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Overview

" Materials

" Urgency

" Food law structure
e Safety

" Food additives

" Novel Foods

" GMOs

" Experience and problems
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Materials

" B.M.]. van der Meulen, H.J. Bremmers, J.H.M.
Wijnands and K.J. Poppe, Structural precaution:
The Application of Premarket Approval Schemes in
EU Food Legislation
http://www.academia.edu/12576251/Structural Pr
ecaution The Application of Premarket ADDrovaI
Schemes in EU Food Legislation

® Sources
e NFR regulation 2015/2283
e GMO regulation 1829/2003
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Powers for public Authorities
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|—| Reguirements for food Businesses

Principles and concepts

— Risk analysis
— Precaution
— Transparency

— Food

— Food business
— Food Law

Executive tasks

— Scientific risk assessment (EFSA

— Implementing measures (EC/ M5

— Decisions (EC/MS)

— Information and risk commumication
(EFSASEC/MS)

Enforcement

— Official controls (M5)

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

— EU second Line inspections on M
enforcement (FWVO)

A

Emergency and Incident management
Communication { RASFF

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

Product
— Product standards
— ] L34,

“Verticals

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

— POt ate oot
— Microbiological criteria
— MRLs (pesticides; wveterinary drugs)

— Contaminants

Process
— Producer
— Pramises
— Production
— Hygiene

— Trade
— Traceability
— Incidents
— Withdrawal
— Recall

Presentation

— Labelling

— Adwvertisement
— Risk commumnmication

Interests of Consumers




What, who, when?

Safety Not- Regulated
regulated

ReV|ew
Inherent 14: effect Category: Additives,
GMOs, novel foods

Ex ante Self Authorisation
- assessment

P Ex post Enforcement  Enforcement
Condition | 14: effect MRLs, shelf life

Ex ante Self Self assessment
assessment

P Ex post Enforcement  Enforcement
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Safety

" Structural
® Properties of the product
® Toxicity
e FEtcetera
" Incidental
e Condition of a food due to:
e Deterioration
e Contamination
e FEtc.
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Structural safety

" Conventional foods
e Assumed safe on the bases of experience

® Unless evidence shows otherwise

" Non conventional foods
e Evidence of safety required

® - authorisation procedure
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Questions to science

" Jdentify risks
® Js it unsafe?

® Presumption of safety

® Exclude risks

® Ts it safe?

e Presumption of unsafety (‘a priori hazardous")
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Authorisation requirements

1962 onwards: colours, sweeteners & other additives ‘synthetic

foods’

1997: novel foods

2002: food supplements

2002 (GFL): general ban on unsafe food
2004: GMOs

2005: novel packaging

2008: enzymes, flavourings

2015: novel foods
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Risk analysis as condition for market access

" EC Communication on precaution
® Reversal of burden of proof
" Ban +
e Permit on application
e Individual, or - first mover advantage
e General 2 second mover advantage
® Science provided by applicant

® Risk assessment = checking the homework
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Additives 1

" Principle: prohibited unless authorised

" Additive: ‘a substance not normally consumed as a food in itself and
not normally used as an ingredient in a foodstuff for its nutritive value’

® Sweeteners
Colours

Preservatives
Antioxidants
Modified starches
Gelling agents
Emulsifiers

Stabilisers
e Anti-caking agents, etc. B

5" | European Institute for Food Law
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Additives II

" Positive lists ® Periodic re-evaluation
e Which additive

e In which food X
| -

e Which purity E-number C—

e Which quantity

® Generic authorisation

" EU authorisation procedures
e Technological need
e No hazard
e Not misleading

WAGENINGEN European Institute for Food Law
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Additives III

" FIAP - Food Improvement Agents Package
e Common procedure Reg. 1331/2008
® Enzymes Reg. 1332/2008
e Food additives Reg. 1333/2008
e Flavourings Reg. 1334/2008

WAGENINGEN European Institute for Food Law
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Novel foods

" Not consumed in EU before 1997

e Modified molecular structure
Micro organisms, fungi, algae
Mineral origin '
Plants, Animals
Cell culture

Nanotechnology @&

" Example: Becel pro-activ \
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Objectives of the new Novel Food Regulation

" Ensure food safety
" Functioning of the internal market
" Support innovation

" Streamline procedure
e Clarify definition
e No substantial changes ...

e Simplified procedure for traditional foods from 3 countries
(a.k.a. exotic foods)
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Omslagverhaal
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maken. ‘De grote voedselbedrijven missen de boot als ze hier niets mee doen.”
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Union list

" Inclusion by European Commission

® Criteria

e The food does not, on the basis of the scientific evidence
available, pose a safety risk to human health

® Does not mislead consumer

e Not nutritionally disadvantageous
" Application by business (or initiative EC)
" Safety assessment by EFSA
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Exotic foods

Globally some 7.000 plant
species used for human
consumption

In EU some 300 traditional
2,000 insects

- high potential

After 1997 just a hand full

authorised as novel food (noni,

baobab)
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Exotic foods

" Simplified procedure
" Notification to EC

e Name, description,
composition, origin

® Documented history of
safe use

e Instructions of use

WAGENINGEN
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® EC to EFSA and MS

® 4 months science based
objections

" No objections - on the list

" Objections - application
needed




Possible cooperation?

" At Wageningen University

e New project to submit exotic foods dossiers

" Export opportunities from China?
e Traditional Chinese foods unknown in EU?
® Product characteristics

e Evidence of history of use

WAGENINGEN European Institute for Food Law
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Nanotechnology

Governing
" Problem defies definition
o | Nano Foods
" any intentionally produced material that . ,
has one or more dimensions of the order Principles-Based Responsive
of 100 nm or less or that is composed of Regulation
discrete functional parts, either internally EFFoST Critical Reviews #3

or at the surface, many of which have one
or more dimensions of the order of 100 nm
or less, including structures, agglomerates
or aggregates, which may have a size
above the order of 100 nm but retain

. . Bernd van der Meulen,
properties that are characteristic of the ngr?y gfe“m,ﬁ’e,jf('a? Purnhagen,

nanoscale. Nidhi Gupta, Hans Bouwmeester,
WAGENINGEN | LeonGeyer
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Data protection

® Authorisation exclusive for 5 e Not applicable to exotic
years, if based on foods
e Recently developed ® Request confidentiality
scientific evidence or e Verifiable reasons
data

_ ® 6 weeks to withdraw
® Proprietary application

e Exclusive right of use

® Necessary for
authorisation

European Institute for Food Law

WAGENINGEN

EEEEEEEEEEEEEEEEEEE



Proprietary?

B Rationale: investment

" Interpretation EC. (at
claims): secret

" Problem:
e Against rationale

e Unscientific

WAGENINGEN
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ecent developments in the

European Union's regulation on

heakh datms used in food kabel
ing could have the effect of suppressng
publication of sdenttfic research cn the
health benefits of food substances. Given
that scenttfic research and collabora.
tion is an intermational phenomenca, the
negattve efact of the Furcpean Commis-
sioas (the Commission) asrrent direction
might wellbe felt in the United States.

The seads of this controversy were

sown I December 2006, when the

Publish and Perish: a pisturbing
Trend in the European Union’s Regulation of
Nutrition Health Claims Made on Foods

by Susan Carlson, Ricardo Carvajal, Nicole Coutrelis, Jehan-Francois Desiewx, Lorenzo Morelli,
Peter Van Dael, Bernd van der Meulen, Annemicke Tops, Cathy Wer'

European Paritament tssued Regulation
(EC) No 1924/2006, which stpulates
the cincumstances under which heakth
daims may be made foc foods marketed
tn the Earopean Untoa® At the outset,
2t's important to note that the definitice
of “health daim” 2s that term s used 1n
EU regulitions 1s considerably beoader
than the definttion of “health datm” 1n

suggests of tmplies that a relationship
exists between a food category, a food or
one of its constttuents and health.*

This EU defimition of *health clatm”
(heretnafter “EU heakth daim”) ts suth
clently broad as to encompass several dif.
ferent types of catms that can be made
for foods marketed in the Untied States,
induding: (1) “health datms,” defined

the Federal Food, Drug, and Cosmetic as clatms that expresdy oc impliedy

Actand s 1mpl ! ch the relationship of 2 nutri-
The EU heakh datms regubstion defines  ent required to be inchuded in nutrition
“health datm” as “auy caim that states,  habeling to 2 disease or 2 health-related

Jeban-Frascaie Dexmar, Nicols Coutralle, Patar Vas Dast, Cathy Weir, Asramisis Tage,

Sean Cartess, Lorersn Morslll, Ricards Carvail, Bersd van der Macien

X

condition; and (2) “strocture/fanction
clatms,” defined 25 cdaims that describe
“the role of 3 mutriest oc dietary ingred
ent intended to affect normal structure or
function = humans,” or that charactertze
“the documented mechanism by which

a nutrient or dietary ingradient acts to
maintatn sach structure or functicn.™
Thus, developments tn the regulation of
EU heakh clatms have the potential to
alter the lindscape 1o the Untied States
for both bealth chitms and structure/
functica catms.

The EU health catms regulation
requires that new health catms (Le.,
those not already ca a list of approved
clatms) be the subject of a premarket 2p.
proval application that indudes relevant
scientific studies and other Information,

Sqpermberlizeber 2010

www.fdliarg
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Most used commercial applications of GM crops

® Herbicide-resistant plants
Advantages: better weed control, less tillage
Soybeans, corn, rice, wheat
B Pest-resistant plants
Resistant to certain insects

Advantage: less insecticide required,
better yield, reduce financial loss for farmers

Corn, cotton, potatoes

WAGENINGEN European Institute for Food Law
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Global Area of Biotech Crops, 1996 to 2015: ﬁg
Industrial and Developing Countries (M Has, M Acres) s.aa
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Source: Clive James, 2015



Clive James

" http://isaa
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http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp
http://isaaa.org/default.asp

Global Area of Biotech Crops, 1996 to 2015: @@?\

By Crop (Million Hectares, Million Acres) 1S AARA
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Global Area of Biotech Crops, 1996 to 2015: Q’%/\
By Trait (Million Hectares, Million Acres) >
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Nonp=trapseenjes

[rapsgenies
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Transgerle Nor-=trzrsgarle
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Global Adoption Rates (%) for Principal Q"@
Biotech Crops (Million Hectares, Million Acres), 2015 .\

M Acres
494 200
445 180
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346 140
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247 100
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29 40
0 0
83% 75% 29% 24%
Soybean Cotton Maize Canola

Source: Clive James, 2015
Hectarage based on FAO Data for 2013.



Global Area (Million Hectares) of Biotech
Crops, 2015: by Country

Biotech Mega Countries

50,000 hectares (125,000 acres), or more

70.9

13. Australia

Marginal Decrease - 28 countries which have adopted » 17.  Spain
from 2014 biotech crops B W

S SEVES, SO o i (.)f SRR Less than 50,000 hectares
crops was 179.7 million hectares,

representing a marginal decrease Ho Slovakia
of 1% from 2014, equivalent to 1.8 *h ‘ ~
million hectares. Portugal 3anglade
1 Romania
Czech Republic




EU regulatory franggnierk

Regulation 178/2002
Directive 2001/18
Regulation 1829/2003
Regulation 1830/2003
Regulation 641/2004

Coexistence guidelines

WAGENINGEN
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Pre-market approval

" '*One-door-one-key’

e EU-wide authorisation

® Environment & food safety risk assessment
e Food & feed




Criteria

" No adverse health effects
" Not misleading the consumer

" Not nutritionally disadvantageous

WAGENINGEN European Institute for Food Law
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Authorisation procedure

" Application
e With national authority: 14 days =2
" Risk assessment
e EFSA (independent scientific) 6 months >
e Opinion, if favourable
" Commission
e Draft decision to PAFF (SCoFCAH)
e Favourable opinion - final decision by Commission
e Otherwise - Council by qualified majority (3 months)

WAGENINGEN European Institute for Food Law
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Authorisation

" Valid throughout the EU; for 10 years
" Entry in public registry
" Withdrawal
e Opinion EFSA
® Decision Commission
" Renewable

e 10 years
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Positive list

" http://ec.europa.eu/fc

EU register of genetically modified food and feed

Transformation event
Unique ID
Company

Maize (Bt11)

SYN-BT @11-1

[ Syngenta ]

yod/dyna/gm re

Genes Introduced /
Characteristics

Genetically modified maize
that contains:

the cry1A (b) gene inserted
to confer insect-resistance

the pat gene inserted to
confer tolerance to the
herbicide glufosinate-
ammonium

gister/index

Authorized
use

Foods and food
ingredients
containing,

consisting of, or

produced from
SYN-BT@11-
1XMON-
20@21-9

Feed
containing,
consisting of, or
produced from
SYN-BT@11-
1XMON-
00@21-9

Products other
than food and
feed contgining

SN Glidad

WAGENINGEN

SYN-BT@11-
1XxMON-
20321-9

Authorization
Expiration
Date

27/07/2020

Details

UNIVERSITY & RESEARCH

Maize (DAS59122)

Genetically modified maize
that contains:

Foods and food
ingredients



http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm
http://ec.europa.eu/food/dyna/gm_register/index_en.cfm

Labelling requirements

" All ingredients must be mentioned on the label
" Additives: by name or e-number
" Novel foods: specificity regarding

e Composition

e Nutrition

e Intended use

® GMOs: as such
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Pre-market authorisation decision tree

No - food law does not apply: approval schemes may apply under feed law, food contact

Is it a food? . .
materials law or pharmaceutical law
Yes
Is the food genetically modified? Yes > Reg. (EC) 1829/2003
No Enzyme Yes > Reg. 1332/2008
Is the substance normally consumed as a food?
No - Flavour Yes > Reg. 1334/2008
Yes (other) Tech. function Yes 2 Reg. 1333/2008
Does the food have a history of safe use in the EU prior to 15-5-1997? No > Reg. 2015/2283

Yes
Is it a concentrated source of vitamins or minerals intended to supplement the normal diet? | Yes = Dir. 2002/46

For all foods:
Does the food claim properties due to the amount of energy or nutrients it contains? Yes > Reg. 1924/2006
Does the food claim an effect on health? Yes > Reg. 1924/2006
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Experiences and problems ) 9
" "Reconciling
food law to
" Unclear competitiveness

" Unpredictable Report on the regulatory environment of the
European and dairy sectoro.

" Expensive
" Time consuming
" Political application

" Can be manipulated

® CJEU refusal of authorisation
affects only parties (Stevia)
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Business strategies

® Avoidance
e Abandon innovation

" Compliance

" Monopolisation

® Procedures
possible for limited
number of businesses

® Exclusive rights

® Circumvention
e Do but don't tell...

" Infringement
e Sell explicitly banned products
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Thank you for your
kind attention

Q&A

Bernd.vanderMeulen@wur.nl
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