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FBOs: Tre .EaDIty e
® Response - repetitionshror: lecture on enforcement
e FBOs: recall
e MS: enforcement & controls (Hygiene 3)
e EU: emergency measures

WAGENINGEN UNIVERSITY European Institute for Food Law
WAGENINGENNEE



Some tools
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D HYygIENE 5 (654/2004
b Hyglene Feed (1635/2005)
» Officiall controls (o62/2004)

» ECJ 6-10-11 C-552/10

= LLiterature

http://link.springer.com/article/10.1007/s00003-
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Framework of analysis for European Food Law
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Powers for public Authorities Requirements for food Businesses

A

General principles

v

Product

- Product standards
- Agriculture quality
- Verticals

- Approval requirements
- Food supplements

- Food additives

Executive tasks

- Scientific risk assessment (EFSA)

- Implementing measures (EC/MS)

- Decisions (EC/MS)

- Information and risk communication (EFSA/EC/MS)
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- Microbiological criteria
- MRLs (pesticides;

e RE0S
Process 852/2004

ement
Official controls (MS)
- Sanctions
- Administrative (injunctions, fines) (MS)
- Criminal (fines, prison) (MS)
- EU second line inspections on MS enforcement (FVO)

R 4 2 4 ) I:mdumj‘_rPremises
egs 854/200 ™ 853/2004
Incident management Trade Traceability

- Communication (RASFF)
- National measures (impose recall) (MS)
- Emergency measures (European Commission)

- Withdrawal/recall

Presentation
- Labelling
- Publicity
- Risk communication

s | Miscellaneous
- L.e. food contact materials
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Interests of Consumers
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Regulation 178/2002 (GFL)

" Definitions
e Food
® Food business operator

® General ban on unsafe food: Article 14

® General sanction on non-compliance with food safety law >
food may not be brought to the market

" Principles
e Holism: feed & food from farm to fork
e Apply international standards - Codex Alimentarius

® Business is responsible for food safety - performance
standards / process standards

® Member States responsible for enforcement

WAGENINGEN UNIVERSITY European Institute for Food Law
WAGENINGENINEEH




WAGENINGEN UNIVERSITY European Institute for Food Law
WAGENINGENINEEH



Risk management: responsibilities

" Article 6: risk management is based on scientific risk
assessment

" Article 17(1) GFL: FBOs responsible for food safety
® Prevention: hygiene
® Preparedness: traceability
® Response: recall

" Article 17(2) GFL: MS responsible for controls &
enforcement

" Article 53 GFL: emergency measures by the European
Commission
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1) Prevention - Food hygiene

‘hygiene’, means the
measures and conditions
necessary to control
hazards and to ensure
fitness for human
consumption of a
foodstuff taking into
account its intended use

> Achieve Article 14 GFL
> Achieve food safety objectives

* Regulation 852/2004 Article 2(1)(a)

PDefinitions
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Biological Safety: Food Hygiene

European Commission > Food Safety > Fo

HEALTH m ANIMALS

BIOLOGICAL SAFETY

Antimicrobial Resistance

Crisis Preparedness &
Management

Food Hygiene

Legislation

Guidance

Microbiological Criteria

Approved EU food
establishments

Approved Third Country
food establishments

Feed Hygiene

Food-borne diseases
(Zoonoses)

Food Irradiation

EU Reference Laboratories

Biological safety > Food Hygiene

PLANTS

Food Hygiene

Rules on hygiene of foodstuffs were adopted in April 2004 by the European Parliament
and the Council (Regulation (EC) No 852/2004, 853/2004 and 854/2004). They became
applicable on 1 January 2006.

In order to explain to everyone concerned, the approach that has been taken on the
hygiene of foodstuffs since 1 January 2006, the Commission published an online
magazine FOOD Hygiene & Safety that explains and documents the rules.

The 2004 rules merged, harmonised and simplified detailed and complex hygiene
requirements previously contained in a number of Council Directives covering the
hygiene of foodstuffs and the production and placing on the market of products of animal
origin.

The rules in place since 2006 innovate in making a single, transparent hygiene policy
applicable to all food and all food operators right through the food chain ('from farm to
fork'), together with effective instruments to manage food safety and any future food
crises throughout the food chain.

This Commission report (2009) recounts the experience gained, including the
difficulties encountered (in 2006, 2007 and 2008) from the implementation of the
hygiene package by all interested actors. It does not suggest any detailed solutions to
the difficulties reported and is, therefore, not accompanied by proposals.

The report is accompanied by a Staff Working Document where annexes referred to in
the report can be found.

The hygiene rules include flexibility for certain establishments e.g. micro-enterprises
explained in the following document:

lf: Share

RELATED LINKS
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Feed (RASFF)

Health and food audits
and analysis

European Food Safety
Authority (EFSA)

Better Training for Safer
Food (BTSF)

E-News

Events

Videos



http://ec.europa.eu/food/safety_en
http://ec.europa.eu/food/safety_en
http://ec.europa.eu/food/safety/biosafety/food_hygiene_en
http://ec.europa.eu/food/safety/biosafety/food_hygiene_en

Hygiene 1 (I)

" Regulation 852/2004
® General principles
® Business responsible
e Chain integration
e HACCP
" Scope
e All food (including animal origin)

e All stages of production, processing, distribution

® Except: primary production for private use, domestic
preparation

" Definitions: GFL & specific
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Imposed selfregulation
HACCP

General requirements
In articles

National guides

Specific requirements
In annexes

Community guides
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Hygiene 1 (III)

" General obligations
® Registration of establishments
e Satisfy Regulation’s requirements
e Comply with applicable annex and Hygiene 2
e Comply with criteria set by Commission

e Implement and maintain permanent procedure
based on HACCP-principles -

e Co-operate with authorities
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Hygiene 1 (IV) HACCP

Article 5(2) Hygiene 1

A) Identify hazards

B) Identify critical control points
C) Establish critical limits

D) Establish monitoring procedures
E) Establish corrective actions

F) Verification

G) Documentation

CALIMENT

Primary producers exempted

- often corrected by private standards |
L T e v




Hygiene 1 (IV) HACCP cont'd

In simple terms a 7 point process needs to be followed

Analyze Hazards
Potential hazards to the foods safety are recogrnized; in addition
teasures to regulate and control the hazards ate identified.
Identification of CCP's
Critical Control Points throughout the production process of the product
ate established.

CCP Prevention Measures
& prevention measure is established at all CCP s for example, minimal

cooking time or temperature at a certain point in the product line

[HACCP - 7 principles

Monitoring of CCP Prevention Measures
& gysten iz established to monitor prevention measures at a CCF: for
ensample, a computer system would monitor and log the temperature,

CCP Not Met

Establish a precaution when the CCF hasnt been met, for example, if the
temperaure i oo low, the comgputer will alarm the batchto be destrogred,

HACCP & CCP Log

IMaintain alog system of all the CCP s, also, this would inclade records for Food Law
of CCF control methods and action taken to correct potential problems.




Aygiene 1 (V) AnNeExXes

= Updatea through Commitology.

1‘

" Annex I: primary prod,

i Annex II: other

V)
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= At all sta 'Je Ol production, proc 2SSINg ana distripution,
[00d IS tO DE [ grocsccsd .Jg.nm any contamination lIkely:
L0 rendr' (NE f00d unfit ror numan consumption,
NJUrIOUS to health or contaminated In SUch a way that It
would be une DlEd ‘“ CITto ]
tNat state.
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EC] 6-10-11 C-382/10: Resp. cont’d

" 20: FBO is responsible

m22: It follows that (...) where the competent authorities do
not appear to have concluded that there was actual
contamination, it cannot be concluded that food business
operators have infringed (...) on the basis only of the
finding that a potential purchaser could conceivably have
touched the foodstuffs by hand or sneezed on them,
without considering the measures taken by those
operators (...) in order to prevent, eliminate or reduce to
acceptable levels the hazard which the contamination (...)
may present and without determining that the measures
taken in that regard were insufficient in the light of all the
available relevant data.

" ].e. check the system.
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Cross compliance

* Primary Sector receiving Single Farm Payment

= Regulation 73/2009 = comply
MENCtIoONEed N ANNEX

® Articles 14 -, LS,
'ESPONSIDIE to'S
rec UIFEMENTS C ff
eg [Slation .....
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Hygliene 4

® Council Directive 2002/

= Animal nealth rules for numan com;umpt]om

*= NO spreading diseases

= Only use o nealtny animals
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22.12.2005 EN Official Journal of the European Union L 3381

(Acts whose publication is obligatory)

COMMISSION REGULATION (EC) No 2073/2005

of 15 November 2005

on microbiological criteria for foodstuffs

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Regulation (EC) No 852/2004 of the
European Parliament and of the Council of 29 "Lprll 2004 on
the hygiene of foodstuffs ('), and in particular Articles 4(4)

and 12 thereof,

(4)

Microbiological criteria also give guidance on the
acceptability of foodstuffs and their mdnufd(,turlng
handling and distribution processes. The use of micro-
biological criteria should form an integral part of the
implementation of HACCP-based procedures and other
hygiene control measures,
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Food safety criteria

Microbiology of foods and animal feeding stuffs. Horizontal method for the
detection and enumeration of Listeria monocytogenes

Chapter 1.  Food safety criteria

Food category Micro- imits” Analytical Stage where the
aorganisms/ reference criterion applies

3
. : thod
their toxins, etho

metabaolites

Ready-to-eat foods LF::Mria Products placed on the
intended for infants and | monoecyviogenes market during their
readv-to-eat foods for shelf-life

special medical

1::«.1.'[111:15».3.*;'1

Ready-to-eat foods able | Lisreria j ENISO Products placed on the
to support the growth of | monocyviogenes 11290-2° | market dunng their

L. monocytagenes, other shelf-life

than those intended for
infants and for special
medical purposes

Before the food has
left the immediate
control of the food
business operator,
who has produced it
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Regulation 2075/2005 Trichinella
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GFL Food safety requirements

" EU food safety law applies to imports & exports

" Traceability
® One step up, one down

e Internal traceability?? - often corrected in private
standards

" Withdrawal & recall

® Food not in compliance with food safety
requirements
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2) Preparedness
Traceability: aims

" Retrace origin of food safety problems
e 'Normal’ / Bio terrorism

" Trace affected products of safety problems
" Prepare recall

- information must be suitable to reconstruct the
chain

Other uses

" Guarantee quality

e inform consumers about invisible aspects (org.
kosher, BRC, GM, origin, child labour, sustainable,
etc.)

" Identify liability (Reg. 1935/2005 on packaging)
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3) Response
Identification of food safety problem

" Extent of the problem
® Art. 14(6) GFL

Where any food which is unsafe is part of a batch, lot or
consignment of food of the same class or description, it
shall be presumed that all the food in that batch, lot or
consignment is also unsafe, unless following a detailed
assessment there is no evidence that the rest of the
batch, lot or consignment is unsafe.

® Where is the rest of the lot?

" Art. 18 GFL: traceability
® One step up, one down
e Information to authorities on demand
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Consequences of food safety problem I

" Company level
" 14(1) GFL no placing on the market
" 19(1)

e Withdraw from the market

e Inform authorities (19(3))

® Inform consumer
® Recall from consumer

" 19(4) collaborate with authorities

" 18(2/3) make traceability information available on demand of
competent authorities
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Consequences of food safety problem II

Member State level

17(2) GFL have national legislation in place
Inspections
Communication
Sanctions

Subsidiarity principle / 53 GFL
First responsibility: Member States
Art. 34 TFEU: no quantitative trade barriers

Art. 36 TFEU: exception for protection of health
Borders may be closed

18 GFL: demand traceability information
10 GFL: public information



Consequences of food safety problem III

" The European Commission

® 53 GFL interim measures
® Suspension of placing on the market
® Suspension of imports
e Conditions
e Any other

" 54 GFL Member States may act when Commission does not
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Official Controls

" Regulation 882/2004
" Scope

® Food and feed law

e Animal health & animal welfare law

e Not included: common market agriculture
" Objectives

® Prevent risks to humans and animals

® Protect consumers’ interests
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Hygiene 3

" Regulation 854/2004 on official controls on products
of animal origin

" On site visit prior to approval of establishment

" Obligation to co-operate
® Give access
® Provide documentation

" Audits on correct use of HACCP / guides
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Bernd.vanderMeulen@wur.nl

www.law.wur.nl www.food-law.nl www.nvlr.nl
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