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PART I

SUMMARY

A. GENERAL INFORMATION

1. Detailsof application

a) Member State of application
The Netherlands

b) Application number
EFSA-GMO-NL-2011-92

¢) Name of the product (commercial and other names)

The product described in this application is 15@DZ2xMON810XxNK603 maize and all sub
combinations with fewer of these events, indepetigefitheir origin.

In accordance with Commission Regulation (EC) 66£2&nd the OECD guidance for the
designation of a unique identifier for transgeniants (ENV/JM/MONO(2002)7), the unique
identification code assigned to 1507x59122xMON81KR&N3 maize is:

DAS-@15@7-1xDAS-59122-7xMON-B3@81J-6xMON-BD6D3-6.

d) Date of acknowledgement of valid application

[To be providep

2. Applicant

a) Name of applicant
Pioneer Hi-Bred International, Inc. as represebte®ioneer Overseas Corporation

b) Address of applicant As represehby:

Pioneer Hi-Bred International, Inc. Pioneer Overseas Corporation
7100 NW 62° Avenue Avenue des Arts, 44

P.O. Box 1014 B-1040 Brussels

Johnston, 1A 50131-1014 (U.S.A.) Belgium

¢) Name and address of the person established in the Community who is responsible for the
placing on the market, whether it be the manufacturer, the importer or the distributor, if
different from the applicant

Same as applicant
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3. Scope of the application

[X] GM plants for food use

[X] Food containing or consisting of GM plants

[X] Food produced from GM plants or containing iedjents produced from GM plants

[X] GM plants for feed use

[X] Feed containing or consisting of GM plants

[X] Feed produced from GM plants

[X] Import and processing (Part C of Directive 20@IEC)

[ ] Seeds and plant propagating material for eatton in Europe (Part C of Dir. 2001/18/EC)

4. Is the product being simultaneously notified within the framework of another
regulation (e.g. Seed legidation)?

Yes|[] No [X]

5. Has the GM plant been notified under Part B of Directive 2001/18/EC and/or
Directive 90/220/EEC?

Yes|[] No [X]

The scope of this application does not include @ughtion for the cultivation of
1507x59122xMON810xNK603 maize seed products iritde

A detailed environmental risk assessment (e.raa.)His application has been carried out in
accordance with Annex Il of Directive 2001/18/EQl&ommission Decision 2002/623/EC
establishing guidance notes supplementing Annég Directive 2001/18/EC. The overall
conclusion obtained from the e.r.a. confirms tineré are no identified adverse effects {o
human and animal health or the environment arisirgn the proposed uses of
1507x59122xMON810xNK603 maize or any sub-combimatbthese events. Please refer
to PointsD.7., D.8., D.9. andD.10. below.

6. Hasthe GM plant or derived products been previously notified for marketing in
the Community under Part C of Directive 2001/18/EC or Regulation (EC) 258/977?

Yes|[] No [X]

7. Hastheproduct been notified in athird country either previously or simultaneously?

Yes[x] No[]

Notifications concerning all uses of 1507x59122xMEIRNXNK603 maize, including cultivation of
1507x59122xMON810xNK603 maize seed products, lmen submitted in the US, Canada and
Japan. Applications for an authorisation for feodl feed use have been submitted in several other
countries around the world where products of bregediack combinations are regulated.
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8.  General description of the product

a) Name of the recipient or parental plant and the intended function of the genetic
modification

The recipient plant is maiz&¢a may4..), which is extensively cultivated and has agldmistory of
safe use. The 1507x59122xMON810xNK603 maize has peeduced by conventional breeding
between 1507 maize, 59122 maize, MON810 maize Ni¢@D3 maize. The combined trait produc
expresses the CRY1F, CRY34Abl, CRY35Ab1, CRY1AbTRAd CP4 EPSPS proteins.

The CRY1F and CRY1Ab proteins are encoded by ptamton-optimised genes fromacillus
thuringiensis and confer a two-fold resistance against certeppidbpteran pests, such as th
European corn borefgtrinia nubilalis)and the pink borerSesamisspp.). The binary CRY34Ab1l
and CRY35Ab1 proteins are encoded by plant coddimiged genes fronBacillus thuringiensis

and together confer protection against corn roatwoiarvae (Coleoptera: Chrysomelidae;

Diabrotica spp.). The PAT and CP4 EPSPS proteins are endodpthnt codon-optimised genes
from Streptomyces viridochromogenasd Agrobacterium tumefaciensespectively, and confer
tolerance to the application of respectively glidase-ammonium and glyphosate herbicides.

b) Types of products planned to be placed on the market according to the authorisation
applied for

The types of products planned to be placed on et according to the authorisation applied fg
include 1507x59122xMON810xNK603 maize and all sabibinations of these events, independe
of their origin, for all food and feed uses, anddb food, feed and processed products deriveih frg
1507x59122xMON810xNK603 maize in accordance withgiRation (EC) No 1829/2003. In
addition, this application requests authorisatien fmport and processing of such maize i
accordance with Part C of Directive 2001/18/EC. ldegr, this application does not includg
authorisation for the cultivation of 1507x59122xMBMNIXNK603 maize seed products in the EU.

¢) I ntended use of the product and types of users

The 1507x59122xMONB810xNK603 maize products placedhe market will be used in a manng
consistent with current uses of commercial maizeaingr and maize products. The
1507x59122xMON810xNK603 maize will undergo existingethods of production and
manufacturing used for commercial maize. No novethod of production and manufacturing i
envisaged. There is no new genetic modificatioh567x59122xMONB810xNK603 maize and th
genetic modifications present in the parental breedines 1507, 59122, MONB810 and NK603
maize do not impact the production processes usetdize.

adi Y " 2

d) Specificinstructions and/or recommendations for use, storage and handling, including
mandatory restrictions proposed as a condition of the authorisation applied for

Safety evaluation of 1507x59122xMONB810xNK603 madrel sub-combinations of these even
has shown that no specific instructions and/or menendations for use, storage and handling
such maize are necessary. Therefore, 1507x59122840NNK603 maize and sub-combination
of these events can be used, stored and handthd same way as is currently done for commerc
maize. Labelling of 1507x59122xMON810xNK603 maizeducts will be carried out in accordanc

S
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€) Any proposed packaging requirements

The packaging, handling, and storage systems tieatwrently used for commercial maize wil
apply. The 1507x59122xMON810xNK603 maize produdishe packaged in the same manner g
other commercial maize products.

f) A proposal for labelling in accordance with Article 13 and Article 25 of Regulation (EC)
1829/2003. In the case of GMOs, food and/or feed containing or consisting of GMOs, a
proposal for labelling has to be included complying with the requirements of Article 4, B(6)
of Regulation (EC) No 1830/2003 and Annex |V of Directive 2001/18/EC

1.- PROPOSAL FOR THE LABELLING OF 1507X59122XM ON810XNK 603 MAIZE FOOD
PRODUCTS ACCORDING TO ARTICLES 12 AND 13 OF REGULATION (EC) No
1829/2003

In accordance with Article 12(2) of Regulation (ER® 1829/2003, labelling will apply to foods
containing material which contains, consists ofsoproduced from 1507x59122xMON810xNK603
maize and sub-combinations of these events inoption at or higher than 0,9 per cent of the fog
ingredients considered individually or of the emfiood if consisting of a single ingredient.

In accordance with Article 13 of Regulation (EC) W829/2003, and without prejudice to the othe

requirements of Community law concerning the labglbf foodstuffs, foods containing, consisting
of, produced from, or containing ingredients pragtldrom 1507x59122XxMON810xNK603 maiz€
and sub-combinations of these events should béddtees follows:

(a) where the food consists of more than one ingredidre words ‘genetically modified’ or
‘produced from genetically modified maize’ will aggr in the list of ingredients provided for irj
Article 6 of Directive 2000/13/EC in parentheselofeing the ingredient concerned,;

(b) where the ingredient is designated by the name aHtegory, the words ‘contains geneticall
modified maize’ or ‘contains (name of ingredientpguced from genetically modified maize
will appear in the list of ingredients;

(c) where there is no list of ingredients, the wordsngtically modified’” or ‘produced from
genetically modified maize’ will appear clearly the labelling;

(d) the indications referred to in (a) and (b) may a&ppe a footnote to the list of ingredients. Insthi
case they shall be printed in a font of at leastsidime size as the list of ingredients. Where thg
is no list of ingredients, they will appear cleaoly the labelling;

(e) where the food is offered for sale to the final ummer as non-pre-packaged food, or as p
packaged food in small containers of which thedatgurface has an area of less than 19) ci
the information referred to above will be permaheand visibly displayed either on the foog
display or immediately next to it, or on the padkggmaterial, in a font sufficiently large for it
to be easily identified and read.

No other particulars such as those referred to iticld 13(2)(a) and (b) and Article 13(3) of
Regulation (EC) No 1829/2003 would need to be digeci on the label of
1507x59122xMON810xNK603 maize food products as ¥50722xMON810xNK603 maize and
sub-combinations of these events have been shove tequivalent to non-GM control maize in
composition; nutritional value and nutritional effe intended use; health characteristics; and, {
genetic modification in 1507x59122xMON810xNK603 mwior any sub-combination of thesg
events does not give rise to any safety concerns.
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2.- PROPOSAL FOR THE LABELLING OF 1507X59122XM ON810XNK 603 MAIZE FEED
PRODUCTS ACCORDING TO ARTICLES 24 AND 25 OF REGULATION (EC) No
1829/2003

In accordance with Article 24(2) of Regulation (ERd 1829/2003, labelling will apply to feed
containing material which contains, consists ofsoproduced from 1507x59122xMON810xNK603
maize and sub-combinations of these events in poption at or higher than 0,9 per cent of the feed
and of each feed of which it is composed.

In accordance with Article 25 of Regulation (EC) W829/2003, and without prejudice to the othe
requirements of Community law concerning the labglbf feed, feed referred to in Article 15(1) of
Regulation (EC) No 1829/2008e. 1507x59122xMON810xNK603 maize and sub-combinatizins
these events for feed use, and feed containing,sistoy of or produced from
1507x59122xMON810xNK603 maize or any sub-combimatibthese events, should be labelled as
follows:

=

(a) where the feed contains or consists of 1507x591Z2MBILOXNK603 maize or any sub-
combination of these events, or where 1507x59122XB{DXxNK603 maize or any sub-
combination of these events is used for the purpbseed use, the words ‘genetically modified
maize’ will appear in parentheses immediately folly the specific name of the feed
Alternatively, these words may appear in a footriotthe list of the feed. It should be printed i
a font of at least the same size as the list af.fee

(b) where the feed is produced from 1507x59122xMON8I0&08 maize or any sub-combinatior
of these events, the words ‘produced from gendjicalodified maize’ will appear in
parentheses immediately following the specific narinne feed. Alternatively, these words ma
appear in a footnote to the list of the feed. tiidtl be printed in a font of at least the same size
as the list of feed.

—

<

No other particulars such as those referred to riicla 25(2)(c) and Article 25(3) of Regulation
(EC) No 1829/2003 would need to be specified on lgiel of 1507x59122xMONB810xNK603
maize feed products as 1507x59122xMON810xNK603 enaiml sub-combinations of these events
have been shown to be equivalent to non-GM comtr@ize in composition; nutritional value and
nutritional effects; intended use; health charésties; and, the genetic modification in
1507x59122xMON810xNK603 maize and sub-combinatiohthese events does not give rise 1
any safety concerns.

(@]

3.- PROPOSAL FOR THE LABELLING OF PRODUCTS CONSISTING OF, OR
CONTAINING, 1507X59122XM ON810XNK 603 MAIZE ACCORDING TO ARTICLE 4, B(6)
OF REGULATION (EC) No 1830/2003 AND ANNEX IV OF DIRECTIVE 200V/18/EC

As specified in Sectio®.8 of Annex IV of Directive 2001/18/EC, the informatigrovided on a

label or in an accompanying document for the puepof satisfying the labelling requirements

regarding placing on the market of 1507x59122xMON®IK603 maize and sub-combinations g

these events will include the following:

(2) Commercial name of the product and the statemeatt ‘this product contains genetically
modified organisms’;

(b) Name of the GMO;

(c) Information referred to in Sectiof.2. of Annex IV of Directive 2001/18/EC (name and ful
address of the notifier established in the Commuwtio is responsible for the placing on th
market);

(d) Anindication on how to access the informationha publicly accessible part of the register.

=3
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0) Unique identifier for the GM plant (Regulation (EC) 65/2004; does not apply to applications
concerning only food and feed produced from GM plants, or containing ingredients
produced from GM plants)

DAS-@15@7-1xDAS-59122-7xMON-B381J-6xMON-BD6D3-6

h) If applicable, geographical areas within the EU to which the product is intended to be
confined under the terms of the authorisation applied for. Any type of environment to
which the product isunsuited

Not applicable

9. Measures suggested by the applicant to take in case of unintended release or
misuse aswell as measuresfor disposal and treatment

(o8]

Based on the conclusions from the environmentklagsessment of 1507x59122xMON810xNK60
maize and sub-combinations of these evdp#st(l of this application), no specific measures need
to be taken in case of unintended release or misuder disposal and treatment. There are no
sexually compatible wild plant species in Europghwihich maize can cross-hybridise and maize
plants cannot survive as a weed outside agricllfielals. The establishment of maize volunteg
plants is therefore very unlikely.

=

In case of unintended release of 1507x59122xMONRK®BO3 maize or any sub-combination of
these events, current agronomic measures takeontoot other commercially available maize ca
be applied, such as use of mechanical means aadtigel use of herbicides (with exception of
glyphosate and glufosinate-ammonium).

=]
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B. INFORMATION RELATING TO THE RECIPIENT OR (WHERE
APPROPRIATE) PARENTAL PLANTS

1. Complete name

a) Family name
Poaceae (Gramineae)

b) Genus
Zea

C) Species
Z. mayd..

d) Subspecies
None

€) Cultivar/breedingline
1507; 59122; MON810; NK603

f) Common name

Maize, corn

2a. Information concerning reproduction

(i) Mode(s) of reproduction
Maize ¢Zea mayd..) is the only species usually included in theugZea belonging to the Poaceas

family. It is a highly domesticated annual crophwitell-characterised phenotypic and genetic traits.

It reproduces sexually by wind-pollination and lgeia monoecious species has separate m

staminate (tassels) and female pistillate (sillowgrs. This allows natural outcrossing betwee

maize plants but also enables the control of petilom in the production of hybrid seed. Typical fg
wind-pollinated plants, a large amount of excesszengollen is produced for each successf
fertilisation of an ovule on the ear. Wind movenseatross the maize field cause pollen from tf
tassel to fall on the silks of the same or adjarptants. Measuring about 0.1 mm in diameter, mai
pollen is the largest of any pollen normally disgeated by wind from a comparably low level o
elevation.

(i) Specific factors affecting reproduction

As a wind-pollinated, monoecious species, repradnctakes place by both self- and cross

pollination and fertilisation, with frequencies each normally determined by proximity and othe
physical influences on pollen dispersal. Reprodgectactors such as tasselling (pollen production
silking, and pollination are the most critical stagof maize development. Repeated cycles of sg

pollination lead to homogeneity of the genetic elsaristics within a single maize plant (inbred).

Controlled cross-pollination of inbred lines frorhosen genetic pools combines desired geneg
traits resulting in a hybrid with improved agroneangierformance and yield increase. This inbre
hybrid concept and improved yield response is tsshof the modern maize seed industry.

(7]
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(iii) Generation time

Maize is an annual crop with a cultural cycle raggfrom as short as 10 weeks to as long as 48
weeks covering the period of seedling emergenceatmirity.

2b. Sexual compatibility with other cultivated or wild plant species

In the EU, there are no other cultivated or wildmtl species that are sexually compatible with
maize. Maize plants intra-pollinate and transfemegie material between maize except for certain
popcorn varieties. The extent of pollination betweeaize depends upon wind patterns, humidity
and temperature. Low humidity and high temperategasse the pollen to become desiccated and
unviable.

3. Survivability

a) Ability to form structuresfor survival or dor mancy

=]

During the domestication of maize, many significagtonomic attributes for cultivation have bee|
gained, whilst maize has lost the ability to suevim the wild. Maize is a non-dormant annual crgp
and seeds are the only survival structures. Nataganeration of maize from vegetative tissue ts ro
known to occur.

b) Specific factor s affecting survivability

Survival of maize seed is dependant upon temperamoisture of seed, genotype, husk protection
and stage of development. Maize seed can only wurunder favourable climatic conditions
Freezing temperatures have an adverse effect anirggion of maize seed and this has beg¢n
identified as a major risk in limiting productioff maize seed. Furthermore, maize is,g@nt and
therefore its vegetative growth is sensitive to lemperatures. Chlorosis will occur at temperatures
below 15 °C. The generative phase of maize is stggpdoy short day conditions. The minimum
temperature for germination of 8 to 10 °C restrictaize survival and reproduction capabilities
mainly to the Central and Southern European gebdralbzones.

4, Dissemination

a) Ways and extent of dissemination

Maize dissemination occurs via kernel (seed/graimj pollen. Maize has been domesticated for
thousands of years and, as a result, maize didpéisaividual kernels does not occur naturally.
Pollen shedding from the tassels takes place operiad of 10 to 15 days. Pollen grains are round,
heavy and contain a large amount of water, chaistits that limit their dispersal and attachment t
plant surfaces, such as leaves. Generally, viglgifished pollen is 10 to 30 minutes, althougtait ¢
remain viable for longer time under favourable dtads. However, dispersal of maize pollen tends
to be limited as it is influenced by the large sirel rapid settling rate of the pollen. Depositidn
maize pollen has been found to rapidly decline iwi80 m from the source, with very low dispersal
remaining at distances farther than 30-50 m froensiburce.
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b) Specific factor s affecting dissemination

Mechanical harvesting and transport are ways aledmnating grain and insect or wind damage may
cause mature ears to fall to the ground and ava@idest. Regardless of these routes of
dissemination, maize cannot survive without hunegistance in non-agricultural habitats in the EU.
Because of its highly domesticated nature, maissl sequires the semi-uniform soil conditions
resulting from cultivation in order to germinatedagstablish in agricultural habitats.

5.  Geographical distribution and cultivation of the plant, including the distribution
in Eur ope of the compatible species

Because of its many available cultivars, maize geow in a wide range of climatic conditions
However, survival and reproduction in maize is tediby cool conditions. Practically no maize can
be cultivated where the mean mid-summer temperaturel9 °C or where the average nigh
temperature is <13C. The majority of maize is produced between ld8t130 and 55 degrees, with
a relatively small amount grown at latitudes higthem 47 degrees anywhere in the world. Summer
rainfall of 15 cm is the lower limit for maize praction without irrigation. There is no upper linoit
rainfall for growing maize, although excess raihfaill decrease yields. There are no wild plarn
species that are sexually compatible with maizbénEU.

—

6. In the case of plant species not normally grown in the Member State(s),
description of the natural habitat of the plant, including information on natural
predators, parasites, competitors and symbionts

Not applicable as maize is normally grown in the EU

7. Other potential interactions, relevant tothe GM plant, of the plant with organisms
in the ecosystem where it is usually grown, or used elsewhere, including
information on toxic effects on humans, animals and other or ganisms

Maize is extensively cultivated in the EU and halerag history of safe use. Maize is known t
interact with other organisms in the environmentluiding insects, birds, and mammals. It i
susceptible to a range of fungal diseases andtipsats, as well as competition from surroundin
weeds. Maize or derived products of maize are oosicered to have toxic effects on human
animals and other organisms.

Q ¥
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C. INFORMATION RELATING TO THE GENETIC MODIFICATION

1.  Description of the methods used for the genetic modification

The 1507x59122xMONB810xNK603 maize was produced kamms of conventional breeding
between 1507 maize, 59122 maize, MON810 maizeNd®D3 maize. The parental GM lines usef
for the breeding of 1507x59122xMONB810xNK603 maizerav obtained byAgrobacterium
mediated transformation (59122 maize) or by thetiggar acceleration method (1507 maize
MONS810 maize, NK603 maize).

2. Natur e and sour ce of the vector used

The 1507x59122xMONB810xNK603 maize was produced lamms of conventional breeding
between 1507 maize, 59122 maize, MON810 maize N&®D3 maize. No vector has been used {o
produce this maize hybrid.

3. Source of donor DNA, size and intended function of each constituent fragment of
theregion intended for insertion

The 1507x59122xMON810xNK603 maize described in tiiplication has been produced by
combining the maize events 1507, 59122, MONS810, [dK&03 through conventional breeding
technigues. The following constituent fragmentsaniaserted in each of the parental GM lines:

1507 maize;

; Size :
Genetic element (kb) Function
ubizM1 2.0 | Promoter, 5’-UTR and first intron frodea maysbiquitin gene
crylF 1.8 |crylF gene fronBacillus thuringiensisbsp.aizawai
ORF25PolyA 0.7 | Terminator fromgrobacterium tumefacieq 15955
CaMV 355 0.6 | 35S promoter from Cauliflower Mosaic Virus
promoter
at 0.6 | Phosphinothricin acetyltransferase coding sequérooe
P Streptomyces viridochromogenes
CaMy 35S 0.2 | 35S terminator from Cauliflower Mosaic Virus
terminator
59122 maize:
Genetic lement S Function
(kb)
Right Border 0.2 | Right T-DNA border from Ti plasmafiAgrobacterium tumefaciens
ubilzM 2.0 | Promoter, 5’-UTR and first intron frodea maysbiquitin gene
cry34Abl 0.4 | Maize-optimisedry34Abl gene fronBacillus thuringiensis
pinll terminator 0.3 | Terminator frorBolanum tuberosumroteinase inhibitor Il gene
TA perox. promotef 1.3 | Triticum aestivunperoxidase promoter
cry35Ab1l 1.2 | Maize-optimisedry35Ab1l gene fronBacillus thuringiensis




Application EFSA-GMO-NL-2011-92 Part Il

Page 12
. . Terminator region fronSolanum tuberosu proteinase inhibitor |
pinll terminator 0.3
gene
CaMV 35S 0.5 | 35S promoter from Cauliflower Mosaic Virus
promoter
Phosphinothricin acetyltransferase coding sequérooe
pat 0.6 -
Streptomyces viridochromogenes
CaMy 35S 0.2 | 35S terminator from Cauliflower Mosaic Virus
terminator
Left border 0.08 | Left T-DNA border from Ti plasmad Agrobacterium tumefaciens
M ON810 maize:
Genetic element S Function
(kb)
The cauliflower mosaic virus (CaMV) promoter withydicated
e35S 0.6 .
enhancer region
Zmhsp70 0.8 | Intron from th&Zea mayshsp70gene (heat-shock protein)
CrylA(b) 3.5 | The gene froBacillus thuringiensigncoding the CrylA(b) protein
NOS 3’ 03 The 3’ nontranslated region of the nopaline synthasedeom
' Agrobacterium tumefacieisDNA
NK 603 maize:
Genetic lement Iz Function
(kb)
cp4 epsps gene cassette (1)

5' region of the rice actin 1 gene containing thenpoter,
transcription start site and first intron

DNA sequence frorthechloroplast transit peptide, isolated fri

ctp 2 0.2 | Arabidopsis thalianapspgene, present to direct the CP4 EPSPS
protein to the chloroplast, the site of aromatiic &ynthesis

The DNA sequence for CP4 EPSPS, isolated ‘Agrobacteriunsp.

P-ractl/ractlintron| 1.4

Cp4 epsps L4 strain CP4, which imparts tolerance to glyphosate
NOS 3’ 03 A 3’ nontranslated region of the paline synthase gene frc
' Agrobacterium tumefacieisDNA
cp4 epsps gene cassette (2)
The cauliflower mosaic virus (CaMV) promoter wittetduplicate«
e35S 0.6 .
enhancer region
Zmhsp70 0.8 | Intron from the corhsp70gene (heat-shock protein)
DNA sequence from chloroplast transit peptide aited from
ctp 2 0.2 | Arabidopsis thalian&EPSPS, present to direct the CP4 EPSPS protein
to the chloroplast, the site of aromatic acid sgath
cpl epsps 14 The DNA sequence for CP4 EPSPS, isolated ‘Agrobacteium sp.
bsp ' strain CP4, which imparts tolerance to glyphosate
NOS 3’ 03 A 3’ nontranslated region of the nopaline synthgeee fron

Agrobacterium tumefacieisDNA
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D. INFORMATION RELATING TO THE GM PLANT

1. Description of thetrait(s) and char acteristics which have been introduced or modified

The 1507x59122xMONB810xNK603 maize has been obtalmgedneans of traditional breeding
between genetically modified 1507, 59122, MON81Qd adK603 maize. No new genetic
modification has been introduced in this GM maizbe 1507x59122xMON810xNK603 maize

combines the herbicide tolerance traits, confelrgdPAT and CP4 EPSPS proteins, with inseft

resistance traits, conferred by CRY1F, CRY1Ab aR¥B4Ab1l/CRY35Ab1 proteins:

 The CRY1F protein acts to control certain lepidomteinsect pests, such as the Europepn

corn borer Qstrinia nubilali§ and the pink boreiSesamiapp.);

e The binary CRY proteins CRY34Abl and CRY35Abl amether in the control of corn
rootworm larvae (Coleoptera: ChrysomelidB&gbroticaspp.);

» The CRY1Ab protein, like CRY1F, renders these mailamts resistant to attack by certai
lepidopteran insect pests, such as the Europearbooer;

» Expression of the PAT protein, a phosphinotricinetgitransferase, confers tolerance to th
application of glufosinate-ammonium herbicide tlglowacetylation of the herbicide;

 The CP4 EPSPS protein confers tolerance to thécafiph of glyphosate herbicide.

No other new traits have been introduced into 150722xMON810xNK603 maize and, in

particular, no trait for antibiotic resistance iegent in 1507x59122xMONB810xNK603 maize. As

discussed in detail throughout the application, se¢he characteristics of
1507x59122xMON810xNK603 maize and sub-combinatiohthese events have been confirme

by molecular characterisation, protein expressiwalysis, agronomic performance and comparison

of such maize compositional data to non-GM contraize.

2. Information on the sequences actually inserted or deleted

a) The copy number of all detectableinserts, both complete and partial

The results of the molecular characterisation desdrin this application support the conclusiort tha

1507x59122xMON810xNK603 maize contains four sepgarapies of inserted DNA, one from
1507 maize, one from 59122 maize, one from MONS8Idze; and one from NK603 maize
Southern blot analysis demonstrated that 1507x58M2IN810xNK603 maize does not contair]
other fragments from the inserts than those tha¢ weesent in the respective single lines.

b) In case of ddletion(s), size and function of the deleted region(s)
Not applicable

¢) Chromosomal location(s) of insert(s) (nucleus, chloroplasts, mitochondria, or maintained in
a non-integrated form), and methods for its deter mination

The 1507x59122xMON810xNK603 maize inserts arerda#tdgrated into different loci in the maizg
nuclear genome as confirmed by the inheritancé®fitserts through conventional crosses and
the molecular characterisation of 1507x59122xMON®IKG03 maize by Southern blot ang
characterisation of the flanking sequences thr@®IghST searches.

—

e

d) The organisation of theinserted genetic material at the insertion site
A detailed molecular characterisation by Southdoh dnalysis has confirmed that the copy humbe

=

structure and organisation of the inserts in 150722xMON810xNK603 maize are equivalent t

O
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those found in the parental breeding | 1507, 5912:, MON810, and NK60 maize. The
organisation of the inserted material in the paines is as follows:

For 1507 maize, the Southern blot and sequence analyses demiastisat the genetic materia
inserted in 1507 maize consists of an almost &rlgth copy of the linear fragment used in the
transformation process, containing ttvglF andpat genes together with the regulatory sequences
necessary for their expression. In addition, theglsi copy insert contains the following nont
functional fragments:
- one fragment (335 bp) of th@ylF gene, with nabiZM1 promoter sequence, and one shaort
fragment (15 bp) of therylF gene, both located at the 5’ end of the almdktdngth insert;
—two fragments (201 bp and 138 bp long, respectvefythe pat gene, without regulatory
sequences associated, located at the 5 bordemaadragment (188 bp) of theat gene,
located at the 3’ border;
- one fragment (118 bp) of the polylinker region ahizZM1 promoter sequence located at the %’
border;
- one fragment (550 bp) of the ORF25PolyA terminaegquence in inverted position locateg
immediately at the 3’ end of the almost full-lengikert.

Furthermore, analysis by PCR amplification has icondd the presence of both maize genomic
flanking regions in non-GM Hi-ll maize, which wasad as the recipient line in the transformatign
to create 1507 maize.

The results of the molecular characterisatiob3i22 maize confirmed that 59122 maize contains a
single and full-length copy of the T-DNA region. 8iDNA sequences of the inserted genes |in
59122 maize are identical to those in the origplabmid except for two nucleotide differences in
the wheat peroxidase promoter. Southern blot aisalysmonstrated that 59122 maize does ot
contain fragments from the vector backbone portidaize genomic DNA flanking regions at botk
the 5" and 3’ borders of the 59122 maize inserehaaen sequenced and characterised in detail.

MONB810 maize contains the enhanced 35S promoter (€35S), theerhap70intron, thecrylAb
coding sequence, and a portion of the 3' end 0E8%S promoter as well as a portion of the 5' end
of thecrylAbcoding sequence. No other portion of the plasmieZRBKO07, including thenptll
gene, has been integrated in MON810 maize. PCRsisalemonstrated that the DNA sequences
flanking the 5' and 3' ends of the insert in MON&1€ native to the maize genome.

Molecular data revealed thidK 603 maize contains two adjacent copies of @l epspggene fused
to chloroplast transit peptide (CTP) sequences) hitthctp2-cp4 epspsgene cassettes being intact
in NK603 maize. The sequence of tbpd epspsgene of the first cassette in NK603 maize |s
identical to that in the original plasmid, whilatthe second inserted cassette the sequence gi4he
epspsgene differs by two nucleotides from that in thégimal plasmid. Sequencing of 5' and 3
flanking regions of the NK603 insert confirmed gefjuences to be maize genomic DNA.

3. Information on the expression of theinsert

a) Information on developmental expression of theinsert during thelife cycle of the plant

Field studies have been carried out in order tinase the level of expression of the insert-encoded
proteins in 1507x59122xMON810xNK603 maize and soimginations of these events in
comparison with the expression levels in the GMeptal lines. Key plant tissues were collected
from the plants at different developmental stageess the growing season. Protein concentratigns
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were measurecusing Enzyme Linked Immunosorbent Assay (ELISA)terys developed for eac
protein. The results of the field studies have ghtiat the expression of the CRY1F, CRY34Ab]
CRY35Abl, CRY1Ab, and CP4 EPSPS proteins in varioutissues of
1507x59122xMON810xNK603 maize and in sub-combimatiof these events was comparable
the expression of these proteins in the correspgn@M parental lines.

to

b) Parts of the plant wheretheinsert is expressed

Field tests have shown that the CRY1F, CRY34Ab1lY8%Abl, CRY1Ab, PAT, and CP4 EPSP$

proteins are expressed in different plant tisshemughout maize development.

D

4.  Information on how the GM plant differsfrom therecipient plant in

a) Reproduction

No unexpected changes in pollen production, poliatility, seed production, seed viability of
germination have been observed in field trials B071x59122xMON810xNK603 maize and sub
combinations of these events compared to non-GNtalomaize.

b) Dissemination

Maize hybrids have been domesticated to the etteritthe seeds cannot be disseminated withg
human intervention and this remained unchange®@73¥59122xMON810xNK603 maize.

ut

) Survivability

Cultivated maize has been domesticated to the extent it cannot survive outside manage
agricultural environments. Lack of dormancy pregentize seed survival from one growing seas
to the next. The genetic modification in 1507x5AADN810XxNK603 maize results in the
expression of proteins conferring tolerance to ioc&bs and insect resistance. The surviv
characteristics of 1507x59122xMON810xNK603 maize tle environment have remaineg
unchanged in comparison to those of non-GM comaikze.

d) Other differences

Except for the introduced herbicide tolerance armbét resistance traits, which are of agronom
interest, 1507x59122xMON810xNK603 maize or sub-ciomions of these events did not shov
any unexpected changes in reproduction, disseromatind survivability in comparison with non-
GM maize in field trials.

C

5. Genetic stability of theinsert and phenotypic stability of the GM plant

Genetic stability of the inserts in 1507x59122xMAN8NK603 maize was confirmed by molecular

analysis of 1507x59122xMON810xNK603 maize. Pherotgability of the traits was shown b
comparative agronomic evaluation.
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6.  Any change to the ability of the GM plant to transfer genetic material to other
organisms

a) Plant to bacteria gene transfer

The genetic modification in 1507x59122xMON810xNK6®aize does not change the inability o
maize to transfer genetic material to bacterigodrticular, no sequences are present on the idserte
regions that could potentially be involved in trmf genetic material between maize and bacteria.

=2

b) Plant to plant genetransfer

As discussed in Sectid.2.b, there are no other cultivated or wild plant specexually compatible
with maize in the EU. Maize plants will intra-pailtite and transfer genetic material between mai
The extent of pollination between maize will depemsdn wind patterns, humidity and temperatur
Potential for gene transfer is therefore limitedotbher maize grown in culture. In addition, th
genetic modification in 1507x59122xMON810xNK603 meidoes not introduce any selectiv
advantages to maize plants outside the agriculaimalonment.

TN
®

O W

It should be noted that this application is forheuisation of 1507x59122xMON810xNK603 maize
and sub-combinations of these events for all fawdifaed uses, and for all food, feed and processed
products derived from 1507x59122xMON810xNK603 maarel from sub-combinations of thesée
events, and not for cultivation of 1507x59122xMORSNK603 maize seed products. Any plant t
plant gene transfer is therefore limited to onlgasional unintentional releases.

174

O

7. Information on any toxic, allergenic or other har mful effects on human or animal
health arising from the GM food/feed

7.1 Comparative assessment

Choice of the comparator

The comparator chosen for the safety evaluatioh50f7x59122xMON810xNK603 maize consist
of non-GM near-isogenic control maize. Whereversjigs, data on other commercial non-GN
maize hybrids and data from field trials with tha&rgntal single events have also been used in

comparisons with 1507x59122xMON810xNK603 maize.

192}

=S

he

7.2 Fiddtrials

a) number of locations, growing seasons, geogr aphical spread and replicates

o

Field trials were conducted in 2008 at 6 sepa@tations in North America. Each location include
a randomised block design containing 3 blocks (eplicates). Each block contained th
1507x59122xMON810xNK603 maize, treated with conieratl herbicides or with the intended
herbicides (tank mix of glyphosate and glufosinasg)d a non-GM control maize for comparison
(treated with conventional herbicides).

1%
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b) the baseline used for consideration of natural variations

The comparative assessment compared 1507x59122xMMMDMNEK 603 maize from both herbicide
treatment regimes with non-GM near-isogenic contr@ize. In addition, wherever statistically
significant differences were observed, the dateeveempared to similar data obtained in field trials
with commercial non-modified maize hybrids, andhtstorical analyte/agronomic ranges obtained
from the published literature.

7.3 Selection of materials and compoundsfor analysis

The nutritional analysis was undertaken on a bn@adje of compounds such as protein, fiber,
carbohydrates, fat, ash, minerals, fatty acidsparacids, vitamins, secondary metabolites and anti-
nutrients in accordance with OECD guidelines far élssessment of genetically modified maize.

7.4 Agronomictraits

As described in SectioB.7.2, 1507x59122xMON810xNK603 maize has been testediffarent
locations across key maize growing regions of Néuterica. The agronomic data obtained suppd
the conclusion that there are no unexpected agriesnondifferences between
1507x59122xMON810xNK603 maize and non-GM control izmawith comparable genetic
background.

t

=

174

It should be noted that this application is forhautsation of 1507x59122xMON810xNK603 maize
for all food and feed uses, and for all food, feadd processed products derived fror
1507x59122xMON810xNK603 maize, and not for cultisatof 1507x59122xMON810xNK603
maize seed products.

=]

7.5 Product specification

As discussed in this application, food and animatedf products derived from
1507x59122xMON810xNK603 maize can be considerdikbtas safe as and nutritionally equivalel
to food and animal feed products derived from coneiak maize. Therefore, the specification o
food and animal feed products from 1507x59122xMONGIK603 maize is equivalent to that of
food and animal feed products derived from comna¢roaize.

—-+ =
—

7.6 Effect of processing

The production processes applied to maize arekmelvn and have a long history of safe use. The
1507x59122xMON810xNK603 maize will undergo existimyoduction processes used fo
commercial maize. No novel production processissaged.

=

The newly expressed proteins in 1507x59122xMON8IXBM8 maize are susceptible to proteolyti
digestion and are readily degraded when heatedrefidre, the technologies applied in th
production and processing of processed foods aadsfelerived from maize will lead to the
denaturation and degradation of the CRY1F, CRY34ABRY35Abl, CRY1Ab, PAT, and CP4
EPSPS proteins.

w0
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7.7 Anticipated intake/extent of use

The 1507x59122xMON810xNK603 maize food productsemmected to replace a portion of maiz
products in existing food products with total camgtion of maize products remaining unchanged.
In particular, human consumption of maize prodirctthe developed world is in the form of high
fructose maize syrup, starch, and o#, products that contain only negligible amounts wadt@in
due to their degradation during food and feed msiog. Moreover, it should be considered that
maize products in Europe represent blended prodactsactual occurrence of the newly expressed
proteins originating from 1507x59122xMON810xNK60&ime will be a fraction of total dietary
maize and maize products.

O

7.8 Toxicology

7.8.1 Safety evaluation of newly expressed proteins

1507x59122xMON810xNK603 maize was produced by cambithe maize events 1507, 59122
MONS810, and NK603 through conventional breeding #metefore produces the insert-encode
proteins inherited from their parents. Potentialeade effects to human and animal health fro|
expression of the CRY1F, CRY34Abl, CRY35Abl1, CRY1RAT, and CP4 EPSPS proteins hay
previously been assessed taking into account tlteviag considerations:

® 3 o~

 the recipient organism and the donor organismsdch protein have a history of safe use;

» the molecular and biochemical characteristics effffoteins do not indicate toxicity risks;

» the proteins have no significant amino acid segaeidmemology to known toxins or other
biologically active proteins that could cause adeezffects to humans or animals;

 the proteins show no acute oral toxicity to mammals

No reports have appeared in the scientific litewatup to now that would invalidate thesg
conclusions, nor did a re-analysis of the simjesitarches with updated databases reveal any safety
concerns. Furthermore, there is no evidence ofnpiateinteractions between the different inser
encoded proteins in 1507x59122xMON810xNK603 maimb sub-combinations of these events that
would affect the safety of this combined trait neaiin addition, the low concentration of thesg
proteins in maize tissues and their rapid digditibin simulated digestive fluids provide further
assurance for the safety of the consumed 1507x5®1QRI810xNK603 maize products. It is
therefore highly unlikely that the CRY1F, CRY34AbCRY35Abl, CRY1Ab, PAT, and CP4
EPSPS proteins will cause any adverse effectsnmhuand animal health.

3%

7.8.2 Testing of new congtituents other than proteins

174

Not applicable as the genetic modification in 138¥¥22xMON810xNK603 maize does not give
rise to the expression of any new constituentsroth@n the CRY1F, CRY34Abl, CRY35Ab1,
CRY1Ab, PAT, and CP4 EPSPS proteins.

7.8.3 Information on natural food and feed constituents

Detailed analyses of 1507x59122xMON810xNK603 maind sub-combinations of these events
have demonstrated that the composition of 1507xX39UPDN810xNK603 maize is equivalent ta
that of control maize. In addition, the resultsadiéd in 90-day oral toxicity feeding studies wittle
parental maize events in rats and those obtaind@-iay poultry feeding studies with the parenta
maize events and with 1507x59122xMON810xNK603 maimevide further confirmation of the
safety of the natural food and feed constituentenfrl507x59122xMON810xNK603 maize and
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nutritional equivalence betwed507x59122xMON810xNK6( maize anmnor-GM contro maize.

7.8.4 Testing of thewhole GM food/feed

As described throughout this application, the eatidun of the nutrient composition of
1507x59122xMON810xNK603 maize and sub-combinatmfithese events has confirmed that it i
equivalent to non-GM control maize with comparaigeetic background. Furthermore, 90-day or|

S
al

toxicity feeding studies in rats fed the parentalize events, or the 1507x59122 maize stack, have

not revealed any adverse effects.

A poultry feeding study over a period of 42 days kanfirmed that that there are no diet-related
differences in mortality, body weight gain, feediaéncy, carcass yield and organ yield betwee

chickens fed a diet containing grain from 1507x5M0ON810xNK603 maize or a diet containing
grain from non-GM control maize.

7.9 Allergenicity

n

7.9.1 Assessment of allergenicity of the newly expressed protein

In accordance with a weight-of-evidence approachickv accounts for a variety of factors an
experimental approaches for an overall assessmém allergenic potential of the new proteins, th

CRY1F, CRY34Abl, CRY35Abl1, CRY1Ab, PAT, and CP4 PSSproteins were evaluated for

their allergenic potential through:

» assessing the allergenicity potential of the soofdbe gene;
» homology searches against allergen databases;

* invitro simulated digestibility studies;

» analysis of protein glycosylation and heat stapilit

No reports have appeared in the scientific litewatup to now that would invalidate thest
conclusions, nor did a re-analysis of the simijasiéarches with updated allergen databases rey
any concerns. The results obtained confirm thatGRY 1F, CRY34Abl, CRY35Abl, CRY1Ab,
PAT, and CP4 EPSPS proteins expressed in 1507x%RIQRIB10XNK603 maize are highly
unlikely to be allergenic.

|-

D

eal

7.9.2 Assessment of allergenicity of thewhole GM plant or crop

Maize has a long history of safe use as food ard fa the EU and is not considered to cau
significant  food  allergies. Furthermore, the newlyexpressed proteins in
1507x59122xMON810xNK603 maize are highly unlikedybe allergenic.

7.10 Nutritional assessment of GM food/feed

7.10.1 Nutritional assessment of GM food

Composition analysis of grain from 1507x59122xMORSYK603 maize has shown that the

content of protein, fiber, carbohydrates, fat, astinerals, fatty acids, amino acids, vitaming
secondary metabolites and anti-nutrients is egeitaio that found in grain from non-GM contro
maize with comparable genetic background. TherefbB®7x59122xMON810XxNK603 maize can
be considered nutritionally equivalent to non-GMhtrol maize. Nutritional equivalence betwee
1507x59122xMON810xNK603 maize and non-GM controlzaavith comparable genetics has als
been shown in a poultry feeding study where chiskeere fed either maize grain over a 42-da

174
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period

In  conclusion and taking into account the anti@pgat dietary intake of
1507x59122xMON810xNK603 maize products, consumptidnl507x59122xMON810xNK603
maize foods or feed will not have any adverse tioital impact.

7.10.2 Nutritional assessment of GM feed

As evaluated in Section.7.10.1 above, consumption of 1507x59122xMON810xNK603 m &z
will not give rise to any adverse nutritional impac

7.11 Post-market monitoring of GM food/feed

As summarised in SectionD.7, the nutritional assessment has concluded that
1507x59122xMON810xNK603 maize is nutritionally eeplent to non-GM control maize. In
addition, the use of 1507x59122xMON810xNK603 mdomd and feed will not be different from
that of commercially available maize food and feed.

Therefore, post-market monitoring of GM food and G®éd products containing, consisting of g
derived from 1507x59122xMONB810xNK603 maize is netessary.

=

8. Mechanism of interaction between the GM plant and tar get organisms (if applicable)

The interaction between the transgenic proteinsesged in 1507x59122xMON810xNK603 maize
and target organisms is restricted to the intevactibetween CRY1lF, CRY1Ab and
CRY34Ab1/CRY35Ab1 proteins and certain lepidopteaan coleopteran pests, respectively. The
mode of action of CRY proteins is well known andased on the formation of ion channels in the
membrane of insect epithelial midgut cells, follogispecific receptor binding. This leads to cell
homeostasis and insect death.

Any significant interactions with these insects, dnewever, limited to those countries wherg
cultivation of the 1507x59122xMON810xNK603 maizellwie authorised. The cultivation of
1507x59122xMON810xNK603 maize in the EU is not witthe scope of this application.

9. Potential changesin the interactions of the GM plant with the bictic environment
resulting from the genetic modification

The scope of this application does not include eughtion for the cultivation OJ(

1507x59122xMON810xNK603 maize seed products irBHe Exposure to the environment from the
import of 1507x59122xMON810xNK603 maize and sub-borations of these events will be limited
to unintended release of such maize, e.g. viaagglburing transportation of the grain.

9.1 Persistence and invasiveness

There is negligible likelihood for 1507x59122xMONBNK603 maize or any sub-combination of
these events to become environmentally persisteimivasive giving rise to any weediness. The
cultivation of 1507x59122xMON810xNK603 maize in th&J) is not within the scope of this
application.

Furthermore, cultivated maize does not possesstraityfor weediness and the expression of |the
insert-encoded proteins in 1507x59122xMONS810xNK®#&ize does not introduce new traits for
weediness. Maize is a highly domesticated cropcandot survive without human intervention.
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9.2 Selective advantage or disadvantage

As discussed in SectioD.9.1, maize is highly domesticated to the extent thatannot become
established as a feral species outside the agriabknvironment. The specific advantages introduc
by the genetic modification in 1507x59122xMON810x8 maize do not confer any selectiv|
advantage to the plants in the natural environnengutside the agricultural environment.

In conclusion, expression of the CRY1F, CRY34AbRY35Ab1, CRY1Ab, PAT, and CP4 EPSPS
proteins in 1507x59122xMON810xNK603 maize doesaooifer any selective advantage outside the
agricultural environment.

(4

1]

U7

9.3 Potential for genetransfer

There are no sexually compatible wild or weedytheds of Zea mayknown to exist in the EU,
which eliminates any potential for gene transfersth species. Potential for gene transfer
therefore limited to other maize grown in cultuultivation of 1507x59122xMON810xNK603
maize is, however, not part of the scope of thigliegtion. The potential for gene transfer to oth¢
cultivated maize is, therefore, limited and theissmnmental risk of such gene transfer is negligible

S

=

9.4 Interactions between the GM plant and tar get or ganisms

Considering the scope of this application, whicheglonot included cultivation of
1507x59122xMON810xNK603 maize in the EU, it is kaly that any target organisms will be
significantly exposed to the CRY proteins expressethis maize. In the eventual case of sugh
exposure, the environmental risks are limited.

9.5 Interactions of the GM plant with non-target or ganisms

Considering the scope of this application, whicheglonot included cultivation of
1507x59122xMON810xNK603 maize in the EU, it is Waly that any non-target organisms will be
significantly exposed to the CRY proteins expressedhis maize. In the eventual case of gn
accidental release in the environment, the absaihary toxicity to humans or non-target animals of
the insert-encoded proteins in 1507x59122xMON810&BK maize, whether alone or in
combination, indicates that any adverse effectsamtarget organisms are highly unlikely.

9.6 Effects on human health

Maize has a long history of safe use in human fad animal feed. A detailed evaluation of the
potential toxicity and allergenicity to humans beEtCRY1F, CRY34Abl, CRY35Abl, CRY1Ab,
PAT, and CP4 EPSPS proteins as expressed in 150Z250I0ON810xNK603 maize, has been
carried out (Sections D.78 and D.79). As a result and in conclusion,
1507x59122xMON810xNK603 maize does not express lkarmown toxic or allergenic proteins.
Therefore, consumption of 1507x59122xMON810xNK60aize or derived food products will
result in no adverse effects on human health.
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9.7 Effects on animal health

As discussed in Sectiorn3.7.8 and D.7.9, consumption of 1507x59122xMON810xNK603 maiz
and sub-combinations of these events or any deffiwed, feed and processed products will n¢
result in any adverse effects on human or animalltihe  Therefore, use of
1507x59122xMON810xNK603 maize and sub-combinatiarfs these eventsas feed and

consumption of any food, feed and processed predierived from 1507x59122xMON810xNK603
maize or any sub-combination of these everilisnot result in adverse effects on animal health

the food/feed chain.

9.8 Effects on biogeochemical processes

Because of the natural ubiquity of they, pat and epspsgenes and of the CRY1F, CRY34Abl]
CRY35Abl1, CRY1Ab, PAT, and CP4 EPSPS proteins ia #oil environment, the specific
biochemical activity of these proteins, and takinp account the scope of this application, whig
does not include cultivation, 1507x59122xMON810xNREnaizeor any sub-combination of thesg
events will not cause any significant immediate/andelayed effects on biogeochemical processe

9.9 Impacts of the specific cultivation, management and har vesting techniques
Not applicable as cultivation is not part of thee of this application.

10. Potential interactionswith the abiotic environment

The scope of this application does not include aughtion for the cultivation of
1507x59122xMON810xNK603 maize seed products inBble Exposure to the environment fron
the import of 1507x59122xMON810xNK603 maize or aufp-combination of these events will bg
limited to unintended release of such maize. This loe controlled with current measures used

D

vl

to

control unintended release of commercially avadabkize, such as use of mechanical means and

selective use of herbicides (with the exceptioglgbhosate and glufosinate-ammonium). Moreove
maize cannot survive in the environment without banmtervention. Therefore, the likelihood o
adverse interactions with the abiotic environmemiegligible.

ry
f

11. Environmental monitoring plan

11.1 General (risk assessment, background infor mation)

The scope of this application does not include audhtion for the cultivation of
1507x59122xMON810xNK603 maize seed products inBble Exposure to the environment fron
the import of 1507x59122xMONB810xNK603 maize or aufp-combination of these events will bg
limited to unintended release of such maize whiah loe controlled with current measures used

U

to

control unintended release of commercially avadailhize, such as use of mechanical means and

selective use of herbicides (with the exceptioglgphosate and glufosinate-ammonium).

A proposal for an environmental monitoring plan fB07x59122xMON810xNK603 maize has

been developed according to the principles andctb@s outlined in Annex VII of Directive
2001/18/EC and Council Decision 2002/811/EC esthbig guidance notes supplementing Anng
VIl to Directive 2001/18/EC, and following the Guaidce Document of the Scientific Panel o
Genetically Modified Organisms for the risk assemsimof genetically modified organisms an
derived food and feed (EFSA, 2006).

X

o
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11.2 Inter play between environmental risk assessment and monitoring

The design of the environmental monitoring plabased on the conclusions of the environment
risk assessment (e.r.a.) carried out for this appin for authorisation of genetically modified
1507x59122xMON810xNK603 maize and all sub-combaretiof these events and derived foo
and feed in accordance with Regulation (EC) No 13238.

The e.r.a. has been carried out in accordance withex Il of Directive 2001/18/EC and
Commission Decision 2002/623/EC establishing guidamotes supplementing Annex Il tg
Directive 2001/18/EC. The overall conclusion obtgirfrom the e.r.a. confirms that there are n
identified adverse effects to human and animal thear the environment arising from
1507x59122xMON810xNK603 maize or any sub-combimatibthese events. Therefore, the risk t
human and animal health or the environment from7£50122xMON810xNK603 maize or any

sub-combination of these events and any derivedyats is as negligible as for any commercia

maize and any derived products.

11.3 Case-specific GM plant monitoring (appr oach, strategy, method and analysis)
In accordance with Annex VIl of Directive 2001/18Eand Council Decision 2002/811/EC

establishing guidance notes supplementing Annex tdlIDirective 2001/18/EC, case-specifi¢

monitoring should only be carried out in those sasdere potential adverse effects have be
identified in the e.r.a.

The e.r.a. concluded that the risk to human andnanihealth or to the environment from
1507x59122xMON810xNK603 maize or any sub-combimatid these events and any derive
products is as negligible as for any commercialzem@ind any derived products. As a result, cas
specific monitoring is not applicable for the udel607x59122xMON810xNK603 maize for all
food and feed purposes and the import and proaes$ih507x59122xMON810xNK603 maize ang
all sub-combinations of these events.

11.4 General surveillance of the impact of the GM plant (approach, strategy, method and
analysis)

In accordance with Council Decision 2002/811/EQ)egal surveillance is not based on a particul
hypothesis and it should be used to identify theuoence of unanticipated adverse effects of t
GMO or its use for human and animal health andethéronment that were not predicted in the rig
assessment.

The scope of this application is for the authorsabf 1507x59122xMON810xNK603 maize and a
sub-combinations of these events for all food amsbfuses in accordance with Articles 3(1) an
15(1) of Regulation (EC) No 1829/2003 and for impomand processing of
1507x59122xMON810xNK603 maize in accordance witht Raof Directive 2001/18/EC. In this
application we are not seeking approval for cutiova of 1507x59122xMON810xNK603 maize
seed products in the EU.

As discussed in detail in the e.r.a., exposuréecenvironment will be limited to unintended rekeasg
of 1507x59122xMON810xNK603 maize or any sub-comtiimaof these events. However, suc
limited exposure is highly unlikely to give rise &my adverse effect and, if necessary, can
controlled with current measures used to contrdhtended release of commercially availabl
maize, such as use of mechanical means and selag® of herbicides (with the exception @
glyphosate and glufosinate herbicides).

However and in order to safeguard against any adveffects on human and animal health or t
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environment that were not anticipated in the e.r.ageneral surveillance on
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1507x59122xMON810xNK6( maizeor any suk-combinatiol of these even will be undertake for
the duration of the authorisation.

11.5 Reporting the results of monitoring

As discussed in Sectiomx11.1 to D.11.4, case-specific monitoring is not applicable foe tise of
1507x59122xMON810xNK603 maize or any sub-combimatibthese events for all food and fee
purposes and the import and processing of suchemAiz a result, no case-specific monitoring
proposed for this application for authorisationl607x59122xMON810xNK603 maize and all sub
combinations of these events.

wn L

The applicant will inform the European Commissiaithout delay, of any adverse effects reported
arising from the handling and use of imported 159222xMON810xNK603 maize or any subi
combination of these events. Furthermore, the e@pliwill submit an annual monitoring report to
the European Commission including results of theegal surveillance in accordance with the
conditions of the authorisation. The report wiltlude a scientific evaluation of the confirmed
adverse effect, a conclusion of the safety of 159722xMON810xNK603 maize and, as
appropriate, any measures that were taken to emisersafety of human and animal health or the
environment.

12. Detection and event-specific identification techniquesfor the GM plant

PCR-based quantitative event-specific detectionhott are available for each of these single
events and have been validated by the EuropeamURaderence Laboratory (EURL) for GM Food
and Feed (Joint Research Centre, Italy). In additim in-house validation study on the performance
of the single event detection methods on the 1507XBxMONB810xNK603 maize stacked produgt
has been submitted to the EURL for verification, docordance with the requirements of the
EURL/ENGL Guidance document “Definition of minimuperformance requirements for analytical
methods of GMO testing” of 13 October 2008.
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E. INFORMATION RELATING TO PREVIOUS RELEASES OF THE GM
PLANT AND/OR DERIVED PRODUCTS

1. History of previousreeases of the GM plant natified under Part B of the Directive
2001/18/EC and under Part B of Directive 90/220/EEC by the same notifier

a) Notification number
Not applicable — no previous releases in the EU.

b) Conclusions of post-release monitoring

¢) Results of thereleasein respect to any risk to human health and the environment (submitted
to the Competent Authority according to Article 10 of Directive 2001/18/EC)

2. History of previous releases of the GM plant carried out outside the Community
by the same notifier

a) Release country
USA

b) Authority overseeing therelease
EPA

C) Release site
Multiple sites

d) Aim of therelease

Research and/or regulatory trials

€) Duration of therelease
2009

f) Aim of post-releases monitoring
Control of potential volunteers

g) Duration of post-releases monitoring
One season

h) Conclusions of post-release monitoring

The 1507x59122xMON810xNK603 maize plants perforrascexpected, with no evidence of anj
unintentional morphological or phenotypical chagastics.

i) Results of therelease in respect to any risk to human health and the environment
No adverse effects on human health and the enveaohobserved.
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a) Release country
Chile

b) Authority overseeing therelease
Servicio Agricola y Ganadaro (SAG), Dpto. Protendiricola

C) Release site

Multiple locations

d) Aim of therelease
Research trials

€) Duration of therelease

Multiple years

f) Aim of post-releases monitoring
Control of potential volunteers

g) Duration of post-releases monitoring
One season

h) Conclusions of post-release monitoring

The 1507x59122xMON810xNK603 maize plants perforrascexpected, with no evidence of any
unintentional morphological or phenotypical chagastics.

i) Results of therelease in respect to any risk to human health and the environment
No adverse effects on human health and the enveohobserved.

a) Release country
Argentina

b) Authority overseeing therelease
Conabia

¢) Release site
Multiple locations

d) Aim of therelease
Research and regulatory trials

€) Duration of therelease

One year
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f) Aim of post-releases monitoring
Control of potential volunteers

g) Duration of post-releases monitoring
One season

h) Conclusions of post-release monitoring

The 1507x59122xMON810xNK603 maize plants perforrasdexpected, with no evidence of ar
unintentional morphological or phenotypical chagastics.

i) Results of therelease in respect to any risk to human health and the environment
No adverse effects on human health and the enveohobserved.

3. Links (some of these links may be accessible only to the competent authorities of
the Member States, to the Commission and to EFSA):

a) Status/process of approval
See: http://reqisterofquestions.efsa.europa.eu/rogFrmtitegin

b) Assessment Report of the Competent Authority (Directive 2001/18/EC)
Not applicable.

c) EFSA opinion
Not yet available.

d) Commission Register (Commission Decision 2004/204/EC)
See: http://ec.europa.eu/food/food/biotechnology/autbatron/index_en.htm

€) Molecular Register of the Community Reference L aboratory/Joint Resear ch Centre
For event 1507http://gmo-crl.jrc.ec.europa.eu/summaries/TC15@6re mm.pdf

For event 59122http://gmo-crl.jrc.ec.europa.eu/summaries/59122 reglort.pdf

For event MONS810http://gmo-crl.jrc.ec.europa.eu/summaries/Mon8llds&on report.pdf
For event NK603:
http://gmo-crl.jrc.ec.europa.eu/summaries/NK603 ERL27 04 val report .pdf

f) Biosafety Clearing-House (Council Decision 2002/628/EC)
See: http://bch.cbd.int/

0) Summary Notification I nformation Format (SNIF) (Council Decision 2002/812/EC)
Not applicable.
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