ey

EUROPEAN COMMISSION

e Executive Agency for Small and Mediumi-sized Entesprises (EASME)
- GRANT AGREEMENT 684937 — Agro Highway

MW 2016 10 AHW Report 13 List of Documents and Organizations

The overview of a number of refence documents and orgnizations which were studied

1. NL Information Transport van levensmiddelen

2. NL Veiligheid van levensmiddelen en diervoerders

3. NL/EU Voedselveiligheid EUR Lex

4. EU White Paper on Food Safety

5. EU Health and Food Safety; General Food Law

6. NL llent Gevaarlijke stoffen

7. Codex Alimentarius

8. NL Informatie blad 85; Microbiologische criteria voor levensmiddelen
9. NL Gevaarlijke stoffen; Marpol Tripartite

10. NL Bijlage Beslisboom; schematisch risico op uitgroei van micro-orgamismen
11. European Food Safety Authority

12. NL Hygienecode voor transport HACCP code

13. ATP UNECE Transport Divison

14. Marpol
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Intelding

Op hettranspart van de producigroepen food, feed, dierljke bijproducten en algeleide
producten hiervan zijn verschillende wettalijke eisen van toepassing. Met name voor

bedrijven die twee of meer van deze pr groep

per

p groep aar
en hoe vervoerders daaraan kunnen voldoen.

Overzicht

De (wettelijke) eisen zijn samengevat in onderstaand schema.

kan dit tot
wal weltelijk is voorgeschreven

ing leiden.

Dierlijke bijproducten {DBP)

Food Feed
Betreft: grondstoffen, Belreft: diervoeders Betrsfi; producten van dierlijke
lovanomi v en ings {voader il en afgeleide prod

bestemd voor menselike

voormengsels, aanvullende en

die n‘iet (meer) voor mensslijke

- Voertuigen moeten schoon en
droog zijn voor gebruik en voor
zover nodig na elk gebrulk
gereinigd, gespoeld enfof
gnismet, om versleping te
voorkemen;

DBP en afgeleide producten
hiervan bestemd voor de
diervoederproduclie moeten
tijdens het vervoer op een
geschikte temperaluur worden
gehouden;

Tijdens het vervoer mosten
DBP en afgeleide producten
vergezeld gaan van een
handelsdocument

De verzender en de vervoerder
dignen tenminste 2 jaar een
kople te bewaren van het
handelsdocument. De
onlvanger bewaart het origineel
tenminste 2 jaar.

'

Voor een aantal DBP en algeleide
producten gelden specifieke
voarschriften ten aanzien van bijv.
temperatuur en elikettering. BIj
vragen hierover kunt u contact
opnemen met uw branche-
organisatie.

consumptie volledige diervoeders) © ptie zijn bestemd
NVWA-registratie NVWA-registralie NVWA-registratie
aanmelding via NVWA: aanmelding via NVWA: aanmelden via NVWA:
veraunningan: i} yerqunningen: vergunningen-reqisteatieshegistratie:
ipvensmiddalanbedri diervoederbadniven "

Hygii di Te 1 Hygignecode Geen Hygiénecode

Toep

Transport, opslag en distributie
of er dient middels een eigen
HACCP-handpoek s worden
voldaan aan art. 4 en 5, en de
bijlage Il van Vo B52/2004

Wegtransport Diervoeders, via de
GMP+ standaard B4

of er dient middels een elgen
HACCP-handboek te worden
voldaan aan art. 6 en 7, en de
bijlage If van Vo 183/2005

Eisen staan in Bijiage VIli bij
Verordening (EG) nr. 1422011

De belangrijkste eisen hierin zijn:
- Vervoer DBP en afgeleide
producten hiervan in gesloten

Levensmiddelen in bulk in
vioeibare-, gegranuleerde of
poedervormige staal:

- Containersitanks mogen
uitsluitend voor vervoer van

levensmiddelen worden gebruikt.

Efiket op het wegtransporimiddel
met daarop de categorie die wordt
vervoerd en de specifieke tekst die
bij het soort product hoort.

Bij grensoverschrijdend vervoer
van DBP tussen de iidstaten, zijn

nieuwe verpakkingen of lekvrije
voertuigen;
Transpor van food, feed en dierjke bijproducten, datum 19 november 2014 1

- Tekst op container/tank/ruimte: voor da stiketten op de verpakking

‘Alleen voor levensmiddelen’ of op het vervoermiddel
voorgeschreven kleurcodes van
toepassing: categorie 1 = zwart,
categorie 2 = geel, categorie 3 =
groen.

Er zijn geen specifieke modallen | Er zijn geen specilieke modellen | Bij vervoer naar andere landen

handelsdocumenten voor food handelsdocumenten voor feed binnen de Europese Unie moet een

voorgeschreven. voorgeschreven. Wel dienen in voorgeschreven mods!

geval van diervoeders in bulk de
etiketteringseisen van Vo
767/20089 op het
transportdacument te warden
vermeld.

handelsdocument de partij
vergezellen. Het model hiervan
staat in Hoofdstuk 111 van Bijlage
Vil van Verordening (EG) nr.
142/2011. Bij binnenlands vervoer
is dit voorgeschreven
handelsdocument niet
noodzakelijk, maar kan een moda!
document (b.v. een CMR}) de partij

vergezellen. Hierop mogten wel

Transport van food, feed en diadije bijproducten, datum 18 navember 2014
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bepaalde gegevens zijn

elk een afschrift van het
handelsdocument

Food

Verordening (EG) nr. 85212004 regelt voar de producigroep food o.a. de
levensmiddelenhygiéne en HACCP-verplichtingen. De verordening schrijft voor dat op

voor bulk van len de tekst ‘alleen voor
iddelen’ is IndeV ling (EG) nr. B53/2004 staan specifieke
voarschrifien voor levensmiddelen van dierlijke oorsprong. HACCP staal voor Hazard
Analysis Critical Control Points. In de ing is legd dat de voedselveiligheid

systematisch moet worden beheerst en geborgd . In de Hygignecode Transport, Opslag en
Distributie (TOD), cntwikkeld door TLN en EVO, zijn de HACCP-beginselen van de
Verordeningen (EG) nr. 852/2004 en 853/2004 uitgewerkl. Aan de code ligt een branche-
risicoanalyse ten grondslag en de code omvat uitsluitend de wettelike HACCP- en
hygleneverplichiingen. Om te voldoen aan de wet kan worden volstaan met het aantoonbaar
toepassen van de Hygiénecode TOD en de NVWA-registratie. Aanvullende mogelijkheden
ten aanzien het organiseren en bargen van voedselveiligheid in uw bedrijf zijn het laten
certificeren voor de Hygiénecode TOD of een eigen HACCP-handboek en HACCP-
certificering.

opgenomen: zie hiervoor Bijlage
VIil, Hoofdstuk I, punt §, f). De
ontvanger bewaart het origineel, de
verzender en transporteur bewaren

Uitgangspunt voor Food:

Bij het bulkvervoer van vioeibare, gegranuleerde of poedervormige levensmiddelen
(food) moet op de wegtransportmiddelen de tekst ‘alleen voor levensmiddelen’ zijn
aangebracht en deze wegtransportmiddelen mogen niet voor vervoer van disrvoeders
(feed) of dierlijke bijproducten of andere stoffen (zoals chemicalign) worden ingezet, ook
niet na reiniging/ ing van de laadrui .

De volgende aanvullingen of uitzonderingen gelden hierop:

1. Een lavensmidde! (zowel van plantaardige- als dierlijke corsprong) mag in bulk met
een vervoermiddel met tekst “alleen voor levensmiddelen” warden vervoerd naar esn
diervoederbedrijf. Let op: Dit geldt alleen voor levensmiddelen die ook zo naar
levensmiddelenbedrijven vervoerd worden. Zijn levensmiddelen bijvoorbeeld om
kwalileitsredenen afgewaardeerd, en dus niet meer bedoeld als levensmiddel, dan is
varvoer in een vervoermiddel met “alieen voor levensmiddelen” niet toegestaan.

2. Indien levensmiddelen van dierlijke oorsprong naar diervoederbedrijven worden
vervoerd, dan dient ook aan de eisen van dierlijke bijproducten te worden voidaan.

Feed

De Verordening (EG) nr. 183/2005 is ¢ tot ing van vc h voor
diervoederhygiéne. De Hygiénecods Wegtransport Diervoeders is 'vertaald’ in de GMP+
standaard B4, Met het toepassen van de Hygiénecade Weglransport Diervoeders, via de
GMP+ standaard B4, &n een NVWA-registratie of een PDV-registratie {Productschap

Transport van food, feed en dierike bproducten, datum 19 navember 2014 3

Diervoeders) voor de Verordening (EG) nr. 183/2005 voldoen vervoerders van diervoeders
aan de wettelijke verplichtingen.

Bij het vervoer van diervoeders is het van belang dat het juiste reinigingsregime voor de
verschillende ladingscategorie#n (LR1 t/m LR 4) wordt foegepast.

Met ingang van 16 september 2012 is le] gelgeving in werking den voor
transport van (plantaardige)olién en (meng)vetten voor de diervoedersecior (zie Vo.
225/2012). De Bijlage I van g (EG) nr. is hierop t

(DBP) en producten uit dierlijke bijproducten (AP}

Dierlijke bijp

De wetteljjke eisen voor dierljke bijproducten zin geregeld in de Verordening (EG) nr.
1069/2008, de verordening (EG) nr. 142/2011, de Gezonchelds- en Welzijnswet voor dieren,
het Besluit dierlijke bijproducten en de Regeling dierlijke bijproducien 2011. Er zijn drie
categorieén disrlijke bijproducten, waarmee in grote lijnen het volgende is toegestaan:

Categorie 1: moet als afval worden verwijderd; in Nederland wordt het materiaal eerst
verwerkt tot vieesbeendermeel en vetten en daama verwijderd door verbranding;

Categorie 2: mag worden verwijderd als afval, maar sommige producten mogen ook
worden gebruikt in biogas- of composteerinstaliaties of voor technische togpassing buiten de
voedsel- en {dier)voederketen;

Categorie 3: mag onder bepaalde voorwaarden worden gebruikt voer de productie van
voeder voor gezelschapsdieren, diervoeder en technische producten, maar kan ook warden
gebruikt in biogas- of composteerinstalfaties,

Bedrijven die ists met DBP of AP doen, zoals verwerken of transporteren, meeten bij de
NVWA erkend of gereg d worden. In het geldt dat voor bedrijven die DBP en
AP transporteren een registratie is vereist (dus geen erkenning). Op deze regel is één
uitzondering: registratie is nist nodig wanneer een bedriff al erkend is €n met sigen
transportmiddelen de eigen producten vervoert, B.y. een bedriff dat erkend is voor de

rking van ucten haalt met eigen verveermiddelen de slachtbijproducien op
bij de slachterijien om bij hun eigen bedrijf verwerkt le worden.

Bij het vervoer van dierfijke bijproducten is vereist dat op het wegvervoermiddel of op de
recipiént een etikel is opgenomen mel daarop de vermelding van de calegorie dierfijke
bil énde ifiek die behoort bij het te vervoeran product. Zie
hiervoor de lijst in Ve 142/2011, Bijlage ViHt, Hoofdstuk i, onder identificatie.

bv.

* ‘Categorie 1' en de woorden ‘uitsluitend geschikt voor verwijdering’
* ‘Categorie 2' en de woorden ‘niet voor dieriijke consumptie’

* ‘Categorie 3' en de woorden ‘niet voor menselijke consumptie’.

* voor mest geldt: "Categorie 2" en het woord “mest”

Daamnaast moet op de recipiénten, de etikelten of vervoermiddelen, levens aen
Kleurcodering zijn aangebracht: zwart, geel of graen. Zie hiervoor Hoofdstuk Il in Bijlage VIII
bij Verordening (EG) Nr. 142/2011.

Algemeen

Transport van food, feed en dierlike bijproducien, datum 19 november 2014 4



Transporteurs hebben een meldplicht als ze cor \ of vermi datze g
levensmiddelen of diervoeders ver . ipleeg voor meet i tie hierover de
NVWA-meldwijzer, hitp:/www.nvwa. nlionderwerpen/reqels-voor-ondememers-elen-en-
drinken/dossier/meiden-en-traceren/levensmiddel-of-diervoeder-meiden

“oor informatie over de NVWA-registratie kunt u terecht op de websile van de NVWA, via

de link: hitp://www.nvwa.nifonderwerpen/regels-voor-ondermemers-slen-en-
drinken/dossier/erkenningen-verqunningen-registraties

Transport van food, feed en dierfijke bijproducten, datum 18 november 2014
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EXECUTIVE SUMMARY

Assuring that the EU has the highest standards of food safety is a key policy priority for the
Commission. This White Paper reflects this priority. A radical new approach is proposed.
‘This process is driven by the need to guarantce a high level of food safety.

Europearn Food Authority

The establishment of an independent European Food Authority is considersd by the
Commission to be the most appropriate response to the need to guarantee a high level of food
safety. This Authority would be entrusted with a number of key tasks embracing independent
scientific advice on all aspects relating to food safety, operation of rapid alert systems,
ication and dislogue with on food safety and health issues as well as
networking with national agencies and scientific bodies. The European Food Authority will
provide the Commission with the necessary analysis. It will be the responsibility of the
Commission to decide on the appropriate response to that analysis. A European Food
Authority could be in place by 2002 once the necessary legislation is in place. Before
finalising our proposals we are inviting all interested parties to let us have their views by end
April. A definitive legistative proposal would then be brought forward by the Commission.

Food Safety Legislation

The setting up of the independ hority is to be ied by a wide range of other
measures o improve and bring coherence to the corpus of legislation covering all aspects of
food products from “farm to table”.

Already the Commission has identified a wide range of measures that are necessary to
improve food safely standards. The White Paper sets out over 80 separate actions that are
envisaged over the next few years.

There have been enormous developments in the past decades, both in the methods of food
production and processing, and the controls required to ensure that acceptable safety
standards are being met. It is clear that, in a number of areas, existing European legislation
has to be brought up to date.

Following the Commission’s Green Paper on food law (COM(97)176 final), and subsequent
jons, a new legal fr will be proposed. This will cover the whole of the food

chain, including animal feed production, establish a high level of consumer health protection
and clearly attribute primary responsibility for safe food production to industry, producers and
suppliers. Appropriate official controls at both national and European level will be
established. The ability to trace products through the whole food chain will be a key issue.
The use of scientific advice will underpin Food Safety policy, whilst the precautionary
principle will be used where appropriate. The ability to take rapid, effective, safeguard
in to health i the food chain will be an important

element.

(e

Proposals for the animal feed sector will ensure that only suitable materials are used in its
manufacture, and that the use of additives is more effectively controlled. Certain food quality
issues, including food additives and flavourings and health claims, will be addressed, whilst
controls over novel foods will be improved.

‘The risks iated with the ination of foods have been brought into sharp focus by
the recent dioxin crisis. Steps will be taken to address those arcas where the existing
legislation in this sector needs to be improved to provide adequate protection.

Food Safety Controls

The experience of the Commission’s own inspection service, which visits Member States on a
regular basis, has shown that there are wide variations in the manner in which Community
legislation is being implemented and enforced. This means that consumers cannot be sure of
receiving the same level of protection across the Community, and makes i difficult for the
effectivencss of nationsl authority measures to be evaluated. It is proposed that, in co-
operation with the Member States, a Community framework for the development and
aperation of national control systems will be developed. This would take account of existing
best practices, and the experience of the Commission’s inspection services. It will be based on
agreed criteria for the performance of these systems, and lead to clear guidelines on their
operation.

In support of Community-level controls, more rapid, easier-to-use, enforcement procedures in
addition to existing infringement actions will be developed.

Controls on imports at the borders of the Community will be extended to cover all feed and
foodstuffs, and action taken to improve co-ordination between inspection posts.

Consumer Information

If consumers are to be satisfied that the action proposed in White Paper is leading 10 &
genuine improvement in Food Safety standards, they must be kept well informed. The
Commission, together with the new European Food Authority, will promote a dialogue with

1o their invelv in the new Food Safety policy. At the same time,
consumers need to be kept better informed of emerging Food Safety concerns, and of risks to
certain groups from particular foods.

Consumers have the right fo expect information on food quality and constiluents that is
helpful and clearly presented, so that informed choices can be made. Proposals on the
labelling of foods, building on existing rules, will be brought forward. The importance of a
balanced diet, and its impact on health, will be presented to consumers.

International dimension

The Community is the world’s largest importer/exporier of food products. The actions

proposed in the White Paper will need to be effectively presented and explained 1o our trading

partners. An active role for the Community in intemnational bodies will be an important
d

element in exp Europ ) in Food Safety.
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CODE OF HYGIENIC PRACTICE FOR MILK
AND MILK PRODUCTS

CAC/RCP 57-2004

INTRODUCTION

Milk and milk products are a rich and convenient source of nutrients for people in
many countries and international trade of milk-based commodities is significant. The
purpose of this Code is to provide guidance to ensure the safety and suitability of
milk and milk products to protect consumers’ health and to facilitate trade. The Code
satisfies the food hygiene provisions in the Codex Alimentarius Procedural Manual
under “Relations Between Commodity Committees and General Committees” for
use in the various dairy standards.

All foods have the potential to cause food borne iliness, and milk and milk
products are no exception. Dairy animals may carry human pathogens. Such
pathogens present in milk may increase the risk of causing food borne illness.
Mareover, the milking pracedure, subsequent pooling and the storage of milk
carry the risks of further contamination from man or the environment or growth of
inherent pathogens. Further, the compasition of many milk products makes them
good media for the outgrowth of pathogenic micro-organisms. Potential also exists
for the contamination of milk with residues of veterinary drugs, pesticides and other
chemical contaminants. Therefore, implementing the proper hygienic control of
milk and milk products throughout the food chain is essential to ensure the safety
and suitability of these foods for their intended use. it is the purpose of this Code
to provide guidance to countries so that their appropriate level of public health
protection for milk and milk products may be achieved. It is also the purpose of this
code to prevent unhygienic practices and conditions in the production, processing,
and handling of milk and milk products, as in many countries milk and milk
products form a large portion of the diet of consumers especially infants, children,
and pregnant and factating women. This document is formatted in accardance
with the General Principles of Food Hygiene (CACURCP 1-1969). This Code presents
principles for the hygienic production and manufacture of milk and milk products
and guidance on their application. This Code takes into consideration, to the extent
possible, the various production and pracessing procedures as well as the differing
characteristics of milk from various milking animals used by member countries.
It focuses on acceptable food safety outcomes achieved through the use of one
or more validated food safety control measures, rather than mandating specific
processes for individual products.

Adopled in 2004, Amendment 2009,

183

184

1. OBIECTIVES
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The objective of this Code 7s to apply the recommendations of the Recommended
Code of Practice: General Principles of Food Hygiene to the particular case of
milk and milk products, it also provides guidance on how to achieve the general
requirements contained in the hygiene sections of the Codex commodity standards
for milk products.

2. SCOPE AND USE OF THE DOCUMENT

Scope

This Code applies to the production, processing and handling of milk and milk
products as defined in the General Standard for the Use of Dairy Terms'(CODEX
STAN 206-1999). Where milk preducts are referred to in the code it is understocd
that this term also includes composite milk products. The scope of this Code does
not extend to the production of raw drinking milk.

This Code applies to products in international trade. It may also serve as a basis for
national legislation.

Use of the dotument
The provisions of this document aresupplemental to and must be used in conjunction
with, the General Principles of Food Hygiene (CAG/RCP 1-1968).

This document consists of a series of principles, explanatory narratives and guidelines.
Qver-arching principles that are applicable to all phases of production, processing
and handling of milk and milk products are given in Section 2.3.

Specific principles and their associated explanatory narratives and guidelines are
given in the appropriate section.

Principles, shown in bold text, are a statement of the goal or objective that is to
be achieved. Explanatory narratives, shown in italicized text, serve to explain the
purpose of the stated principle. Guidelines for the application of the stated principle
are shown in normal text.

The annexes are an integral part of this Code. They provide guidelines for different
approaches to the application of the principles. The purpose of the guidelines
contained in the annexes is to explain and illustrate how principles in the main
body of this code may be met in practice. Thus, the General Principles of Food
Hygiene (CAC/RCP 1-1969), the main body of this Code and its annexes must be
used together to obtain complete guidance on the hygienic production of milk and
milk products.

T This code appis 1o the milk and milk prodicls obtained fram all miking animals.
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Overarching principles applying to the production, processing and handling
of all mitk and milk products

The following overarching principles apply to the production, processing and
handling of all milk and milk products.

From raw material production to the point of consumption, dairy products
produced under this Code should be subjecttoac ination of control

and these control measures should be shown to achieve the appropriate level of
public health protection,

Good hygienic practices should be applied throughout the food chain so
that milk and milk products are safe and suitable for their intended use,
No part of this Code should be used without consideration of what takes place
in the chain of events prior to the particular measure being applied or what will
take place subsequent to a particular step. The Cade should only be used within
the context of an understanding that there is a continuum of controls that are
applied frem production to consumption.

a b hygienic practices for milk and milk products

pprop Y
should be implemented within the context of HACCP as descibed in
the Annex to the General Principles of Food Hygiene (CAC/RCP 1-1969).
This principle is presented with the recognition that there are [imitations to the
full application of HACCP principles at the primary production level. in the case
where HACCP cannot be implemented at the farm level, good hygienic practices,
good agricultural practices and good veterinary practices should be followed.

Control measures should be validated as effective. The overall effectiveness of
the system of control measures should be subject to validation. Control measures
or combinations thereof should be validated according to the prevalence of
hazards in the milk used, taking into consideration the characteristics of the
individual hazards(s) of concern and established Food Safety Objectives and/or
reiated objectives and criteria. Guidance on validating control measures should
be obtained from the Guidelines for the Validation of Food Hygiene Control
Measures (CAC/GL 68-2008).

Relative roles of milk producers, manufacturers, distributors, retailers,
transporters, consumers, and competent authorities

Although the responsibility lies with the manufacturer for ensuring that the foods
manufactured are safe and suitable, there is a continuum of effective effort or
controls needed by other parties, including milk producers, to assure the safety and
suitability of milk products. it is important to recognize that distributors, competent
authorities and consumers also have a role in ensuring the safety and suitability of
milk and milk products.

The interrelationship and impact of one segment of the food chain on another
segment is important to ensure that potential gaps in the continuum are dealt
with through communication and interaction between the milk preducer, the
manufacturer, the distributor and the retailer. While it is principally the responsibility
of the manufacturer to conduct the hazard analysis within the context of developing
a control system based on HACCP and thus to identify and control hazards
associated with the incoming raw materials, the milk producer should also have
an understanding of the hazards associated with milk, 50 as to assist in minimizing
their presence in the raw material.

To achieve an effective continuum, the various parties should pay attention, in
particular, to the following responsibilities.

 Producers should ensure that good agricultural, hygienic and animal husbandry
practices are employed at the farm level. These practices should be adapted, as
appropriate, to any specific safety-related needs specified and communicated by
the manufacturer.

& Manufacturers should utilize good manufacturing and good hygienic practices,

especially those presented in this Code. Any needs for additional measures with
regard to controlling hazards during primary production should be effectively
communicated to suppliers to enable the milk producer to adapt their operations
to meet them. Likewise, the manufacturer may have to implement controls or
adapt their manufacturing processes based on the ability of the mifk producer
to minimize or prevent hazards associated with the milk. Such additional
needs should be supported by an adequate hazard analysis and should, where
appropri take into consi ion technolegical limitations during processing,
and/or market demands.

Distributors, transporters and retailers should assure that milk and milk products
under their control are handled and stered properly and according to the
manufacturer's instructions.

Consumers should accept the responsibility of ensuring that milk and milk
products in their possession are handled and stored properly and according te
the manufacturer’s instructions.

In order to effectively implement this Code, competent authorities should have in
place legislative framework (e.g., acts, regulations, guidelines and requirements),
an adequate infrastructure and properly trained inspectors and personnel.
For food Import and export control systems, reference should be made to the
Guidelines for the Design, Operation, Assessment and Accreditation of Food
Impart and Export Inspection and Certification Systems (CAC/GL 26-1997). Control
programmes should focus on auditing relevant documentation that shows
that each participant along the chain has met their individual responsibilities
10 ensure that the end products meet established food safety objectives and/er
related objectives and criteria.

It is important that clear communications and interactions exist between all parties
1o help assure good practices are employed, that problems are identified and
resolved in an expeditious manner, and that the integrity of the entire food chain
is maintained.
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Definiticns

Definitions contained in the General Standard for the Use of Dairy Terms (CODEX
STAN 206-1939) are incorporated into this document by reference. Definitions
relevant to a particular annex (e.g., heat treatment definitions) will be contained in
the relevant annex.

Avoid - To keep away from, to the extent reasonably practicable. This term will be
used when it is possible, in theory, to have no contamination or to constrain a
particular practice.

Control measure — Any action and activity that can be used to prevent or eliminate
a food safety hazard or reduce it to an acceptable level.2

Food safety objective®

Minimize - To reduce the likelihood of occurrence or the consequence of an
unavoidable situation such as microbiological growth,

Process criteria® - The process control parameters (e.g. time, temperature) applied
at a processing step.

Raw milk — Milk {as defined in the General Standard for the Use of Dairy Terms
(CODEX STAN 206-1999)) which has not been heated beyond 40°C or undergone
any treatment that has an equivalent effect.

Shelf life — The period during which the product maintains its microbiological
safety and suitability at a specified storage temperature and, where appropriate,
specified storage and handling conditions.

Validation®

Suitability

Food Suitability as defined in the General Principles of Food Hygiene (CAC/RCP
1-1969) is: “Assurance that food is acceptable for human consumption according to
its intended use”.

For the purposes of this Code, Suitability includes:

e The concept of wholesomeness and soundness.

= Only matters relating to hygiene. Matters relating to grade, commercial quality
or compliance to standards of identity are not included.

Additionally:

= Suitability of milk and milk products may be achieved by observing good hygienic
practice as outlined in the General Principles of Food Hygiene (CAC/RCP 1-1969)
and specified in detail in this Code. The use of a management system based on
HACCP principles is an effective way of ensuring suitability and demonstrating
that suitability is achieved.

T For purposes of this Code, 3 control messure encompasses any action or activity used 1o eliminate a hazard o reduce i to
an acceptable evel. fn addition the term tefers 1o any action o activity taken to feduce the litelihood of the ocaurrence of ¢
hazard in milk or Thus, control include both proc as heating, coolng, acidif
ele., as wel a5 ctier actities such 25 general hygiene and pest control programmes, eic.

» Pracedural Manual, Codex Almentarius Commissian.

i idation of Feod Hygiene Control Measures (CAC/GL 69-2008).

“ This term is defmed ideiines for the
* This tem s defined i i ‘ontrol Moasures (CAC/GL 63-2008).
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® Milk and milk products may not be suitable if the milk or milk product, for
exampie:
— |5 damaged, deteriorated or perished to an extent that makes the milk or milk product
unfit for its reasonable intended use; or
- Contains any damaged, deteriorated or spoiled substance that makes the milk or milk
product unfit for its reasonable intended use; or
— Contains a biological or chemical agent. or other matter or substance, that is foreign to
the nature of the food and that makes the milk or milk product unfit for its reasonable
intended use.
¢ The “intended use” is the purpose for which the product is spedfically stated
or could reasonably be presumed to be intended having regard to its nature,
packaging, presentation and identification.

3. PRIMARY PRODUCTION

These principles and guidelines supplement those contained in Section 3 of the
General Principles of Food Hygiene (CAC/RCP 1-196%) and the general principles
presented in Section 2.3 above. Details on specific approaches to the production of
milk are given in Annex { of this Code.

PRINCIPLES APPLYING TO THE PRIMARY PRODUCTION OF MILK

Milk should not contain any contaminant at a level that jeopardizes the apprepriate
level of public health protection, when presented to the consumex

Because of the important influence of primary production activities on the safety
of milk products, p ial microbiological ¢ ination from ail sources should
be minimized to the greatest extent practicable at this phase of production. It is
recognized that micrabiological hazards can be intraduced both from the farm
environment and from the milking animals themselves, Appropriate animal
hushandry practices should be respected and care should be taken to assure
that proper health of the milking animals is maintained. Further, iack of good
agricultural, animal feeding and veterinary practices and inadequate gencral
hygiene of milking persannel and equipment and inappropriate milking methods
may lead to unacceptabie levels of contarination with chemical residues and other
contaminants during primary production.

Contamination of milk from animal and environmental sources during primary
production should be minimized.

Note: A contaminant is “any biological or chemical agent, foreign matter, or other
substances not intentionally added to food which may compromise food safety or
suitability” (General Principles of Food Hygiene (CAC/RCP 1-1969)).
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3.2

The microbial load of milk should be as low as achievable, using good milk
production practices, taking into account the technological requirements for
subsequent processing.

Measures should be implemented at the primary production level to reduce the
initial load of pathogenic micro-organisms and micro-organisms affecting safety
and suitability to the extent possible to provide for a greater margin of safety and/
or to prepare the milk in a way that permits the application of microbiological
control measures of lesser siringency than might otherwise be needed to assure
product safety and suitability.

USE OF THIS SECTION

Guidelines for applying the principles in this section are contained in Annex I. The
guidelines are intended to result in raw material that is acceptable for further
processing and that will ultimately result in the level of protection required for the
particular finished milk product.

Annex | provides details of the general approach that should be used for the
primary production of milk intended for further processing of an unspecified
nature. Additional provisions to be used in the production of milk intended for
the manufacture raw milk products are identified in relevant sections of the annex.
Flexibility in the application of certain aspects of the primary production of milk
for small holder dairy farms is also provided for. Milk produced according to the
pravisions of this section should be subjected to the application of control measures
described in Annex IL.

Environmental hygiene

Water and other environmental factors should be i in a way that

the potential for the transmission, directly or indirectly, of hazards into the milk.
Contaminated water, and for example pests (such as insects and rodents), chemicals
and the internal and external environments where the animals are housed and
milked, may contaminate feed, equipment or milking animals leading to the
introduction of hazards into milk.

Water used in primary production operations should be suitable for its intended
purpose and should not contribute to the introduction of hazards in milk.

Hygienic production of milk

Areas and premises for milk production

Areas including premises used for the production of milk should be designed,
ituated, maintained and, to th practicable, used in amanner that minimizes

the introduction of hazards into milk.

Impraperly protected and maintained premises for the holding and mitking of dairy

animals have been shown to contribute to the contamination of milk.
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3.23.2

3.233

Animal health

The health status of milking animals and herds should be managed in a manner
that addresses the hazards of concern for human health.

Milk should come from animals in good health so that, considering the end use, it
does not adversely affect the safety and suitability of the end product.

It is important to prevent the spread of zoonotic diseases among animals and from
animals (including milking animals) to milk. Milk and milk products produced from
milk obtained from certain diseased animals has been known to be neither safe nar
suitable for human consumption.

Maintenance of healthy milking animals has been shown to reduce the likelihood
that human pathogens will be introduced into the milk via the mammary gland or
from the faeces.

General hygienic practice

Feading

With consideration given to the end use of the milk, forage and feed for lactating
animals should not intreduce, directly or indirectly, contaminants into mitk in
amounts that present an unacceptable health risk to the consumer or adversely
affect the suitability of milk or milk products.

It has been shown that improper procurement, manufacturing and handling of
animal feed can result in the introduction of pathagens and spoilage arganisms to
milking animals and the introduction of chemical hazards such as pesticide residues,
mycotoxins and of other contaminants which can affect the safety and suitability of
milk or milk products.

Pest control

Pests should be controlled, and in a way that does not result in unacceptable fevels
of residues, such as pesticides, in the milk.

Pests such as insects and rodents are known vectors for the introduction of human
and animal diseases into the production environment. Improper application of pest
control chemicals used to control these pests may introduce chamical hazards into
the production environment.

Veterinary drugs

Animals should only be treated with veterinary drugs authorized by the competent
authority for the specific use and in a manner that will not adversely impact on the
safety and suitability of the milk, including adherence to the withdrawal period
specified.

Milk from animals that have been treated with veterinary drugs that can be
transferred to milk should be discarded appropriately until the withdrawal period
specified for the particular veterinary drug has been achieved.

Residues of veterinary drugs in milk should not exceed levels that would present
an unacceptable risk to the consumer.

The improper use of veterinary drugs has been shown to result in potentlally
harmful residues in milk and milk products, and may affect the suitability of milk
intended for the manufacture of cultured products,
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Hygienic milking

Milking should be carried out in such a manner that minimizes contamination of
the milk being produced.

Effective hygienic practice during milking is an important element of the system of
controls necessary to produce safe and suitable milk and miik products. Failure to
nmaintain adequate sanitation and employee practices has been shown to contribute
to the contamination of milk with undesirable or pathogenic micro-arganisms or
chemical or physical hazards.

Handling, storage and transport of milk

With consideration given to the end use of the milk, handling, storage and
transport of milk should be conducted in a manner that will avoid contamination
and minimize any increase in the microbiological load of milk.

Proper handling, storage and transport of milk are important elements of the
system of controls necessary to produce safe and suitable milk and milk products.
Contact with unsanitary equipment and foreign materials are known causes of milk
contamination. Temperature abuse is known to increase the microbiological load
of milk,

Milking equipment
Milking equif should be d d, constructed, installed, maintained and
used in a manner that will avoid the introduction of contaminants into milk.
Milking equipment is Hy designed and ted according fo recognized
standards that avoid the introduction of cor s into milk, Equip tselected
for installation on dairy farms should meet recognized design and construction
fard: ized jelines also exist for the proper use, cleaning and
maintenance of milking equipment; such guidelines should be followed to avoid
transfer of disease between animals through milking equipment and to help ensure
obtaining milk that is safe and suitable.

Milking equipment should be operated in a manner that will avoid damage to udder
and teats and that wili avoid the transfer of disease between animals through the
milking equipment.

It is important to prevent any damage to udder and teats by milking equipment
since such damage can lead to infections and consequently adversely affect the
safety and suitability of milk and milk products.

Storage equipment

Milk storage tanks and cans should be designed, constructed, maintained and
used in a manner that will avoid the introduction of contaminants into milk and
minimize the growth of micro-organisms in milk.

Premises for, and storage of, milk and milking-related equipment

Premises for the storage of milk and milking-related equipment should be
i d, designed, c §, maintained and used in a manner that avoids the

introduction of contaminants into milk.
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Whenever milk is stored, it should be stored in a manner that avoids the introduction
of contaminants into milk and in a manner that minimizes the growth of micro-
organisms.

Collection, transport and delivery procedures and equipment
This section also covers the activities of personnel involved in the transport of milk.

Milk should be collected, transported and delivered without undue delay, and in a
manner that avoids the introduction of contaminants into miltk and minimizes the
growth of micro-organisms in the milk.

Note: See Section 10 for provisions on the training of personnel involved in the
collection, transport and delivery of milk.

Milk transport tankers and cans should be designed, constructed, maintained and
used in a manner that will avoid the introduction of contaminants into milk and
minimize the growth of micro-organisms in milk.

Documentation and record keeping
Records should be kept, as necessary, to enhance the ability to verify the
effectiveness of the control systems.

4. ESTABLISHMENT: DESIGN AND FACILITIES

4.1

These principles and guidelines are supg al to those cc d in Section 4
of the General Principles of Food Hygiene (CAC/RCP 1-1969) and to the general
principles presented in Section 2.3 above.

Equipment
Juif should be designed and installed such that as far as possible dead ends

or dead spots in milk pipelines do not occur.

Where dead ends or dead spots occur, special procedures should ensure they are

effectively cleaned or otherwise do not permit a safety hazard to occur.

5. CONTROL OF OPERATION

These principles and guidelines are supplemental to those contained in Section
of the General Principles of Food Hygiene (CAC/RCP 1-1969) (including the Annex
on Hazard Analysis and Critical Control Point (HACCP) System and Guidelines for its
Application) and to the overarching principles presented in Section 2.3 above.

USE OF THIS SECTION

This section contains principles for the contrel of aperation that are intended to
be applied in such @ manner as to result in meeting acceptable levels of relevant
hazards specified 2s Food Safety Objectives and/or related objectives and criteria, or
end product criteria that have been established to express the level of protection for
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the specific situation. Guidelines for applying the principles with respect to physical,
chemical and microbiological hazards are provided in this section as well. Details
given in Annex Il provide guidance on the establisk and mar of
control measures used to achieve safety and suitability during and after processing.

For the effective implementation of the provisions in this Section, milk should be
produced in accordance with Section 3 and Annex | of this Code.

Control of food hazards

The combination of control measures should effectively control the identified
hazards in milk and milk products.

The combination of control measures should be designed in a systematic way,
and the chosen combination should be i to the hygiene status of the milk
and raw rnaterials used with consideration given to the relevant microbiological,
chemical and physical hazards of concern and to the establishment of Food Safety
Objective(s) andfor related objectives and criteria.

Where appropriate control measures and/er control measure combinations are
chosen to control hazards that are reasonably likely to occur, the procedures
described in sections 5.1.1 to 5.1.3 and corresponding guidelines contained in Annex
Il should be implemented in order to minimize or prevent the likelihood of 2 health
risk to the consumer.

The following procedures are intended to enhance and supplement those aspects
of the HACCP Annex to the International Recommended Code of Practice — General
Principles of Food Hygiene, which are critical to the successful design of a system of
food safety controls.

Hazard identification and evaluation

All potential hazards should be identified.

This should be done before control measures are selected and is the first step in the
hazard analysis.

The identification should be based on the initial descriptions developed during
preliminary steps and on experience, external information, as well asepidemiological
and other historical data that have been associated with the type of food under
cansideration, the type of raw materials and ingredients used, and that may be
introduced during processing and distribution. To insure a comprehensive approach,
the various step(s) in the manufacturing process, from material selection through
processing and distribution, where a hazard may occur or be introduced should be
identified.

Each potential hazard should be evaluated to determine the severity of its adverse
health effects and reasonable likelihood of occurrence.

Potential hazards that are determined to have severe adverse health effects andfor
are reasonably likely to occur should be subject to control by the system of control
measures.
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5.2.1%
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Control measure selection
llowing hazard ion, cantrol and control measure combinations
should be selected that will prevent, el or reduce the s to b

levels.

The next step in the hazard analysis process is to select control measures that will
be effective in controlling those hazards. A number of such control measures are
further described in Annex Il, Parts A and B.

Guidance on how to provide reference validations of individual control measures or
control measure combinations against individual hazards in various media is given in
Guidelines for the Validation of Food Hygiene Contro! Measures (CACU/GL 69-2008).

Establishment of process triteria

Process criteria for control measures should be established in order for the process
to be applied in a manner that will meet the performance required, i.e., assure the
adequate delivery of the control measure.

Pracess criteria should he established at such intensities that the control measures
actually deliver the expected performance, taking into account normal process
deviations.

Key aspects of hygiene control systems

Temperature and time controls

From milk preduction through to finished products, products should be stored
at i p and for approp times such that the growth or
development of a food safety hazard will be minimized and the product’s suitability
will not be adversely affected.

Because milk and many milk products have a sufficient moisture content to
support the growth of pathogens, temperature and time controls represent key
microbiological control measures to control growth throughout the manufacturing
process, from the handiing of milk ta the distribution and storage of perishable milk
products (e.g., pasteurized drinking milk, desserts, and soft cheeses, depending on
shelf life). For instance, for liquid milk, increased storage temperature will decrease
the shelf life.

Management of products within the plant

Incoming mitk

When arriving at the dairy piant, and provided that further processing does not
allow otherwise, the milk should be cooled and maintained at such temperatures as
necessary to minimize any increase of the microbial load of the milk.

The principle of “first arrived, first processed” should apply.

Intermediate products

Intermediate products that are stored prior to further processing should, unless
further processing does not allow it, be kept under such conditions that limit/
prevent microbial growth or be further processed within a short time period.
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The ultimate safety and suitability of milk and milk products, as well as the intensity
of the control measures that need to be applied during processing, depends not only
on the initial microbial load upon receipt at the dairy plent but alsa on preventing
the growth of micro-organisms. Application of proper storage temperatures and

of raw ials is an ial factor in izing microbial growth.
The ability of a product to meet intended Food Safety Objectives andlor related
objectives and criteria is dependent upon the proper application of the control
measures, including time and temperature controls.

There should be adequate stock rotation, based on the principle of “first in, first
out”.

Distribution of finished products

itis ial that milk and mitk p be kept at an appropriate temperature in
order to maintain their safety and suitability from the time it is packaged until it is

d or prepared for ¢ i

While the storage temperature should be sufficient to maintain the product’s
safety and suitability throughout the intended shelf life, the appropriate storage
temperature will vary depending upon whether the product is perishable or non-
perishable. For perishable products, the distribution system should be designed to
maintain adequate low-temperature storage to ensure both safety and suitability.
Far non-perishable products designed to be shelf-stable at ambient temperature,
extremes of temperature should be avoided, primarily to assure maintaining
suitability. Reasonably anticipated temperature abuse should be taken into account
in designing the normal patterns of distribution and handling.

Establishment of shelf life

Itis the responsibility of the manufacturer to determine the shelf life of the product
and the conditions for storage. )

Limitation of shelf life is a control measure that, in many cases, is decisive for the
safety and suitability of the product. The corresponding storage conditions are an
integral aspect of product shelf life.

Specific process steps

Annex I, Appendices A and B contain examples of processes used during the
manufacture of milk products that can control hazards that are reasonably likely to
occur. These processes include both extrinsic and intrinsic factors that influence the
growth of micro-organisms.

Extrinsic factors refer to factors impacting the product from the environment in
which the food is placed. Examples include temperature, time, and relative humidity
of the air.

Intrinsic factors refer to internal factors in the product itself (food matrix),
influenced by or as consequence of extrinsic factors, that have an impact on the
growth andlor survival of micro-organisms. Examples include water activity, pH,
nutrient availability, competition of micro-organisms, and bacteriocins or other
growth inhibitors.
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Microbiological and ather specifications

Where they are employed, microbiological criteria, including those used to verify the
effective application of control measures within the framework of HACCP principles,
should be developed in accordance with the Principles for the Establishment and
Application of Microbiological Criteria for Foods, CAU/GL 21-1997, including the use
of a risk assessment approach as specified in the Principles and Guidelines for the
Conduct of Microbiological Risk t, CAC/GL 030-1999,

Incoming mitk

Manufacturers should establish incoming milk criteria that take into account the
end use of the milk and the conditions under which the milk was produced.
Depending upon the end use of the milk, particularly for milk used in the production
of raw milk products, certain specific microbiological criteria may be appropriate to
verify the microbiological quality of the milk used as raw material.

Corrective action taken for non lii with it milk criteria should be

with the p ial risks | d by the liance.
incoming milk that is out of campliance with estahlishaed criteria indicates that the
control measure system is not working properly and corrective action should be
taken to identify and resolve causative problems.

Microbiological criteria

Microbiclogical criteria may be necessary to be established at different points in
the process for carrying out the design of control measure combinations and for
the verification that the control system has been implemented correctiy.

In some cases, for example where more comprehensive control measures are put
into place to ensure the safety and suitability of milk (such as may be the case
for raw milk intended to be used in the production of raw milk products), it may
be necessary to establish criteria for in-process product, intermediate product or
finished product in order to verify that the more comprehensive set of control
measures have been properly carried out.

Wicrobiolagical cross contamination

The flow of the product and of the ingredients within equipment and through
the processing facility should maintain a progression from raw material
receipt to finished product packaging so as to avoid cross contamination.

The flow of the water, air, effluents, and milk should be carefully evaluated to
ensure that the potential for cross-contamination does not occur. Similarly, the flow
of personnel should be evaluated to ensure that their actions couldn’t contaminate
milk.

There should be adequate separation of areas with different levels of contamination
risk.

Milk products that have been returned from other locations should be identified,
segregated and stored in a clearly designated area.

Where there is the potential for cross-contamination between end products and
raw materials or intermediate preducts, and from contaminated areas such as
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construction and rebuilding areas, consideration should be given to a physical
separation, such as by the application of barrier hygiene (the application of physical
or mechanical barriers to prevent or minimize the transfer of contaminants or
potential sources of cantaminants) and wet/dry area segregation.

Physical and chemical contamination

Preventive measures should be impl; d to risks of

milk and milk products with physical and chemical hazards and foreign substances,
Avoiding physical and chemical contamination of milk and milk products during
pracessing requires the effective control of equipment maintenance, sanitation
programmes, personnel, monitoring of ingredients and processing operations.
Preventive measures should include those that will minimize the potential for cross
contamination of allergenic components andfor ingredients that may present in
other products to a milk product in which these components andfor ingredients are
not supposed to be present.

Incoming material (other than milk) requirements

ingiedients used for the processing of milk products should be purchased according
to specifications, and their li with these specifications should be verified.
Contaminated ingredients have been known to lead to unsafe/unsuitable milk
products, since these ingredients are often added during processing where no
further control measures are applied.

Preferably, specifications for raw materials should be established such that their use
will result in a safe and suitable product. Mo raw material should be accepted if it
is known to contain chemical, physical or microbiclogical contaminants that would
not be reduced to an acceptable level by normal sorting and/or processing. Raw
materials should, where appropriate, be inspected and sorted before processing.
Any daims that raw materials meet safety and suitability specifications should be
verified periodically.

Water

Dairy processing establishments should have potable water available, which prior
to its first use, should meet the criteria specified by the competent authorities
having jurisdiction and should be regularly monitored.

Water recirculated for reuse should be treated and maintained in such a condition
that no risk to the safety and suitability of food results from its use.

Proper maintenance of water conditioning systems is critical to avoid the systems
becoming sources of contamination. For example, filter systems can become sources
of bacteria and their metabolites if bacteria are allowed to grow an the organic
materials that have accumulated on the filter.

Appropriate safety and suitability criteria that meet the intended outcomes should
be established for any water used in dairy processing.

These criteria depend upen the origin and the intended use of the water. For
example, reuse water intended for incorporation into a food product should at
least meet the microbiological specifications for potable water.
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Reconditioning of water for reuse and use of reclaimed, recirculated and recycled
water should be managed in accordance with HACCP principles.

Any reuse of water should be subject to & hazard analysis including assessment
of whether it is appropriate for reconditioning. Critical control point(s) should be
identified, as appropriate, and critical limit(s) established and monitored to verify
compliance.

6. ESTABLISHMENT: MAINTENANCE AND SANITATION

These principles and guidelines are supplemental to those contained in Section 6 of
the General Principles of Food Hygiene (CAC/RCP 1-1969).

Maintenance and cleaning

Processing areas should be kept as dry as possible.

Use of dry cleaning methods, and limiting the use of water in processing areas,
helps to avoid the spread of contamination by water. Wet cleaning (other than
Cleaning-in-Place} has been known to lead to milk product contamination due 1o
the preduction of aerosols.

All food product contact surfaces in piping and equipment, including areas that are
difficult to clean such as by-pass valves, sampling valves, and overflow siphons in
fillers should be adequately cleaned.

Cieaning programmes

A routine programme to verify the adequacy of dleaning should be in place.

All equipment and utensils used in processing should, as necessary, be cleaned and
disinfected, rinsed with water which is safe and suitable for its intended purpose
(unless the manufacturer’s instructions indicate rinsing is not necessary), then
drained and air dried where appropriate.

ESTABLISHMENT: PERSONAL HYGIENE

No specific requirements beyond those contained in the General Principles of Food
Hygiene (CAC/RCP 1-1969) are needed.

_8._TRANSPORTATION _

These principles and guidelines are supplemental to those set forth in Section 8 of
the General Principles of Faod Hygiene (CAC/RCP 1-1968) and, as appropriate, those
set forth in Code of Hygienic Practice for the Transport of Foodstuffs in Bulk and
Semi-Packed Foodstuffs (CACRCP 47 — 2001},
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8.1

8.2

Requirements
Products covered under this Code should be transported at time/temperature
combinations that will not adversely affect the safety and suitability of the product.

Use and maintenance

In the case of refrigerated products, the vehicle product compartment should
be cooled prior to loading and the product compartment should be kept at an
appropriate temperature at all times, including during unloading.

9. PRODUCT INFORMATION AND CONSUMER AWARENESS

These principles and guidelines are supplemental to those contained in Section 9 of
the General Principles of Food Hygiene (CACURCP 1-1969).

9.1  Labelling
Milk products should be labelled in accordance with the General Standard for the
ahelling of Prepackaged Foods (CODEX STAN 1-1985), the General Standard for
the Use of Dairy Terms (CODEX STAN 206-1999) and the relevant labelling section of
Codex commodity standards for individual milk products.
Unless the product is shelf stable at ambient temperatures, a statement regarding
the need for refrigeration or freezing should be included on the label of the product.
Additional provision for raw milk products
Raw milk products should be labelled to indicate they are made from raw milk
according to national requirements in the country of retail sale.

10. TRAINING
These principles and guidelines are suppl | to those c d in Section 10
of the General Frincipies of Food Hygiene (CACRCP 1-1989).

10.1 Training programmes

Milk producers and personnel involved in the collection and transport and retail of
milk should be trained as necessary and have appropriate skills in the areas listed
below:

= health of animals and use of veterinary drugs;

= manufacturing and use of feeds (more specifically fermented feeds);

® herd management;

= hygienic milking;

» starage, handling, collection and transport of milk (cleaning of storage tanks,
temperature requirements, sampling procedures, etc.);

® microbiological, chemical and physical hazards and their control measures.
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CANNEXT
GUIDELINES FOR THE PRIMARY PRODUCTION GF MILK

INTRODUCTION AND OBJECTIVES

The detailed information contained in this annex should be implemented in order to
reduce the likelihood of milk contamination through inadequate primary production
practices. This information will enable the implementation of the principles laid
down in Section 3 of the main body of the Code by providing gquidefines for their
application.

These measures, in combination with microbiolegical contral measures found in
Annex Ii, should be used to effectively control the microbiological hazards in milk
products. There is a close relationship between the hygienic conditions found in
primary production and the safety and suitability of processed milk products based
on the control measures presented in Annex il.

SCOPE

This Annex provides details of the approaches that should be used for the primary
production of milk intended for further processing of an unspecified nature. The
milk should be subjected to the application of microbiological control measures
described in Annex IL.

The degree to which on-farm practices control the likelihood of eccurrence of
food safety hazard in milk will have an impact on the nature of controls needed
during the subsequent processing of the milk. Under normal circumstances, milk
will be subjected to control measures sufficient to address any hazards that may be
present. Where the subsequent processing of milk does not involve the application
of control measures necessary to address any hazards that may be present, the focus
then becomes preventative in nature in order to reduce the likelihood that such
hazards will occur during the primary production phase of the continuum. Likewise,
in certain primary production situations, the cccurrence of food safety hazards may
be less avoidable, which will mandate the application of more stringent control
measures during subsequent processing in order to insure the safety and suitability
of the finished product.

USE OF ANNEX |

The information in Annex | is organized to correspond with the relevant sections
in the main part of the Code and the General Principies of Food Hygiene (CAC/
RCP 1-1969). Where a particular principle has been identified in the main body of
the Code, guidelines for the application of that principle will be located in the
corresponding section of this Annex.
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GUIDELINES FOR THE MANAGEMENT OF CONTROL MEASURES DURING
AND AFTER PROCESSING

Critical Control Paint (HACCP) System and Guidelines for its Application Annex) and
to the overarching principles presented in Section 2.3 of the base document.

The guidelines presented in this annex are intended to enhance and supplement

INTRODUCTION AND OBJECTIVES

The detailed information contained in this annex should be implemented in order
to prevent, eliminate or reduce hazards associated with incoming materials to
acceptable levels and to reduce the likelihood of milk contamination resuiting from
inadequate control of manufacturing operations. This information will enable the
implementation of the principles laid down in Section 5 of the main body of the
Code by providing guidelines for their application.

These measures should be used in combination with guidelines on primary
production found in Annex | in order to effectively control the microbiological
hazards in products, There s a close relationship between the control of
manufacturing operations and the safety and suitability of processed milk products
based on the control measures presented in Annex Il

SCOPE

The provisions in this Annex reinforce and supplement the principles and guidelines
specified in Section 5 of the Code (Control of Operation), in particular Section 5.1,
and should apply to the manufacture of any milk product. The principles in Section
5, Control of Operation, as well as the hazard identification provisions of this annex
apply not only to the control of microbial hazards but also to the control of chemical
and physical hazards.

The mast common microbiological control measures are addressed in further
detail in Part A (microbiostatic control measures) and Part B {(microbiocidal control
measures), respectively. However, this does not preciude in any way the use of
additional andfor alternative microbiological control measures, provided that the
general guidance provided in this Annex is followed.

USE OF ANNEX |1

The information in Annex |l is organized to correspond with the relevant sections
in the main part of the Code and the General Principles of Food Hygiene (cau
RCP 1-1969). Where a particular principle has been identified in the main body
of the Code, guidelines for the application of that principle will be focated in the
corresponding section of this part of the Annex.

These guidelines are supplemental to those contained in Section 5 of the General
Principles of Food Hygiene (CAC/RCP 1-1969) (including the Hazard Analysis and
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those aspects of the General Principles of Food Hyglene {CACURCP 1-1969) HACCP
Annex which are critical to the successful design of a system of food safety controls.
The users of this document are encouraged to implement the guidelines contained
in the HACCP Annex when designing a HACCP system and to refer to those Annex I
guidelines for further details on the hazard analysis, control measure selection and
critical limit determination,

DEFINITIONS

54

The definitions below apply for the purpose of this Annex, and in addition to those
definitions contained in Section 2.5 of the main body of this Code.

Microbiocidal treatments are control measures that substantially reduce or practically
aliminate the number of micro-organism present in a food.

Microbiostatic treatments are control measures that minimize or prevent the growth
of micro-organisms present in a food.

Pasteurization is a microbiocidal heat treatment aimed at reducing the number of
any pathogenic micro-organisms in milk and liquid milk products, if present, to a
level at which they do not constitute a significant health hazard. Pasteurization
conditions are designed to effectively destroy the organisms Mycobacterium
tuberculosis and Coxiella burnettii.

UHT (ultra-high temperature) treatment of milk and liquid milk products is
the application of heat to a continuously flowing product using such high
temperatures for such time that renders the product commercially sterile at the
time of processing. When the UHT treatment is combined with aseptic packaging,
it results in a commercially sterile product.”

5. CONTROL OF OPERATIONS

Control of food hazards

It is important that control measures are applied during both primary production
and processing to minimize or prevent the microbiclogical, chemical or physical
contamination of milk. In addition, special attention should be given during the
processing of different milk products so that inadvertent cross-contamination
does not occur, including with respect to ingredients that may contain allergenic
substances. Nate: A distinction can be drawn between the types of control measures
used for microbiological hazards and those used for chemical and physical hazards.

cepls of aseplic packaging and i I e found in the Codex documents an Low Acd and Acidified
Canred Feods (CAC/RCP 23-1575) and Aseptic Processing (CAC/RCP €0-1993),
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The control measures used for chemical and physical hazards in food are generally
preventive in nature, i.e., they focus on avoiding the contamination of food with
chemical or physical hazards in the first place rather than on reducing or efiminating
such hazards ance they have been introduced inta the product. It should be noted
however that there are some exceptions to this type of distinction, e.g., the use of
filters, screens and metal detectors to remove certain physical hazards.

Microbiological food hazards are controlled by appropriate selection of control
measures applied during primary production in combination with control measures
applied during and after processing. The result of applying any micrahiccidal control
measure depends significantly on the microbial load (including the concentration of
microbiclagical hazards) in the material subjected to it. it is therefore important that
preventive measures are applied in primary production to reduce the initial load of
pathogenic micro-organisms as well as during processing to aveid contamination
within the processing environment. The initial microbial load significantly impacts
the performance needed for the microbiological control measures applied during
and after processing as well as the performance required for suitability. The safety
and suitability of the end product depends not only on the ini microbiological
load and the efficiency of the pracess, but also on any post-process growth of
surviving organisms and post-process contamination.

Individual control measures should be selected and applied in such combination
as to achieve a sufficient performance as to result in end products with acceptable
levels of hazards.

Acceptable levels of contaminants in the end product should be identified and be
based upon:

Food safety objectives, end product criteria and similar regulatory requirements,
as applicable;

Acceptable levels derived from the purchaser constituting the subsequent link of
the food chain; and/or

The maximum levels found acceptable by the manufacturer, taking into
account acceptable levels agreed with the customer and/or regulatory measures
established by public health autherities.

@

The guidelines contained in sections 5.1.1 1o 5.1.3 are intended to be supplemental
to the General Principles of Food Hygiene (CAURCP 1-1969) HACCP Annex.

Hazard identification and evaluation

Hazard identification can be separated into two distinctly different parts, the
identification of all potential hazards and the evaluation of the identified potential
hazards to determine which are considered to have severe adverse health effects
and/or are reasonably likely to occur and therefore need to be controlled through
the implementation of effective control measures.
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The hazard identification should be based on the initial descriptions developed
during preliminary steps contained in the General Principles of Food Hygiene (CAC/
RCP 1-1969), HACCP Annex and on experience, external information, as well as
epidemiological and other historical data that have been associated with the type of
food under consideration, the type of raw materials and ingredients used, and that
may be introduced during the processing distribution. To insure a comprehensive
approach, the various step(s) in the manufacturing process, from material selection
through processing and distribution, where a hazard may occur or be introduced
should be identified.

The potential hazards for such consideration should be listed in relation to the
identified acceptable levels, including established FSO(s), where available.

For microbiological hazards, the likelihood of cccurrence will depend on the actual
prevalence in the milk and raw materials used. Factors influencing the prevalence
are climatic conditions, animal species, prevalence of animal disease (sub-diinically
or clinically) caused by the organism, prevalence of mastitis including the relative
distribution of causing organisms, the adequacy of primary production practices
including the potential of environmental contamination (feeding practices, water
quality, milking hygiene level), and the potential for human contamination.
Consultation of the competent authorities having jurisdiction in relation to the herds
is appropriate.

When evaluating potential microbiclogical hazards, consideration should be
given to which of the organisms are likely to be present in the milk. For instance,
microbiological hazards that are not relevant in the geographical area of concern
(e.g. because the prevalence is insignificant or zero) can be ruled out at an early
stage. Also, where It can be verified that specific sanitary measures are successfully
applied during primary production to prevent or significantly reduce introduction
of a pathogen into the herd, including efficient eradication programmes, the
pathogen in question may be ruled out. The manufacturer or other appropriate party
is responsible for decumenting the conditions that support such a determination.
This can be accomplished by documenting the OIE status (e.g. disease-free area),
the effectiveness of national programmes, the effectiveness of individual producer
screening programmes, on the basis of documented historical evidence, and through
the development of epidemiological evidence.

Regular analysis of the milk (including but not restricted to microbiological
analyses) received at the manufacturing establishment producing mitk products can
be used to verity the implementation of control measures affecting the likelihood
of occurrence of a hazard, depending upon the technology used and the kind of
milk product being made.

Hazard identification should take into consideration the allergenic nature of some
foods. Milk products may contain ingredients such as nuts, eggs and cereal grains
that are known to be allergens.



CODE OF HYGIENIC PRACTICE FOR MILK AND MILK FRODUCTS (CACIRCP 57-2004)

MILK AND MILK PRODUCTS (2nd Edition}

5.1.2

Further, any additional hazards that can be introduced into the milk product during
and after processing (e.g. environmental contamination, human contamination)
shouldalso be considered. During such considerations, the effectiveness of preventive
measures taking place in the manufacturing environment (e.g., environmental and
equipment sanitation programmes, employee practices, pest control programmes,
etc,) should be evaluated to determine the likelihood of occurrence of potential
hazards.

Control measura selection

Note: While the following guidefines are focused on the control of microbiolagical
hazards, the concepts presented herein can be applied as well to the control of
chemical and physical hazards.

The next step in the hazard analysis process is to select control measures that will
be effective in controlling those hazards. A number of such control measures are
further described in Appendices A and B of Annex il.

Selection of individual control measures
Individual microbiological control measures can be grouped according to primary
function as follows:

Microbiocidal control measures that reduce the microbial load, for instance
by killing, inactivation or removal. These may be applied during processing as
processing steps (e.g. microfiltration, thermization, pasteurization) or after the
processing as intrinsic factors (e.g. ageing).

Microbiostatic control measures that prevent, limit or retard the growth of
micro-organisms by chemical or physical means. These are used to stabilize the
product against activity of pathogens and spoilage organisms and may apply
after milk production, during pracessing (e.g. in between processing steps) and
after processing. Microbiostatic control measures still imply some probability
of growth. Microbiostatic control measures that are effidient after processing
may be applied towards the product (e.g. temperature/time controf) as extrinsic
factors or be built into the product as intrinsic factors (e.g. preservatives, pH).
Microbiostatic controf measures that prevent direct contamination of product,
for instance by closed circuits or by appropriate packaging to protect the
product. These are used to physically prevent contamination, in particular, during
packaging and/or after processing.

The use of a single processing step may have subsequent microbiological effects
{e.g. reduction of pH, water content), while other microbiological control measures
only reduce the number of micro-organisms at the point in the manufacturing
process, where it is applied.

Combination of microbiological control measures

More than one microbiological control measure is usually needed to control
micrabial content, to retard or prevent spoilage and to help prevent food borne
diseases. Suitable combinations can be devised in order that specific organisms of
concern can be reduced in number and/for no longer grow/survive in the product.
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Such suitable combinations are sometimes referred to by the dairy industry as
“hurdle technology”.
The combination of control measures has two main objectives:

During processing: Providing assurance that the levels of the pathogens (and/
or spoilage organisms) of concern, where present, are kept at or reduced to
acceptable levels.

After processing (packaging, distribution and starage): Providing assurance that
the acceptable fevels of the pathogens (and/or spoilage organisms) of concern that
have been achieved during processing are kept under control throughout shelf life.

o

it may be necessary to ensure that growth of micre-organisms is kept to a minimum
prior to processing, in between different processing steps, and after processing.
The microbiostatic control measures used should be adapted to the need of the
particular product in the particular situation. The resulting outcome in terms of
the safety and suitability of the end product does not depend only on the initial
microbial load and the effectiveness of the process, but also on any post-process
growth of surviving organisms and post-process contamination. Therefore, all
microbiological control measure combinations should be supported by appropriate
preventive measures prior to and after the process, as deemed necessary.

Depending on the source and possible routes of contamination, the hazard{(s) may
be kept under control by preventive measures implemented at primary production
level and/orin processing environments. When evaluating microbiologica! preventive
measures, it is particularly important to know which of the hazards are affected by
the preventive measure and to what extent the measure reduces the probability
of the hazard contaminating the milk product during milking, processing and/or
distribution. Those microbiclogical hazards that are not managed adequately by
preventive and microbiostatic control measures need to be managed and controlled
by adequate microbiocidal control measures with sufficient combined performance.

Microbiological control measures having effect only at the point of application
must be applied in appropriate combinations with other microbiological control
measures.

The combination of microbiological control measures is most effident when it
is multi-targeted, that is, when various individual measures are selected so that
different factors effecting microbial survival are targeted, e.g., pH, A, availability
of nutrients, etc. In many cases, a multi-targeted combination using microbiological
control measures with low intensity may be more effective than one single measure
with high intensity. The presence of a number of microbiological control measures
inhibiting or reducing the number of micro-organisms may be synergistic, that is
that interaction occurs between two or more measures so that their combined
effect is greater than the sum of their individual effects. Therefore, the utilization
of synergistic effects can allow for combining microbiological control measures of
less intensity than would be otherwise expected from each measure individually.
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51.3

Where flexibility from provisions in Annex | is granted for small holder dairy farms,
particular attention should be paid to the nature of the granted deviations and
their potential consequences in terms of hazard levels in the milk.

Attention should be paid to the application of microbiocidal control measures
with such performance that they effectively eliminate any risks associated with
the transfer of additional zoonotic hazards to the milk. Similarly, where certain
animal diseases are present in herds producing the milk, particular attention should
be drawn to the recommendations in the OIE Terrestrial Animal Health Code, as
specific microbiocidal control measures or performances thereof may be necessary
to eliminate the animal health risks associated with these diseases.

Estabfishment of process eriteria

From the performance required, the corresponding process criterion or criteria

(as appropriate to the nature of the microbiclogical control measure) should be
blished. They are i fed for the appropriate implementation (set-up) of a

processing step and for application in practical prucess control (e.g. filter size, pH,

concertration of preservative, tin p binations). In the context of

HACCP, process criteria may or may not constitute critical limits.

The performance of control measures and control measure comhinations selected
should be validated using procedures outlined in the Guidelines for the Validation of
Food Hygiene Control Measures (in prtapatztmn) The validation of control measures
or control measure comblnaﬂons is ESFIECIB'EY |mpurtam. when establishing the
effectiveness of new or devel technol jation may not be necessary in
situations where well emhhshed control measures or technologies are considered to
be acceptable.

If the performance required cannot be achieved by the control measure(s) or if it is
estimated and/or monitoring shows that the hazards are not under sufficient control
by the selected bination of microbiological control measures, modification of

the control system design is necessary.

Examples of some of the modifications that can be made until the hazard of concern is
considered under cantrol include:

= [ncrease of the intensities of the microbiological control measure(s) applied.

= |dentification of additional microbiological control measure(s) that target the
hazard of concern.

Implementation of more stringent on-farm control measures.

Introduction of specifically targeted measures at farm level that reduce the
prevalence of the hazard of concern in the milk used.

Reduction of the intended shelf life and/or amendments of the intended storage
conditions.

L}

Additional provisions for the manufacture of raw milk products

It is critical for a dairy farm, when producing milk intended for the manufacturing
of raw milk product, to comply with the prm»smns {including the identified
additional provisions) detailed in Annex | and in section 5.23.1 of this Annex,
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52.13

and these activities should be frequently monitored and evaluated for their
effective impl ation. This ion may lead to the identification of needed
improvements at the primary production level (practices, equipment, environment,
etc.) or in the classification of dairy farms according to their ability to provide milk
for the processing of raw milk products.

Any non-compliance detected either at the farm {evel or at the milk reception of
a manufacturing plant should result in immediate action that may affect the farm,
the manufactunng establishment or both. For this reason, there should be clear

ation b the facturer and the farm and, if necessary, technical
assistance should be provided to the primary producer by the manufacturer.

Key aspects of hygiene control systems

Time and temperature control

Distribution of {fipished praducts
-

Perishable products

- The storage temperature should be sufficient to maintain product safety and

suitability throughout the intended shelf life. If the temperature of the product is

the principal means of preservation, it is essential that the product be maintained

at the appropriate temperature. Validation of the selected temperature should

be carried out except in situations where well established storage temperatures

are considered acceptable.

Regular and effective monitoring of temperatures of storage areas, transport

vehicles and stare display cases should be carried out where:

s the product is stored, and

= the product is being transported, within the product load, which could be
done by using temperature indicating and recording systems;

= the product is being presented for retail sale.

Particular attention should be paid throughout sterage and distribution to:

= perjods of defrosting of refrigeration units;

* temperature abuse; and

« overloading the cold storage facility.

1

Products stable at ambient temperatures

Products that can be stored at ambient temperatures, should be protected against
external agents and contamination, e.g., direct sun radiation, excessive heating,
maisture, external contaminants, etc. from rapid temperature changes which could
adversely affect the integrity of the product container or the safety and suitability
of the product.

Establishment of shelf life

— Product shelf life is influenced by a number of factors, such as:
« applied microbiological control measures, including storage temperatures;
= cooling methods applied to product; s
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= type of packaging (e.g., hermetically sealed or not, modified atmosphere
packaging);
= likelihood of post-process contamination and type of potential contamination.
The shelf life of milk products may be limited by microbial changes (e.g.,
deterioration and growth of pathogenic and spoilage micro-organisms to
unacceptable levels).
When establishing product shelf life, it is the responsibility of the manufacturer
to assure and, as necessary, to demonstrate, that the safety and suitability of the
milk product can be retained throughout the maximum period specified, taking
inta consideration the potential for reasonably anticipated temperature abuse
during manufacture, storage, distribution, sale and handling by the consumer.
These temperature abuses may allow the growth of pathogenic micra-organisms,
if present, unless appropriate intrinsic factors are applied to prevent such growth.
Explanatory note: Reasonably anticipated temperature abuse takes into account
the normal period of transporting of purchased products to appropriate
consumer starage facilities and normal patterns of handling during consumption,
for instance, the number and length of periods in which the product is removed
fiom the refrigerator and subjected to ambient temperatures until the whole
package has been consumed.
The possible reactivation of pathogens with time should be taken into account
when determining the shelf life.
Shalf life determination can be carried out at the plant level by testing products
subjected to the storage conditions specified or by predicting microbial growth
in the product under the specified storage conditions. Reasonable anticipated
temperature abuse can be integrated into the study or be taken into account by
applying an appropriate safety factor (e.g., byshortening the maximum durability
specified in the labelling or by requiring lower storage temperatures).

Microbiological and other specifications

Millc

The milk used for the manufacture of products covered by this Code should be
evaluated based on sampling of milk from individual farms or milk collection
centres.

Upon receiving, the milk should be subject to olfactory and visual inspection.
Other criteria (e.g., I ure, ti le acidity, microbiclogical and chemical
criteria) should be used to detect unacceptable conditions.

Any-non-compliance with the above mentioned criteria, and in particular with
regards to pathagens, should result in immediate corrective actions at the farm
level and in the manufacturing establishment, for example: rejection of the
milk for the pracessing of raw milk products; corrective actions on the milking
procedure (cleaning and sanitation procedures of the milking equipment, cleaning
or sanitation precedures of the udder, etc.)); quality of feed; the hyaienic quality
of the water supply; practices in animal holding areas; individual check of animals
1o find the animai(s) that may be the carrier; isolation of that animal from the
herd a5 necessary. Corrective actions should be identified and implemented, and
specific assistance to the dairy farm may need to be provided.
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— In some cases, where more comprehensive control measures are put into place to

ensure the safety and suitability of milk, as may be the case for raw milk intended
te be used in the production of raw milk products, it may be necessary to classify
farms into two categories: those acceptable for use in raw milk products and
those that are not.

Additicnal provisions for milk used in the manufacture of raw milk products

— Depending on the hazard analysis performed by the manufacturer and the

combination of microbiological control measures applied during and after
processing of milk products, specific microbiological criteria regarding pathogens
{for example: Saimonella spp., Listeria monocytogenes) may need to be
established.

APPENDIX A

MICROBIOSTATIC CONTROL MEASURES

Note: The control measures dascribed in this appandix aro proconted ac daccriptive
examples only and require validation prior to use with respect to their effectiveness
and safe use.

Microbial growth is dependent upon many conditions in the organism’s environment
such as: ingredients, nutrients, water activity, pH, presence of preservatives,
competitive micro-organisms, gasatmosphere, redox-potential, storage temperature
and time. Control of these conditions can therefore be used to limit, retard, or
prevent microbial growth.

such microbiological control measures as well as microbiological control measures
protecting the product against direct microbial contamination from the surroundings
have microbiostatic functions.

Many microbiostatic control measures act by interfering with the homeostasis®
mechanisms that micro-organisms have evolved in order to survive environmental
stresses.

Maintaining a constant internal environment requires significant energy and
material resources of the micro-organism, and when a microbiclogical control
measure disturbs the homeostasis there will be less energy left for the micro-
organism to multiply. Consequently, the organisms will remain in the lag phase and
some may even die out before the homeostasis is re-established.

itable and balanced. For

tant tendency of \o keep their imernal

MEOStasis i
ingtance, microcrganisnis spend cansderable efforts keeping their Internal pH and csmotic pressure within rarrow kmits,
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1 INLEIDING

Sinds 1 januari 2006 is Verordening (EG) nr. 2073/2005 inzake microbiologische criteria

voor levensmiddelen (afgekort: VMC) van kracht. Deze Verordening richt zich met name

op de verplichtingen voor exploitanten van levensmiddelenbedrijven in alle stadia van de

productie, verwerking en distributie van levensmiddelen, inclusief de detailhandel, met
h van. de microbi isch ligheid van

bel g tot de
(artikel 3, eerste lid).

In de VMC worden een viertal hoofdzaken verplicht gesteld voor het bedrijfsleven.
i van levensmiddel dienen

1. Hun op HACCP-beginselen gebaseerde procedures en goede hygiénepraktijken te
valideren of te verififren en op basis van een risiccbecordeling een eigen
microbiologisch c leprog op te zetten voor de in deze Verordening
genoemde microbiolegische criteria. In het geval van karkassen, gehakt vlees,
! viees en vers pluimveevlees, dienen bedrijven zich te
houden aan de in de Verordening hreven e ber i
(artikel 4, eerste en tweede lid).

2. Specifieke studies met betrekking tot de uitgroei van pathogene micro-organismen en
in het bijzonder Listeria monocytogenes uit te voeren {artikel 3, tweede lid en artikel

5, tweede lid}.
3. Zich te houden aan micr he voedselveili riteria met tot de
jheid (een b ide h van path micrd 1. Indien

deze criteria overschreden worden, zijn de producten te beschouwen als schadelijk
voor de volksgezondheid en moeten deze uit de handel genomen worden dan wel een
nadere b deli het gevaar wordt
weggenomen (artikel 7, tweede lid).

4. Zich te houden aan microbiologische proceshygignecriteria, welke dienen om te
controleren of het productieproces beheerst wordt. Bij overschrijding van deze criteria
dient het productieproces aantconbaar gecontroleerd te worden en dient adequate
actie ondernomen te worden (artikel 7, vierde lid).

Tevens wordt in artike! 1 van deze Verordening geregeld dat de bevoegde autoriteit moet
verifiéren of levensmiddelenbedrijven zich aan de voorschriften houden en heeft ze het
recht zelf monstername en onderzoek uit te voeren en op basis daarvan gepaste
maatregelen te nemen.

Daarnaast toetst de NVWA de correcte implementatie van de VMC deor andere
toezichthouders (COKZ/CPE) middels het beoordelen van de jaarplannen.

In dit document wordt de interpretatie van de Voedsel en iteit
(NVWA) beschreven met betrekking tot de verplichtingen van exploitanten van
levensmiddelen in het kader van de VMC:
« Beoordeling van de 1 ‘s inclusief
eisen aan laboratoria en gebruikte analysemethoden.
« Studies met betrekking tot Listeriz monacylogenes.
« Werkwijze van de NVWA met betrekking tot de handhaving op de VMC
(Interventiebeleid NVWA).
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2 IMPLEMENTATIE IN NEDERLANDSE WETGEVING

VWS wetgeving’
Artikel 2, derde lid en artikel 10a van het Warenwetbesluit hygigne van levensmiddelen
(WHL), artikel 4 van het besluit Bereiding en ing van i

(WBBL; voedselveiligheldscriteria).

EZ wetgeving®
Artikel 6.2, eerste iid van de Wet dieren, gelet op artikel 2.4, eerste lid van de Regeling
dierlijke producten.

Import

ap ds gl bied geldt de ing zoals hierboven omschreven. Veor te
importeren producten is artikel 10 van Verordening (EG) nr. 852/2004 van toepassing:
De voor de hygiéne van ing rde lev iddel Jijke voorschriften van de

jevensmiddelenwetgeving, bedoeld in artikel 11 van Verordening (EG) nr. 178/2002,
omvatten ook de in de artikelen 3 tot en met 6 van deze Verordening vastgestelde
voorschriften.

Hierbij dient te worden opgemerkt dat de VMC is vastgesteld op basis van artike! 4,
vierde lid van Verordening (EG} nr. 852/2004.

Verder is artikel 11 van Verordening (EG) nr. 178/2002 van toepassing:

Levensmiddelen en diervoeders die in de hap worden Ing d om er in de
handel te worden gebracht, dienen te voldoen aan de toepasselijke voorschriften die door
de Gemeenschap als ten minste gelijkwaardig daaraan zijn aangemerkt, of, ingeval er
een specifieke overeenkomst tussen de Gemeenschap en het fand van uitvoer bestaat,
aan de voorschriften daarvan.

De wettelifka grondslag van het verbod van Inveer van producten van dierlijke oorsprong
Is artiket 17, tweede lid, van Richtlijn 97/98/EG tot vaststelling van procedures voor de
veterinaire controles in de grensinspectieposten van de Gemeenschap bij het
binnenbrengen van praducten uit derde landen. Voor p die onder de

vallen is door middel van de Warenwetregeling Veterinaire controles (derde landen) deze
Richtlijn in Nederland van toepassing. Volgens artikel 4 van deze Regeling is de NVWA de
bevoegde autoriteit van deze Richtiijn. Voor producten die onder de wetgeving van het
ministerie EZ vallen Is deze Richtlijn door middel van de Regeling veterinairrechtelijke
voorschriften handel dierlijke producten in Nederland van toepassing. Krachtens deze
Regefing en artikel 6 van het Mandaatbesluit LNV Voedsel en Waren Autoritelt zijn
bepaalde functionarissen van de NVWA bevoegd om besluiten met betrekking tot deze
Richtlijn te nemen. De wettelijke grondslag van het verbod van invoer van producten van
niet-dieriljke oorsprong is artikel 19 van Verordening (EG) nr. 8B2/2004. Voor deze
Verordening is in artikel 3 van het Warenwetbeslult hygiéne van levensmiddelen
vastgelegd dat de NVWA de bevoegde autoriteit is,

! sanctiemogelifkheden: bestuuriijke boetes dan wel Iy ling {voar

is Inzat (aca)
¢ hiervoor is nzet BOA noodzakelijk. Binnenkart ook middels
bestuurlifke boetes.
NVWA Infoblad 85 m.b.t. Verordening (EG) nr. 2073/2005 3

versie jull 2016

3 INTERVENTIEBELEID

Het interventiebeleid van de NVWA met betrekking tot de VMC bestaat ult twee

onderdelen:

+ Het inter iebeleid met ing tot inspectiebevindingen en de acties van
exploitanten van levensmiddelenbedrijven, vastgelegd in et document “1B01-SPEC19
Gemeenschappelijk interventiebeleid voedse!-, voedselveiligheid Dier en Industrie’.

« Het interventiebeleid met betrekking tot afwijkende analyseresultaten van monsters
welke door de NVWA bij | drijven zijn v in het
document ‘IB01-SPECO7 levensmiddelen micrabiologie®.

Bij constatering van afwijkingen zal de NVWA handhavend optreden conform artikel 54
van Verordening (EG) nr. 882/2004. In het interventiebeleid staat geconcretiseerd welke
acties bij afwijkingen minimaal verwacht mogen worden,

Volgens de VMC moeten levensmiddelenbedrijven de in hoofdstuk 1 van dit infoblad
gencemde verplichtingen integreren in hun HACCP-plan {inclusief vitvoering daarvan).
Handhaving richt zich op de volgende punten:

1. Hebben bedrijven een controleprogramma op basis van risicoanalyse in hun HACCP-
kel

plan verwerkt (voor voedsel heid- en proc riteria; artikel 1).

2. Wordt het HACCP-plan correct uitgevoerd met inbegrip van de specfieke
voorschriften voor bemonstering zoals vastgesteld in de VMC dan wel goedgekeurde
alternatieven, en zijn de microbiologische analysemethoden die het bedrijf gebruikt
conform de in de VMC gencemde 1SO-methoden dan wel goedgekeurde aiternatieven.
Deze alternatieven moeten zijn gevalideerd volgens EN/ISC-norm 16140 conform
artikel 5, vijfde lid van de VMC. In hiilage 3 van dit infoblad is de procedure
baschreven voor bedrijven voar het verkrijgen van toestemming voor het gebruik van
alternatieve analysemethoden. In bijlage 4 is de procedure opgencmen voor het
verkrijgen van toestemming voor het  gebruik van alternatieve
bemonsteringsprocedures.

3. Ond: nt het bedrijf de maatregelen bij overschrijdingen (artikel 7) of bij
constatering van een trend richting ontoereikende resultaten (artikel S). Het
analyseren van trends in analyseresultaten is beschreven In bijlage 5.

s

. Interventie door de NVWA bij overschrijdingen naar aanleiding van bemonsteringen
door elgen inspecteurs. Naast het opleggen van een eventuele sanctie zal

In het geval van voedselveiligheidscriteria:

i. De NVWA erop toezien dat de desbetreffende partij uit de handel wordt gehaald of
nlet in de handel wordt gebracht tenzij het risico voor volks-/diergezondheid
wordt geélimineerd canform artikel 7, tweede lid.

/i, De NVWA evalueren of het bedrijf nog voldoet aan de eisen zoals hierboven
genoemd in de punten 1 t/m 3.

In het geval van procescriteria:

7 Het specifiek NVWA Is te vinden op |

NVWA Infoblad 85 m.b.t. Verordening (EG) nr. 2073/2005 4
versie juil 2016



910z-01-67 ~usasaso/fipieeadooy/uagrols axfijrerasdjiodsuen, uadiomIopuoy[ujus]l mam,/sdyy

STEAUBL) PIDI] J[NG JO TUAISSIssY o
S} BULIOJUI JIITA

“IaN20Z104 2P Joul uswousFdo 1981U00 Uep Jp1om 21npasoxd op uea S[0ATAA J3Y 1940

Burdayostaa Jo snanpoad ap uea syeeyd .
uauauodwiod Ip UBA USWEU »

1onpoid b0 JoIs 9p UBA WEBU »
Tusonpoid ap uBA WEEU »
U00510d10BIU00 9P UBA WEBBU «

[U9)BAS] SNBULIOJUT PUSS[OA 2P JO0U JS0ZIdA 19}

WIS EA TOd VI
1IeBU UopIoMm pInmsad [rews tod ojredin U3 1004 JI0ZIOA 12U UBY PUBLIOPAN 100 A

0119/ D dHIAl SB[ 9P UI POULIdA USPIOM SusaaFedioriuos o “pue| spuadsyosioa
101] UBA PIAYIaA0 9P [1q uouaIpur 2)1predLI] Ua9 I00A JOOZISA USS 130W ISPIS0AIIA Jo Juaonpoid ag

"OINT 3p UeA

SYsqaM ap (0 1511 ued Ul praaorqndad uapiom usjosaFye uapiom reel apusdoy 1oy spuampas a1p
soyediy o] “1eel opuedion joy uea enuefl | do jyorny ueA UapIiom US (7BI0/7 DddIA) SLE[HoIm
SpIoaoTgndas QA op Joop Jaquuaoep ur syfipreef uss ur uswousddo usapiom saqnIedin USI0[S8)Y

PUIROURS ISUIONULBIA0 211IedLn UD2

SO0 oyfi[a8iop u2o jprom uliz uefired aup 9)sUTIUS] 19 JBPW(Q "(Ua)pue] apUSFUBAIUO
(op) 19 uo (uadayos) dryos 191 UBA JeR)SUSSERIA 9p ‘pUR] SPUAMIYOSISA 191] UASSN] USJO[SAT
UOPIOM ISWONUISIIA0 U SI99 J0W “PIS0ATAA Uapiom Few jonpoid ‘bro Jois uas JepI0o A

(ainaedrr}) JSWONUIRIIAQUIJJ0)S M [I1BBAID)

ATSWANG »

(omredin) 1SWONUAILBAQ "9

TpIEBAUO0Y ¢
JI00S0EL] ‘¢
WARABPIY) T
WO '1

PIeANQ0Z 1BBU Br) JUSU09 I8 BL) NUAUPJO0L] JBEH 8Ly

b

¢ uea | euided (apmaedm) jswoyuaszoa() - (1 71) Wodsuer], uz SurasfuofaaT snoadsuy ~



BIJLAGE 1: om het risico op uitgroei van
aanwezige L. monocytogenes tot baven de norm in te schatten, en hoe dit risico
te beheersen. (bron: SANCO/1628/2008 ver. 9.3)

1.1s het her Het is geen kant-en-kizar
hoeft te warden gekoakt of anderszins verder verwerkt om L, monocytogenss levensmiddel en de L.
effectief reduceren? ‘manocytogenes

1:. (of twiffetachiig) Voedselveltigheld wordt
door de GHF en
3.VaX ht kant-arHare eversmidae iy de categaie waari s kens o 4= VALCP pracedures op hes bedrilf.
normaic omstandgheden 2 duwm die
. be- of AT TR HERE nm«umm@tsmmx_
anen herbesmeting ka0 op aptreden, bv. procucten die In hun eindverpakking een | - 1 emstandigheden et o,
wirmtzbehandeling hebben eadergaan; L e manen

~verse, ongesneden en onverwerke groenten en frult, m.u.v, gekiemde zaden;
-bio0d, BisCults en soorgelifke producten;

wuiater In Ressen of pakken, frisdranken, bier, cider, wijn, gedktiieerde
dranken en soartgelljke producten;

diker, haniig en zoetwaren, wan cacao- n

levende tweckleppige weekdleren;

~keuken- of tafelzour.

W Nee {of twijfelachtig)

Ja
. Zijn de levensmiddelen bestemd voor zuigelingen of gaat het om Zie hiervoor de specifieks Aorm in
:bz;ll:m wrmzdk:ﬁmmm‘ e e Verordening (EG) ar. 2073/2005.

gegarandeerd door e Gitp en
HACCP procedures npnsneqﬂp

m de handel geldt grenswaarde

4. 15 er 0.b.v vergelijking tussen daomnudgensm:mm 100 kve/g vaor de duur van

in het m:udhnmddthlun Volgens
HACCP

o
peoduct kan warden wtgesioten, 20 Hjmﬂnzu n et de
aprodacten met 20 pil 5 4,4 of aw 5 0,92, 3a  controle gericht zijn op vaste CCPs
apreducten met een pH £ 5,0 &n aw < 0,94, |3 (bilv. inrinsleke factoren von het.
met cen inder dan vilf dagen, product, besmettingsniveau van
Ingredifinten, specificke

‘microflora of vamuuevmk Bl op bacts
van GHP tn HACC

De 160 kve/g grens kan wordén ‘eldstermijn-Depaling Is nict

overschrden bimen de valdsende. De pradacent moet
houdbaacheidstermifn als he z0rgen dat grondstaffen of produc-
product vanaf het begin kiemen frinichisipeasotal oiion
Seatiz met L. manocyragenes kunnen
veroarzaken. Producten waarvan
men riet weet of ze vellg 2lja
magen nick op de markdt gebracht
vorden, Herzening ea verbeterng
roct van L. monecytoge Kvere i van epraces adhv HACCP
mnmn huu\lb“rhdds!mﬂns 1 aemhhee e e principes en herzleniag van
v alser
i £ o Kiemen In het groduct asnwe2ly In de handel geldt granswaarde
= 2l wan 100 el voar de duse vin
in het
‘beperkte of geen kans product. Controle o n.m van
P il 4 GHP £ HACCP e

dugent moet er voor 19rgen
b ymndmllln of

£r i Ean op uitgros) geen
verontrelnlging met L.
van de en de producent kunnen
it ik d geansvaarse van :.cnmru binnen de e
Producten wasrvan men nlet dat de grens van 100
west of ze veilip zijn me nu-n:uetnntmmm gebracht worden. De producent :‘uzfm‘:;;:n!n de
most er vnurznrgen dat grondstoffen -tomwﬂlecmnmnw otein houdbaarheldstermija wordt
nmmmm«umn van de MCQFM clpes worden doorgelicht <n = pmmgﬁﬁmﬁﬁ de
verbeterd, Onder voorbchoud van megelijk genomen maatregelen voor op de groelactar en het mogelike
marit gebrachte producten, moeten de levensmiddelen veldacn azn B lther L
2fwezigheid van kemen in 25 g product vour het proguct de fabrick verlsat. oot Sl
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Toelichting bij de vragen uit de beslishoom uitgroei Listeria monocytogenes

1:

De eerste vraag waarop een exploitant van een levensmiddelenbedrijf antwoord dient te
geven is of er bewiis is dat het prm!u:t\mnr mnrs\rmme wordt gehookt of zodang vordt
verwerkt dat L. monocytogenes wordt  of tot een dbaar niveau wordt

gereduceerd. In dit geval bestaat er voor het levensmidde! geen specifieke norm, omdat
het niet als kant-en-klare etenswaar wordt beschouwd. De voedselveiligheid moet worden
gegarandeerd door de GHP en HACCP procedures op het bedrijf; zoals doar de controle op
de microbiologische status van de om  een

productieniveau zo laag mogelijk te houden, alsock door controle van het
productieproces, enz.

Onder kant-en-klare Ievensrmddelen worden levensmiddelen verstaan die geen vemltting
of andere bewerking hoeven om micro-or te

tot een aanvaardbaar niveau terug te brengen of om het product geschikt te maken voor
consumptie. Levensmiddelen die alleen hoeven te worden opgewarmd (kant-en-klare
pizza, bitterballen, frikandellen) omdat ze in principe klaar zijn voor consumptie, behoren
dus tot de categorie kant-en-klare etenswaar.

Vrasg 2:
De tweede vraag die levensr {jven moeten den, is of het bewezen is
dat de van L in het product onwaarschijnlijk is of

vermenigvuldiging ervan beperkt. Onder normale omstandigheden, en volgens voetnoot 4
van Bijlage I van de VMC, vallen de volgende kant-en-klare levensmiddelen in deze

groep:

« Producten die een warmtebehandsling of andere be- of vemeﬂung hehhen ondergaan
waarmee L. monocytogenes wordt niet langer
mogelijk is (bv. producten die in hun e!ndverpakkmg een warmtebehandeling hebben
ondergaan).

+ Verse, ongesneden en onverwerkte groenten en fruit, met uitzondering van gekiemde
zaden,

» Brood, biscuits en soortgelijke producten.

« Water in flessen of pakken, frisdranken, bler, cider, wijn, gedistilleerde dranken en
soortgelijke producten.

+ Suiker, honing en zoetwaren, met inbegrip van cacac- en chocoladeproductan,
levende tweekleppige weekdieren.

+ Keuken- en tafelzout.

Deze producten hoeven onder normale omstandigheden niet op aanwezigheid van L.

monacytogenes te worden gecontroleerd. De voedselvelligheld wordt beheerd door het

monitoren van het pmdu::iepmces op CCP's {(bljvoorbeeld de war I i Met

het controleren op de heid van L. 2an het eind van de

houdbaarheidstermijn kan de doelmatigheid van GHP en het HACCP-programma worden

aangetoond.

Vraag 3:
Voor het produceren of verwerken van zuigefingenvoeding of voeding voor medisch
gebruik, geldt een speciale norm voor L. monocytogenes (afwezig in 25 g, n=10, c=0).

Vraga 4:

Als het lijk kan aantonen dat L. monacytogenes zich
niet vermeerdert in het prcduct, geldt een grens van 100 kve/g voor praducten die in de
handel! zijn gebracht.

Volgens voetnoot 8 van Bijlage I van de VMC kunnen de volgende producten in deze
groep vallen:

s Producten met een pH < 4,4 of a,, < 0,92.

s Producten met een pH £ 50 en a,, < 0,94.

s Producten met een houdbaarheidsdatum van minder dan vijf dagen.
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= Bevroren of diepgevroren producten.

» Andere producten mits hier een wetenschappelijke onderbouwling voor is.

Ook de pi v ult 4 van de \ ing worden niet in staat geacht de

vermeerdering van L monocytogenes te ondersteunen (zie vraag 2). In deze groep

kunnen andere productcategorieén worden opgenomen, afhankelijk van wetenschappelijk

bewlis.

Beheersing van L. monocytogenes is gericht op het voorkémen van contaminafie,

eventuele afdoding en de productkarakteristieken die de uitgroei belemmeren. De

voedselvelligheid wordt volgens de HACCP-pracedure bewaakt door het monitoren van

vaste CCPs (zoals a,, en pH waarde, verhittingsstap). Controle op de verontreiniging van
‘ en il 2 en GHP (krui ing etc.) moet ervoor zorgen dat de

van 100 kve/g g de de houdbaarh ds d is.

Vragen S en 6!
Als op grond van wetenschappelijk bewijs de kans op vermenigvuldiging van L
munocytogenes in het product niet kan worden uitgesloten of het product valt niet onder
voetnoot 4 of 8 van de Verordening, dan moet het bedrijf onderzoeken of het product
gedurende de hele houdbaarheidstermijn voldoet aan de eisen. Dit kan op basis van
voorspellingsmodellen (vraag 5), historische en i (vraag 6)}.
Aan de hand van houdbaarheidstesten, die met name van toepassing ziin op frequent
besmette producten met een prevalentie van meer dan 10%, wordt de groei van L.
monocytogenes in natuurlifk besmette producten gevalueerd. Om een uitspraak te
kunnen doen, aan de hand van houdbaarheidstesten, of het product gedurende de
houdbaarheidstermijn al dan nlet voldoet aan de norm, dient het bedrijf ten minste 100
positieve resultaten te evalueren.

Als deze testen ziin uitgevoerd zoals in het Technical Guidance document (Leidraad) wordt
beschreven, met in ing van het en tijdprofiel zoals weergegeven in
Tabel 1 van dit Infobfad, en/of als voldoende informatie (bijv. historische data) er op wijst
dat het product de grens van 100 kve/g gedurende de houdbaarheidstermijn niet
overschrijdt, dan kan het bedrijf aantonen dat het aan de norm voldoet. De

dselveiligheid wordt deerd door de GHP en HACCP-procedures op het bedrijf
waaronder ook de controle op de microbiologische status van de grondstoffen en
ingredi@nten valt. Met het controleren op de van L. mo aan het
eind van de houdbaarheidstermijn kan de doelmatigheid van het GHP- en HACCP-
programma worden aangetoond.

Als iets er op wijst dat de grens van 100 kve/g gedurende de houdbaarheidstermijn
waarschijolijk wordt overschreden kan het bedrijf niet aantonen dat het aan de regels
voldoet. Of de houdbaarheidstermijn moet worden herzien en/6f het productieproces moet
volgens HACCP-principes worden herzien en verbeterd. Hiertoe behoort o.a. de controle
op de microbiclogische kwaliteit van de grondstoffen en ingrediénten, het reduceren van
de uitgroei mogelijkheden van L. monocytogenes, het aanpassen van de intrinsieke
factoren van het eindproduct, aanvullende warmtebehandeling etc.

Vraag 7:

Als er de informatie rhanden is om vraag 5 en 6 te beantwoorden, wordt pas
gevraagd of men een challenge test heeft uitgevoerd. Als er volgens de aanwijzingen in de
Leidraad en dit infoblad een challenge test Is uitgevoerd en de kans op vermeerdering van
L. monacytogenes gedurende de houdbaarheidstermijn niet waarschijnlijk is, kan de
arenswaarde van 100 kve/g voor het product worden houd: e i d
wordt gegarandeerd door de GHP en HACCP-procedures op het bedrijf. Met het

controleren op de aanwezi van L. monocytog aan het eind van de
houdbaarheis kan de ¢ igheid van de controle op de CCPs worden
aangetoond.

Als volgens de Leidraad de challenge test uitwijst dat de kans bestaat dat L.
monocytogenes zich vermeerdert, moet het bedriif de i mijn 1
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om gedurende de gehele houdb: i ijn aan de gr van 100 kve/g te
kunnen voidoen. Met het controleren op de ig] van L. ylog aan het
eind van de houdbaarheidstermiin, conform het criterium, kan de doelmatigheld van de
controle op de CCPs worden aangetoond.

Anderziids kan er voor gekozen warden het productieproces te herzien en verbeteren,
zoals hierboven is beschreven.

Als er geen i ie is over het | iddel of over de kans op vermeerdering van L.
monecytogenes in het betreffende levensmiddel, kan het bedrijf niet garanderen dat het
aan de normen voldoet dus ook niet dat het voedsel veilig is. Aangezien het in de handel
brengen van onveilige producten niet is toegestaan, zal in dergelijke gevallen het
productieproces alsook de eisen voor de grondstoffen, Ingredignten etc. aan de hand van
HACCP-principes moet worden doorgelicht en indien nodig moeten worden verbeterd. Het
levensmiddel moet voldoen aan de afwezigheld van kiemen in 25 g (n=5, c=0] voordat
het levensmidde! de directe controle van de exploitant van het levensmiddelenbedrijf die
het geproduceerd heeft, heeft veriaten, Met andere woorden: van elke partlj die wordt
geproduceerd zal voor dat het de fabriek veriaat moeten worden bepaald of zij vrij is van
L. monocytogenes (n=5, c=0), Immers er is geen informatie voorhanden (bijvoorbeeld
middels studies) waaruit blijkt dat het levensmiddel gedurende de hele
houdbaarheidstermijn voldoet aan de norm < 100 kve/g.

Aandachtspunten

« Als uit studies enfof challenge testen en/of andere (product)informatie blijkt dat geen
groei mogelijk is, is aanwezigheid van L. monocytogenes in het praduct na het
verlaten van de fabriek tot einde THT wettelijk geen probleem mits azn de els van
<100 kvefg wordt voldaan.

« Het is praktisch am af igheid van L. monocytogenes te
garanderen in producten waarin L. monocytogenes kan groelen enfof waar
herbesmetting mogelijk is. Echter, er moet alles aan worden gedaan om te
voorkomen dat de norm van 100 kve/g wordt overschreden.

s \olgens de WMC moeten preducten die (mogelijk) veedingsbodem zijn voor L.
monccytogenes vrij zijn van L. monocytogenes voordat de preducten de directe
cantrole van de producent verlaten. Hierbij geldt afwezigheid in 25 g (n=5, c=0} voar
elke geproduceerde partij en tevens geldt nog steeds dat moet worden voldaan aan
de els van <100 kve/g de dbaarh mijn. Nota bene, deze eisen
gelden ook voor producten waarvoor geen verdere informatie beschikbaar Is over
uitgroeimogelijkheden van L. monocytogenes.

Echter, als de producent heeft tot id van de g
autoritelt, dat het aantal L. monocytogenes gedurende de houdbaarheidstermijn
onder de 100 kve/g zal biliven, mogen er intermediaire grenswearden worden
vastgesteld die zo laag moeten zijn dat de grenswaarde van 100 kve/g gedurende de
houdbaarheidstermijn niet wordt overschreden.

Voorbeeld: als kan worden aangetoond dat tijdens de houdbaarheidstermiin een
toename van maximaal 1 log kve/g mogelijk is, vormt een incidentele contaminatie
van <10 kve/g geen probleem.

NVWA Infoblad 85 m.b.t. Verordening (EG) nr. 2073/2005 23
versje juli 2016
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