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http://de.wikipedia.org/wiki/Heterosis-Effekt
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http://de.wikipedia.org/wiki/Heterosiseffekt
http://de.wikipedia.org/wiki/Landwirt
http://de.wikipedia.org/wiki/R%C3%B6ntgenstrahlung
http://de.wikipedia.org/wiki/Neutronenstrahlung
http://de.wikipedia.org/wiki/Mutagen
http://de.wikipedia.org/wiki/Pflanzenz%C3%BCchtung#cite_note-2
http://de.wikipedia.org/wiki/Mutation
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Auto Toyota Turns to GMO Flowers to Relieve it

Molecul,
sequence

Typeof modification Epigenetic| Tox Tox

direct | indirect

Environ
ment,

Classibreeding

Crossreeding

Randonmutation

Cellculture, transposons

Genetechnology bacteria
plants animals vaccineZ X

Cloninganimals

Agri
ultural
practice
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Safety assessment of transgenic food

Unintended Effects
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https://de.wikipedia.org/wiki/Ribonukleoprotein
https://de.wikipedia.org/wiki/Endonuklease
https://de.wikipedia.org/wiki/Cas9
https://de.wikipedia.org/wiki/Sekund%C3%A4rstruktur
https://de.wikipedia.org/wiki/Proteinfaltung
https://de.wikipedia.org/wiki/Englische_Sprache
https://de.wikipedia.org/wiki/DNA-Reparatur
https://de.wikipedia.org/wiki/Doppelstrangbruch
https://de.wikipedia.org/wiki/Hybridisierung_(Molekularbiologie)
https://de.wikipedia.org/wiki/Deletion
https://de.wikipedia.org/wiki/Transformation_(Genetik)
https://de.wikipedia.org/wiki/Transfektion
https://de.wikipedia.org/wiki/Vektor_(Gentechnik)
https://de.wikipedia.org/wiki/M%C3%A4use
https://de.wikipedia.org/wiki/Mensch
https://de.wikipedia.org/wiki/Keimbahn
https://de.wikipedia.org/wiki/Elektroporation
https://de.wikipedia.org/wiki/Mikroinjektion
https://de.wikipedia.org/wiki/Multiplex_Genome_Editing
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Human Welbeing and
Poverty Reduction
A Basic material for a good life
A Health
A Good Social Relations
A Securit
A Freedom of choice and action

Indirect Drivers of Change

A Demographic

A Economic (globalization, trade,
marketand policy framework)

A Sociopolitical (governance and
institutional framework)

A science and Technology

A Cultural and Religious

Ecosystem
Services

Direct Drivers of Change
A Changes in land use
A Species introduction or removal
A Technology adaptation and use
A External inputs (e.g., irmigation)
A Resource consumption
A Climate change
A Natural physical and biological
.g., volcanoes)
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Directive 2001/18 on the deliberate
release of GMOs into the environment

Regulation (EC) No 1829/2003
on GM food and feed

Regulation (EC) No 1830/2003
on traceability and labelling of GMOs
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Scope of Directive 2001/18 and Regulation

Directive 2001/18/EC 1829/2003

Reg. 1829/2003
Food/feed consisting, containing
or produced from a GMO

Interaction between Directive 2001/18 and
Regulation 1829/2003

One door one key principle

32



09.05.2018

33



09.05.2018

The authorisation procedure (4) The authorisation procedure (5)

State of play of new applications
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https://llexpert.efsa.eu.int/livelink/livelink.exe?func=ll&objId=104458&objAction=browse&sort=name
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/74091/73962/26-11-04,_EFSA_letter_Statement_of_validity_(EFSA-GMO-DE-2004-03).pdf?nodeid=75503&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/74091/73962/9-02-05,_EFSA_letter_to_Monsanto_(EFSA-GMO-DE-2004-03).pdf?nodeid=100843&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/50454/76304/14-01-2005,_Valid_application_(EFSA-GMO-UK-2004-04).pdf?nodeid=88359&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/50454/76304/9-02-05,_EFSA_letter_to_Bayer_(EFSA-GMO-UK-2004-04).pdf?nodeid=100736&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/50454/76304/21-03-05,_EFSA_letter_to_Bayer_request_for_additional_info.pdf?nodeid=111406&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/110752/110847/01-04-05_EFSA_letter_Valid_Application_EFSA-GMO-UK-2004-05.pdf?nodeid=111213&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/68093/67968/14-01-2005,_Valid_application_(EFSA-GMO-UK-2004-06).pdf?nodeid=88448&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/68093/67968/9-02-05,_EFSA_letter_to_Monsanto_(EFSA-GMO-UK-2004-06).pdf?nodeid=100740&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/74613/74712/14-01-2005,_Valid_application_(EFSA-GMO-2004-BE-07).pdf?nodeid=88451&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/74613/74712/9-02-05,_EFSA_letter_to_Monsanto_(EFSA-GMO-BE-2004-07).pdf?nodeid=100846&vernum=0
https://llexpert.efsa.eu.int/livelink/livelink.exe/fetch/2000/21358/76217/76584/2005-05-20_EFSA_Statement_of_Validity_(UK-2004-08).pdf?nodeid=122507&vernum=0
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Are there labelled products on the market?

Implementation of the new legal framework Summary
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Health and Food

Health and Food Safety

Application.. or COM.initiative.

COM?

I r ” EFSA consulted

g

f Union

Health and Food Safety

No objection s

Union list
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‘opinon. impl ac
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Der Nutzen von Risiko/Nutzen-Anatysen
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2.6 Lebensmittel aus nicht traditionelien
Rohstoffen

2 Lycopin aus Pilz Blskesles Trispors
2 Synthetisches Lycopn
2 Lycopin-Okoresn auss Tomaten
+ Sicherheitsbewernungen durch die EFSA
» Arvendung
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Lycopin - Herstellung
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AMust be differentiated from foodlintolerances and
otheradverse feod reactions:

AKeylcomponents of food allergy:

A An immunelogic respense toa food protein
(food intolerances usually related to
carbohydrates)

AExquisitelysmall amounts may, cause a

D T e reaction
B
1 e b st 4 8 et Sl B o S
v—

AReactions can be severe and even life-
threatening

Exposure
Genetic Predisposition

AG T 7% of young children

P A21 3% of adolescents and adults
Sensitization

AAt least|1d million Americans arel affected

Reexposure APrevalence appears tol be rising (sharply)

Symptoms

55



children Adolescents)/ Adults

MK
Egg
Peanut
Soy
Wheat

ree nuts

Peanuts
iiree Nuts
Fish
Shelifish

09.05.2018

A Range from|chrenic, [ow,grade symptoms) tojacute,
life-threatening|reactions

AHives [langioedema

AEczema

A Vomiting |/ diarrheal/ peor growth

A Cough / congestion
AWheezing|/breathing difficulty

A Hypotension / shock

A Anaphylaxis - A'systemic allergic reaction

A Rarely a cause of chronic urticaria

A More common in acute urticaria

APeanuts, nuts, eggs, milk, fish, shellfish
most common

AUsually occurs within 2 hrs of ingestion
(history often diagnostic)

AMay have angioedema and associated Gl /
resp Sx

56



