,
moribund, pyrexic, severe lameness)

OCP-1 - Carcass- Pathology*  41%
(for example: arthritis, emaciation,, erysipelas,

localized abscess, mastitis, metritis, mycobacteriosis

[M Avium]}, neoplasms, pericarditis, pleuritis,

pneumonia, uremia)

OCP-2 - Visceral Pathology* 7.2%
(for example: cystic kidneys, enteritis/gastritis,

fecal contamination of viscera, nephritis/

pyelonephritis, parasites—other than

Cysticercus, peritonitis)

OCP-3 — Miscellaneous 20.5%
(for example: anemia, bile, bruise, edema,

external mutilation, fractures, icterus, odor,
skin lesions, scabs, toenails not removed)

*Conditions exhibiting a septicemia or toxemia are considered food safety hazards
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DRAFT 3 HIMP FORM 9

05/22/01 _
PLANT PERFORMANCE
Ante-mortem Verification Inspection Activities (FS-3)
Shift: 1 2 Est. number: Date:
— Tnspection Activity T ‘ 2

Deﬁciency FS-3 | NR Deficiency FS-3

Inspect 100% of hogs at rest

Inspect 5-10% of hogs in motion,
passed by plant for slaughter (at or
after CCP location)

Inspect suspects, as required (done
by SI)

Observe humane slaughter practices

Examine Ante-mortem records

Additional Comments:

Circle Shift

Enter Establishment #

Enter Date

For each of the Inspection Activities listed, indicate if a deficiency is found. Also, indicate
if the deficiency constitutes a FS-3 and/or an NR by writing a yes or no in the space
provided.

e S
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PLANT PERFORMANCE

Postmortem Verification Inspection Activities — FS and OCP Conditions

B’_J{ET HOGS

Date Shift | Est# Est. Name Unscheduled
12 Verifications

Scheduled Verification Set | Set | Set

Performance Standard Categories 1 2 3

[eo],

[e10L

FS-1 Condition — Infectious (SI ONLY)
(for example: septicemia/toxemia, pyemia,
cysticercosis)

Max 0

1234567891011

12 13 14 15 16 17 18 19 20 21 22 2324

FS-2 Condition — Digestive Content/Milk
(Carcass only)
(for example: fecal material, ingesta, milk)

Max 0 -

1234567891011

12 13 14 15 16 17 18 19 20 21 22 2324

OCP-1 Carcass — Pathology*

(for example: arthritis, erysipelas, localized abscess,
mastitis, metritis, mycobacteriosis, [M avium}
neoplasms, pericarditis, pleuritis, pneumonia,

1234567891011

12 13 14 15 1617 18 19 20 21 22 2324

(SI only emaciation, uremia) Max 2
OCP-2 Visceral — Pathology* (Head and 1234567891011 121314 1516 17 18 19 20 21 22 2324
Viscera) °

(for example: cystic kidneys, enteritis/gastritis, fecal
contamination of viscera, nephritis/pyelonephritis,
arasites - other than cysticercus, peritonitis) Max 3

OCP-3 Miscellaneous
(for example: Anemia/Pale Soft Exudative pork, bile,
bruise, edema, external mutilation, fractures, icterus,
odor, skin lesions, scabs, toenails not removed)

Max 7

1234567891011

12 13 14 15 16 17 18 19 20 21 22 2324 |

* Conditions exhibiting a septicemia or toxemia are considered food safety hazards.
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Enter Date
Enter Shift

b=

DRAFT 7 HIMP FORM 7 5/24/01

Enter Establishment # and name
For FS and OCP deficiencies, circle the number corresponding to the sample with the defect

MARKET HOGS

(condition). Enclose in brackets the sample subset (i.e. a three sample subset would be
bracketed as [1 2 3] [4 5 6]...
A 4 sample subset may also be taken 6 times per shift, or 6 a sample subset 4 times per shift,
or a 8 sample subset 3 times per shift.
Sample times and sample subsets are to be selected randomly prior to the start of the shift.

TABLE 1: OCP Maximum defects allowed Per Shift

24 SAMPLES

SAMPLE UNSCHEDULED | UNSCHEDULED | UNSCHEDULED
SIZE (Head, Viscera, 27 SAMPLES 30 SAMPLES 33 SAMPLES
carcass) '
OCP-1 2 2 2 2
OCP-2 3 3 3 3
OCP-3 7 7 8 9
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EST. # MARKET HOGS DRAFT HIMP FORM 8-1
* 5/10/01
OoCP-1
25 Day Results

Directions: Using the data from DRAFT HIMP Form 7 for OCP-1, determine plant performance per
shift using Table 1. Record No. of Hogs with defects and indicate Pass or Fail for OCP-1 for each shift.
The Maximum number of days on which this performance standard can be exceeded per 25 day window
is given in Table 2.

Date of OCP-1 Date of OCP-1 Date of OCP-1
Collection Collection Collection
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
7 7 7
8 8 8
9 9 9
10 10 10
11 11 11
12 12 12
13 13 13
14 14 14
15 15 15
16 16 16
17 17 17
18 18 18
19 19 19
20 20 20
21 ' 21 21
22 22 22
23 23 23
24 24 24
25 25 25
TOTAL # TOTAL # TOTAL #
PASSED PASSED PASSED
TOTAL # TOTAL # TOTAL #
FAILED FAILED FAILED

TABLE 1: OCP-1 Performance Standard Per Shift (24 head, carcass, & viscera samples)

CONDITION

MAXIMUM DEFECTS ALLOWED

OCP-1

2

TABLE 2: Maximun # of Days OCP-1 is Allowed Above Performance Standard
(Per 25-Day Period)
MAX. # DAYS PER 25 DAY PERIOD
2 days

CONDITION

OCP-1
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EST. # MARKET HOGS DRAFT HIMP FORM 8-2

_ 5/10/01
OCP-2
25 Day Results
Directions: Using the data from DRAFT HIMP Form 7 for OCP-2, determine plant performance per
shift using Table 1. Record No. of Hogs with defects and indicate Pass or Fail for OCP-2 for each shift.

The Maximum number of days on which this performance standard can be exceeded per 25 day window
is given in Table 2.

Date of OCP-2 Date of OCP-2 Date of OCP-2
Collection Collection Collection
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
7 7 7
8 8 8
9 . 9 9
10 10 10
11 11 11
12 12 12
13 13 13
14 14 14
15 15 15
16 ‘ 16 16
17 17 17
18 18 18
19 19 19
20 20 20
21 21 21
22 22 22
23 23 23
24 24 24
25 25 25
TOTAL # TOTAL # TOTAL #
PASSED PASSED PASSED
TOTAL # TOTAL # TOTAL #
FAILED FAILED FAILED

TABLE 1: OCP-2 Performance Standard Per Shift (24 head, & viscera samples)

CONDITION

MAXIMUM DEFECTS ALLOWED

OCP-2

3

TABLE 2: Maximun # of Days OCP-2 is Allowed Above Performance Standard
(Per 25-Day Period)
MAX. # DAYS PER 25 DAY PERIOD
4 days

CONDITION

OCP-2
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DRAFT HIMP FORM 8-3

EST. # MARKET HOGS
5/10/01
OCP-3.
25 Day Results

Directions: Using the data from DRAFT HIMP Form 7 for OCP-3, determine plant performance per
shift using Table 1. Record No. of Hogs with defects and indicate Pass or Fail for OCP-3 for each shift.
The Maximum number of days on which this performance standard can be exceeded per 25 day window
is given in Table 2.

OCP-3

Date of OCP-3 Date of Date of OCP-3
Collection Collection Collection
1 1 1
2 2 2
3 3 3
4 4 4
5 5 S
6 6 6
7 7 7
8 8 8
9 9 9
10 10 10
11 11 11
12 12 12
13 13 13
14 14 14
15 15 15
16 16 16
17 17 17
18 18 18
19 19 19
20 ' 20 20
21 21 21
22 22 22
23 23 23
24 24 24
25 25 25
TOTAL # TOTAL # TOTAL #
PASSED PASSED PASSED
TOTAL # TOTAL # TOTAL #
FAILED FAILED FAILED

TABLE 1: OCP-3 Performance Standard Per Shift (24 head, carcass, & viscera samples)

CONDITION

MAXIMUM DEFECTS ALLOWED

OoCP-3

7

TABLE 2: Maximun # of Days OCP-3 is Allowed Above Performance Standard
(Per 25-Day Period)
MAX. # DAYS PER 25 DAY PERIOD
3 days

CONDITION

OoCP-3

FOIA_NL&DENO00567
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o H

STEP 1 OBSERVE HEAD AND CUT SURFACES.
QObserve the Teading side of the
head as the carcass approaches.
The trailing side is observed
after you have incised the
mandibular nodes and observed
the cut surfaces and as the
carcass moves away from you.

Eg,

|

STEP 2 INCISE AND OBSERVE MANDIBULAR
"~ LYMPH NODES -- LEFT AND RIGHT.
Use a2 wrist rolling motion to
lay the slices open for greater
- exposure.

3TEP 3 OBSERVE/RETAIN CARCASS, WHEN
REGUIRED. Normally it is not
required to observe the carcass
during head inspection. !iowever

. wnile examining the head and cut
surfaces you may see signs (such
as abnormal color in the tissues)

. that may indicate a systemic condi-

tion. When this happens you should

observe the carcass to determine

if it should be retained for

veterinary disposition.

i../

605-332-1924

:
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* 1 OBSERVE EVISCZRATED CARCASS,

VISCERA, AND PARIETAL (TOP)
SURFACE COF SPLEEN. Viscera
must be properly presented -
mesentery toward you, spleen
exposed, liver, and lungs
dorsal surface up. The inspec-
tors that face the carcasses
should observe all of the evis-
cerated carcasses.

2 (BSERVE AND PALPATE MESENTERIC
LYMPH NODES. Grasp and palpate
the nodes in the center of the
mesenteric lymen node chain with

the thumb and fingers of both hands.

Then palpate the remaining nodes

in the chain by moving the hands$
away from the center toward the
ends of chain. After this step

is completed continue to grasp

the end of the chain with your
right nand. This will hold the
viscera in place for the next si2p.

Thomas Cla

VISCERA

605-332-1924
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3

STEP 3 PALPATE PORTAL LYMPH NODES. .
Grasp and palpate the portal nodes
with the thumb and fingers of
the left hand. Keep the left
hand in this position to steady
the viscera for the remaining .
steps.

OBSERVE DORSAL (CURVED) SURFACES
OF LUNGS. OQbserve lungs while
moving right hand into position
over tracheobronchial (bronchial)
nodes.

Thomas Cla

€05-332-13924 p.S

VISCERA (cont'd)
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vISCErA (cont'd)

PRLPATE
4% BRONCHIAL LYMPH NCDES --

AND LEFT. Palpate the rightawd
(2ft tracheobronchial nodes USING—
the thumb and first 3 fingers OF
e right hand. (Use the ThHam

and index finger to PALPATE
«g the right node and the pipbie-
2 and ring fingers to palpate

Jeft.)

@PEeRL
-2¥F MEDIASTINAL LYMPH NODES.
ight amount of pressure
ted by the right hand will
e the mediastinal space

so the mediastinal nodes
be easily observed.
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5. ) 7

1eP 8

TURN LUNGS OVER AND OBSERVE
VENTRAL (FLAT) SURFACES. With

a turn of the wrist and forearm _

of the right hand turn the
lungs over so the lung's ventral
surfaces may be observed.

OBSERVE HEART. While observing
the heart release the hold you
have with your right hand and
begin moving the hand toward the
liver.

Thomas Cla 605-332-1924

VISCERA (cont'd)
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EP 9 OBSERVE DORSAL (CURVED) SURFACE
OF THE LIVER. As you observe
the dorsal surface of the liver
pass your right hand under the
Tiver.

P 10 TURN LIVER OVER AND OBSERYE
VENTRAL (FLAT) SURFACE.
With a sweeping motion of the
right hand lift the liver and
turn it over allowing it to
fall away from your grasp.
Release your left hand from its
hold on the portal nodes.

Thomas Cla 605-332-1924

VISCERA

(cont'd)
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' : VISCERA (cont'd)
————

P 11 CONDEMN VISCERA QR PARTS WHEN

' REQUIRED. Identify as condemned

- those visceral organs or parts
that require condemnation.

‘P 12 RETAIN CARCASS, VISCERA, AND
PARTS WHEN REQUIRED. When
veterinary disposition is

) required tag the viscera and

5 retain the carcass and all
‘ . " parts, including the head.
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CARCASS
E——

STEP 1 LOOK IN MIRROR AND CBSERVE BACXK
OF CARCASS. The establishment is
required to install a mirror
at the carcass station so the /
back (dorsal) surtaces of the _
-Carcass may be observed without
turning the carcass. Look for '
melanosis, abscesses, injection
lesions, etc. ///,
. : / )
STEP 2 OBSERYE FRONT PARTS AND INSIDE
OF CARCASS. This step includes
observing those portions of the
carcas:z not seen while looking ) !
at che carcas< in the mirror.
. Such portions as the flank and
neck regions of the carcass,
the joints and axillary spacss,
the entire front (ventral)
surfaces of the carcass, as welil
as the cut surfaces and body
cavities must be observed during
this step.
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CARASSES (Cont.)
—————
)
2 3 GRASP, TURN, AND OBSERVE XIDNEYS

(BOTH SIDES). Turn the kidneys ‘
so that both sides may be observed.

-~
-~

ic? ¢ DIRECT TRIM, REMOVE RETAIN TAGS,
OR RETAIN CARCASS WHEN REQUIRED.

) When dressing defects or other
9 abnormalities are observed take
the required action
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SWINE POST-MORTEM INSPECTION Y

sTer WEAD
1 Obhsorve bead and et mr€aces.
2 lIncin and obsasres mendibular lyph sodes.
3 Obmsreefeetain carcas, when required.

Obseres evisoaratad carcass, visoses, and pavictat
{sop) serfacs of spleen.

Obsetve sl palpate mesontaric Hymoph sodes.
Paigzate povtal lywnph modes.

Obearve darsal surfaces of kings.

Paipaae heanctisl hyssph nodes. ~
Otiserve madistios! hymph sodes.

Tusn funes over and observe veotral surfsces.
Obzserws haavt.

Obhserve dorsal sorface of Fves-

. Torn Heer over and obsarue wentsal surface.
Condean visoeea or party whon required,
PBatain carcas, viscera, and parts whon veqaiicedt.

CARCASS
Look in micvor snd olsserve back of casces 2
Qibserve front parts sl inside of cavcaxs.
Gaamp, turn, ancd obseree kidneys Both wdas).

Direct trien, remoss rutain tags, OF retain carcass
whon requised.

aun-a Nd3dvavaveun -a

1-d 1) srepectors mirse extemine carccsses. atysiz, ovd peres fur
bas',_zﬁp o, gSatorreciiiiey, clewndiness

rcno,

- ** ~havie Back




2 nchs end cbhsnres moessdibuter fiymph aodes.

1  Qbserve eviscerstad carcass, viscecs, and parictsd

2 Obsave sod paipete eesentaric lymph aodes.
S Puipate portet lyenph nodes.

4 Obnerve dorsal surfaces of kemgs.

5 Paipsts branchisl hymph oodies.

9 Obzerve dorsal saxtace of Gvor.

10 . Torn fiver over anxd chasrue ventral surface.
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Part 310 Post Mortem Inspection

310.1 Extent and time of post-mortem inspection; post-mortem inspection
staffing standards.

310.1(b)(1) The staffing standards on the basis of the number of carcasses
to be inspected per hour are outlined in the following tables. Standards for
multiple inspector lines are based on inspectors rotating through the different
types of inspection stations during each shift to equalize the workload.

The inspector in charge shall have the authority to require the -
establishment to reduce slaughter line speeds where, in his judgment,
the inspection procedure cannot be adequately performed at the current
line speed because of particular deficiencies in carcass preparation and
presentation by the plant at the higher speed, or because the health
condition of the particular animals indicates a need for more extensive
inspection.




Role of Inspectors under Traditional Inspection and HACCP-based Models Project

Pathogen Reduction/HACCP & HACCP Implementation

October 4, 1999

Food Safety and Inspection Service
United States Department of Agriculture
Washington, D.C. 20250-3700

Page 1 of 2

Role of Inspectors under Traditional Inspection and HACCP-based
Models Project

Traditional Inspection

Models Project

Every carcass receives inspection

Every carcass receives inspection

Inspector has authority to stop line, as appropriate

Inspector has authority to stop line, as appropriate

Inspector has authority to retain adulterated product

Inspector has authority to retain adulterated
product

Inspector has authority to withhold marks of
inspection

Inspector has authority to withhold marks of
inspection

Inspector can take action on insanitary conditions

Inspector can take action on insanitary conditions

parts after slaughter, that are unsafe for human
consumption or unwholesome

Inspector sorts carcasses and directs plant to remove
animals and birds before slaughter, and carcasses and

Plant removes animals and birds before slaughter,
and carcasses and parts after slaughter, to meet .
FSIS standards. Inspector oversees and verifies this
process

Inspector located at fixed point on slaughter line

273 Faiell [eehe

Inspector is free to move—at assignment by
inspector-in-charge (IIC)—to any point on
slaughter line needing oversight

Inspector defines corrective actions

Inspector oversees and verifies plant’s corrective
actions

Inspector identifies and directs plant to remove
defects

Inspector oversees and verifies plant’s
identification and removal of defects; verifies that
products meets FSIS standards

Inspector solves production control problems

FOIA_NL&DEN00581
http://www.fsis.usda.gov/OA/haccp/himp_sbs.htm

Inspector oversees plant’s solutions to production

12/6/2006



Role of Inspectors under Traditional Inspection and HACCP-based Models Project Page 2 of 2

control problems

Inspector takes samples of products for analysis, Inspector takes samples of products for analysis,
using scientific and technical methods as determined using scientific and technical methods as
by statistical design and [IC determined by statistical design and IIC

Inspector conducts in-depth reviews of selected
plant records, as determined by statistical design
and IIC

Pathogen Reduction/HACCP Page | ESIS Home Page | USDA Home Page

FOIA_NL&DEN00582
http://www fsis.usda.gov/OA/haccp/himp_sbs.htm 12/6/2006
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HIMP MARKET HOG INSPECTION

Background

FSIS collected data to determine the current food safety and other consumer protection
achievements of the traditional inspection system in five market hog slaughter plants. The data were
used to develop performance standards that volunteer plants in the HACCP-based Inspection Models
Project (HIMP) must meet. The performance standards were published in a Federal Register Notice on
November 2, 2000. A total of six performance standards were developed: three Food Safety categories
(FS 1-3) and three Other Consumer Protection categories (OCP 1-3). The performance standards for the
Food Safety categories (FS-1-3) were set at zero. The performance standards for the Other Consumer
Protection categories (OCP 1-3) were based on the 75" percentile of the ranges of baseline data. (See
Attachment 1) '

Types of Inspection Activities

The Market Hog HIMP pilot consists of three types of inspection activities: system inspection, carcass
inspection, and verification inspection. System inspection involves the evaluation of in-plant inspection
findings and determines the effectiveness of the overall design and execution of all establishment
slaughter processes under the HACCP and process control plans. Carcass inspection involves the
examination of each carcass and its parts to determine that they are unadulterated. Verification
inspection involves the evaluation of the effectiveness of the establishment's HACCP and Process
Control plan in meeting the relevant performance standards. These three types of inspection are
discussed in further detail below.

System Inspection - The System Inspector (SI) is either the Inspector in Charge (IIC) or the
Supervisory Veterinary Medical Officer (SVMO). The SI has overall responsibility to assure that the
plant and inspection personnel effectively conduct the required activities under the HIMP, as designed.
The SI sends verification data to headquarters and provides overall feedback on how the project is
working. Specifically, the SI:

e Determines (or assigns to the verification inspector (VI))* the daily random sampling schedule and

provides the schedule to the V1.

Monitors and determines the effectiveness of ante-mortem verification inspection.

Monitors and determines the effectiveness of the establishment ante-mortem sorting.

Determines final disposition of animals designated by the VI as “suspects” at ante-mortem.

Monitors and determines the effectiveness of the establishment’s post-mortem sorting and

disposition. '

e Determines final disposition on carcasses retained by the carcass inspector (CI) or VI on post-
mortem.*

Records FS-1 and FS-3 nonconformance findings on the appropriate HIMP form.

Determines if the establishment is meeting relevant performance standards.

Assesses the overall design and execution of the establishment’s HACCP and process control

procedures.

Assures that all adulterated products are condemned in accordance with applicable regulations.

Determines when unscheduled verification sampling is warranted.

FOIA_NL&DENO00584
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Maintains communication with the VI and ClIs to facilitate coordination of all ante-mortem and post-
mortem findings.

Carcass Inspection - The Carcass Inspectors (CI) are stationed at up to 3 fixed locations on the

post-mortem line to determine whether a product is adulterated or unadulterated. They inspect each
carcass and part on the line, as well as evaluate the on-going effectiveness of the establishment’s food
safety and other consumer protection processes. Specifically, the Cls:

Determine whether each carcass and its parts are adulterated or unadulterated.

Take appropriate action to prevent adulterated product from entering into human food channels.
Notify the establishment personnel, VI and/or SI of carcass and/or parts defect findings.

Examine sample sets when notified by the VI and verbally inform the VI during sampling when
defects are found.

Contact the SI if there are any concerns about process control. .

Retain carcasses and parts for further disposition by the SI if food safety and other conditions are
identified that could result in condemnation.

Maintain communication with the VI and SI to facilitate coordination of all post-mortem findings.

Verification Inspection - The Verification Inspector (VI) does not have a fixed position on the

line, and can move freely. Specifically, the VI:

Observes and evaluates the effectiveness of the establishment’s HACCP and process control plans,
including the examination of records, to determine whether the establishment is in compliance with
applicable regulatory requirements.

Conducts ante-mortem inspection of all animals at rest and 5-10 percent of animals in motion.
Retains animals for further disposition by the SI, if the animal is suspected of having a condition that
could result in condemnation.

Documents ante-mortem findings on HIMP FORM 9.

Takes verification samples to determine if establishment is complying with relevant performance
standards, including scheduled and unscheduled sampling.

Records all findings of noncompliance with applicable performance standards.

Notifies the CI when verification samples are required and records the findings in each sample set
during post-mortem. Evaluates the noncompliance findings and records in the appropriate category
on HIMP form 7.

Investigates potential process control problems.

Notifies SI if the process control plan is not being met or if performance standards have been
exceeded.

Retains carcasses and parts for further disposition by the SI if food safety and other conditions are
identified that could result in condemnation.

Maintains communication with the CI and SI.

FOIA_NL&DENO00585
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MARKET HOG INSPECTION STATION

Facilities required at each inspection station include:
1. The conveyor and/or rail shall be level for the entire length of the inspection station.
2. Floor space shall be adequate along the conveyor and rail.
3. Conveyor and rail stop/start switches shall be readily accessible.
4. A minimum of 50 foot-candles of shadow-free lighting shall exist at each inspection station.

Inspection Stations will be established at up to 3 locations:

FSIS personnel are responsible for inspecting each head, viscera, and carcass. These locations will be:

1. After the mandibular lymph node incision step and before the head removal step for the Head
Inspection Station.
2. After the establishment’s viscera sorting step and before the viscera harvesting step for the
Viscera Inspection Station.
3. After the final trim and sorting step and before the carcass wash step for the Carcass Inspection
Station.
Inspection locations may be combined if carcass and/or parts (head and viscera) can be inspected at a
single location. (Example: combining the viscera with carcass inspection if they can be inspected at one
location.). Proposals for less than three inspector locations must be presented to the HIMP Project
Manager.

FOIA_NL&DENO00586
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DOCUMENTATION

The forms used for the HIMP Market Hog project are:

HIMP FORM-7, Postmortem Verification Inspection Activities
HIMP FORM 8-1 OCP-1 25 Day Results

HIMP FORM 8-2 OCP-2 25 Day Results

HIMP FORM 8-30CP-3 25 Day Results

HIMP FORM-9 Ante-Mortem Verification Inspection Activities
HIMP FORM-10 HIMP Verification/Corrective Action Log
FSIS Form 5400-4 Noncompliance Record (NR)

¥S-1 and FS-3 nonconformance documentation -

The SI makes the final disposition on carcasses retained by inspection personnel on FS-1 and FS-3

categories and documents the FS-1 and FS-3 nonconformance on a NR as ISP code 03J01.

If the SI finds additional noncompliance for this specific slaughter production lot, the SI will

document the findings on separate NR’s.

- All findings must be taken into consideration after the NR is written. The SI also checks the
plant's corrective actions. All findings and plant's corrective actions are to be documented on the
NR.

The 03J02 procedure is considered to be complete when inspection personnel have verified the

establishment's pre-shipment review.

The SI will inform the VI to document FS-1 non-conformances on the daily HIMP Form 7

The SI will document FS-3 non-conformances on the HIMP form 9.

FS-2 nonconformance documentation -

An FS-2 nonconformance is documented when feces, ingesta or milk are identified during
verification activities.(according to the identification guidelines in FSIS Directive 6420.2).*

The CI at the final carcass inspection station will follow FSIS Directive 6420.2 Livestock Post-
Mortem Inspection Activities-Enforcing the Zero Tolerances for Fecal Material, Ingesta, and Milk
Section II. B. 1 as it pertains to the final rail inspector.*

The VI, when performing FS-2 verification, will document an FS-2 nonconformance on a NR as ISP
code 03JO1.

If the V1 finds additional noncompliance for this specific slaughter production lot, the VI will
document their findings on additional NR’s.

All findings must be taken into consideration by the VI that found the noncompliance or another VI.
The VI also checks the plant's corrective actions. All findings and plant's corrective actions are to be
documented on the NR.

The 03J02 procedure is considered to be complete when the VI has verified the establishment's pre-
shipment review.

The FS-2 nonconformance is also to be documented by the VI on HIMP FORM-7.

FOIA_NL&DENO00587
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OCP nonconformance documentation —
The VI or SI will document the OCP nonconformance findings during the shift on Draft HIMP form 7.

o If the establishment exceeds the daily maximum limit (See Table 1) for a specific OCP category, the
VI will notify the SIL.

e At the end of each shift, the SI will document the number of defects and pass/fail for each OCP
category on HIMP FORMS 8- 1 through 8-3. '

FOIA_NL&DENO00588
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VERIFICATION PROCEDURES

FSIS conducts verification inspection to assure that plants are meeting the performance standards.
Verification inspection occurs in ante-mortem and post-mortem.

ANTE-MORTEM

e Establishment ante-mortem records for the FS-3 category are to be reviewed by the VI or SI.

e The VI or the SI will inspect 100% of live animals at rest that are presented by the establishment for
slaughter.

e The SI (or assigns to VI) randomly selects ante-mortem sampling times throughout the shift. Ante-
mortem sampling times can be scheduled if the entire kill is available prior to start of shift. Usually
live animals continue to be shipped to the establishment throughout the day and it is not possible to
schedule the times for random sampling. Therefore, it is left to the discretion of the SI to determine
randomness of sampling throughout the shift when live animals are available.

e The VI or SI will inspect 5-10% of the live animals in motion randomly throughout the shift after

establishment sorting for slaughter.

The VI or SI will assess sorting activities and humane handling practices.

The SI will assess plant activities at the suspect pen.

The VI will retain as suspect for SI disposition any animal that could result in condemnation.

FS-3 deficiency determined by the SI will be documented by the SI on a NR and the establishment

follows HACCP procedures in 9 CFR 417.3.

The SI will document or notify the VI to document any FS-3 deficiency on HIMP Form 9.

Other deficiencies found on ante-mortem sampling by the VI will be reported to establishment and

the SI (such as humane handling).

¢ A NRis to be documented for humane handling violation. The ISP procedure code for violations
related to humane handling and slaughter is 04C02. *

POST-MORTEM

The verification sampling procedures for both food safety and other consumer protection performance
standards will be conducted on 24 randomly selected samples for each shift. This procedure can be
conducted either off-line or on-line. If conducted on-line, the VI will identify the samples and have the
CI’s examine each part and carcass, starting with the head inspection station. The VI will follow the
samples through the entire process and record all defects found during the CI examination. The VI will
record a maximum of one defect in each performance standard category per sample unit (e.g., a sample
having bile and a bruise on the carcass would be identified as 1 OCP-3 defect. A sample having arthritis
and fecal contamination of the viscera would be identified as 1 OCP-1 and 1 OCP-2).

In addition, the VI or SI will review establishment post-mortem records for FS-1. The SI and/or VI will
review other establishment post-mortem records.

FOIA_NL&DEN00589
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1) General

e A sample consists of a carcass with corresponding head and viscera.

e The SI or the VI will notify the on-line CI when to inspect verification samples during the shift.
The CI, when notified by the VI, will inspect the verification samples of the carcass with
corresponding viscera and head per shift and verbally inform the VI of their findings during
sampling.

o The 24 unit samples per shift may be taken in subsets.

- Sample subsets may be randomly taken in one of the following manners:
- 3 samples 8 times per shift.
- 4 samples 6 times per shift.
- 6 samples 4 times per shift.
- 8 samples 3 times per shift.

e Any OCP defects, which are identified at the inspection stations, should be identified to the
establishment but not scored toward plant performance unless it is part of a scheduled or
unscheduled sample subset.

e Sample times and sample subsets are to be selected randomly prior to the start of the shift.

e The VI or SI will record findings on DRAFT HIMP Form-7. It is not necessary to record a specific
condition within a performance standard category (i.e., localized lung or heart conditions would be
recorded as a noncompliance of the OCP-1 performance standard category).

e If the establishment is engaged in product/process action at the time the random sample is to be
taken, the VI will suspend random sampling until the establishment has completed its actions.

2. FS1and FS2

e Establishment post-mortem records for FS-1 and FS-2 categories are to be reviewed by the VI or SI
in accordance with 9 CFR 417.8.

- The CI, when notified by the VI, will examine the sample subsets for indications of FS-1 and FS-
2 defects and verbally relay the information to the VI.

1) FS-2 defects are recorded at the post-mortem rail inspection station.

2) The CI will retain carcasses with potential FS-1 defects for final disposition by the SI. If
the VI/SI finds additional non-compliance for this slaughter production lot, the VI/SI will
document each additional FS-2 defect findings on separate NR’s. *

3) The CI at the Pre-Wash Verification Location Inspection Station will identify potential
FS-1 and FS-2 defects. The CI will retain the carcass for final disposition by the SI. The
CI will identify FS-2 defects and take the appropriate action consistent with established
HACCP procedures. The VI/SI will document the FS-2 defect that was found by the CI
on a NR. If the VI/SI finds additional non-compliance for this slaughter production lot,
the V1/SI will document each additional FS-2 defect findings on separate NR’s. *

o No carcasses are allowed to exhibit FS-2 defects at the post-mortem rail inspection station. The CI
will follow instructions for “on-line inspection personnel” in FSIS Directive 6420.2. The CI will
have the defect removed either by railing the carcass out or having it trimmed on-line. Notify the
SI/VI for possible unscheduled verification sampling. *

The SI will write a NR for FS-1 noncompliance.

e The VI will write a NR for FS-2 noncompliance observed during verification sampling in

accordance with FSIS Directive 6420.2.*

FOIA_NL&DENO00590
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3. ocrp

e The CI or VI will retain a carcass for final disposition by the SI when OCP defects are found that
could result in condemnation.

e If the VI or SI determines that defects in an OCP category exceed the performance standard as
stated in Table 1, the VI or SI will check the establishment's process control records for the same
time frame. If the establishment results show a potential or actual loss of control as defined in the
establishment's process control plan (PCP), the VI or SI will check the establishment's records to
determine whether corrective actions described in the PCP were taken.

TABLE 1: OCP Maximum defects allowed Per Shift

SAMPLE | 24 SAMPLES UNSCHEDULED | UNSCHEDULED | UNSCHEDULED

SIZE (Head, Viscera, 27 SAMPLES 30 SAMPLES 33 SAMPLES
carcass)

OCP-1 2 2 2 2

OCP-2 3 3 3 3

OCP-3 7 7 8 9

e If the establishment failed to take proper corrective action according to their PCP, the establishment

should detail what new corrective and preventive action will be implemented to prevent recurrence.
Any samples that exhibit defects in any of the OCP performance standard categories should be pointed
out to establishment personnel.

[

Unscheduled Verification Inspection

When the SI determines that an unscheduled inspection should occur, the SI will notify the VI to
conduct the inspection. Each unscheduled verification inspection will be three carcasses with
corresponding viscera and head.

e Unscheduled verification sampling done at the direction of the SI will also be recorded on Draft
HIMP Form 7.

¢ Unscheduled verification sampling will count toward the establishment's performance evaluation
(See Table 1).

e The SI may call for unscheduled verification inspection because a CI has identified a potential
problem.

e The SI may call for unscheduled verification inspection after the establishment has had sufficient
opportunity to correct an establishment identified problem. This would confirm that the problem has
been corrected.

The establishment is notified of unscheduled verification inspection.
The SI and/or VI will notify the establishment of the results of unscheduled verification sampling
and establishment record examinations.

FOIA_NL&DEN00591
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EXAMINATION OF PLANT SAMPLING RECORDS FOR OCP’S

e In addition to the 24 OCP samples, VI will review establishment’s records for OCP sampling results

at least three times per day.

e Examples of plant records evaluation may also include observations of the plant selecting samples

and data recording procedures.
The VI or SI should record the results on the Draft HIMP Form 10.
The VI will notify the SI of any discrepancies in the record examination.

SI evaluation of OCP 1 through 3 for 25 day performance

nimeP 7

————ﬁ

v/

Y ens*

e To evaluate whether the establishment maintains process control, the SI will track the performance

of OCP 1 through 3 for a 25-day period using Draft HIMP Form 8-1 through 8-3 and Table 1.

Each OCP will be tracked each shift and referenced to the Table 1 values.

[ ]
o The SI will record that the plant passed or failed each of the 3 OCP categories on the appropriate

HIMP form 8 and notify the plant of their findings.

e For an entire 25-day period, the maximum number of days on which the Table 1 performance

standards can be exceeded is given in Table 2.

TABLE 2: Maximum Days (OCP’s)
(Number of Days Above maximum defects
allowed Per 25-Day Period)

OCP-1 2 days
OCP-2 4 days
OCP-3 3 days

o If the plant exceeds the maximum days for any OCP category listed in table 2 for a 25-day period, at
any point during the 25 days, the SI will write a NR coded 04CO1. The plant should detail what new
corrective and preventive actions are implemented to prevent recurrence. The plant will provide this
information to the SI.

Note: A 25 day period will end at a full 25 days provided that the Table 2 Maximum Number of Days
are not exceeded. If the Table 2 Maximum Number of Days are exceeded before 25 days are completed,
e.g. on the 13th day, the period stops then while the plant responds as described above. A new 25-day
period will begin when those conditions are satisfied.

Correlation

The SI and/or VI will meet regularly with plant management to conduct correlation activities durmg the
transition period. Regular correlation will aid FSIS and the plant in establlshmg a common b

both FS and OCP determinations.
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Attachment 1

Model Performance Standards for Market Hogs Plants

Performance Standard Categories Plant Performance Standards

FS-1—Condition — Infectious Zero
(for example: septicemia/toxemia,
pyemia, cycticercus)

FS-2 - Condition — Digestive Content/Milk Zero
(for example: fecal material, ingesta, milk)

FS-3 — Ante-mortem Suspect Zero
(for example: neurologic conditions,
moribund, pyrexic, severe lameness)

OCP-1 - Carcass- Pathology* 4.1%
(for example: arthritis, emaciation,, erysipelas,

localized abscess, mastitis, metritis, mycobacteriosis

[M Avium], neoplasms, pericarditis, pleuritis,

pneumonia, uremia)

OCP-2 - Visceral Pathology* 7.2%
(for example: cystic kidneys, enteritis/gastritis,

fecal contamination of viscera, nephritis/

pyelonephritis, parasites—other than

Cysticercus, peritonitis)

OCP-3 — Miscellaneous 20.5%
(for example: anemia, bile, bruise, edema,

external mutilation, fractures, icterus, odor,
skin lesions, scabs, toenails not removed)

*Conditions exhibiting a septicemia or toxemia are considered food safety hazards
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Diseases and Conditions Observable in Meat and Poultry

Food Safety and Inspection Service
United States Department of Agriculture
Washington, D.C. 20250-3700
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HACCP-Based Inspection Models Project: ‘547"7‘/"3(“ et
Diseases and Conditions Observable in Meat and Poultry

July 22, 1998

Background

In a June 10, 1997, Federal Register notice, the Food Safety and Inspection Service (FSIS) requested public comments
on the design and development of new inspection models for slaughter and processing in a Hazard Analysis and
Critical Control Point (HACCP) environment (62 FR 31553). In a section discussing the need to reform the meat and
poultry inspection program, the notice summarized recommendations by the National Academy of Sciences and the
General Accounting Office that FSIS reduce its reliance on organoleptic inspection, shift to prevention-oriented
inspection systems based on risk assessment, and redeploy its resources in a manner that better protects the public from
foodborne diseases. FSIS will study how to bring about such inspection changes and resource redeployments during its
HACCP-Based Inspection Models project. A June 24-25, 1997, public meeting, which the notice announced, provided
a forum for dialogue between FSIS and all parties interested in the project. The project has been discussed in meetings
of the National Advisory Committee on Meat and Poultry Inspection and in other forums.

(~stablishments volunteering to participate in the HACCP-Based Inspection Models project will carry out activities
latmg to food safety and other consumer-protection matters. FSIS will conduct activities aimed at.improving

inspection-system compatibility with the Pathogen Reduction/HACCP regulations. FSIS will develop inspection

models in which slaughter process control is an industry responsibility under FSIS oversight and verification.

One step in the development of these inspection models is that of distinguishing, at post-mortem, animal diseases and
conditions that are food-safety hazards from diseases and conditions that are objectionable for other reasons. This
document reflects the current FSIS view of that distinction. In the course of the inspection models project, the volunteer
establishments will decide how best to verify the removal from the food supply of carcasses or parts affected by these
diseases and conditions and FSIS will decide how best to verify their removal. These decisions will depend partially on
a consideration of this document.

Please submit written comments on this document to Ms. Patricia Stolfa, Assistant Deputy Administrator, Office of

Policy, Program Development and Evaluation, Room 402 Cotton Annex, 300 12t Street SW, Washjngtoh, DC 20250-
3700. Comments may also be provided by facsimile (202-401-1760).

HACCP-Based Inspection Models Project:
Food-Safety-Related and Other Diseases and Conditions Observable at Post-Mortem

Volunteer establishments will conduct a pathological and anatomical examination of each carcass while FSIS oversees
and verifies the establishments’ process controls. Livestock and poultry diseases and conditions identified at post-
mortem are categorized according to their food-safety or other consumer-protection significance. Diseases and
~anditions likely to present a meat- or poultry-borne hazard to public health are considered food-safety hazards.

. g/seases and conditions having other consumer-protection significance are defects that rarely or never present a direct
public health risk, but that are unacceptable components of meat and poultry products. Diseases and conditions in both
categories are to be removed from the human food supply. Establishments will con51der food-safety-related diseases
and conditions for inclusion in their HACCP plans.

FOIA_NL&DEN00594
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Part I -- Diseases and Conditions that Affect Food Safety

thS has identified two general post-mortem food-safety categories: (1) Infectious Conditions and (2) Contamination.
Food-safety-related infectious conditions and contamination are identified organoleptically, that is, by using the senses,
and are presumed to contain infectious agents (bacteria, virus, rickettsia, fungus, protozoa or helminth organisms) that
may cause a food to be unsafe for human consumption and that are likely to be transmitted through meat and poultry.

Examples of diseases and conditions in each category are listed below.

Food Safety Hazards

(1) Infectious Conditions that Affect Food Safety

(i) localized — remove lesion(s) and pass unaffected carcass portions
(1) generalized — condemn or treat to render non-infective

Examples:

o Abscess: A localized collection of pus.

o Cysticercus bovis * . The larval form of Taenia saginata. Any single cysticercus indicates generalized infection.

o Cysticercus cellulosae” : The larval form of Taenia solium. Any single cysticercus indicates generalized
infection.

e Mycobacterium bovis (included to support eradication surveillance).

. Pyemia Septicemia associated with multiple abscesses arising from vascular dissemination of pyogenic
organisms.

e Septicemia: Systemlc disease associated with the presence and persistence of pathogenic organisms in the
bloodstream.

) e Toxemia: Systemic disease associated with bacterial products (toxins) in the bloodstream.

(2) Contamination — prevent or remove in accordance with establishment HACCP plan

* Dependent on other elements in the HACCP plan. On-farm production records demonstrating no cysticercosis in a herd may
obviate the need for cysticercosis in the slaughter component of the HACCP Plan.

Examples:

e Fecal material
e Milk (livestock)-
e Ingesta (livestock)

Part II -- Diseases and Conditions with Consumer-Protection Implications Not Related to Food Safety

FSIS has identified four general categories of diseases and conditions that affect consumer protection because they
adulterate products but that are not food-safety hazards. The categories and examples of diseases and conditions are
listed below.

(1) Animal infectious conditions. Animal infectious conditions contain infectious agents that do not render foods
unsafe to humans or are unlikely to be transmitted to humans.

) (i) localized — remove lesion(s) and pass unaffected carcass portions
- (1) generalized — condemn or treat to render non-infective

Examples:

FOIA_NL&DEN00595
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1

Actinomycosis
Actinobacillosis
Airsacculitis

Athritis — infectious ¥
Ascariasis

Caseous lymphadenitis
Coccidioidal granuloma
Cysticercus ovis
Cysticercus tenuicollis
Erysipelas

Fascioliasis

Infectious process
Mastitis

Metritis
Mpycobacterium avium
Nephritis, pyelitis
Osteomyelitis
Pericarditis

Peritonitis

Pleuritis

Pneumonia

Synovitis

N

(2) Neoplasia (tumors)

(1) localized —remove localized lesion(s) and pass unaffected carcass portions

') (ii) metastatic — condemn

Examples:

Carcinoma
Epithelioma
Lymphoma
Sarcoma

(3) Pigmentary, metabolic, degenerative conditions

(1) localized —remove localized lesion(s) and pass unaffected carcass portions

(ii) generalized — condemn

Exam'ples:

Anasarca

Anemia

Arthritis — degenerative

Ascites

Emaciation

Eosinophilic myositis

Icterus

Melanosis

Sawdust liver

Telangiectasia

Uremia
FOIA_NL&DEN00596
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Xanthosis

(4) Miscellaneous

L

Exam

% =

10.

11.

12.
13.

14.

15.
16.

)7
18,
19.

(i) localized —remove localized lesion(s) and pass unaffected carcass portions
(i1) generalized — condemn

les:

Bruises

Cadaver -- always considered generalized
Fetus -- always condemned

Fractures

Overscald
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Food Safety and Inspection Service
¥ United States Department of Agriculture
j Washington, D.C. 20250-3700

Key Facts

December 1998

Slaughter Inspection Under the HACCP-Based Inspection Models PrOJect-
-Oversight and Verlﬁcatlon

Introduction

FSIS is developing new models for slaughter inspéction to be used in pilot plants that are extending their Hazard
Analysis and Critical Control Point (HACCP) systems to cover additional parts of their slaughter operations. Only
plants that slaughter young, healthy, uniform animals are being accepted as volunteers for this project.

The HACCP-Based Inspection Models Project is designed to test whether new government slaughter inspection
procedures, applied in conjunction with extended plant HACCP controls, can improve food safety and increase
consumer protection. Implementing HACCP alone does not fully accomplish this objective because FSIS continues to
use its slaughter inspection workforce in traditional ways. This means that, during the slaughter process, FSIS
inspectors have assumed responsibility for identifying and removing defects, defining corrective actions to prevent
problems, and solving production control problems. This is in direct contrast with how FSIS inspection personnel now
function with respect to other plant process control systems--HACCP and Standard Operating Procedures for

‘nitation. Here, plants assume their proper responsibilities for process control, and FSIS verifies that they are meeting
1¢gulatory requirements.

As part of the model development process, FSIS is further describing the procedures—oversight inspection and
verification inspection—that inspectors will perform in slaughter plants participating in the project. FSIS will test
different staffing arrangements in order to determine the most effective means of carrying out its inspection
responsibilities. All existing statutory responsibilities will be met under the new inspection procedures.

Success of the new slaughter inspection models will permit FSIS to better use its resources and focus more
aggressively on improving food safety and addressing public health concerns such as microbial pathogens. For
example, FSIS already has set pathogen reduction performance standards for Salmonella and intends to set standards
for Campylobacter. FSIS will also be able to move forward more quickly on implementation of its farm-to-table
strategy by redeploying inspection resources made available through the models to carry out activities in-distribution.

Volunteer Plants

Baseline data collection has been completed in an initial group of volunteer plants that slaughter certain market classes
of young, healthy, and uniform animals. These first five plants slaughter young poultry and market hogs. They are:
Jennie-O Foods, Inc., Wilmar, MN, a turkey plant; Hatfield, Inc., Hatfield, PA, a swine plant; Rocco Farm Foods,
Edinburg, VA, a poultry plant; Quality Pork Processors, Austin, MN, aswine plant; and Goldkist Inc., Guntersville,
AL., a poultry plant. (Claxton Poultry Farms, Claxton, GA, a poultry plant, has deferred participation in the project
until next year.) FSIS expects to expand the pilot project to involve more plants.

) )ese plants will extend their HACCP plans to include food safety hazards that may occur beginning when live
animals or birds enter the facility. In addition, the volunteer plants will design and implement process control plans that
address other consumer protection matters, such as removing bruises and other quality defects. When volunteer plants
take on these process control responsibilities, the FSIS inspection team will be able to implement and evaluate the new

slaughter inspggtiQnspEREELITes.
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Oversight Inspection and Verification Inspection

= the pilot plants, slaughter inspection will consist of two types of procedures: oversight inspection and verification

pection. Only government inspectors will perform these procedures, and all government inspectors in the plant will
be trained and expected to perform both types of procedures. The number of inspectors needed to perform these
inspection procedures will vary according to factors such as plant size and complexity of its operations. The inspector-
in-charge (IIC)--a veterinarian or other professional with a scientific background--will determine how to allocate
inspection resources in the plant.

Oversight inspection

Under oversight inspection, FSIS inspectors make expert and informed observations of the company's HACCP and
process control systems and immediately communicate process variations to the inspector-in-charge (IIC). HACCP
systems address food safety concerns, and process control systems address other consumer protection concerns. Every
carcass will receive oversight inspection. Whenever the plant is slaughtering, oversight inspection will occur.

Unlike the current system, where slaughter inspectors are assigned to fixed points along the slaughter line, under the
models, inspectors may be assigned to perform oversight inspection at any point in the slaughter process. Inspectors
may perform oversight inspection at places where plant employees are monitoring critical control points, at points
where critical equipment such as poultry eviscerators are operating, or at the location where live animals and birds are
arriving at the plant. In addition to performing oversight inspection at varied locations, inspectors will rotate through
oversight inspection assignments. Under the current system, individual inspectors often spend long periods of time at
one location, looking at carcasses that are highly uniform. Under the models, the IIC will determine where oversight
inspection will be conducted and will assign a large portion of oversight inspection resources to sanitary dressing
operations--removing inedible portions and making sure the edible portions are suitable for human consumption.

.dspectors conducting oversight inspection will be equipped with modern technology to immediately report to the IIC
any observations of process variation beyond normal variation at their assigned locations. Food production processes
are expected to vary throughout the day, and process control systems are designed to define normal variation and
respond to it. At the time an oversight inspector observes a variation, he or she may not know if, down the line, the
system catches and responds suitably to that variation. For example, the eviscerating equipment in a poultry plant may
not be perfectly aligned for the size birds that have arrived that moring--as a result, an unusual portion of carcasses
may be contaminated. The oversight inspector will immediately communicate this information to the IIC, who will
decide how to respond.

Verification inspection

Verification is the other type of slaughter inspection under the new system. It consists of inspectors taking samples of
products and plant records and carefully examining them. In examining these samples, verification inspectors will use a
variety of scientific and technical methods to make sure that regulatory requirements have been met by the plant's
control systems.

The frequency with which verification inspections will be conducted will be driven by two factors. There will be a
routine or steady-state frequency designed to confirm successful performance. If succesful, eventually this frequency
will be incorporated into the agency's Performance Based Inspection System (PBIS)--the automated system through
which inspection assignments are communicated and results reported. In addition, the IIC may choose to assign extra
verification inspection procedures in response to oversight inspection findings reported to him or her. This strategic
assignment of extra verification inspections will enhance the capacity of the regulatory system to hold establishments
)countable for the continuous successful operation of their HACCP and other process control systems.

Verification inspection procedures will be carried out by inspectors after the company's process control systems have
been completed. The slaughter process is generally considered to be complete after final washing and before carcasses

enter the process for reducing temperatures. Thus, in poultry establishments, for example, samples taken after the final
FOIA_NL&DEN00600
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wash but‘before carcasses enter the chiller will be carefully examined for a variety of food safety and other consumer
protection defects that should be removed by this point.

3affing Implications

The Agency has no plans to reduce its workforce. FSIS does, however, expect that its new slaughter inspection
procedures will result in a need for fewer in-plant inspectors. Initially, in these five plants, FSIS will have one inspector
per line for oversight, one or more inspectors per plant for verification, and one veterinarian per plant. Inspectors not
needed in these plants will be used to cover existing vacancies as well as to perform in-distribution activities.

Regulatory Action by Inspection Personnel

Under the models, plants are required to take corrective action if their process control systems are not producing
products meeting Federal standards. The authority of inspection personnel to take action in plants will be the same as in
plants operating under traditional inspection. Inspectors have the authority to stop the line as appropriate, retain product
that they believe is adulterated or misbranded, to withhold the marks of inspection, and to reject facilities, equipment,
or any parts of the plant they determine are not in compliance with the regulations.

For Additional Information
General inquiries on the models project:

e Patricia Stolfa, leader, Steering Committee on the HACCP-based Inspection Models Project, (202) 205-0699
e Michael Grasso, special assistant, Office of Policy, Program Development, and Evaluation, (202) 205-0010

)IS Steering committee on the HACCP-based Inspection Models Project:

John McCutcheon, Office of Field Operations, (202) 720-5190

William James, Office of Public Health and Science, (202) 501-7321

Marlin Waller, Office of Management, (202) 720-4828

Cheryl Hicks, Food Safety Executive Management and Coordination Staff, (202) 690-3881
Danielle Schor, Congressional and Public Affairs Staff, (202) 690-0997.

Media Inquiries: (202) 720-9113
Congressional Inquiries: (202) 720-3897
Constituent Inquiries: (202) 720-8594

Consumer Inquiries: Call USDA's Meat and Poultry Hotline at 1-800-535-4555. In the Washington, DC, area, call
(202) 720-3333. The TTY number is 1-800-256-7072.

FSIS Web site: http://www.fsis.usda.gov

For Further Information Contact: ¥
FSIS Congressional and Public Affairs Staff o
: )one: (202) 720-3897 (W
Fax: (202) 720-5704

Backgrounders Menu | FSIS Home Page | USDA Home Page
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United States Food Safety Washington, D.C.
Department of and Inspection 20250
Agriculture Service

OCT w2 2006 |

Dr.[(9X©®)] %

Chief Veterinary Officer Sressiaseriin s s
Ministry of Agriculture, Nature and Food Quallty

PO Box 19506

2500 CM, the Hague

Netherlands

Dear Dr. (XS]

This letter is in response to the July 14, 2006, letter from Dr. [{X(S)] , Deputy Chief
Veterinary Officer, in which he provided results of the pilot project on visual post-mortem
inspection of swine and provided information on the reorganization of the meat inspection
system in the Netherlands, and requested a follow-up meeting to further discuss the following
two issues:

1. Use of visual post-mortem inspection for swine carcasses in establishments certified to
export to the United States. In the letter, Dr. (X)) indicates that visual post-mortem
inspection has become a normal inspection procedure in certain slaughter establishments
that are certified for export to the United States.

2. Use of auxiliaries to conduct certain post-mortem inspection activities in establishments
certified to export to the United States. The letter is not clear as to whether auxiliaries
are currently being used to conduct these post-mortem activities. We understand that the
use of auxiliaries is based on provisions contained in EC 852/2004 and EC 854/2004.

We would be pleased to discuss these issues further in a teleconference and are working to
arrange such a call. However, we want to make it clear that when a Netherlands establishment is
producing product destined for the United States, neither of these proposed changes can be used
until FSIS completes an equivalence determination. If the changes have already been instituted
in U.S.-certified establishments, and cannot be reversed, these estabhshments should suspend

- exports to the United States.

If you have questions regarding this matter, you may reach me by telephone at 202-720-3187, by
facsimile at 202-690-4040 or electronic mail at sally.white@fsis.usda.gov.

%,W m )

Sally White

Director

International Equivalence Staff
Office of International Affairs

FSIS Form 2630-9 (6/86) EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES
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Mughal, Ghias

From: Seebohm, Scott

Sent: Friday, November 17, 2006 9:30 AM

To: Mughal, Ghias

Cc: Smith, David

Subject: RE: additional articles and revised answer Q6 reg. visual inspect ion

Ghias,

Comments on the additional references:

1.- Wallace and Hannah, “Mycobacterium avium Complex Infection in Patients with the Acquired Immunodeficiency
Syndrome.” This paper describes findings related to MAC infections in AIDS individuals. It has little relevance to the
present equivalence determination.

2. “Summary of thesis: Incision of heart during meat inspection of pigs: a risk analysis approach.” This paper finds that
heart incision has little importance for public health. The issue is not relevant to the current equivalence determination
since the US doesn't incise swine hearts at inspection.

3. “Audit and verification procedures regarding supply chain meat inspection.” This is a written summary of the
information provided during the meeting regarding verification activities, including slaughterhouse and on-farm
verification activities.

Scott Seebohm, DVM
Staff Officer

FSIS Technical Service Center
402-344-5000/ 800-233-3935

From: Mughal, Ghias

Sent: Wednesday, November 15, 2006 3:59 PM

To: Seebohm, Scott

Subject: FW: additional articles and revised answer Q6 reg. visual inspect ion

Scott, you were absolutely correct. | forgot to send you these and other set that came in this week. Here is one set. |
will send the other set separately.
Thanks

M. Ghias Mughal, DVM;M.S; Ph.D.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
1400 Independence Avenue, SW
Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov

From: Mughal, Ghias

Sent: Tuesday, November 14, 2006 1:17 PM
To: Proudie, Robin

Cc: White, Sally; Smith, David; Goodwin, Nancy
FOIA_NL&DEN00603
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Subject: FW: additional articles and revised answer Q6 reg. visual inspect ion

Robin,
These documents just came in from NL. Please make copies and Iog these also.

David/Scott,
Please review these also and send me your comments ASAP.

M. Ghias Mughal, DVMM.S; PhD.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
1400 Independence Avenue, SW
Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov

----- Original Message-----

From: (9K} , drs. [(O)X@) ) [mailto{{s)X(E)] @mininv.nl]
Sent: Tuesday, November 14, 2006 7:47 AM

To: Mughal, Ghias

Cc: [(QX©ON drs. (IO (IO dr. (DX

Subject: FW: addtional articles and revised answer Q6 reg. visual inspect ion
Dear Dr. Mughal,
hereby you will receive more additional documents/ articles as promised in my mail from 7 Nov.

1. question 4, ref 4 (Wallace JM, Hannah JB. Mycobacterium avium complex infection in patients with the acquired
immunodeficiency syndrome. A clinicopathologic study. Chest. 1988 May;93(5):926-32.)

2. question 10, ref 5.(R. Fries und J. Leps, Die Incision des Herzens beim Schwein, Fleischwirtschaft, vol 10, 2005, p. 116-119.):
At the moment the authors of this article are preparing an English version of this article for publication in a journal, (most
probably Veterinary Quarterly). We have agreed to wait for that publication and not to disturb this proces by translating ourselves.
Meanwhile I have found the English summary of the dissertation of the authors on which the article had been based (J. Leps,
Incision of the heart during meat inspection of pigs - A risk analysis approach, dissertation FU Berlin, 2003) I have
attached the summary (English summary starts on page 5) and a document (index) with the abstract and further details. Most
propably you will find this summary suitable enough for your purposes. Please let me know if you still need the English article;
we will send it as soon as it is published.

3. question 6, revised answer on verification procedures: as agreed during the last meeting.
This document refers to another VWA procedure document ""System Audit from Start 'til End"'. This document is in the
process of being translated and will be sent to you as soon as it is available.

Furthermore, as soon as Q10, ref 1,3 en 4 have been translated I will send them to you.

Kind regards

(b) (6)

Qorspronkelijk bericht-----
van: DIGENR. drs. DIG)
Verzonden: dinsdag 7 november 2006 15:40

Aan: 'Mughal, Ghias'
FOIA NL&DEN00604
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CC: QIO dr. [OXC) (b) (6) JeleR(b) (6) J(b) (6) (VD)

Onderwerp: Expert meeting with FSIS and the Netherlands reg. visual inspection

Dear Dr. Mughal,

on behalf of Dr[{(3JXE)] will send you herewith a "package" of additional articles, which have been mentioned in our report as a

reference.

Most of these articles are in English but 4 articles (question 10) have to be translated first. Unfortunately this will
take some time, so you will receive them as soon as the translation has been completed. 2 other documents
(q4refl and qdref4) will be sent later.

Beneath you find a list of the articles which you will receive today (with several e-mails due to the size of the
attachments) and 4 articles as soon as possible after translation has been completed.

If you miss any reference article in this list that had been agreed to send to you please let me know. I will arrange
that asap.

Regards

(b) (6)

Drs. [(X©®)
Beleidsmedewerker vieeshygiéne
Directie Voedselkwaliteit en Diergezondheid

Ministerie van Landbouw, Natuur en Voedselkwaliteit

Adres: Bezuidenhoutseweg 73
Postbus: 20401, 2500 EK Den Haag
E-mail: m.hennecken@mininv.nl
Telefoon: 070-3784289

Telefax: 070-3786389

Question 4:
Additional document: Justification for sampling of Mycobacterium avium in pork with regard to supply chain
meat inspection (06-11-06)
References to additional document:

* New classification system for slaughter pig herds in the Danish surveillance- and-control program: L. Alban
et.al., Prev.Vet. Med. 2002 (SDOC1268.pdf)

* Trichinae certification in the United States Pork industry: D.G. Pyburn et.al., Vet. Parasitology, 2005
(SDOC1267.pdf)

References Question 4:

1) Inderlied CB, Kemper CA, Bermudez LE. The Mycobacterium avium complex.
Clin Microbiol Rev. 1993 Jul;6(3):266-310. Review. (will be sent later)

2) Komijn, RE., PEW de Haas, ME Schneider, T Eger, JHM Nieuwenhuis, RJ van
den Hoek, D. Bakker, FG van Zijderveld and D van Soolingen. Prevalence of
Mycobacterium avium in Slaughter Pigs in The Netherlands and Comparison of
IS1245 Restriction Fragment Length Polymorphism Patterns of Porcine and
Human Isolates. J of Clin Microb, 1999, 37, 1254-1259

3) Komijn, RE., HJ. Wisselink, VMC. Rijsman, N. Stockhofe-Zurwieden, D.
Bakker,

FG. van Zijderveld, T. Eger, JA. Wagenaar, FF. Putirulan and BAP. Urlings,
Prevalence of Mycobacterium avium subsp. avium in lymphnodes of slaughter pigs
in The Netherlands. Accepted for publication in Veterinary Microbiology (2007)

4) Wallace JM, Hannah JB. Mycobacterium avium complex infection in patients with the
acquired immunodeficiency syndrome. A clinicopathologic study. Chest. 1988 May;93
(5):926-32. (will be sent later)

FOIA_NL&DENO00605
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5) Wisselink, HM, C van Solt-Smits, N Stockhofe-Zurwieden, H Bergen-Buys, P. Overduin, M van
Prehn, D van Soolingen and J Thole. Comparison of visual and bacteriological examination of
mandibular and mesenteric lymphnodes in pigs, experimentally infected with Mycobacterium avium
subsp. Avium. IPVS Conference Copenhage 2007.

References question 10:
1. W.Wouda et. al., Endocarditis en vleeskeuring bij slachtvarkens, Tijdschrift voor
Diergeneeskunde, deel 112, afl. 21, 1987, p. 1226-1235 (will be translated and sent later)

2. Masanori Katsumi et. al, Bacterial Isolation from slaughtered pigs associated with
endocarditis, especially the isolation of Streptococcus suis, Journal of veterinary medical science,
vol. 59, 1997, p. 75-78

3. U. Narucka et. al., Afwijkingen bij slachtdieren, Tijdschrift‘voor Diergeneeskunde, deel 110,
afl. 19, 1985, p. 776-779 (will be translated and sent later)

4. W.Wouda et. al. , Endocarditis en vleeskeuring bij slachtvarkens, Tijdschrift voor
diergeneeskunde, deel 112, afl. 21, 1987, p. 1236-1242. (will be translated and sent later)

5. R.Fries und J. Leps, Die Incision des Herzens beim Schwein, Fleischwirtschaft, vol 10, 2005,
p- 116-119. (will be translated and sent later)

6.  C. Tarrads et. al., Identification of Streptococcus suis Isolated from Swine:Proposal for
Biochemical Parameters, journal of clinical microbiology, vol. 32, 1994, p. 578-580

7. 1.J. Staats et. al.,, Streptococcus Suis: past and present, Veterinary research communications,
vol. 21, 1997, p. 381-407.

8. Yu-Tsung Huang et. al., Streptococcus suis infection, Journal of Microbiol Immunol Infect,
vol. 38, 2005, p. 306-313.

References reg. Annex salmonella:

1. Petersen JV, Andersen JK, Sorensen F, Knudsen H.Food safety on the slaughterline: inspection
of pig heads.

Vet Rec. 2002 Jun 22;150(25):782-4. Review.

2. Swanenburg M, van der Wolf PJ, Urlings HA, Snijders JM, van Knapen F. Salmonella in
slaughter pigs: the effect of logistic slaughter procedures of pigs on the prevalence of Salmonella in
pork. Int J Food Microbiol. 2001 Nov 8;70(3):231-42.

3. Swanenburg M, Berends BR, Urlings HA, Snijders JM, van Knapen F. Epidemiological
investigations into the sources of Salmonella contamination of pork.

Berl Munch Tierarztl Wochenschr. 2001 Sep-Oct;114(9-10):356-9.

4. Berends BR, Van Knapen F, Snijders JM, Mossel DA. Identification and quantification of risk
factors regarding Salmonella spp. on pork carcasses.

Int J Food Microbiol. 1997 May 20;36(2-3):199-206.

5. Swanenburg M, Urlings HA, Snijders JM, Keuzenkamp DA, van Knapen F. Salmonella in
slaughter pigs: prevalence, serotypes and critical control points during slaughter in two
slaughterhouses. Int J Food Microbiol. 2001 Nov 8;70(3):243-54.

6. Swanenburg M, Urlings HA, Snijders JM, Keuzenkamp DA, van Knapen F. Salmonella in the
lairage of pig slaughterhouses.

JFood Prot. 2001 Jan;64(1):12-6..

7.  “salmonella monitoring" report made during the pilot "supply chain inspection” 2005-2006 in
Helmond, the Netherlands

8. Oosterom J, Dekker R, de Wilde GJ, van Kempen-de Troye F, Engels GB Prevalence of
Campylobacter jejuni and Salmonella during pig slaughtering. Vet. Quarterly 7, 31-34.

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of dit
bericht abusievelijk aan u is gezonden, wordt u verzocht dat aan de afzender te melden en het bericht te
verwijderen. De Staat aanvaardt geen aansprakelijkheid voor schade, van welke aard ook, die verband houdt
met risico's verbonden aan het elektronisch verzenden van berichten.

This message'may contain information that is not intended for you. If you are not the addressee or if this
FOIA_NL&DENO00606
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message was sent to you by mistake, you are requested to inform the sender and delete the message. The
State accepts no liability for damage of any kind resulting from the risks inherent in the electronic
transmission of messages.
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Mlghal, Ghias

From: Mughal, Ghias

Sent: Tuesday, February 20, 2007 2:07 PM

To: White, Sally

Cc: James, William; Smith, David

Subject: RE: Dr. Raymond's questions with answers on NL- Visual-
Sally,

I have forwarded this e-mail to David Smith also. Dr. Smith and I are getting together in
next few minutes to go over Dr. Sutton's response and I will send you our comments '
shortly. Thanks. Ghias

M. Ghias Mughal, DVM;M.S; Ph.D.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
1400 Independence Avenue, SW

Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov

----- Original Message-----

From: White, Sally

Sent: Tuesday, February 20, 2007 1:54 PM

To: Mughal, Ghias

Cc: James, William

Subject: Fw: Dr. Raymond's questions with answers on NL- Visual-

This is your top priority. Please cc me on your response...also Bill.

Sent from my BlackBerry Wireless Handheld

----- Original Message-----

From: Dey, Bhabani <Bhabani.Dey@fsis.usda.gov>

To: White, Sally <Sally.White@fsis.usda.gov>

CC: Thaler, Alice <Alice.Thaler@fsis.usda.gov>; Sutton, Mary <Mary.Sutton@fsis.usda.gov>
Sent: Tue Feb 20 13:49:32 2007

Subject: FW: Dr. Raymond's questions with answers on NL- Visual-

Mrs. White:

Here is the response from Dr. Sutton.
Bhabani

Alice, here is what I have in general terms. Whether the test is reliable or how specific
and sensitive it is will rely on how well the ELISA has been designed for use in hogs. If
you have any specifics on the serological test they are using or where I could look at
their peer review on the study validating the test, please let me know.

<<Serological Testing of Hogs for Mycobacterium avium.doc>>

B.P.Dey, DVM, MS, MPH, PhD.

Room 341 Aerospace Bldg.
Washington, DC 20250

ph - 202-690-2676

fx - 202-720-8213

email: Dbhabani.dey@fsis.usda.gov
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----- Original Message-----

From: Thaler, Alice

Sent: Friday, February 16, 2007 9:44 AM

To: White, Sally

Cc: Sutton, Mary; Dey, Bhabani

Subject: Dr. Raymond's questions with answers on NL- Visual-

Terri Sutton/pathologist FSIS Eastern Lab has agreed to handle this request for
information. Incoming is attached.

<<Further clarification on Dr. Raymond's Q..doc>>

Alice M. Thaler, DVM, DACVPM

Senior Director for Program Services
Office of Public Health Science
202-690-2687 '

Fax 202-720-8213
alice.thaler@fsis.usda.gov

Tracking: Recipient ' Read
White, Sally Read: 2/20/2007 2:24 PM
James, William . '
Smith, David
2
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Mughal, Ghias

From: White, Sally

Sent: Tuesday, February 20, 2007 1:54 PM

To: Mughal, Ghias

Cc: James, William

Subject: Fw: Dr. Raymond's questions with answers on NL- Visual-

This is your top priority. Please cc me on your response...also Bill.

Sent from my BlackBerry Wireless Handheld

----- Original Message-----

From: Dey, Bhabani <Bhabani.Dey@fsis.usda.gov>

To: White, Sally <Sally.White@fsis.usda.gov>

CC: Thaler, Alice <Alice.Thaler@fsis.usda.gov>; Sutton, Mary <Mary.Sutton@fsis.usda.gov>
Sent: Tue Feb 20 13:49:32 2007 _ :
Subject: FW: Dr. Raymond's questions with answers on NL- Visual-

Mrs. White:

Here is the response from Dr. Sutton.
Bhabani

Alice, here is what I have in general terms. Whether the test is reliable or how specific
and sensitive it is will rely on how well the ELISA has been designed for use in hogs. If
you have any specifics on the serological test they are using or where I could look at
their peer review on the study validating the test, please let me know.

Serological Testing

of Hogs fo...
<<Serological Test ng of Hogs for Mycobacterium avium.doc>>
B.P.Dey, DVM, MS, MPH,PhD. ¢ 0
Room 341 Aerospace Bldg. /6
Washington, DC 20250 fhﬁJ L
ph - 202-690-2676 é#'/

£x - 202-720-8213 /Q(V(/ - “),J

email: bhabani.dey@fsis.usda.gov o~
Ldeﬂ’ 1 ﬁVQ//

----- Original Message----- [
From: Thaler, Alice ;7
Sent: Friday, February 16, 2007 9:44 AM
To: White, Sally
Cc: Sutton, Mary; Dey, Bhabani ZV A
Subject: Dr. Raymond's questions with answers on NL- Visual-

Terri Sutton/pathologist FSIS Eastern Lab has agreed to handle this request for

Further clarification
) on Dr. R... . )
information. In oming is attached.

<<Further clarification on Dr. Raymond's Q..doc>>

Alice M. Thaler, DVM, DACVPM
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Senior Director for Program Services
Office of Public Health Science
202-690-2687

Fax 202-720-8213
alice.thaler@fsis.usda.gov
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Serological Testing of Hogs for Mycobacterium avium

Alice, I am going to give you a preliminary response to the question posed by Drs.
Raymond and Mann. In order to really give an accurate response, we would need to
know what kind ofiserological test the Netherlands is using and find out what the
sensitivity and specificity of the test in hogs from their data. I am assuming that the
Netherlands 1s using an ELISA since their website indicates that, “- recently an ELISA
assay for the serological detection of antibodies against MAA in pigs has become available.
However, the test characteristics of this ELISA assay are not established yet. “ | assume that the
ELISA detects LAM-A (derived from Mycobacterium avium) or other cell wall
component. [ had read that the Pasteur Institute in Bucharest had developed an ELISA
using LAM-A (derived from Mycobacterium avium spp. avium); although I have no
evidence that this is the test that is being done in hogs in the Netherlands. I am still
looking for a peer reviewed article about that method.

Many ELISAs used to detect Mycobacterium detect a component of the mycobacterial
cell wall, like lipoarabinomannin (LAM). One of the hardest problems to correct with
these analyses is that although they are fairly sensitive, there is a cross reaction problem
with other mycobacterial organisms (lack of specificity). To correct this problem, many
of the tests absorb their sera against other strains of mycobacteria (for example M. phlei).
By doing this, and by using LAM derived from the strain of organisms that they wish to
detect, they have reduced the cross reactivity due to other strains of Mycobacterium.

In general, the reliability of an ELISA to detect mycobacterium varies widely with the
species of mycobacterium one is trying to detect and the species of animal that is being
tested. For example, in detecting human TB, ELISA based tests are still of limited use,
although the ELISA based tests are improving. One study I remember indicated that a
specific ELISA test detected 76% of active tuberculosis infections in patients — where the
time honored sputum test detection of active cases was lower, sometimes around 50%.

On the other hand, ELISA tests are the most sensitive and specific test for the detection

of paratuberculosis (caused by Mycobacterium avium. spp. paratuberculosis) in cattle.

Sensitivity is comparable to compliment fixation (CF) in clinical cases, but better than CF

in subclinically infected carriers. Cross reactions with other strains of Mycobacterium

(like M. avium) have been decreased by absorption of sera against M. phlei. In cattle,

one kit was found to have sensiti%—;n*in clinical cases of 88.3% and a specificity of

99.8%; in sheep a sensitivity of 35-54% and specificity of 98.2-98.5% was reported. ««r
St f’%;

Although there are several commercially available ELISA tests for the detection of
paratuberculosis in cattle, the sensitivity in ruminants (other than bovids) is generally
much lower than in cattle.

If you have any information on the specific ELISA the Dutch are using please forward it
to me. I will keep looking through available sources until I hear from you.

I did check with the TB group of APHIS (NVSL, Ames, IA) about the commercial
availability of an ELISA for Mycobacterium avium in hogs. They indicated that they

X Mft«-«a}?‘{ cHo =

_Q,L/Ww'
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were unaware of any commercially available ELISA for use in hogs and that they didn’t
know of anyone in the US researching such a product.

"~ Thank you.
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Question 1 What other diseases were detected in the 2,116,536 swine study in the
Netherlands? (Dr. Raymond)

ANS:
This study was done from Jan 2004 to August 2004 and focused only on the prevalence
of granulomatous lesions found in the sub-maxillary (mandibular) lymph nodes.

e This study describes analysis of granulomatous lesions from mandibular lesions
selected from farms with a high prevalence of mandibular lymph node lesions.

e It was a focused research study on the prevalence of M. avium. No data on
prevalence on any other diseases was collected

e The researchers were unable to isolate M. avium from any lesions, but isolated
Rhodococcus equi from many of the affected lymph nodes.

e The study was used as a support to show that incidence of M. avium was low in
swine herds in the Netherlands..

e Reference: Wisselink HJ, Rijsman VMC, Stockhofe-Zurweiden N, Bakker D, van
Zijderveld FG, Eger T, Wagenaar JA, Putirulan FF, Urlings B. Granulomatous
lesions in lymph nodes of slaughter pigs bacteriologically negative for
Mycobacterium avium subsp. avium and positive for Rhodococcus equi. Accepted
for publication 2007).

Q. 2. What diseases were found in during the pilot study done on 174,250 swine in the
Netherlands? (Dr. Raymond and Dr. Mann)
ANS:
¢ Focus of the study was diseases related to Food safety and public health. Lesions
associated with the following three zoonotic diseases were observed on post-mortem
examination during the pilot.

1. Endocarditis in swine due to E rhusiopathiae (causes local dermatitis in humans)

2. Infections due to Rhodococcus equi- granulomatous lesions in the lymph nodes of
swine- ( can cause pneumonia in HIV patients)

3. M. avium infections- granulomatous lesion in the lymph nodes of swine ( can

cause respiratory tract infections in HIV patients)

e Inspectors who performed visual inspection missed lesions in nine carcasses. These
carcasses were in rejected by the inspectors who performed traditional inspection.
Following is detail of the lesions found:
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1. infected legs/ abscesses in legs----- 3
2. Endocarditis - 1
3. Jaundice--- 1
4. Osteomyelitis ------------ 1
5. Tail abscesses--------- 3
Total carcasses rejected during the traditional inspection: 9

Reference: Draft report of the pilot on Visual Inspection and the Netherlands answers to
FSIS questions, 2006.

Q. 3. a) Is the tuberculin testing a surveillance tools in these hog farms?
b) Is serological testing a reliable test ( Dr. Mann)

ANS:
Both serological testing and Tuberculin testing was performed.

From each lot of pigs sent to slaughter house, 2 - 6 blood samples are taken for blood
testing. A farm can only be qualified to participate in the visual inspection program only
when 18 subsequent blood samples are found negative by ELISA test.

When lot from a farm repeated serologically tested positive for M. avium, these farms
were visited by the ((KE)! (Producer) and the accredited veterinarian for additional
tests. These tests consist of tuberculin testing and further evaluation of the farm. Lymph
nodes from the tested hogs are sent to lab and analyzed for the presence of M. avium.

Reference: Draft report of the pilot on Visual Inspection and the Netherlands answers to
FSIS questions, 2006.

Notes:
OIA had a follow-up meeting (on 1-25-07)

Dr. James collecting further information on the féllowing would help in clarifying
answers:

1. Information on other zoonotic diseases found the Netherlands. I contacted Dr.
Kristin Holt (FSIS liaison at the CDC). She responded to me on 2/5/07 that
Netherlands participates in a surveillance system similar to CDC (European
Centre for Disease Prevention and Control). — I have not had a chance to
follow up on this lead thus far. I will do it immediately on return to the office.
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2. T was asked to contact Dr. Alice Thaler to get more information on Dr. Mann’s
question relating to the reliability of serological test for M. avium. — 1 sent an E-
mail to Dr. Thaler on 1-26-07 requesting name of a person I could contact to
discuss the issue and I have not seen a response.
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Mughal, Ghias

From: Sutton, Mary

Sent: Friday, March 02, 2007 6:22 PM

To: Mughal, Ghias

Subject: RE: Visual Inspection: Need more information

Dr. Mughal,

In this email, I have limited myself to evaluating the ELISA as a way reliable way to detect MAA infected hogs,
not whether 1t 1s or could be equivalent to incision/ palpation of lymph nodes. The information in the article from
the Netherlands has raised more questions than it has answered for me. The ELISA that they developed was able to
detect about 70 - 75% of the Mycobacterium avium subspecies avium (MAA) experimentally infected hogs (32
hogs infected experimentally). This level of detection corresponds to some of the ELISA methods developed to
detect M. tuberculosis - bovis infections in people (these detect about 3/4 of the people with active M. TB lesions).
About 50% of the experimentally infected hogs had granulomatous lesions in the mandibular and/or mesenteric
lymph nodes. From the data summarized in the article, [ would say that the ELISA was sensitive enough to detect
about % of the hogs infected with MAA serotype 4 strain 17404.

The data doesn’t give me any real good grasp of the specificity of this ELISA method. The hogs were infected with
the same strain of MAA that-the ELISA antigen was isolated from. There is no data addressing whether there is
cross reactivity in sera from hogs infected with other strains of MAA, other non-TB group mycobacterium or
organisms from the Mycobacterium TB-bovis group. Nor is there any survey data comparing serological results
using the experimental ELISA to the presence of granulomatous lesions in the mandibular and/or mesenteric lymph
nodes and the culture results from slaughter hogs. Information from both of these types studies would be important
to determine how this ELISA method compares to physical examination of mandibular and mesenteric lymph nodes
to detect active infection with MAA.

The data presented about the MAA serotype 4 strain 17404 ELISA is an-encouraging step forward, but doesn’t
give me the information needed to evaluate how good a test it will be to detect MAA infected herds.

Mary T. Sutton, DVM, MS

Chief, Pathology Branch

Eastern Laboratory, OPHS, FSIS, USDA
Russell Research Center

950 College Station Road

Athens, GA 0605

PH: 706-546-3556 FAX: 706-546-3589

----- Original Message-----

From: Mughal, Ghias

Sent: Thursday, March 01, 2007 3:40 PM

To: Sutton, Mary

Subject: RE: Visual Inspection: Need more information

That is great. You can let her read the material.

M. Ghias Mughal, DVM;M.S; Ph.D.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
1400 Independence Avenue, SW

Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov
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e The data submitted by the Netherlands did not address the specificity of this
method. They only used one strain of M. avium- MAA serotype 4, strain
17404 during the experiment. They did not show if there was a cross reactivity
in sera of hogs infected with other strains of MAA, other non-TB group
mycobacterium or organisms from the Mycobacterium-bovis group.

e Based on the Netherlands’ data, the ELISA test, by itself, is not the most
reliable test for the detection of MAA. However, the ELISA test, in
combination with the following safeguards, can become a reliable test for the

detection of MAA:

o The production/slaughter of the market hogs is a vertically integrated
operation,

o There is a established frequency of follow-up testinlé?or MAA,

o No hogs, imported from any other country, are allowed in the program,

o There is a TB testing program for the farm workers,

o There is an environmental testing program for MAA, e.g., testing of
bedding, house environment, etc., and

o The participating companies have a control program for control of

insects and other pests.

It was explained to Dr. Sutton that in order for participating companies to be eligible
for Visual Inspection, they must have a mandatory quality assurance (QA) program.
The QA program is approved and verified by the Netherlands’ inspection service on
routine basis. The QA program must contain all six safeguards mentioned above and
she agreed that with all these safeguards the ELISA test is a step forward and
provides added level of assurance for detection of TB in market hogs.

Participants:

Dr. Terry Sutton, OPHS
Dr. David Smith, OIA
Dr. Ghias Mughal, OIA

FOIA_NL&DENO00618



’Mu{hal, Ghias

From: @]@F@notmanmm]
Sent: unday, April 15, 2007 2:37 PM

To: Mughal, Ghias

Cc: McDermott, Steve

Subject: Netherlands Serological Testing for Mycrobacterium
Ghias

See if you agree with the following summary and we can discuss in the
morning.

FSIS did receive information from the Netherlands regarding serological
testing for Mycobacterium. This information was discussed with Dr. Terry
Sutton, pathologist at FSIS Eastern Laboratory. Dr. Sutton had the
following comments:

-The ELISA (serological) test used by the Netherlands is sensitive enough to

detect about 75% of the hogs infected with M. avium subspecies avium (MAA). -The data
submitted by the Netherlands did not address the specificity of

the ELISA method. They only used one strain of M. avium, i.e., the MAA

serotype 4, strain. The data did not show if there was a cross reactivity

in sera of hogs infected with other strains of MAA, other non-TB group

mycobacterium or organisms from the Mycobacterium-bovis group. -Based on the Netherlands'’
data, the ELISA test, by itself, is not the most

reliable test for the detection of MAA. However, the ELISA test can become

a reliable test for the detection of MAA if it is combined with the

following safeguards proposed by the Netherlands:

o The production/slaughter of the market hogs is a vertically integrated

operation,

o There is a established frequency of follow-up testing for MAA, o No hogs, imported from
any other country, are allowed in the program, o There is a TB testing program for the
farm workers, o There is an environmental testing program for MAA, e.g., testing of
bedding, house environment, etc., and

o The participating companies have a program for controlling insects and

other pests.

It is also important to note that FSIS no longer considers TB as a food
borne disease of public health significance caused by the consumption of
meat. This is based on a decision made by FSIS in April 2004 with regard to
changing the curriculum for its public health veterinarian training.

Download Messenger. Join the i’m Initiative. Help make a difference today.
http://im.live.com/messenger/im/home/?source=TAGHM APRO7

_ ol lofpn ),
brif g WL  Fm
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Steve,

Yesterday afternoon ( 8-6-07), | called APHIS- VS office in Maryland to check if APHIS would
have any concerns about missing a disease(s) in market hogs of Netherlands going through
visual post mortem inspection. | posed this question to Drs. Christopher Robinson and Lynette
Williams after | explained to them FSIS traditional inspection procedures for market hogs and
Netherlands visual inspection procedures and pointed out the differences between these
procedures. | also inquired: about list of the diseases of market hogs in Netherlands that APHIS
considers to be important. They gave me the following list

Food and Mouth Disease (FMD) .
Classical Swine Fever '
African Swine Fever

Swine Vesicular Disease

Both of them said APHIS regulations refer to only one disease on Ante-mortem - FMD

Both stated that visual inspection would not impact on detection of any of the above diseases.

M. Ghias Mughal, DVM;M.S; PA.D.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
1400 Independence Avenue, SW
Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov
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ISSUE ALERT: FSIS Determines Netherlands’ Alternate Post-Mortem Inspection
Procedure for Market Hogs is Equivalent

ISSUE: FSIS has conducted an equivalence review of the Netherlands’ request to use an alternate
post-mortem inspection procedure for market hogs slaughtered for export to the United States. The
alternate procedure — visual inspection of the carcass and viscera — would occur in lieu of traditional
post-mortem inspection procedures of incising the mandibular lymph nodes, palpating the
mesenteric, portal and bronchial lymph nodes, turning the lungs and liver, and grasping and turning
the kidneys.

BACKGROUND: A team of FSIS experts from OPPED and OIA reviewed the Netherlands’
visual inspection procedures, scientific studies, and other supporting documents and information
presented by Netherlands government officials during an FSIS-Netherlands bilateral meeting held
November 1-2, 2006, in Washington, DC. The team evaluated the Netherlands’ visual post-mortem
inspection procedures against the two FSIS post-mortem inspection procedures [Traditional
Inspection and HACCP-Based Inspection Models Project (HIMP)] currently conducted for market
hogs slaughtered in the United States.

The basis of the Netherlands’ alternative procedure is its use of pre-slaughter data collection and
post-mortem inspection verification to ensure the identification and removal of sick animals and
adulterated carcasses and parts from the food supply, and that the prevalence of Mycobacterium
avium, the primary cause of Tuberculosis in swine, is very low. Pre-slaughter data collection is
accomplished through a system called “Supply Chain Inspection,” which is an integrated quality
assurance program with comprehensive controls over the production chain requirements for feed,
hygiene, the use of veterinary drugs, transport of animals, and animal welfare. The Netherlands’
inspection system has legal jurisdiction over on-farm production. Market hogs processed under this
program will continue to receive ante-mortem inspection, and visual post-mortem inspection will be
conducted on the head, viscera, and carcass of all carcasses. If any abnormalities are discovered
during visual inspection, the carcass will undergo traditional post-mortem inspection. In addition,
all market hogs slaughtered for export to the United States must be born and raised in the
Netherlands, and the farms must qualify as a neutral or low risk farm based on ongoing serological
surveillance for Mycobacterium avium.

FSIS’ traditional post-mortem inspection procedures for market hogs include incision, observation,
and palpation, as applicable, of the head, viscera, and carcass. FSIS’ HIMP post-mortem inspection
procedures are very similar to the Netherlands’ visual inspection procedure in that the FSIS
inspector performs only a visual inspection, with no palpations or incisions. In both cases, the FSIS
inspection procedures are intended to identify and remove unwholesome and adulterated carcasses
and parts thereof from the food supply.

This equivalence decision is significant because other EU Member States are expected to request a
similar equivalence determination for market hogs slaughtered for export to the United States.

TRADE IMPACT: The United States imported 7,762,202 pounds of pork products from the
Netherlands from January 1 through November 30, 2006.
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NEXT STEPS: FSIS will send a letter to the Netherlands informing meat inspection officials of its
equivalence decision, and will observe the program in-practice during the next on-site audit of the
Netherlands meat inspection system to verify implementation standards.

FSIS-OIA-Dec. 13, 2006
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BRIEFING NOTES - NETHERLANDS

Equivalence Submission
e The Netherlands’ Ministry of Agriculture, Nature and Food Quality submitted a

request in 2006 to the Food Safety and Inspection Service (FSIS) to use an alternative
inspection system in Netherlands’ establishments slaughtering market hogs for export
to the United States.

e The Netherlands’ equivalence request is specific to using visual inspection procedures
during post-mortem inspection of market hogs.

e Visual inspection is the examination of parts of the slaughtered hog (head, viscera, and
carcass) without incising or palpating for identifying and removing adulterated
carcasses and parts from the food supply chain.

LI (D) (4)1) a supporter of post-mortem visual inspection, currently has
slaughter and processing establishments certified to export to the United States,

FSIS is still in the evaluation process of the Netherlands’ equivalence submission.
Mr. (KO , Agricultural Counselor of the Netherlands’ Embassy in
Washington, DC, has met with FSIS on several occasions regarding this equivalence
submission.

ESIS Audit of the Netherlands’ Meat Inspection System

e FSIS recently completed an audit of the Netherlands’ meat inspection system in March
2007.

e During this audit, the FSIS official identified that a slaughter establishment, a g3
slaughter facility, was operating under visual inspection. Since FSIS has not
determined visual inspection to be equivalent to the U.S. inspection system, product
produced in this establishment would not be eligible for export to the United States.

USDA-FSIS-OIA-April 12, 2007
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Mughal, Ghias

From: White, Sally

Sent: Monday, April 16, 2007 7:28 PM
To: Stuck, Karen; James, William

Cc: Mughal, Ghias; McDermott, Steve
Subject: Fw: Netherlands data

Karen and Bill, )
Please see attached a note drafted by Steve and Ghias from me to you. We hope this is
helpful. Sally

Sent from my BlackBerry Wireless Handheld

----- Original Message-----

From: McDermott, Steve <Steve.McDermott@fsis.usda.govs>
To: White, Sally <Sally.White@fsis.usda.gov>

CC: Mughal, Ghias <Ghias.Mughal@fsis.usda.gov>

Sent: Mon Apr 16 15:58:28 2007

Subject: Netherlands data

Netherlands - MGM

-Brief on EL..
<<Netherland - MGM -Brief on EILSA Testi for TB in Hogsl.doc>>

I have reviewed Ghias’ summary of information. See if you are ok with this. The
attachment is written as a memo to Karen and Bill from you.

Steven A. McDermott

Deputy Director, International Equivalence Staff
Office of International Affairs

USDA, Food Safety and Inspection Service
Washington, DC

202-650-0297

FOIA_NL&DENO00624



Karen / Bill,

We did receive data from the Netherlands regarding serological testing for Mycobacterium
and Ghias discussed this information with Dr. Terry Sutton, Chief of Pathology Section at

FSIS Eastern Laboratory. Dr. Alice Thaler recommended that we discuss the Netherlands’
data with Dr. Sutton.

Dr. Sutton had the following comments:

e The Netherlands’ study indicates that for hogs infected with M. avium subspecies
avium (MAA), the sensitivity of the ELISA (serological) test was 75% for hogs tested
between 4 and 22 weeks of age.

e The data submitted by the Netherlands did not address the specificity of the ELISA
method because only one strain of M. avium (MAA serotype 4) was used in the study.

e Based on the Netherlands’ data, the ELISA test, by itself, is not the most reliable test
for the detection of MAA. However, the ELISA test can become a dependable test for
the detection of MAA if it is combined with the safeguards proposed by the
Netherlands as part of its equivalence request. These safeguards are:

o The production/slaughter of the market hogs is a vertically integrated
operation,

There is an established frequency of follow-up testing for MAA,

Only hogs born and raised in Netherlands are allowed in the program,

There is a TB testing program for the farm workers,

There is an environmental testing program for MAA, e.g., testing of bedding,

house environment, etc., and

The participating companies have a program for controlling insects and other

pests.

0 000

o)

It 1s also important to note the following:

e FSIS no longer considers TB as a food borne disease of public health significance
caused by the consumption of meat. This is based on a the current FSIS’ Training
document (2004) used in the curriculum for its public health veterinarian training.

e FSIS’ routine post-mortem inspection procedures have an unknown level of detection
for M. avium. Dispositions are based on visual inspection after palpation and
observation of certain lymph nodes and organs and 100% detection of lesions is not
always possible.

e Inregard to Dr. Sutton’s comments about 75% sensitivity results, I understand that
Bill and Ghias also reviewed the Netherlands’ data and it showed that the sensitivity
increased to about 90% in hogs tested between 20 and 22 weeks of age, which is the
slaughter age of market hogs.

e Also, we believe we have found the research paper by J. F. T. Griffin of New Zealand
that was mentioned by Dr. Mann. The article is entitled, *“ Immunoglobulin GI
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Enzyme-Linked Immunososbbent Assay for the Diagnosis of Johne’s Disease in Red
Deer, by J. T. F. Griffin, Evelyn Spittle, Christiie R. Rodgers, Simon Liggett, Marc
Cooper, Douwe Bakker, and John P. Bannantine. Published in Clinical and
Diagnostic Laboratory Immunology, December, 2005, pages 1401 — 1409.

This study was designed to develop a customized enzyme-linked immunosorbent
assay (ELISA) for the serodiagnosis of Johne’s disease in farm deer. Two antigens
were selected on the basis of their superior diagnostic readouts. Sensitivity estimates
and test parameters were established using 102 Mycobacterium paratuberculosis-
infected animals from more than 10 deer herds and specificity estimates were
determined using 508 unaffected animals from 5 known disease-free herds. There was
99.5% specificity and sensitivities of 84% and 88% between the two antigens.

The Netherlands also submitted a 2005 study conducted by the University of
Wisconsin regarding an evaluation of five ELISA methods used for diagnosis of
bovine TB caused by Mycobacterium avium subsp. Paratuberculosis in dairy cattle in
support of their proposal. The results of this study show that the specificity of the
three of the five ELISA methods was equal or above 99.8%. Specificity of the other
two methods was 84.7% and 94.9%.

o The Netherlands’ inspection service has implemented a government verification
program to check the accuracy of the visual inspection program for the removal of
both food safety and non-food safety defects. In the Netherlands, verification of visual
inspection takes place on a daily basis (minimum once a day) and is carried out by the
official veterinarian.

Definitions:

Sensitivity: An operating characteristic of a diagnostic test that measures the ability of a test
to detect a disease (or condition) when it is truly present. Sensitivity is the proportion of all
diseased patients for whom there is a positive test, determined as the number of true positives
divided by the sum of true positives + false negatives. (Contrast with specificity:)

Specificity: An operating characteristic of a diagnostic test that measures the ability of a test
to exclude the presence of a disease (or condition) when it is truly not present. Specificity is
the proportion of nondiseased patients for whom there is a correctly negative test, expressed
as the number of true negatives divided by the sum of true negatives + false positives.
(Contrast with sensitivity.)
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Mughal, Ghias

From: James, William

Sent: Sunday, April 15, 2007 1:32 PM

To: Stuck, Karen; McDermott, Steve; White, Sally; Mughal, Ghias
Subject: - Re: Roger will call you about Dutch spareribs

IES has that. They can summarize it for Dr R on Monday.

Bill James
International Affairs

----- Original Message-----

From: Stuck, Karen <Karen.Stucke@fsis.usda.gov>

To: James, William <William.James@fsis.usda.gov>; McDermott, Steve
<Steve.McDermott@fsis.usda.gov>

Sent: Sat Apr 14 17:11:16 2007

Subject: Fw: Roger will call you about Dutch spareribs

I thought we gave this to Dr. Raymond??

Karen Stuck
FSIS

————— Original Message-----

From: Dick.Raymond@usda.gov <Dick.Raymond@usda.gov>

To: Curt.Mann@usda.gov <Curt.Mann@usda.govs>; Garner, Arriell -USDA

<Arriell .Garner@usda.govs; Myers, Jean -USDA <jean.myers@usda.govs>; Stuck, Karen
<Karen.Stuck@fsis.usda.gov>; Goldman, David <David.Goldman@fsis.usda.gov>; Quick, Bryce
<Bryce.Quick@fsis.usda.gov>; Derfler, Philip <Philip.Derfler@fsis.usda.gov>; Mughal, Ghias
<Ghias.Mughal@fsis.usda.gov>; McDermott, Steve <Steve.McDermott@fsis.usda.gov>; Goodwin,
Nancy <Nancy.Goodwin@fsis.usda.govs; White, Sally <Sally.White@fsis.usda.govs>; McNiff,
Barbara <Barbara.McNiff@fsis.usda.gov>; James, William <William.James@fsis.usda.gov>;
Danford, Clark <Clark.Danford@fsis.usda.gov>; Smart, Donald <Donald.Smart@fsis.usda.gov>;
Stanley, Mary <Mary.Stanley@fsis.usda.gov>

Sent: Sat Apr 14 15:48:40 2007

Subject: RE: Roger will call you about Dutch sparerlbs

I had reqeusted information from them regarding serological testing for Mycobacterium.
Did we ever get that information from them?

————— Original Message-----

From: Stuck, Karen -FSISE2K3

To: Raymond, Dick; Mann, Curt; Garner, Arriell; Myers, Jean; Goldman, David -FSISE2K3;
Quick, Bryce -FSISE2K3; Derfler, Philip -FSISE2K3; Mughal, Ghias -FSISE2K3; McDermott,
Steve -FSISE2K3; Goodwin, Nancy -FSISE2K3; White, Sally -FSISE2K3; McNiff, Barbara -
FSISE2K3; James, William -FSISE2K3; Danford, Clark -FSISE2K3; Smart, Donald -FSISE2K3;
Stanley, Mary -FSISE2K3

Sent: 4/13/2007 2:45 PM

Subject: FW: Roger will call you about Dutch spareribs

Dr. Raymond: You may be getting a call from the U.S. Ambassador to the Netherlands on the
request from the Dutch for equivalence of their visual inspection system for market hogs.

Karen Stuck

Assistant Administrator

Office of International Affairs
FSIS, U.S. Department of Agriculture
Phone 202-720-3473

Fax: 202-690-3856
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————— Original Message-----

From: Mughal, Ghias

Sent: Friday, April 13, 2007 2:21 PM

To: James, William; Stuck, Karen

Cc: White, Sally; Goodwin, Nancy; McDermott, Steve
Subject: RE: Roger will call you about Dutch spareribs

Dr. James,
Attached is the revised Netherlands-Issue Brief which incorporates the requested
statement. Thanks. Ghias

M. Ghias Mughal, DVM;M.S; Ph.D.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
1400 Independence Avenue, SW

Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov

----- Original Message-----

From: James, William

Sent: Friday, April 13, 2007 12:48 PM

To: Mughal, Ghias; Stuck, Karen

Cc: White, Sally; Goodwin, Nancy; McDermott, Steve
Subject: RE: Roger will call you about Dutch spareribs

I think we need a sentence that says we have (or will) tell the Netherlands that product
produced under the newly approved system (if
approved) will be eligible only if produced after the approval date.

————— Original Message-----

From: Mughal, Ghias

Sent: Friday, April 13, 2007 12:45 PM

To: Stuck, Karen

Cc: White, Sally; Goodwin, Nancy; James, William; McDermott, Steve
Subject: RE: Roger will call you about Dutch spareribs

Karen, attached is a short brief focusing on the meeting with the US Ambassador as you
requested.

Thank you,

Ghias

M. Ghias Mughal, DVM;M.S; Ph.D.

Senior Equivalence Officer,

Office of International Affairs

USDA, Food Safety and Inspection Service
1400 Independence Avenue, SW

Washington, DC 20250

Phone: 202 720-6400

Email: ghias.mughal@fsis.usda.gov

————— Original Message-----

From: Stuck, Karen

Sent: Friday, April 13, 2007 8:57 AM

To: McDermott, Steve

Cc: White, Sally; Mughal, Ghias; Goodwin, Nancy; James, William

2
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Subject: Re: Roger will call you about Dutch spareribs

Steve: please prepare a short issue brief on this focusing on the meeting with the US
ambassador and impending call to Dr. Raymond. Please get this to me today.

Karen Stuck
FSIS

----- Original Message-----

From: McDermott, Steve <Steve.McDermott@fsis.usda.govs

To: Stuck, Karen <Karen.Stuckefsis.usda.gov>

CC: White, Sally <Sally.White@fsis.usda.gov>; Mughal, Ghias <Ghias.Mughal@fsis.usda.gov>;
Goodwin, Nancy <Nancy.Goodwin@fsis.usda.govs>

Sent: Fri Apr 13 07:50:17 2007

Subject: Fw: Roger will call you about Dutch spareribs

Sent from my BlackBerry Wireless Handheld

----- Original Message-----

From: Bob.Flach@USDA.GOV <Bob.Flach@USDA.GOV>

To: McDermott, Steve <Steve.McDermott@fsis.usda.gov>

CC: Roger.Wentzel@USDA.GOV <Roger.Wentzel@USDA.GOV>; [(JIE)IE.@hotmail.com
@hotmail.com>; Marcel.Pinckaers@USDA.GOV <Marcel.Pinckaers@USDA.GOV>

Sent: Fri Apr 13 05:56:07 2007

Subject: Roger will call you about Dutch spareribs

Dear Steve}

It is a few years ago since we met during one of your audits in the Netherlands. I am
writing you this mail because of the following:

The Director General of the Dutch MinAg, Mr (K@) , contacted our office yesterday.
He requested a meeting with our Ambassador, Mr Arnall, to discuss the Dutch system of
visual inspection of slaughterhogs. This morning, [(JKE)] met with Mr Arnall. Because

Roger is on holidays this week (he is back in the office on Monday) I
was present at the meeting. To summarize the meeting:

(b) (6) wanted to gently remind the U.S. Government how important a timely approval of
the visual inspection of slaughterhogs is for the _ On the
Ambassador's question on how long they could wait, he answered a month or so. At the
moment, [(QNC) reportedly stores the shipments destined for the U.S. market in a cold
storage. [(JKE) advocated the visual inspection system. I am sure FSIS has this

information readily available, so I do need to summarize this for you.

At the moment we are preparing a memo for the Ambassador. This memo will contain the
contact info of Richard Raymond as the person for the Ambassador to contact. So, Mr
Arnall might call Mr Raymond regarding this matter. We will give this memo to the
Ambassador on Monday.

Today Roger (he is in Paris right now) will try to contact you regarding this matter.

Kindest regards, bob

Bob Flach (Agricultural Specialist)

United States Department of Agriculture, Foreign Agricultural Service U.S. Embassy, Lange
Voorhout 102, 2514 EJ The Hague, The Netherlands

Phone: ++31 (0)70 3102 303 Fax: ++31 (0)70 3657 681 http://www.fas.usda.gov
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NETHERLANDS—Issue Brief
Meeting between US Ambassador Arnell and Mr. {(K(S)] , Director General, Ministry
of Agriculture, Nature and Food Quality for the Netherlands

On April 13, US Ambassador Arnell met with the Director General for the
Ministry of Agriculture, Nature and Food Quality, Mr. [{K(S)] at the request
of Mr. (K@)

The discussions centered on a pending equivalence determination from the Food
Safety and Inspection Service regarding the Netherlands’ request for the use of
visual-only inspection of market age hogs.

FAS, The Hague, reported that Mr. [{(9JR(§)] diplomatically reminded Ambassador
Arnell that timely approval of the request is important for the Netherlands and
that it was hoped that a decision could be reached and relayed to him within the
next 30 days.

FAS, The Hague, also reported that product produced under visual inspection is
being stored in warehouses for eventual export to the United States.

Ambassador Armnell was advised that Dr. Raymond is the contact point for further
information. FAS reported that the Ambassador may call Dr. Raymond to discuss
the situation.

FOIA_NL&DEN00631



BRIEFING NOTES

Meeting with [(QK()]
(Director General Ministry of Agriculture, Nature and Food Quality)
Concerning Netherlands’ Visual Meat Inspection
On April 13, 2007

Dear Ambassador Arnall,

Please find the answers on your questions regarding your meeting with [(K@) n this
memo. The answers are based on my conversation with [(SJX@&) Deputy Chief
Veterinary Officer of the Dutch Ministry of Agriculture, Nature and Food Quality.

When did the (X)) started with the visual inspection procedures
during post-mortem inspection of market hogs?

In September 2005, the [DICEN started a pilot project. In March 2006, they
fully implemented the visual inspection procedures.

When did the European Commission (EC) approve the visual inspection of
market hogs?

-The EC didn’t approve the visual inspection procedures. The procedures don’t need to
be approved by the EC to be legally applied because they are conforming EC Regulation
EC/854/2004. This Regulation is laying down specific rules for the organization of official
controls on products of animal origin intended for human consumption.

-In February 2006, the European Food and Veterinary Office (FVO) inspected the
Netherlands’ meat inspection system. As part of their visit the FVO audited the
execution of the visual inspection procedures in practice.

-The official report of the FVO regarding this visit is not yet public, and therefore not yet
official. The content of the report is reportedly positive towards the implementation of
the Dutch visual inspection procedures.

What is the percentage of hogs undergoing visual inspection on the total
number of hogs slaughtered in the EU?

-Martijn Weijtens estimated the percentage at five percent. The QX)) is the
only company applying visual inspection. The [QEG:)] is the second largest hog
slaughterer in Europe and owns slaughterhouses in the Netherlands and Germany.

Who is the best person in the USDA to contact?

Dr. Richard Raymond

Under Secretary for Food Safety
U.S. Department of Agriculture
227-E Jamie Whitten Building
Washington, DC 20250

Phone: (202) 720-0350

Fax: (202) 690-0820
Dick.Raymond@usda.gov
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BRIEFING NOTES

For Meeting with Ate Oostra
(Dlrector General Ministry of Agriculture, Nature and Food Quahty)
Concerning Netherlands’ Visual Meat Inspection
April 13, 2007

Equivalence Submission

The Netherlands’ Ministry of Agriculture, Nature and Food Quality submitted a
request in 2006 to the Food Safety and Inspection Service (FSIS) to use an alternative
inspection system in Netherlands’ establishments slaughtering market hogs for export
to the United States.

The Netherlands’ equivalence request is specific to using visual inspection procedures
during post-mortem inspection of market hogs.

Visual inspection is the examination of parts of the slaughtered hog (head viscera, and
carcass) without incising or palpating for identifying and removing adulterated
carcasses and parts from the food supply chain.

(b) (4)4) a supporter of post-mortem visual inspection, currently has six
slaughter and processing establishments certified to export to the United States,

FSIS is still in the evaluation process of the Netherlands’ equivalence submission.
Mr. Wim Tacken, Agricultural Counselor of the Netherlands’ Embassy in
Washington, DC, has met with FSIS on several occasions regarding this equivalence
submission.

FSIS Audit of the Netherlands’ Meat Inspection System

FSIS recently completed an audit of the Netherlands’ meat inspection system in March
2007.

During this audit, the FSIS official identified that a slaughter establishment, a QN
slaughter facility, was operating under visual inspection. Since FSIS has not
determined visual inspection to be equivalent to the U.S. inspection system, product
produced in this establishment would not be eligible for export to the United States.

USDA-FSIS-OIA-April 12, 2007
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Mughal, Ghias

From: McDermott, Steve

Sent: Tuesday, April 17, 2007 7:34 AM

To: Stuck, Karen; James, William

Cc: White, Sally; Mughal, Ghias

Subject: FW: Memo To Ambassador Arnall - Netherlands Visual Inspection

As the result of U.S. Ambassador Arnall’'s meeting with Director General's (Netherlands Agriculture Dept) last Friday, the
Ambassador had a few follow-up questions, of which FAS provided the attached response.

Steven A. McDermott

Deputy Director, International Equivalence Staff
Office of International Affairs

USDA, Food Safety and Inspection Service
Washington, DC

202-690-0297

----- Original Message-----

From: Patricia.VanGeemen@USDA.GOV [mailto:Patricia.VanGeemen@USDA.GOV]
Sent: Tuesday, April 17, 2007 6:38 AM

To: McDermott, Steve

Cc: Bob.Flach@USDA.GOV; Roger.Wentzel@USDA.GOV

Subject: Memo To Ambassador Arnall

Dear Mr. McDermott,

Roger Wentzel asked me to forward the attached memo to you, delivered to our Ambassador this morning.

With regards,

Patricia van Geemen

Secretary FAS

Tel: +31-(0)70-310-2299

Fax: +31-(0)70-365-7681

E-mail: patricia.vangeemen@usda.gov
agthehaque®fas.usda.gov

vgeemenp@state gov

FOIA_NL&DEN00634
4/17/2007



Unclassified April 16, 2007

Memorandum

To: The Ambassador
Through: Roger Wentzel, Agricultural Counselor
From: Bob Flach, Agricultural Specialist

Subject: Follow-up To Your Meeting With Ate Oostra (Director General, Dutch
Ministry of Agriculture) on April 13, 2007

You had a number of questions following your meeting with Ate Qostra, which are answered
below. The answers are based on my telephone conversation with Martijn Weijtens, Deputy
Chief Veterinary Officer of the Dutch Ministry of Agriculture.

When did the [QASEY! begin using the visual inspection procedures during
post-mortem inspection of market hogs?

In September 2005, the (XSS! started a pilot project. In March 2006, they fully
implemented the visual inspection procedures.

When did the European Commission (EC) approve the visual inspection of market
hogs?

-The EC didn’t approve the visual inspection procedures. The procedures don’t need to be
approved by the EC to be legally applied because they are conforming EC Regulation
EC/854/2004. This Regulation lays down specific rules for the organization of official
controls on products of animal origin intended for human consumption.

-In February 2006, the European Food and Veterinary Office (FVO) inspected the
Netherlands’ meat inspection system. As part of their visit, the FVO audited the visual
inspection procedures in practice.

-The official report of the FVO regarding this visit is not yet public, and therefore not yet

official. The content of the report is reportedly positive towards the implementation of the
Dutch visual inspection procedures.
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What is the percentage of hogs slaughtered in the EU undergoing visual inspection ?

-Martijn Weijtens estimated the percentage at five percent. The (GRS 1s the only
company applying visual inspection. The [QXSY is the second largest hog
slaughterer in Europe and owns slaughterhouses in the Netherlands and Germany.

Who is the best person in the USDA to contact?

Dr. Richard Raymond

Under Secretary for Food Safety
‘U.S. Department of Agriculture
227-E Jamie Whitten Building
Washington, DC 20250

Phone: (202) 720-0350

Fax: (202) 690-0820
Dick.Raymond@usda.gov
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Unclassified April 16, 2007
Memorandum
To: The Ambassador

Through: Roger Wentzel, Agricultural Counselor
From: Bob Flach, Agricultural Specialist

Subject: Follow-up To Your Meeting With Ate Oostra (Director General, Dutch
Ministry of Agriculture) on April 13, 2007

You had a number of questions following your meeting with Ate Qostra, which are answered
below. The answers are based on my telephone conversation with Martijn Weijtens, Deputy
Chief Veterinary Officer of the Dutch Ministry of Agriculture.

When did the [QASEY begin using the visual inspection procedures during
post-mortem inspection of market hogs?

In September 2005, the [CHCHY] started a pilot project. In March 2006, they fully
implemented the visual inspection procedures.

When did the European Commission (EC) approve the visual inspection of market |
hogs?

-The EC didn’t approve the visual inspection procedures. The procedures don’t need to be
approved by the EC to be legally applied because they are conforming EC Regulation
EC/854/2004. This Regulation lays down specific rules for the organization of official
controls on products of animal origin intended for human consumption.

-In February 2006, the European Food and Veterinary Office (FVO) inspected the
Netherlands’ meat inspection system. As part of their visit, the FVO audited the visual
inspection procedures in practice.

-The official report of the FVO regarding this visit is not yet public, and therefore not yet
official. The content of the report is reportedly positive towards the implementation of the
Dutch visual inspection procedures.
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What is the percentage of hogs slaughtered in the EU undergoing visual inspection ?

-Martijn Weijtens estimated the percentage at five percent. The Vion Food Group is the only
company applying visual inspection. The Vion Food Group is the second largest hog
slaughterer in Europe and owns slaughterhouses in the Netherlands and Germany.

Who is the best person in the USDA to contact?

Dr. Richard Raymond

Under Secretary for Food Safety
U.S. Department of Agriculture
227-E Jamie Whitten Building
Washington, DC 20250

Phone: (202) 720-0350

Fax: (202) 690-0820
Dick.Raymond@usda.gov
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ISSUE ALERT: Equivalence Request for Netherlands’ Visual Inspection

Issue: The government of Netherlands is requesting to use an alternative post-mortem inspection
procedure for market hogs intended for export to the United States. The alternative procedure is visual
inspection of the head, carcass and viscera, without incising or palpating, to identify and remove
adulterated carcasses and parts.

Latest Development: July 2007: Dr. Ate Oostra, Director General for International Affairs of
Netherlands Ministry of Agriculture, Nature and Food Quality, has requested a visit with the Office of
the Under Secretary for Food Safety. The primary purpose of Dr. Oostra’s visit is to ask about the
status of FSIS” equivalence decision regarding Netherlands’ visual inspection. Current FSIS import
data show that U.S. imports of fresh and canned pork products from the Netherlands have decreased
significantly from 2005 (10.3 million pounds) to 2007 (217,529 pounds — January through July). The
Dutch Product Board states that this decrease is directly due to Netherlands’ slaughter establishments
owned by producing under visual inspection and, therefore, ineligible to export to
the United States directly (fresh product) or indirectly (supplier to canning establishments).

Background:
e In July 2006, FSIS received a request from the Netherlands to use an alternative post-mortem

inspection procedure for market hogs—visual inspection of the head, carcass and viscera. The
procedure does not require incising of the mandibular lymph nodes, palpation of the
mesenteric, portal and bronchial lymph nodes, turning of lungs and liver, or grasping and
turning of the kidneys, which are required under FSIS traditional post-mortem inspection
procedures. The Netherlands’ alternative post-mortem procedures under visual inspection are
further explained in Attachment 1.

The basis of the Netherlands’ provision for visual inspection is dependent on the
implementation of an integrated quality control program by Netherlands’ market hog producers
coupled with a system of government verification for checking the accuracy of visually
inspected carcasses and organs to ensure that passed carcasses and parts thereof are wholesome
and not adulterated.

¢ On November 1 and 2, 2006, a team of Netherlands’ inspection officials met with FSIS to
provide further information regarding its request for visual inspection.

e During late 2006 and early 2007, Mr. Wim Tacken, Agricultural Counselor of the Netherlands’
Embassy in Washington, DC, met with FSIS on several occasions regarding this equivalence
submission. [Mr. Tacken has since retired and has been replaced by Mr. Fritz Thissen.]

e OnJanuary 22, 2007, FSIS/OIA briefed Drs. Raymond and Mann on the outcome of the
equivalence review. At that time, Drs. Raymond and Mann requested additional information
on the serological testing method used by the Netherlands for testing of Mycobacterium avium
(M. avium) during the pilot phase of visual inspection. Theé purpose of the additional
information was to determine the dependability of serological testing as an indicator for the
detection of Tuberculosis (TB) in market hogs. FSIS/OIA received the additional information
from the Netherlands’ Chief Veterinary Officer and concluded that serological testing was a
viable test under certain conditions. Further explanation is found in Attachment 2 and this
information was sent to the Office of the Under Secretary for Food Safety on June 18, 2007.
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e On April 13, 2007, Dr. Oostra met with the U.S. Ambassador to the Netherlands, Roland
Amall, concerning the status of FSIS’ equivalence decision on visual inspection.

e On April 23, 2007, FSIS sent a letter to the Netherlands Ministry of Agriculture, Nature and
Food Quality reaffirming FSIS’ October 2006 communication that the Netherlands’
establishments cannot produce pork products under visual inspection for export to the United
States until FSIS determines that the alternative procedure is equivalent. The April letter was
initiated after learning that Netherlands’ slaughter establishments owned by CIASY)
had implemented visual inspection. FSIS received a response dated May 29, 2007, from the
Ministry of Agriculture, Nature and Food Quality stating that Netherlands’ establishments are
not producing for export to the United States while operating under visual inspection.

Other Interest in Visual Inspection

LI (D) (4)1) the largest pork producer in the Netherlands and a supporter of post-mortem
visual inspection, currently has six slaughter and processing establishments certified to export
to the United States. However, since early 2007, the [QJ) slaughter establishments have been
producing under visual inspection and thus, product has not been eligible for export to the
United States. This has caused a significant decrease in the amount of pork imports into the
United States from the Netherlands.

e Denmark has shown interest in requesting a similar equivalence determination for market hogs
slaughtered for export to the United States although it has not submitted a formal equivalence
request to FSIS. Other EU Member States are expected to request a similar equivalence
determination. :

FSIS/OIA Recommendation: FSIS/OIA has completed its equivalence review and determined that the
Netherlands’ alternative post-mortem inspection procedure of visual inspection is equivalent and,
therefore, recommends granting the government of the Netherlands approval to implement this
procedure for market hogs produced for export to the United States.

FSIS/OIA August 3, 2007
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Attachment 1
NETHERLANDS’ VISUAL INSPECTION

Netherlands uses a combination of pre-slaughter data collection and post-mortem inspection
verification to ensure the identification and removal of unhealthy animals, adulterated carcasses and
parts and resulting products from the food supply. Pre-slaughter data collection is conducted through a
system of “Supply Chain Inspection” called the IKB Varkens (IKB) program, which is an integrated
quality assurance program with comprehensive controls over the production chain in addition to
national and EU requirements for feed, hygiene, the use of veterinary drugs, transport of animals, and
animal welfare. The IKB requires transfer of animal health records from the farm to both the
establishment and inspection officials to provide greater assurance that only wholesome meat products
are produced. All market hogs receive ante-mortem and post-mortem visual inspection of the head,
viscera, and carcass. Only market hogs born and raised in the Netherlands and under the IKB program
are eligible for visual inspection.

In addition, the Netherlands has implemented a government verification program to check the accuracy
of the inspection tasks for the removal of both food safety and non-food safety defects (other consumer
protection defects). The verification activities occur on a daily basis (minimum once a day), carried
out by the official government veterinarian, and split into two basic standards: (1) standards for
inspection procedures and (2) standards for inspection decisions. The government inspectors are
required to perform inspection procedures correctly and completely. The government veterinarian
verifies appropriate performance of inspection procedures by observing inspectors.

ANTE-MORTEM INSPECTION

Ante-mortem inspection on all market hogs is performed by the official government veterinarian using
traditional inspection procedures, which are equivalent to FSIS’ traditional inspection procedures.

POST-MORTEM INSPECTION

Visual post-mortem inspection of each head, viscera and carcass is performed by official government
auxiliaries (contract inspectors) located at three fixed inspection stations. The procedures are as
follows:

Head Inspection
e Visual inspection of the head and throat, including the mandibular lymph nodes
e Visual inspection of the mouth, fauces, and tongue

Viscera Inspection

¢ Visual inspection of the lungs, trachea, and esophagus

Visual inspection of the pericardium and heart

Visual inspection of the liver and hepatic and pancreatic (portal) lymph nodes

Visual inspection of the gastro-intestinal tract, mesentery, gastric and mesenteric lymph nodes
Visual inspection of the spleen

Visual inspection of the genital organs
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(Attachment 1 continue)

Carcass Inspection

Visual inspection of the carcass

Visual inspection of the pleura and peritoneum (linings of chest and abdominal cavities)
Visual inspection of the kidneys

Visual inspection of the diaphragm

Visual inspection of the udder and its lymph nodes

Visual inspection of the umbilical region and joints of young animals
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Attachment 2

Additional Information Requested by Drs. Raymond and Mann
(Serological (ELISA) Testing for M. avium)

Sensitivity of ELISA (serological) test used by the Netherlands was about 75% of the hogs
infected with M. avium subspecies avium (MAA) and tested at younger age. The data
submitted by the Netherlands did not address the specificity of the ELISA method. They only
used one strain of M. avium, i.e., the MAA serotype 4, strain. The data did not show if there
was a cross reactivity in sera of hogs infected with other strains of MAA, other non-TB group
mycobacterium or organisms from the Mycobacterium-bovis group. However, a 2006 study on
the evaluation of five antibody detection tests for diagnosis of bovine tuberculosis caused by
the Mycobacterium avium subsp. paratuberculosis shows that specificity of the three ELISA
methods was equal or above 99.8 percent. Specificity of the other two methods was 84.7
percent and 94.9 percent. Four of the five tests produced similar sensitivity in detecting fecal
culture positive cattle.

Based on Netherlands’ data, the ELISA test, by itself, is not the most reliable test for the
detection of MAA. However, when the ELISA test is used as a component with the other on-
farm measures listed below, the combined safeguards provide a dependable level of assurance
that the market hogs slaughtered in Netherlands establishments undergoing visual inspection
are free of TB.

o The production/slaughter of the market hogs is a vertically integrated operation,
There is a established frequency of follow-up testing for MAA,
Only hogs born and raised in Netherlands are allowed in the program,
There is a TB testing program for the farm workers, and
There is an environmental testing program for MAA, e.g., testing of bedding, house
environment, etc.

O o0 OO0

During review of the proposal, FSIS technical experts also took note of the following:
o FSIS no longer considers TB as a food borne disease of public health significance
caused by the consumption of meat. This is based on the current FSIS’ training
document (2004) used in the curriculum for its public health veterinarian training.

o A recent European Food Safety Authority publication on human Mycobacterium bovis
states that transmission of tuberculosis to humans through the consumption of meat has
not been documented as a public health risk during surveillance for TB in many
countries over many decades. (Rua-Domenech, 2006). Additionally, the European
Food Safety Authority’s two most recent reports (2005, 2006) titled, “Trends and
Sources of Zoonoses, Zoonotic Agents, Antimicrobial Resistance and Foodborne
Outbreaks in the European Union” do not list any outbreaks of TB (from M. bovis or M.
avium).

o No reference could be found in the scientific literature specifically relating to M. avium
transmission to humans from eating meat.
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¢ During the past five years (August 1, 2002 to August 1, 2007), over 3.4 million market hogs
were slaughtered in the United States and, of these, 2,566 were condemned for TB. The
condemnation rate is 0.74 per 100,000 slaughtered.
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International Equivalence Staff

Ms Sally White

Director

South Building, room 4434 landbouw, natuur en
Washington, D.C. 20250 voedselkwaliteit
U.S.A.

Your letter of your reference our reference date

Feb. 24, 2006 VD 06.1018/IH 31-3-2006

re: extension no. enclosures

2006 audit preparation +31-70-3785435 2

Dear Ms. White,

Your letter dated February 24, 2006, to the European Commission informing them of the
dates of the upcoming annual audit of the Netherlands meat inspection system (April 19
through May 18, 2006) has been brought to my attention and | am happy to confirm these
dates to you. The details of the audit and the itinerary to be followed are currently being

worked out by our services.

As agreed during my visit of December 8, 2005, | take pleasure in providing you with
additional information about recent changes in our meat inspection system, which |
believe will be of benefit for your auditor in the preparation of his visit. These changes are
in part resulting from the introduction of the new EU Hygiene Regulations on January 1,
2006, which cover the entire spectrum of food safety, including meat and meat products.
This new legislation was discussed between F5IS and the European Commission at the
recent Joint Management Committee meeting in October 2005. On January 12, 2006, the
European Commission sent you a complete set of the acts and related implementing
measures.

In our letter of February 14, 2006, we elaborated on the information provided by the
Commission, by informing all CVO’s in our foreign markets of the new and old legislation
and certain other changes, which might have an effect on the text of our veterinary health

certificates.

There are two aspects of our meat inspection system that | would like to specifically
address in this letter, i.e. the option of visual post mortem inspection offered under the
new legislation, and the delegation of certain elements of the post mortem meat
inspection from the official veterinarian to official auxiliaries employed by an independent
organization, which is permitted under both old and current EU legislation.

A. Visual post mortem inspection

During my visit on December 8, 2005, we discussed developments in the philosophy of
meat inspection in the EU and certain comparable developments in the US (i.e. HIMP
Market Hogs). We agreed that this topic was of mutual interest and that an exchange of
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information by U.S. and Dutch experts could take place during a conference call.
Unfortunately, a mutually convenient date for this conference call has not been found yet,
but we remain keenly interested in setting this up, preferably before the next audit.

The hygiene regulations EC 852/2004, EC 853/2004 and EC 854/2004 offer the possibility for
fattening pigs, housed under controlled conditions in integrated production systems since
weaning, to be subject to a visual inspection before and after staughter. This visual
inspection is part of a risk-based inspection system. Application of this inspection system
requires the availability of food chain information and epidemiological data. Every
enterprise has the option to either stick to the “old” system or to implement a visual
inspection system. The legal basis of visual inspection is to be found in Appendix 1, Section
IV, B post-mortem Inspection of EU Regulation 854/2004.

The[(QX8)] Company, the major pork producer in the Netherlands, looked into the merits of
this type of inspection and consulted with the competent authority, the Food and
Consumer Product Safety Authority (VWA), on how to proceed. In order to get official
approval for the new inspection system, had to demonstrate to VWA that the
produced pork would at least meet the EU set levels of food safety and would fulfill the
mandatory EU hygiene regulations provisions.

Four your information | would like to refer you to the enclosed final evaluation of [(JYE)}
pilot project, which was carried out in one of the slaughter plants of that company. As you
will remember, a company report on this pilot project was submitted to you during our
meeting on December 8, 2005.

VWA investigated the content of the chain management system in order to be convinced
that the official requirements laid down in regulation (EC) 853/2004 have been met and
that the submitted Food Chain Information was sufficient to realize - at least - a similar
level of food safety by means of the applied visual inspection, in comparison to the current
procedures for meat inspection. These two prerequisites constitute the basis for official
certification. Based on their positive findings, VWA gave [BJ%) the green light to
implement the visual inspection system. You will find the VWA final report ‘Pilot Chain

Management (X)) enclosed.

In February 2006 the Food and Veterinary Office of the European Commission visited the
pilot slaughterhouse during an inspection mission on the official controls related to food
safety of animal products and took note of the applied visual inspection system. FVO
found the slaughterhouse in compliance with EU legislation.

With both the VWA approval and the positive FVO report, (W8] intends to now fully
implement this inspection system in their Helmond facility. This will enable your auditor to
personally observe the way in which the system works, when he visits this establishment,
which | believe is planned at the end of the program.

I would like to underline that it is a company’s decision to apply for a food chain
management and visual inspection system. Whether other Dutch pork producers will try to
implement such a system is unknown. If they will, every implementation will be evaluated
by VWA,
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B. New organization of the red meat inspection system

During our meeting on December 8, 2005, the delegation of certain aspects of the post
mortem meat inspection from the VWA to an independent organization was also raised,
and you indicated that this topic had been brought to your attention before. At your
request, a formal document explaining the details of this delegation has been drawn up,
and | take pleasure in sending you this report as an enclosure. The report focuses on meat
slaughterhouses under permanent supervision of the VWA.

I hope that the above information on the new EU legislation and the modernization of
meat inspection will provide a good basis for discussion during the upcoming audit. | am
looking forward to your response with great interest, especially on my suggestion to hold
a conference call on visual post mortem meat inspection on short notice.

Yours sincerely,

CHIEF VETERINARY OFFICER,
///,_.»/’:;;7 -

'. de Leeuw

cc:
Ms. Karen Stuck, Assistant Administrator, USDA/FSIS

Mr. William James, Deputy Assistant Administrator, USDA/FSIS

Mr. Steven McDermott, Deputy Director International Equivalence Staff, USDA/FSIS
Mr. Ghias Mughal, Senior Equivalence Officer, USDA/FSIS

Ms. Anita Manka, Senior Food Technologist, USDA/FSIS

DG Sanco, Mr. Paul van Geldorp & Mr. Lorenzo Terzi

Food and Consumer Product Safety Authority (VWA)

Agricultural Counselor Washington, DC




The new organisation of the red meat inspection system in the Netherlands (2006)
Introduction

The Dutch government has decided to modernize the organisation of the red meat inspection system. The
so-called post mortem inspection in red meat slaughter facilities was carried out so far by inspectors
employed by the Food and Consumer Product Safety Authority (VWA). EU legislation allows the inspection
to be carried out by official auxiliaries employed by an independent organisation. The VWA remains
responsible for the official control and the verification of compliance. The official auxiliaries are
independent of the slaughter facilities. On January 1, 2006, the official auxiliaries, who were up to then
employed by the Dutch government, entered the service of an organisation based on civil law, the B.V.
Kwaliteitskeuring Dierlijke Se ctor (KDS). For the purpose of this document, the independent organisation
will be referred to as KDS.

Definitions

Competent authority
Competent authority means the central authority of a Member State competent to carry out veterinary

checks or any authority to which it has delegated that competence.

Official veterinarian
Official veterinarian means a veterinarian qualified, in accordance with Regulation (EC) 854/2004, to act
in such a capacity and appointed by the competent authority.

Official auxiliary.
Official auxiliary means a person qualified, in accordance with Regulation (EC) 854/2004, to actin such a

capacity, appointed by the competent authority and working under the authority and responsibility of an
official veterinarian.

Red meat Inspection
Inspection of meat from domestic bovine (including Bubalus and Bison species), porcine, ovine and

caprine animals, and domestic solipeds

Inspection procedures
Inspection procedures as meant by Regulation (EC) 854,/2004, Annex |, Section IV.

Protocol

Protocol as meant in section |, annex 27 of the Supervision Protocol which is drawn up by the ofticial
veterinarian of the VWA for each slaughter facility and which contains the arrangements which have been
agreed upon between the VWA and the operator of the slaughter facility.

Philosophy

Practical experience and further analyses showed that if the way in which the official auxiliaries and the
procedures concerning the red meat inspection (post mortem inspection) were structured, this could lead
to certain advantages. These advantages were most visible if the official auxiliaries were placed in an
organisational unit based on civil law independent of the slaughter facility concerned, of course with
regard to the European Community legislation which states that the final responsibility for the inspection
lies with the official veterinarian. These advantages can be found in aspects such as efficiency, lower
labor cost and a reduction in overhead.

Legal basis

¢ Regulation (EC) No 854/2004 of the European Parliament and of the Council of 29 April 2004 laying
down specific rules for the organisation of official controls on products of animal origin intended for
human consumption (in force as of January 1, 2006, and in part replacing Directive 64/433/EEC). In
this Regulation is has been decided that under certain conditions the official auxiliaries may assist
the official veterinarian as regards certain inspection procedures.

e Regulation (EC) No 882/2004 of the European Parliament and of the Council of 29 April 2004 on
official controls performed to ensure the verification of compliance with feed and food law, animal

FOIA_NL&DENO00648



health and animal welfare rules (in force as of January 1, 2006, and in part replacing Directive
64/433/EEC). .

¢ Agreement on the organisation of red meat inspection (post mortem) in the Nethertands dated June
6, 2004.

* Implementation contract between VWA and KDS dated November 29, 2005 (including the
supervision protocol)

Parties involved

In order to safeguard animal and public health, the Dutch government is responsible for an adequate
organisation of meat inspection, based on European Community legislation. An agreement between the
government and the meat sector on the organisation of the red meat inspection (post mortem) in the
Netherlands has been reached (the “Convenant”). The objective of this agreement is to make binding and
enforceable commitments between the parties in the framework of the modernization of the meat
inspection system, which should have as a result that effective January 1, 2006, the inspection
procedures laid down in this agreement should transfer from the VWA to an independent organisation
based on civil law, which is independent of the Dutch slaughter facilities. In the pilot phase which will run
through the end of December 2007, the relevant meat inspection procedures will be assigned to the B.V.
Kwaliteitskeuring Dierlijke Se ctor in a way which ensures that these activities are carried out
independently of the slaughter facilities, but under the supervision and responsibility of the official
veterinarians i.a., so that the requirements of the European legislation are met.

Parties involved: ’

- Ministry of Agriculture, Nature and Food Quality (LNV)

- Ministry of Public Health, Welfare and Sport (VWS)

- Food and Consumer Product Safety Auth ority (VWA)

- Commodity Board for Livestock and Meat (PVV)

- Central Organisation of the Meat Sector (COV)

B.V. Kwaliteitskeuring Dierlijke Sector (KDS)

KDS is an organisation based on civil law linked to the Foundation Central Bureau Services for Slaughter

Animals (Stichting Centraal Bureau Diensten aan Slachtdieren). The government parties must be satisfied

that this organisation operates independently from the slaughter facilities. As a minimum requirement,

the organisation has to be accredited as an independent agency. KDS’ independence is assured as

follows:

- The majority of the board consists of independent persons, including the chairman.

- Accreditation by the Council on Accreditation according to the NEN EN 45004 (ISO/IEC 17020) norm.

- Requirements for training and education, and registration of the official auxiliaries.

- Requirements for bribery and conflict of interest situations included in the implementation contract
(art. 31)

The transfer of inspection to KDS is a pilot for the duration of 2005, 2006 and 2007. KDS has been

charged with the inspection of red meat until the end of 2007. Other organisations could in the future

also be certified to perform these tasks.

Relationship between VWA and KDS

The relationship between the VWA and KDS has been laid down in an implementation contract, which has

been drawn up between both parties. This contract includes the requirements for the inspection and the

requirements for the official auxiliaries. It also describes the respective responsibilities of the VWA and

KDS. Article 2 of the contract provides a basic outline of the content of the agreement:

1. Theinspection procedures will be carried out by KDS effective January 1, 2006. KDS must assume an
independent position vis-a-vis the Dutch slaughter facilities.

2. Official auxiliaries carry out the inspection procedures referred to under # 1.

3. The VWA supervises the implementation of the inspection procedures referred to under # 1 by KDS, in
order to meet the requirements of relevant European legislation.

4. KDS guarantees that the inspection procedures carried out by her, or on her behalf, will meet the
requirements laid down in the contract.

5. HKDS guarantees that the inspection procedures carried out by her, or on her behalf, will be executed
in a professional way.
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Moreover, an application for meat inspection must be submitted by the operator of the slaughter facility
to the VWA. The VWA issues written orders to KDS for each application of a slaughter facility. On these
orders it is indicated when the inspection procedures have to be done.

Annexes to this implementation contract include the

e Quality Manual put together by KDS (Annex Il to the implementation contract), which contains the
policy of the organisation, its objectives, the relationships and the work procedures; and the

e Supervision Protocol (Annex Il to the implementation contract), which contains a detailed description
of the way in which the VWA supervises KDS per type of slaughter facility.

The final responsibility of the official veterinarian (VWA) is of great importance. The official veterinarian

measures the quality level of the post mortem inspection and of the post mortem inspection procedures

(outlined in enclosure 2) carried out by the official auxiliaries of KDS based on standards described in the

Supervision Protocol (including standards for the quality of the red meat inspection, the number of staff

required for supervision of the post mortem inspection, the number of official auxiliaries of KDS that

should be present, the VWA staff requirements, a location (establishment level) protocol, auditing, and

sanctions). These standards have been described in enclosure 1.

Financial structure

The VWA has to reimburse KDS for the time spent by the official auxiliaries for the inspection procedures
(increments of 15 minutes). KDS needs to submit to VWA annually no later than July 1 an estimate of the
cost and a proposal for a rate. The VWA converts these costs into tariffs, which are then officially fixed by
the Ministry of Agriculture, Nature and Food Quality based on relevant legislation and rulemaking. VWA
does the actual billing to the slaughter facility, while the Ministry of Agriculture, Nature and Food Quality
has final responsibility for collection of payment.

Qualifications and education official auxiliaries

1. Education requirements laid down in Regulation EC/854/2004 (Annex |, Section lll, Chapter IV)

2. VWA evaluates whether the training meets the requirements of the Regulation. VWA also determines
the rules for examination for the training.

3. The official auxiliaries must be registered with VWA,

4. The official auxiliaries must maintain their knowledge through ongoing education and professional
literature and need to keep informed of new developments. The content of the ongoing education is
part of the Quality Manual of KDS.

5. VWA maintains a register of the official auxiliaries, checks annually whether they are still employed
by KDS and whether they take part in the ongoing education.
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Enclosure 1
Standards for meat slaughterhouses under permanent VWA supervision
Introduction

The standards and norms are divided into four elements:

1. Quality standards for meat inspection

2. Standard for the amount of staff required for supervision of the post mortem inspection and other
supervisory tasks

3. Quality standards for auditing

4. Regulation of corrective measures

There is a division of responsibility between the official veterinarian and KDS. Both carry out their tasks
following this division of responsibility as described in Regulation (EC) 854 /2004 laying down specific
rules for the organisation of official controis on products of animal origin intended for human
consumption. The official veterinarian is and remains ultimately responsible. Under the division of
responsibility, the employees of KDS are qualified official auxiliaries, who carry out inspection procedures
under full responsibility of the official veterinarian. The official veterinarian measures the quality level of
the post mortem inspection and of the port mortem inspection procedures by the official auxiliaries of
KDS based on the standards and norms described below.

1. Quality standards for meat inspection

In order to set criteria by which the official veterinarian can measure the post mortem inspection
performance of KDS, several sources were consulted. One of these sources was the experience gained
over the years in New Zealand with the implementation of meat inspection by an independent
organisation and with clear standards for the quality of the meat inspection under the responsibility of the
government. The New Zealand standards have been used as the main source in order to develop the
standards in the Dutch system.
The standards can be distinguished into two basic elements, i.e. standards for inspection procedures and
standards for inspection decisions:
1. Inspection procedures
The starting point is that inspection procedures have to be carried out in compliance with Regulation
(EC) 854/2004. Verification of the execution of official controls has to be done on the inspection
station. The standard for the number of procedures is fixed at 5% per inspection position. By this
standard is meant the maximum number of deviations of the number of inspection procedures. The
size of the random sample is determined at vn (n=number of animals in a one-day production cycle)
over two batches. A summary of the inspection procedures can be found in enclosure 2.
2. Inspection decisions
The verification of the correct execution of the inspection decisions distinguishes two parts, i.e.
pathological abnormalities and hygienic slaughtering. The verification of pathological abnormalities
takes place on the inspection station, as long as the carcass and the organs are running
synchronically. The verification of hygienic slaughtering takes place between the trimming station and
the end of the slaughtering line.
Pathological abnormalities
Regulation (EC) 854/2004, annex 1, section I, chapter V describes which pathological abnormalities
are reason to declare meat unfit for human and/or animal consumption. The standard for missed
pathological abnormalities is determined at 6% cumulative and is in fact a check on wrongly
approved material. This standard consists of a 2% standard for the carcass, 2% for the pluck, and 2%
for the organs. This cumulative standard is based on the fact that this was found to be very realistic in
New Zealand. New Zealand is the only country that has experience in this area with meat.
The size of the random sample per inspection position to test the standard of 6% cumulative is fixed
at Vn (n=number of animals in a one-day-production cycle) over two batches. if the resuit of Yn
exceeds 50, these batches will be traced to two batches of a minimum of 25 carcasses per inspection
position. The cumulative standard of 6% for missed pathological abnormalities is a guidance
standard for the assessment of the post mortem inspection quality. Together with the size of the
random sample, a statistically justifiable picture of the post mortem inspection quality is created.
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Hygienic slaughtering

In the first place it needs to be clear that faecal contamination has to be a Critical Control Point in the
HACCP-system (EC Decision 2001/471). The slaughterhouse is responsible for the guaranteeing of
this CCP.

In addition, slaughter animals with deviations as a result of errors in the slaughtering hygiene are
offered for inspection, which require an inspection decision. The standard per carcass for
contamination because of staughtering errors is fixed at 2% total contamination and 0% faecal
contamination. The faecal contamination will always have to be 0% at the end of the slaughtering
line! The size of the random sample to test the standards of 2% and 0% is fixed at 2Vn (n=number of
animals in a one-day-production cycle) over four batches. If the resuit of Vn exceeds 50, these batches
will be traced to four batches of a minimum of 25 carcasses.

Assessment of other aspects in relation to the post mortem inspection

o Check on the synchronized running of the belts in relation to carcass and organs

o The official veterinarian will have to carry out the inspection of the carcasses which are to be
examined further

o Supervision on the release of carcasses from the trimming station by KDS. The carcasses,
which have to be transported to a trimming station, e.g. as a result of the implementation of
the HACCP-system, will have to be cleaned up by employees of the slaughterhouse. Each
slaughterhouse will have to arrange its processes this way. The release from the trimming
station takes place under responsibility of KDS. KDS in turn operates under the responsibility
of the official veterinarian.

2. Standard for the amount of staff required for supervision of the post mortem inspection and other
supervisory tasks

The supervision on the execution of the post mortem inspection (belt inspection) consists of the following

elements: .

a) The Food and Consumer Product Safety Authority (VWA), Implementation Division, regularly audits
externally for the compliance of the execution of the Quality Manual of KDS. The frequency of the
audit varies between 1 to 4 times a year and will be based on a bonus/malus system.

b) The official veterinarian verifies in each participating slaughterhouse the execution and compliance of
the Quality Manual of KDS. This verification is aimed at veterinary procedures/training/refresher -
courses in the Quality Manual. The frequency of this verification will be based on a bonus/malus
system.

¢) KDS will have to take care of sufficient availability of official auxiliaries. The VWA will not fill in “empty
spots” for the post mortem inspection at the belt. No execution of the inspection means no
slaughtering. The official veterinarian supervises the execution of the post mortem inspection carried
out by official auxiliaries of KDS.

d) The quality of the execution of the post mortem inspection will have to be verified regularly by the
official veterinarian (in principle daily, but for small-sized meat slaughterhouses a different frequency
can be used). The set standards and checklists will be used.

The other supervisory activities in a meat plant are contained in the hygiene regulations ((EC) 852/2004,
853/2004, 854/2004 and 882/2004) and other European regulations, and consists of the following
elements:

a) Supervision/execution ante mortem inspection (live inspection)

b) Verification of hygiene plan on the basis of HACCP/hygiene codes/microbiological controls

¢) Verification of technical construction and equipment of the establishment; verification of various
managerial aspects in an establishment, such as water management, pest control, health
attestations of employees, register of incoming and outgoing material and general tracking and
tracing, verification of the removal of animal by-products (category 1-, 2- and 3-material as meant in
Regulation (EC) 1774/2002).

d) Daily verification of hygiene, both before the start of the slaughtering and during the slaughtering

e) Periodic sampling for residues, such as the National Pian and in case of suspected prohibited
materials and in case of a suspicion of a contagious animal disease.

f) With the implementation of Regulation (EC) 854/2004 on January 1, 2006, supe rvision will be
directed more towards process control based on a complete HACCP inte gration and the evaluation of
food chain information prior to slaughter.

FOIA_NL&DENO00653



The standard for the number of VWA staff required for the supervisory tasks listed above will be
dependent on the situation of the slaughterhouse. This means that the number of official veterinarians
and the number of assistants to supervisory veterinarians have to be determined.

3. Quality standards for auditing
The official veterinarian has to have auditing qualifications in line with Regulation (EC) 854/2004.
4. Regulation of corrective measures

KDS has to set up a system of guarantees and corrective measures based on the quality standards for
post mortem inspection. This system will be part of the Quality Manual of KDS and will be tested by the
VWA,

in case of insufficient performance of KDS, the official veterinarian may have to decide to withdraw
inspection or to adapt the speed of the belt. Before taking such a measure, KDS will be offered the
opportunity to take steps to guarantee the quality of the post mortem inspection procedures. If the steps
taken by KDS do not guarantee the post mortem inspection quality, then it is up to the official
veterinarian to take corrective measures.

5. Standard for the number of KDS official auxiliaries that need to be present

Regulation (EC) 854/2004, Article 5, Part 4 states the following. Official auxiliaries may assist the official
veterinarian with the official controls carried out in accordance with Sections | and 1l of Annex | with the
frequency specified in Section lll, Chapter I. In line with the implementation contract between VWA and
KDS, the standard for the number of KDS official auxiliaries is determined as follows:

a) VWA determines the number of official auxiliaries that perform inspection tasks and need to be
present at the slaughter line of a slaughtering facility. This is in line with article 5, paragraph 5, part a
of Regulation (EC) 854/2004 and based on a risk-based approach. The number of official auxiliaries
is dependent on the type of slaughter facility and is fixed in the protocol in such a way that all
requirement of Regulation (EC) 854/2004 are met.

b) KDS may submit a proposal to change this number of official auxiliaries per slaughter line and
staughter facility. This proposal based on a risk-based approach per slaughter line and per slaughter
facility, where the inspection takes place. KDS may requests information from the official veterinarian
about this risk-based approach.

c) KDS will clarify this approach and will in consultation with the official veterinarian of the slaughter
facility concerned submit a proposal to VWA on how the determined number of official auxiliaries
should be changed. :

d) VWA will evaluate the KDS proposal and will proceed to determine the number of official auxiliaries
that perform inspection tasks per slaughter line and per slaughter facility. VWA will then confirm this
new number in the protocol of the slaughter facility concerned.

e) VWA has the authority to change the number of official auxiliaries mentioned under a) and d), if the
risk-based approach mentioned under a) and b) calls for it. If the number of determined official
auxiliaries needs to be changed, VWA and KDS will co nsult together in order to guarantee the quality
of the inspection procedures. In case of a change, the procedure listed under d) will be followed.

f) KDS has to ensure that the number of required official auxiliaries determined under a) and d) is
present at the slaughter line and in the slaughter facility concerned during the planned activities. KDS
needs to take measures if the determined amount of official auxiliaries is not present to perform the
inspection tasks. These measures are listed in the Quality Manual.

6. Standards for VWA staff

For the supervision in a EU approved meat slaughter facility, the daily supervision consists of:

Verification of control before the slaughtering begins

Control on the hygienic procedures of the establishment

A verification of the post mortem inspection

Sampling of animals to be tested/National Plan

Conclude extensive testing

e General supervision, such as BSE/Trichinella and category 1-, 2-, 3- material as meant under
Regulation (EC) 1774/2002

s Administrative tasks
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To carry out these supervisory duties, it was concluded that at least one official veterinarian would be
required, together with a maximum of one assistant supervisory veterinarian in meat slaughter facilities
under permane nt VWA supervision.

Under this standard, the additional supervisory tasks that have to be carried out have not been taken into

account. These are tasks such as:

e UBA/ISI reporting, for which there is a separate frequency, depending on the degree in which the
establishment meets the approval requirements

e HACCP-audit twice a year and a weekly verification of an effective implement ation of the HACCP-
system. The audit of the HACCP-system has to be done by an official veterinarian, because this is
prescribed in Regulation (EC) 854/2004. A system auditor may assist.

+ Audit for USA approval or other obligations of the establishment resulting from exports to a third
country

e Assessment of protocols for BSE/TSE/third country canalisation requirements

e Export certification for third countries

The ante mortem inspection will also have to be done by the official veterinarian. For this the presence of
at least one official veterinarian in a large meat slaughter facility is necessary. The policy to make use of

official veterinarians for the ante mortem inspection, which was started a number of years ago, will thus

remain unchanged.

7. Protocol

For each slaughter facility a protocol needs to be set up, in which the number of official auxiliaries at the
belt will be determined on an individual slaughterhouse level (see 5). Also the standard for the VWA
activities need to be incorporated. This will result in a customized belt staffing and supervision. The
protocol also needs to contain the agreements made, for instance for the processing of BSE, TSE,
Trichinella results, permanent VWA supervision, and ritual slaughtering.

1 UBA and ISI are data registration systems
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‘Enclosure 2

‘ Post mortem inspection procedures of the official auxiliaries for domestic porcines
1) Carcasses and offal of pigs other than those referred to in paragraph 2 are to undergo the
following post mortem inspection procedures:

a) Visual inspection of the head and throat; incision and examination of the submaxillary lymph
nodes (Lnn. mandibulares); visual inspection of the mouth, fauces and tongue;

b) Visual inspection of the lungs, trachea and oesophagus; palpation of the lungs and the
bronchial and mediastinal lymph nodes (Lnn. bifucationes, eparteriales and mediastinales).
The trachea and the main branches of the bronchi must be opened lengthwise and the lungs
must be incised in their posterior third, perpendicular to their main axes; these incisions are
not necessary where the lungs are excluded from human consumption;

c) Visual inspection of the pericardium and heart, the latter being incised lengthwise so as to
open the ventricles and cut through the interventricular septum;

d) Visual inspection of the diaphragm;

e) Visual inspection of the liver and the hepatic and pancreatic lymph nodes (Lnn. Portales);
palpation of the liver and its lymph nodes;

f) Visual inspection of the gastro-intestinal tract, the mesentery, the gastric and mesenteric
lymph nodes (Lnn. gastrici, mesenterici, craniales and caudales); palpation and, if necessary,
incision of the gastric and mesenteric lymph nodes;

g) Visual inspection and, if necessary, palpation of the spleen;

h) Visual inspection of the kidneys; incision, if necessary, of the kidneys and the renal lymph
nodes (Lnn. renales); .

i) Visual inspection of the pleura and the peritoneum;

j) Visual inspection of the genital organs (except for the penis, if already discarded);

k) Visual inspection of the udder and its lymph nodes (Lnn. supramammarii); incision of the
supramammary lymph nodes in sows;

1) Visual inspection and palpation of the umbilical region and joints of young animals; in the
event of doubt, the umbilical region must be incised and the joints opened.

- 2) The competent authority may decide, on the basis of epidemiological or other data from the
holding, that fattening pigs housed under controlled housing conditions in integrated production
systems since weaning need, in some or all of the cases referred to in paragraph 1, only undergo
visual inspection).

Apart from the inspection procedures mentioned above, the VWA méy indicate that other inspection
procedures need to be done by the official auxiliaries. These may differ between slaughter facilities,

but they are in all cases related to the post mortem inspection of red meat. Examples are sampling
under the National Plan and for Trichinella testing.
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‘Mughal, Ghias

From: Feitel, Caroline [caroline.feitel@minbuza.nl]

Sent: Thursday, May 18, 2006 12:29 PM

To: McDermott, Steve

Cc: Mughal, Ghias; WAS-LNV; White, Sally; Tacken, Wim
Subject: Visitor from the Netherlands-May 26th-risk assessment

Dear Steve,

A representative of the Netherlands Food and Consumer product Safety Authority (VWA), Dr.
Benno ter Kuile will give a presentation on risk management in the Netherlands, the
interaction with the European Food Safety Authority and consequences for international
trade, during the 106th General Meeting of the American Society for Microbiology. After
this meeting, which will take place May 21-25 in Orlando Florida, Dr. Ter Kuile will be
visiting Washington, DC on Friday May 26th. Dr. Ter Kuile would be very interested to
discuss risk management with FSIS representatives and could give his powerpoint
presentation on risk assessment, which he gave in Florida, to interested FSIS parties on
the (morning of) the 26th. Afterwards there could be an informative exchange of views
between professionals in the field of risk assessment. Would you be able to find out if
there is interest within FSIS for a presentation by Dr. Ter Kuile? I would accompany him
to FSIS. To make his presentation valuable he would prefer to give his actual powerpoint
presentation.

Alternatively, FSIS is also invited to come to our Embassy, where Dr. Ter Kuile could also
give his presentation that morning. Whatever would work best.

Thank you very much for your help. I very much look forward to hearing from you.
Yours truly,
Caroline Feitel

Caroline Feitel
Agricultural Trade Officer
Royal Netherlands Embassy
4200 Linnean Avenue, NW
Washington, D.C. 20008
Ph:202-274-2719

Fax: 202-244-3325

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de
geadresseerde bent of dit bericht abusievelijk aan u is toegezonden, wordt u verzocht dat
aan de afzender te melden en het bericht te verwijderen. De Staat aanvaardt geen
aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico's
verbonden aan het elektronisch verzenden van berichten.

This message may contain information that is not intended for you. If you are not the
addressee or if this message was sent to you by mistake, you are requested to inform the
sender and delete the message. The State accepts no liability for damage of any kind
resulting from the risks inherent in the electronic transmission of messages.
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To

memo Steering group visual inspection
Subject ,...--{ Deleted:
Final Report ‘Pilot Chain Management [[EE3

datum

24 januari 2006
Introduction ons kenmerk
With the implementation of the hygiene regulations EC 852/2004, EC 853/2004 & EC pagina
854/2004 the possibility was created for the application under certain conditions of a 1o
differentiated inspection regime for fattening pigs by which one or more incisions can be behandeld door
omitted (henceforward to be referred to as “visual inspection”). The verbatim text is as R. Lesuis
follows: {elefoon (0575) 58 8100

rene lesuis@vwa.n!

‘The competent authority may decide, on the basis of epidemiological or other data from
the holding, that fattening pigs housed under controlled housing conditions in integrated
production systems since weaning need, in some or all of the cases referred to in
paragraph 1, only undergo visual inspection.”!

The condition ‘epidemiological or other data’ included above will be in addition to the
providing of food chain information, which has also become mandatory on January 1,
2006.2

Based on this new legislation, the Food and Consumer Safety Authority (VWA) together
with started a pilot in 2005 where a regime of visual inspection was
applied in one slaughtering facility (Helmond). Under 2005 legislation (EC directive
64/433) incisions were still mandatory. Therefore, the pilot was a combination of visual
inspection and traditional inspection.

The objective of the pilot was to gain answers to three questions, i.e.:
e Does the system of visual inspection guarantee that the right food chain
information is provided in the right manner? If not, which adaptations are
necessary.

1 EC regulation 854/2004, Annex |, section IV, chapter IV, B Post-mortem inspection, paragraph
2
. 2 Meanwhile, a phased implementation within the EU has been agreed on.
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e Does the system safeguard that at least the same leve! of food safety is ol
guaranteed. i: f::::‘ni‘r’k"a
o s the selected supervision arrangement adequate, both in a quantitative sense
as in the qualitative sense. pagina
2\10

In order to translate these questions into verifiable working procedures, three
procedures were draughted in the initial phase, i.e.

e Procedure Control of Mycobacterium Avium in pork

e Procedure Food chain information

e Procedure Visual inspection

This report will describe the answers to the first two questions. The third question will not
be answered in this report but will be dealt with in a different context.

Material and methods

Both the [ICESYI 2nd the VWA did research and collected data to provide
answers to the questions that were formulated. The following types of data were
collected:

By the VWA:
e A numeric comparison of historical VWA-inspection data with those of the pilot
o Results of checks performed by the official veterinarian during the pilot
e Restlts of risk-based research into antibiotics residues where food chain
information played a role
e Specific rejection data (particularly endocarditis and results of bacteriological
research)
o  Supplementary literature data in relation to the categories mentioned above. In
addition, literature data were collected in relation to:
o The potential food safety risk of Rhodococcus equi in fattening pigs.
o The potential food safety risk of Mycobacterium Avium in fattening
pigs.
e Results of VWA-audits on the correct implementation of the three procedures
mentioned above.

By (Rl Food:
e Aserological testing method for Mycobacterium avium was developed and

tested
o Asystem for the supplying of food chain information was developed and tested
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Procedural results datum
24 januari 2006
" : ' . . . ons kenmerk
As mentioned in the introduction, specific procedures were developed for the pilot. In
order to evaluate the content of the collected data on the pilot it is important to establish pagina
whether these procedures were followed. For this purpose the following information 3110

sources can be used:

o Audit reports: the audits did not show any serious shortcomings. The main
findings were some necessary text adaptations in the procedures.

¢ Checks by the official veterinarian. During these checks it was found:

o That the drawing of blood during slaughter took place lege artis and
that the traceability of the samples was safeguarded.

o That with the exception of the information on the M. avium status in
the initial phase, the described food chain information has been
correctly supplied in a minimum of 90 % of the cases.

o [(QXEY] own checks on the completeness of the supplied food chain information
(see Results Food Chain Information (FCI) in the pilot "Visual inspection’). in
the vast majority of the cases the FCI had been supplied in conformity with the
procedure. At the start of the pilot the lack of information on group treatments
was the main quantitative shortcoming. In the second phase it concerned
mainly the information about the origin of the feed.

Evaluation food safety balance

The project team detemmined in advance that visual inspection couldn't be introduced
until at least the same level of food safety can be guaranteed as in the case of traditional
inspection. Based on the collected data the following semi-quantitative balance can be
provided per defined data source:

1. A numeric comparison of historical VWA-inspection data with those of the
pilot (see also the Preliminary final report of the data analysis “pilot visual
inspection”, 5.1)

Initially a comparison was made between the inspection data from the historical P

summary and the inspection data during the pilot. It turned out that the total number of W .
rejections with the historical data differed significantly in comparison with the data of the M

pilot. Because a traditional inspection also always took place during the pilot, which in

principle did not differ from the inspection during the historical summary, this difference %W
was unexpected. This difference could be explained by the fact that the supply of 5&}'\
fattening pigs from the historical data did not match with the supply during the pilot. On

the basis of possible bias, no further comparison of these two types of data was done.

During the pilot it tumed out that a number of deviations, which were reason for
rejection, and which were detected during the traditional inspection, were not detected
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during visual inspection. This happened in nine cases out of a total of 174250. In one o
case the testing for antibiotics was positive, in a number of cases the bacteriological ::’::::‘r’kos
testing was positive.

It should be mentioned, however, that there were also logistical factors, which could pagina
partly explain the difference between visual inspection and traditional inspection.? 4110

The meaning of the pathogen agents which lead to a positive bacteriological testing will
be explained later.

Based on the data mentioned above it can be concluded that there is minimal loss of
food safety.

2. Results of risk-based research into antibiotics residues where food
chain information played a role (see also Preliminary final report of the data

analysis “ pilot visual inspection”, 5.3 & contribution
Detecting antibiotic residues in pork)

Based on earlier slaughtering data (increased number of lung-pleura deviations in four
previous weeks), targeted testing for antibiotics was done. During the first screening a
significant number of animals tested positive for antibiotics*. In two cases the MRL was
exceeded which was a reason for rejection.

The conclusion that a —limited — gain in food safety was reached seems justified.

3. Specific rejection data (particularly endocarditis and results of
bacteriological research) (see also Preliminary final report of the data analysis *
pilot visual inspection®, enclosure 2)

It was expected that the elimination of incisions in the heart muscle could result in the
missing of a number of cases of endocarditis. It should be noted however that the
prevalence of endocarditis is very low. (During the pilot 0,0034 %; range comparable
historical data 0,005%? - 0,036%¢).
Of the total number of six cases of endocarditis, two were detected during visual

~ inspection. Only one of the six found endocardites tumed out to be positive at
bacteriological testing. This is lower than the percentage of positive endocarditides in

3 The comparison witﬁ the historical data showed, however, that the total number of rejections
{the sum of visual inspection and traditional inspection) was significantly lower. This strongly
suggests that the findings from historical data was not 100% comparable to the findings during
the pilot.

4 Reference: results of samples taken under the National Residues Plan at the slaughter facility in
Helmond

5 Slaughter establishment [(JX€3] 2004

§ W.Wouda et al. Endocarditis and meat inspection of slaughter pigs. Journal of Animal Medicine,
part 112, edition 21, 1987, p. 1226-1235. The percentage mentioned concems data of 1982.
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2004 at slaughter facility [(sJX€3] but in view of the low numbers it is difficult to draw atem
hard conclusions from this. 24 januari 2006

ons kenmerk
From VWA's own data, but also from literature data, it turns out that in a number of pagina
cases (10,5-16,7%) a pathogen agent (A. pyogenes) is concerned of which the 5\10

significance for public health is considered negligible. In a number of other cases it is not
always possible to make a direct connection with food safety.

The conclusion is that the possible missing of endocarditides could mean a limited to
very limited loss of food safety, especially if the pathogenicity of the pathogen agents

found is incorporated.

4. Data surface contamination Salmonella spp. Head area before and after
incision of the mandibular lymph nodes (see Vion Food -contribution
Salmonella monitoring)

it has tued out that the incision of the mandibular lymph nodes greally increases the
chance for surface contamination with Salmonella. From a pathofysiological point of
view, this is explainable because the mandibular lymph nodes are a predilection location
for the presence of Salmonella. In a small number of cases there is a reversed effect,
namely that is no longer possible to demonstrate the presence of Salmonella after the
incision. This could be explained by values that are close to the detection limit of the
analysis.

Based on these data, the demonstrated over-all positive effect of no incision and other
literature data, the [(s)XE€)) contribution shows that the omission of the incision can
play a clear role in the prevention of Salmonella caused food infections originating from
contaminated pork..

The conclusion is that omitting the incision of the mandibular lymph nodes in relation to
the risk of Salmonella-contamination leads to considerable gains in food safety.

5. Literature data collected in relation to the potential food safety risk of
Rhodococcus equi in the mandibular lymph nodes of fattening pigs. (See also
Preliminary final report of the data analysis “pilot visual inspection”, enclosure 1)

The reason for including this pathogen agent in the research was the fact that this
pathogen agent has been found fairly regularly in lymph nodes with purulent lesions of
pigs. The lesion is comparable to the lesion that can be caused by M. Avium. In humans
with immunodeficiencies (HIV/AIDS patients) the pathogen agent can a.o. cause
pneumonia, with fatal results. A clear etiological connection has not been demonstrated,
however. Moreover, it can be argued that the incision of the lymph nodes could have a
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contraproductive effect. In addition, itis know from literature that the macroscopic e
detection of Rhodococcus equi infections using purulent infection focuses has its 24 januari 2006

k rk
limitations. oneenme
An important difference with M. avium (see below) is that the presence of Rhodococcus pagina
equi in fattening pigs is almost always limited to the head lymph nodes. M. avium can 6110

also systemically spread in pigs.

The conclusion is that there are, for the time being, not enough data available to
detemine either a gain or a loss in food safety.

6. Literature data in relation to the potential food safety risk of Mycobacterium
Avium in fattening pigs. (See also the Preliminary final report of the data analysis
“pilot visual inspection”, enclosure 3)

It has tumed out that that presence of purulent lesions in lymph nodes is not always an
indication of the presence of M. Avium. Inversely M. Avium can also be found in lymph
nodes without such lesions. No distinct conclusion can be drawn over the zoonotic
character. Just like in the case of Rhodococcus equi this pathogen agent especially
plays a role in immunodeficient humans and in children. As mentioned above, this
pathogen agent could spread systemically in fattening pigs. In the analysis Risk
Assessment System Meat Production Chain — phase 1 a panel of experts has concluded
that wit respect to the significance of M. avium for food safety there are gaps in
knowledge, but that there could be an element of priority.”

The conclusion is that :
e The significance of M. Avium in fattening pigs for food safety is largely
unknown, but should not be considered a negligible risk either
» The incision of lymph nodes as a means of detection has limited significance

7. The results of serological monitoring for M. Avium (see Results monitoring
Mycobacterium avium® and A serological approach of the control of Mycobacterium
avium spp avium in the fattening pigs production chain: a descriptive analysis of the
pilot data of the and Animal Sciences Group®)

In the course of the pilot, a considerable number of samples have been taken (22461).
Because new pigs farms joined in the course of the pilot, it was not possible to
determine the Mycobacterium avium status for all fairms conform the procedure for the
minimum number of samples. Nevertheless, it was possible to take more than 10

7 Risk Assessment System Meat Production Chain- Report phase 1, Final draft 11 August 2004.
8 Dratft version

9 Concept yersion L
voedsel en waren autoriteit
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U.S. Department of Agriculture
Food Safety and Inspection Service
International Equivalence Staff

Ms Sally White

Director

South Building, room 4434
Washington, D.C. 20250

U.S.A.

Your letter of your reference our reference

Feb. 24, 2006 VD 06.1018/IH
re: extension no.
2006 audit preparation +31-70-3785435

landbouw, natuur en

voedselkwaliteit
date
31-3-2006
enclosures
2




Dear Ms. White,
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Your letter dated February 24, 2006, to the European Commission informing them of the
dates of the upcoming annual audit of the Netherlands meat inspection system (April 19
through May 18, 2006) has been brought to my attention and | am happy to confirm these
dates to you. The details of the audit and the itinerary to be followed are currently being
worked out by our services.

As agreed during my visit of December 8, 2005, | take pleasure in providing you with
additional information about recent changes in our meat inspection system, which |
believe will be of benefit for your auditor in the preparation of his visit. These changes are
in part resulting from the introduction of the new EU Hygiene Regulations on January 1,
2006, which cover the entire spectrum of food safety, including meat and meat products.
This new legislation was discussed between F51S and the European Commission at the

. ) recent loint Management Committee meeting in October 2005. On January 12, 2006, the
Ministry of Agriculture, European Commission sent you a complete set of the acts and related implementing

Nature and Food Quality measures

Food Quality and Animal :
eod Quality an H:'::; In our letter of February 14, 2006, we elaborated on the information provided by the
Commission, by informing all CVO’s in our foreign markets of the new and old legislation

Cluster International X
Bezuidenhoutseweq 73 and certain other changes, which might have an effect on the text of our veterinary health

Postal Address: P.O. Box certificates.
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2500 EK The Hague There are two aspects of our meat inspection system that | would like to specifically
Telephone: +31 (0) 70 address in this letter, i.e. the option of visual post mortem inspection offered under the
3785435 P . .
Fax: +31 (0) 70 3786134 new legislation, and the delegation of certain elements of the post mortem meat
Telegram Address: Landvis inspection from the official veterinarian to official auxiliaries employed by an independent
www.minlnv.nl organization, which is permitted under both old and current EU legislation.

A. Visual post mortem inspection

During my visit on December 8, 2005, we discussed developments in the philosophy of
meat inspection in the EU and certain comparable developments in the US (i.e. HIMP
Market Hogs). We agreed that this topic was of mutual interest and that an exchange of

mod. ooy LNV
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Date Reference Following page
31-3-2006 VD 06.1018/IH 2

information by U.S. and Dutch experts could take place during a conference call.
Unfortunately, a mutually convenient date for this conference call has not been found yet,
but we remain keenly interested in setting this up, preferably before the next audit.

The hygiene regulations EC 852/2004, EC 853/2004 and EC 854/2004 offer the possibility for
fattening pigs, housed under controlled conditions in integrated production systems since
weaning, to be subject to a visual inspection before and after slaughter. This visual
inspection is part of a risk-based inspection system. Application of this inspection system
requires the availability of food chain information and epidemiological data. Every
enterprise has the option to either stick to the “old” system or to implement a visual
inspection system. The legal basis of visual inspection is to be found in Appendix 1, Section
IV, B post-mortem Inspection of EU Regulation 854/2004.

The Company, the major pork producer in the Netherlands, looked into the merits of
this type of inspection and consulted with the competent authority, the Food and
Consumer Product Safety Authority (VWA), on how to proceed. In order to get official
approval for the new inspection system, had to demonstrate to VWA that the
produced pork would at least meet the EU set levels of food safety and would fulfill the

mandatory EU hygiene regulations provisions.

Four your information | would like to refer you to the enclosed final evaluation of [(XE)]
pilot project, which was carried out in one of the slaughter plants of that company. As you
will remember, a company report on this pilot project was submitted to you during our
meeting on December 8, 2005.

VWA investigated the content of the chain management system in order to be convinced
that the official requirements laid down in regulation (EC) 853/2004 have been met and

that the submitted Food Chain Information was sufficient to realize - at least - a similar
level of food safety by means of the applied visual inspection, in comparison to the current

procedures for meat inspection. These two prerequisites constitute the basis for official
certification. Based on their positive findings, VWA gave VION the green light to

implement the visual inspection system. You will find the VWA final report ‘Pitot Chain
Management enclosed.

In February 2006 the Food and Veterinary Office of the European Commission visited the
pilot slaughterhouse during an inspection mission on the official controls related to food
safety of animal products and took note of the applied visual inspection system. FVO
found the slaughterhouse in compliance with EU legislation.

With both the VWA approval and the positive FVO report, [QXQ)] intends to now fully
implement this inspection system in their Helmond facility. This will enable your auditor to
personally observe the way in which the system works, when he visits this establishment,
which | believe is planned at the end of the program.

1l would like to underline that it is a company’s decision to apply for a food chain
management and visual inspection system. Whether other Dutch pork producers will try to
implement such a system is unknown. If they will, every implementation will be evaluated
by VWA.
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B. New organization of the red meat inspection system

During our meeting on December 8, 2005, the delegation of certain aspects of the post
mortem meat inspection from the VWA to an independent organization was also raised,
and you indicated that this topic had been brought to your attention before. At your
request, a formal document explaining the details of this delegation has been drawn up,
and | take pleasure in sending you this report as an enclosure. Tne report focuses on meat

" slaughterhouses under permanent supervision ot the VWA.

I hope that the above information on the new EU legislation and the modernization ot
meat inspection will provide a good basis for discussion during the upcoming audit. | am
looking forward to your response with great interest, especially on my suggestion to hold
a conference call on visual post mortem meat inspection on snort notice.

Yours smcere}/
CHIEF VETERINARY OFFICER

b) (6

cC:

Ms. Karen Stuck, Assistant Administrator, USDA/FSIS

Mr. William James, Deputy Assistant Administrator, USDA/FSIS

Mr. Steven McDermott, Deputy Director International Equivalence Staff, USDA/FSIS
Mr. Ghias Mughal, Senior Equivalence Officer, USDA/FSIS

Ms. Anita Manka, Senior Food Technologist, USDA/FSIS

(b) (6)

Food and Consumer Product Safety Authority (VWA)

Agricultural Counselor Washington, DC




(Draft)
Results Food Chain Information (FCI) in the pilot ‘Visual
Inspection’

Summary

During the pilot, Food Chain Information (FCI) is made available by the supply chain for
the visual inspection of slaughter pigs. On average, 98% of the delivered herds arrived at
the slaughter plant with the correct FCI. While on average for 99% of the delivered herds
the information is available just before slaughtering the pigs. Lack of information about
the origin of feed is the main reason for not being accepted to ‘visual inspection’. The FCI
is also used to decide whether a farm is part of the residue monitoring program. This
program is risk based and resulted in average on 14% of the farms that were selected for
residue monitoring. The serological results of MA monitoring is not yet part of the Food
Chain Information, while the monitoring started during the pilot.

Methods
During the pilot, FCI is provided through the supply chain for the visual inspection of
slaughter pigs. All groups of pigs presented for inspection must comply with the following
information:
e Pigs from farms meeting the requirements laid down in the Code of Practice of the
IKB-scheme or equivalent quality assurance schemes;
e Individual pigs of IKB status;
e Pigs from farms providing data on origin of feed;
e Pigs from farms providing data on group treatment of pigs covering a minimum
period of two months prior to slaughter.
¢ Pigs from farms with a neutral to low Farm Risk Profile (FRP) with respect to
Mycobacterium avium (This was not yet implemented in the pilot).
¢ When percentages of lung lesion and pleurisy in the previous 4 weeks, are higher
than twice the slaughterhouse average, additional checks for antibiotic residues
will occur. A risk-based monitoring is performed regarding a higher risk of group
treatments.

The farmer-supplies the information on group treatment and IKB status of the pigs, the
other information is supplied through Farming. The slaughterhouse checks the IKB
status of every batch of pigs presented for slaughter (verification with the aid of Verin’s
database and IKB-2004). IKB audits verify the delivery of GMP+ approved feed. Data on
delivery forms are checked against data on feed supply documents. When in doubt,
calculations can be made on the basis of the stated quantity of feed and the number of
pigs presented for slaughter.

In the future, the official veterinarian decides on basis of this information, whether the
carcasses of pigs will be subjected to a visual or a traditional post mortem inspection. In
the pilot, all the carcasses are is subjected to visual and traditional post mortem
inspection.

An employee at the slaughterhouse checks if all the required Food Chain Information is
available. The employee checks the IKB status, group medicine information, percentage
of lung lesions and/or pleurisy and origin of feed. Incomplete information for one of these
items is recorded per farm.

Pigs not complying with IKB are separated by means of canalisation. From each herd with
lung lesions and/or pleurisy higher than twice the slaughterhouse average an additional
check on antibiotic residues is carried out.

Results

FOIA_NL&DENO00671



Figure 1 and 2 show the % farms which are accepted for ‘visual inspection’ at
respectively arrival at the slaughterhouse and just before the actual slaughtering, in the
period of 15 September 2005 till 5 January 2006.

The information needed for the visual inspection of slaughter pigs is not always complete
at arrival at the slaughterhouse. On average, 98% of the delivered herds provide the
correct information at arrival at the slaughter plant, while for 99% of the delivered herds
the information is available just before slaughtering the pigs.

% Farms accepted to ‘visual inspection’ at arrival slaughterhouse (except
for M. avium)

Figure 1
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% Farms accepted to ‘visual inspection’ at start slaughtering pigs (except
for M. avium)

Figure 2
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| O compliance rate (start slaughtering pigs)
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Figure 3 shows the reasons for not being accepted for ‘visual inspection’. The Farm Risk
Profile for M. Avium is not yet included in this figure. In the beginning of the pilot the
absence of the information concerning group treatment was the main reason for a herd
of pigs not being accepted for ‘visual inspection’ (see figure 3). The farmers had to adjust
to the new procedure to provide this information on the transport document.

Farming records the origin of feed per farm. Figure 3 shows that this record is not
100% complete yet and is during the pilot the main reason for not being accepted to
‘visual inspection’.

Figure 3 Reason for not being accepted for ‘visual inspection’ (except for M. Avium)
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When percentages of lung and liver lesion and pleurisy in the previous 4 weeks, are

FOIA_NL&DENO00673



higher than twice the slaughterhouse average, additional checks for antibiotic residues
will occur. A risk-based control is performed regarding a higher risk of group treatments.

Figure 4 % farms with % lung lesion and/or pleurisy more than twice the average of
the slaughterhouse

%

On average 14% o’f all farms, had in the previous 4 weeks an average percentage of
lung and/or pleurisy lesions, higher than twice the slaughterhouse average. From each
farm of that group, an additional check for antibiotic residues was required.
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Pork Supply Chain Meat Inspection

Ate Jelsma .
Food and Consumer Product Safety Authority (VWA)
Directorate of Inspection and Communication
The Netherlands

EU sunirer Lyon 2008 Alz sty o Netieriards 1

@ voedsel en waren autoritent

Subjects:.
= (small) overvieww relevant EU
legislason
= project visual inspection pigs and
results in NL 2005/2006
* coniinuaton project and results unti 2008

£4 gy Lyon 2002 Al Sy, e Hoterands

@ voedsei en waren autoritell

EU-Food safety legislation

> General Foed law - Regulation 178/2002

*>H 1- hygiene of foodstuffs — Regulation 852/2004

»H 2 - hygiene rules for food of animal origin ~ Regulation 853/2004°
*H 3 - official controls (meat inspeclion) - Regulation 854/2004

>H 4 - 2002/39/EC (anima! health)

»H 5 - repealing 17 directives

»Official Feed & Food Controls — Regulation 882/2004

EU wemirar Lyon 2062 Kz b, o Mathorards 3
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Pilot project pork supply chain meat
inspection in the Netherlands

Hygiene Package, Regulation 854/2004, ANNEX i, section IV,
Chapter 1V, paint B 2:

“the competent authority may decide, on the basis of epidemiological
or other data from the holding, that fan‘ening pigs housed under
controlled housing conditions in integrated production syslems since
weaning need, in some or all of the cases referred to in paragraph 1,
only undergo visual inspection”

EU wennar Lyon 2002 Alg Jeisma, tio Hofherands
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Pilot project

Procedures:

»Procedure Food Chain Information (FCI)

% Procedure contro! of Mycobacterium avium

> Procedure visual p.m. inspection

»Inspeclion arrangement VWA

* Investigation on Salmenella in throat area before and after incision
of lymph nodes of the head

EY serinar Ljon 2002 A Jafan, the Netedands

o
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FCI

Based on the IKB system of the industry:

> FCl: items of Regulation 853/2004, Annex |1, Section (i, point 3, a) il h)
>Water, pest control

>Animal health and animal movements

Additional on top of IKB:

>Feed erigin

# Outdoor management

>Centrof on compost (not used)

>History of treatment with antibiotics last two morths before slaughtering

>Historical data of p p gical findings at slaughter (pleurisy, p
liver and skin disorders).
EU sarinar Lyon 202 A Jovra, De leheraxe
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Procedure FCI

Allowed to visual p.m. inspection:

> |KB status/FC! format + additional requirements

> Selection of pigs from farmers with more than the average of
deviations of fungsfpleura for further investigation on antibictics
{VWA)

»Only fattening pigs

» Comply with M. Avium procedure

EU o Lyon 2002 Az misna, $io Neterorls 7
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Procedure M. Avium

Procedure M. Avium :
> Blood sera for verification on M. avium
»Registration of all the results gives a Risk Profile at farm level
(BRP)
Three categories BRP:
»Neutral, low and high with different decisions
Supervision of control is based on:
~ »Samples are taken under supervision of competent authority
> Audit by the competent authority of the procedures

EU seedia Lyon 2003 Atp Jatsry, 0 Hethertoruds &
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Procedure visual p.m. inspection pigs

Visual inspection based on:

» FClinformation availabie in the slaughterhouse, 24 hours before
slaughtering

>BRP M. Avium is-neutral or low .

> Visual inspection, and for all non-conformities followed by
“traditional” inspection with incisions of heart, lung and lymph nodes
of the head

EU wzaiar Lyon 2008 A Jeluna, o thotorads ]
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Procedure inspection arrangement

VWA audits and verification
> Audit on procedures FCI and M. Avium
»Audit on delivering FCI at slaughterhouse level
»Audit on implementation of FC!
> Verificalion at slaughterhouse level: FCI, M. Avium and visual
inspection (see next slide)
> Verification at farm leve!

EY wndiw Lyon 2002 A et S Hetherierads R
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Procedure inspection arrangement

Verification by official veterinarian of the VWA al slaughterhouse level
>Check on FCI

>Check on M. Avium status with Risk Profile level (BRP)

»Check on program of blood-sera and traceability of samples
»Check on-decisions made by visual p.m. inspectors

EU seminar Lyon 2502 A jsivma, o Natherbrds it
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Supervision on p.m. in Pork Supply Chain
Meat Inspection

Supervision based on two pillars:
1. Regular supervision by the OV of the work of the OA
¥ Inspecion tazks
> Inspecik isions (p gcal deects and hygienic glaug )
2. Monitoring of the plant operators on slaug