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Food safety in general

Not—regulated Regulated

Assessment
Inherent Art. 14: effect Category: Additives,
properties GMOs, novel foods

Ex ante Self assessment Authorization

Ex post Enforcement Enforcement
Condition Art. 14: effect MRLs, shelf life

Ex ante Self assessment Self assessment

EX post Enforcement Enforcement
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EU regulation of GMOs

" Three core issues
® Prior authorization based on risk analysis
® For cultivation
® For consumption
® Traceability
e Labelling
" Related issues
® Co-existence
® Intellectual property
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The concept of food authorization

" USA 1950s: additives
® Any substance ....

" EU 1960s: colors

" EU 1970s: additives
e Not normally consumed as a food in itself
® Added for a technological purpose

" EU 1997: novel foods

® Not consumed in the EU to a significant degree
before 1997

" EU 2003: GMO package
® Reg. 1829/2003 — 1830/2003
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any substance the intended use which results or may reasonably be expected to result — directly or indirectly — in its becoming a component or otherwise affecting the characteristics of any food


Environmental authorization

" DIRECTIVE 90/220/EEC on the deliberate release into the
environment of genetically modified organisms

" DIRECTIVE 2001/18/EC on the deliberate release into the
environment of genetically modified organisms

¥ REGULATION (EC) 1829/2003: integration of both
procedures possible

® ‘one-door-one-key’
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How did we get to this point?

B ‘De facto moratorium’

" WTO litigation A
)/, WORLD TRADE
/ ORGANIZATION

N—

® EU Response
® Centralization at EU level
® More efficient procedures
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One door one key

" One procedure
e at EU level, not in every Member State

" One single application

® One procedure: both for food and feed use
(consumption)

®" One procedure possible: for consumption and cultivation
" One risk assessment covering all risks
" One decision

® Authorization grants access to the entire EU
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One door one key

" Food / feed: inseparable

" Consumption / cultivation: optional
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Five EU countries planted a record 148,013 hectares of biotech Bt maize, up 15% from 2012. Spain led the EU with 136,962 hectares of Bt maize, up 18% from 2012 with a record 31% adoption rate in 2013.


Figures

" Total authorizations for consumption: 43

® Total authorizations for cultivation: 2 — 1

® GM labeled food on the market: almost absent
" GM labeled feed on the market: up to 95%
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Explanation

" Food
e Consumer preference
® | abeling
" Feed
® Costs
® Labeling no counter incentive
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Plantaardige margarine. | Ten
Bevat 80% vet.Ingrediénten: plantaardige oli&n en vetten*
water, 1% zout, emulgatoren (sojalecithine** E471), droge
melkbestanddelen, conserveermlddellE200] voedings-

zuur [citroenzuur), aroma's, kleurstof (caroteen), 800 mcg
vitamine A en 7,5 mcg D3 per 100 gram.

* geproduceerd met genetisch gemodificeerde soja.
**genetisch gemodificeerd.

Geproduceerd in: Nederland.

Na openen koel bewaren.

 art.nr. 5044009
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Cultivation

®" One procedure

® All setbacks and delays add up

® Food safety assessment takes four years

® Environmental safety assessment takes 10
" One decision

e Partial problem harvests a full ‘no’
® Burdens and risks of procedure

e Alternative available: export to EU
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EU market

®" Huge consumer market for GM feed
® Authorization only possible access

®" Not an interesting production market
® High labor costs
® High regulatory burdens (environment, zoning)
® High uncertainties
® Better go to low wage countries
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Conclusion

® Barriers to EU market are high

® But surmountable Iin case sufficient economic
iIncentive exists

® They do for feed consumption
® They do not for cultivation

" Integrating procedures not successful

" The ‘key’ needs further improvement

® EC proposal: more MS freedom no
to allow cultivation may lead to mor
favorable decisions
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http://www.wageningenacademic.com/eifl European Institute for Food Law series - ISSN 1871-3483�The European Institute for Food Law (Est. 04-04-2004; www.food-law.nl) is a non-profit foundation aiming to advance the level of expertise and knowledge on food law, at national, European as well as global level.�In cooperation with Wageningen Academic Publishers, the European Institute for Food Law publishes the European Institute for Food Law Series of books on food law in the widest sense.�Food law is a relatively young functional area of law addressing all legal and regulatory aspects of food, including production, distribution and trade. In the words of the General Food Law; Regulation (EC) 178/2002, food law encompasses 'the laws, regulations and administrative provisions governing food in general, and food safety in particular' covering 'any stage of production, processing and distribution of food, and also of feed produced for, or fed to, food producing animals'.�Also adjacent economic regulations, human rights aspects of food, private and religious standards but also the interaction between life science and law through the methodology of risk analysis are within the scope of the European Institute for Food Law.�True to the function of legal scholarship in general to serve and advance legal practice, the European Institute for Food Law Series presents scholarship that describes, analyses and explains food law in ways that advance academic understanding, are suitable for education and support practical application.
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Suggestions for further reading

" EU law in general: KLAUS-DIETER BORCHARDT, THE ABC OF
EUROPEAN UNION LAW, EU 2010 ebook free at
http://bookshop.europa.eu/is-
bin/INTERSHOP.enfinity/WFS/EU-Bookshop-Site/en_GB/-
/EUR/ViewPublication-Start?PublicationKey=0A8107147

®" EU food law in general: Bernd van der Meulen, The
Structure of European Food Law, Laws 2013, 2, 69-98;
doi:10.3390/laws2020069 http://www.mdpi.com/2075-
471X/2/2/69

" International food law in general: Bernd van der Meulen,
The Global Arena of Food Law; Emerging Contours of a
meta-Framework, Erasmus Law Review, Vol. 3, Issue 4
(2010),
http://www.erasmuslawreview.nl/files/the global_arena

of food law
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