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Ladislav Miko — deputy DG SANTE to
Renmin students: let us focus on our
common goals not technical differences;
let us focus on the shortcamingsgin our
own systems so that we ca rove them
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Overview

e Part 1. Europe / 3 phases / Crises / White Paper

" Development

e Part 2. How to analyse?
e Part 3. General Food Law
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Recommended Materials

" Reqgulation 178/2002: the General Food Law

" Bernd van der Meulen, The Structure of European
Food Law
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Part 1

" Development of EU food law | ’







28 states - one market

" What are the barriers to a common mark
® How does one create a market?

® What are threats to a common market?
| GET MY FiSH FROM
THE BEST WHOLESALERS /
I'M NOT SELLING ANY OLD
FisSH JUST OUT OF THE
WATER? YOU NEVER KNOW
WHERE THEY VE BEEN!/
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1 arena - 28 sets of rules for the game?

European Union Law

Supra national law
~—

Harmonized Uniform
National law EC law
By Regulations
EC Directives

National law
of the
MS

e.g. Civi
crﬁmna

Intergovernmental cooperation
28 sovereign member states
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Development of EU food legislation

" 1960s - 1990s
® First phase until end 19705‘. o ’
® Second phase 1980s - 1990s '

" First priority: MARKET

" After 1990s
® Third phase

" First priority: SAFETY
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Problem

How do you create
one single market

6 states

6 different sets of
legislation

6 different definitions
of bread.....

Why define food in
the law?
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European Food Law 1st phase

" Aim:
e Internal market wj

® Means:
e Harmonisation: turn 6 different sets into 6
similar sets
e \ertical directives
" Problems

e Unanimity rule
e Quantity of products
® Protectionism

WAGENINGEN UNIVERSITY European Institute for Food Law
EEEEEEEEEE



mT

Germany
REWE. IMMER DISCOUNTBILLIG UND MARKTERISCH.







Mutual recognition

Differences in the national legal systems
" Foreign standards should be accep!ed as equal

" | imited exceptions

" Problem: downward tendency in standards
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The consumer in European Food Law

" Reasonably intelligent and attentive '
" Responsible :

" Capable of making informed cho'
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Harvest from 1st phase of development

" Principle of mutual recognition T ’
® (and some verticals)

" State liability
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European Food Law 2M"d phase

" Upgrading quality of national standards'

® Horizontal directives

® Regulates 1 or 2 common aspects of as
many different products as possible

® Examples:
® Directive 2000/13/EC on Labelling

e Framework Directive 89/107 on food
additives
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European Food Law 3 phase

" Creating full swing food safety law |

" Horizontal regulations

WAGENINGEN UNIVERSITY European Institute for Food Law
EEEEEEEEEE



Reconstruction of European Food Law

¥ 1997 Medina Ortega report
" 1997 Green paper

" 2000 White paper

" 84 Legislative initiatives

" 2002 General Food Law

e 2003: GMOs
2004 : Food and feed safety controls
2004: Hygiene / HACCP
2005: Allergen labelling
2006: Nutrition and health claims
2007: policy on nutrition and obesity
2008: additives, flavourings, enzymes
2011: labelling
2015: Novel Foods
Pipeline: official controls
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EuroVoc thesaurus

1/7.157
= »(56) AGRICULTURE, FORESTRY AND FISHERIES
official )
} animal product
d O C u m e n t - »(6016) processed agricultural produce
»(6021) beverages and sugar
)

»(6026) foodstuff
»/] processed foodstuff
»W] foodstuff
¥/l processed food product

»(6031) agri-foodstuffs
»(6036) food technology

w»(60) AGRI-FOODSTUFFS
»(6006) plant product
P(6011

» (64) PRODUCTION, TECHNOLOGY AND RESEARCH
Search criteria -

Domain: All, Subdomain: All documents, Eurovoc descriptor Tt: foodstuff, processed foodstuff, processed food
product, EUROVOC descriptor: confectionery product, condiment, fresh product, cereal flakes, concentrated
product, cereal product, freeze-dried product, molasses, irradiated product, frozen product, organic product,
prepared foodstuff, food supplement, pasta, perishable goods, gelatine, food substitute, mother's milk, fish
product, sugar product, bread, fruit product, vegetable product, refrigerated product, reconstituted product, dietary
product, salted product, malt, desiccated product, cereal flour, baby food, meat product, smoked product, syrup,
groat, deep-frozen product, preserved product, dried product, starch, instant product, meal, egg product, Search
language: English

#| Edit search £| Save to My searches A/ Create in My RSS feeds

fv] Save to My items

Sort by | Default ding v|

[] Results 1 - 10 of 17157 Export selection/Export all | Change displayed metadata | Clear selection 12) >||:|

" http://eur-lex.europa.eu/advanced-search-form.html
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How to study and teach food law?

" So many trees, but can you see W

" Many people applying food law are not lawyers

" Food law is largely based on natural science

" Objective: not to know food law, but
" To understand food law
" > provide structure, tools and confidence
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European Food Law

Powers for public Authorities

Requirements for food Businesses

Principles and concepts

— Risk analysis — Food
— Precaution — Food business
— Transparency — Food law

Executive tasks

— Scientific risk assessment (EFSA

— Implementing measures (EC/MS

— Decisions (EC/MS)

— Information and risk communication
(EFSA/EC/MS)

Product

— Product standards
— Agriculture quality
— Verticals

— Authorisation requirements
— Food supplements
— Food additives
— GMOs
— Movel foods

— Food safety limits
— Microbiological criteria
— MRLs (pesticides; veterinary drugs)
— Contaminants

Enforcement

— Official controls (MS)

— Sanctions
— Administrative (injunctions, fines) (M5)
— Criminal (fines, prison) (M5)

— EU second line inspections on M5
enforcement (FVO)

Process
— Producer
— Premises
— Production
— Hygiene
—Traclg';I
— Traceability
— Incidents
— Withdrawal
— Recall

Emergency and Incident management
— Commumnication (RASFF)

— National measures (impose recall) (M5)
— Emergency measures (EC)

Presentation

— Labelling
— Advertisement

— Risk communication

Interests of Consumers




Regulatory requirements on food

" Principles

" | egislation on
procedures

e Official controls

® Incident management

® Rapid alert system

" | egislation on the
product

e Compositional
standards

® Pre-market approval

® Banned substances

e Food safety targets
(MRLs)

o LeWn the
pro S,

e HACCP
® Traceability
e Withdrawal & recall

" | egislation on
Presentation

e Labelling
e Allergens

e Nutrition and health
claims



The current course is based on this design

" 1) EU in general
" 2) Development \j
® 2) continued: General principles
e 3) Enforcement
® 4) Authorisation
® 5) Processes, hygiene
® 6) Consumer information

" 7) International
" 8) Private standards
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Part 2

" General principles of modern EU law
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" WhitepaperioniEood Safety

" How arelouigoing to protect us?
e By takKingimatters in hand -
e Cc

e Centralisation .

*szm di8e control

Whom can we t

paScience!




White Paper initiatives

ANNEX

Action Plan on Food H;Ifl.‘t}']'

NO Action Objective REF. IN [ Adoption by Adoption by
W Commission Council/
Parliament
L. Priority measures
l. | Proposal for setting up a Eurcopean | To set up an independent European Food Authority. 29 September December 2001
Food Authority 2000
2. | Proposal for laying down procedures | To introduce a comprehensive safeguard measure covering the | 80 September 2000 December 2001
in matters of food safety whole food chain, ncluding feed.
To establish a comprehensive Rapid Alert System covering all
fead and food emergencies with harmonised requirements and I8
procedures, including  third countries on  the basis of
reciprocity.
3. | Proposal for a General Food Law | To establish food safety as the primary objective of EU food 67 September 2000 December 2001
Directive law.
To lay down the common principles underlymg  food
egislation (in particular: scientific basis, responsibility of
producers and suppliers, traceability along the food chain,
efficient controls and effective enforcement).

* This action plan does not include all of the on-going actions resulting fiom the obligations in EU legislation.




The General Food Law (GFL)

[.2.2002 Official Journal of the Furopean Communities L 311

(Acts whose |‘HI‘||L ition 1s I..'l"ll Loy

REGULATION (EC) No 1782002 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 28 Janvary 2002

laying down the general principles and requirements of food law, establishing the European Food
Safety Authority and laying down procedures in matters of food safety

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE the Member States. When Member States adopt meas-

EUROPEAN UNION, ures governing food, these differences may impede the
free movement of food, create unequal conditions ol
competition, and may thereby directly affect the func-

Having regard to the Treaty establishing the FEuropean tioning of the interal market

Community, and in particular Articles 37, 95, 133 and Article
152(4)(b) thereof,



General Food Law

" Concepts
e Food
® Risk analysis
" EFSA
" Principles
" Procedures for foodfsafetyyiss
® RASFF
® Emergency measure
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GFL: Objectives of food law

‘_J

Protect human life and health

Protect (other) consumers’
interests

e Taking into account:
animal health and
welfare, environment

e Achieve free movement
of food
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GFL Scope: holistic

" All stages of production, processing and distribution of
food and feed (including feed produced for or fed to
food-producing animals)

® Fntire food chain “from farm to fork”

" Not applicable to private domestic consumption
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GFL definitions

" Food(stuff): any substance or product, whether
processed, partially processed or unprocessed,
intended to be, or reasonably expected to be ingested
by humans

" Not included: feed, live animals unless they are
prepared for placing on the market for human
consumption, plants prior to harvesting, medicines,
cosmetics, tobacco, drugs, residues, contaminants
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GFL institutional aspects EFSA

EFSA \‘j

n Food Safety Authority

. Eurcl?
% Slb r|sk assessment (scientific

valuatlon o ks safety evaluations,
entlflcatlon of“émerglng risks)

ponsible for communication of scientific and
nj&al in{ormation directly to the public

" Risk management by Commission, Council <
and EP

* ¥ o



BIENs

e Food law must _ajfiisel

health protectioff

& provide consHifie

basis to make fAf@
=~

" Science based g p— )
ge based on _
rried out '

e Food law mus
risk analysis,
independently, objectively and
transparently and based on
available scientific evidence

" Precautionary principle

e for risk management in case of scientific uncertainty.
Measures no more restricted than required, taking
into account other legitimate factors
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GFL principles (2) responsibility
authorities

" Transparency '
® Public consultation for prepWaluation

and revision of food law

e Public authorities must inform the general public
of food or feed that is a risk to health

" Fnforcement

e Member States must enforce food law and have
effective, proportionate and dissuasive measures
& penalties
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GFL principles (3) responsibility industry

" Communication
e Labelling, advertising and pmh of
foodstuffs shall not mislead S rs

" Duty of care

e Unsafe food/feed shall not be placed on the
market (injurious to health, unfit for human
consumption)

® Food business operators must ensure that food
complies with relevant food law provisions
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Article 14 GFL

Article 14
Food safety requirements

1. Food shall not be placed on the market if it is unsafe.

2. Food shall be deemed to be unsafe if it is considered to

be:
(@) injurious to health:

(b) unfit for human consumption.

3. In determining whether any food is unsafe, regard shall
be had:

(a) to the normal conditions of use of the food by the
consumer and at each stage of production, processing and
distribution, and

(b) to the information provided to the consumer, incuding
information on the label, or other information generally
available to the consumer concerning the avoidance of
specilic adverse health effects from a particular food or
category of foods.
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What makes a food unsafe / unacceptable?

® Its properties ® Jts status?
® ToxXicity w
" [ts condition o 18
e Decay e Animal friendly

e Contamination

e Pathogenic
organism

® Unwholesome
substances

e Radiation
® Objects
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4 categories of food safety

Art. 14 GFL: Category: Additives,
effect GMOs, novel foods

Authorisation

Art. 14 GFL: MRLs, shelf life
effect
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What can regulators do about it?

" Ban

" Require prior authorisation
e Additives
® GMOs
e Novel foods

" Set limits
e Contaminants
e Organisms

" Require procedures
® Hygiene
e HACCP
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GFL principles (4) responsibility industry

" Traceability N | ’
® Food business operators must e systems for

traceability (1 step back and forwards)
" Recall

® If operator markets product not in compliance
with food safety requirements, s/he must initiate
procedures to withdraw product + inform
competent authorities (esp. when product is
injurious to human health). If necessary,
consumers must be informed
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GFL principles (5) international trade

® Food exported from EU must comply with
relevant food law requirements (never export of
unsafe food)

" Exports

" Imports

® Food imported in EU must comply with relevant
food law requirements or their equivalence
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Reconciling
food law to From agricultural B

competitiveness to food law ok ;z‘% Soon
the new scenario ‘,“-, : rd}‘
Report on theE :’erg:l:; .‘&r. .5:}‘.?;{0‘; ‘
Fed up .. Governing HaGad
with the food security SRR
right to food? : s

3 theough contract law, solf-regulation,
Judits and certification schemses

The enforceablity
of the human right

to adequate food

A comparaive study
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Thank you for
your kind
attention

Q&A

© B.M.J. van der Meulen Wageningen UR / European Institute for Food Law
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