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PART Il
SUMMARY

Request for Authorization of Herbicide Tolerant Geretically Modified
Soybean

FG72

for food and feed uses, and import and processing) accordance with
articles 5 and 17 of Regulation (EC) N° 1829/2003N6Food and GM Feed

A. GENERAL INFORMATION

1. Details of application

a) Member State of applicatio®elgium

b) Application number:Not available at the date of application (EFSA-GNB-2011-XX)

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

Genetically modified soybearGlycine max) with tolerance to glyphosate and isoxaflutolebimdes,
transformation event FG72 (OECD code: MST-FG@72-2).

d) Date of acknowledgement of valid applicatidwot available at the date of application

2. Applicant

=

a) Name of applicant:Bayer CropScience AG and M.S. Technologies, LLGQoresented by Baye
BioScience N.V.

b) Address of applicant:

Bayer CropScience AG Bayer BioScience N.V.
Alfred Nobelstrasse 50 Technologiepark 38,
D-40789 Monheim B-9052 Gent

Germany Belgium
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M.S. Technologies, LLC
103 Avenue D
West Point, lowa 52656, U.S.A

c) Name and address of the person establishedi@dimmunity who is responsible for the placing|on
the market, whether it be the manufacturer, theoiep or the distributor, if different from the digant
(Commission Decision 2004/204/EC Art 3(a)(ii)):

FG72 soybean will be imported and processed irEltieby the same groups who import, process |and
distribute soybean commodity today.

3. Scope of the application

% GM plants for food use

Food containing or consisting of GM plants

% Food produced from GM plants or containing ingeet produced from GM plants

X GM plants for feed use

Feed containing or consisting of GM plants

X Feed produced from GM plants

Xl Import and processing (Part C of Directive 2001FT3

O Seeds and plant propagating material for cultiveth Europe (Part C of Directive 2001/18/EC)

4, Is the product being simultaneously notified whin the framework of another regulation
(e.g. Seed legislation)?

YesO No [

If yes, specify

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

YesO No [

If no, refer to risk analysis data on the basis of taments of Part B of Directive 2001/18/EC

This application requests authorization for food &ed uses, and for import and processing and does
not include cultivation in the EU.

6. Has the GM plant or derived products been previosly notified for marketing in the
Community under Part C of Directive 2001/18/EC or Rgulation (EC) 258/97?

YesO No X

If yes, specify:




Bayer CropScience AG and M.S. Regulation (EC) N° 1829/2003 Page 3 of 2

3

Technologies, LLC FG72 4/10/2011

Part Il — Summary

7. Has the product been notified in a third countryeither previously or simultaneously?
Yesxl NoO
If yes, specify:
Country Scope Agency Name

United States Cultivation FDA, USDA

Canada Cultivation CFIA, CaH

Australia/ Food / Feed import

New Zealand FSANZ

Korea Food / Feed import

FDA: Food and Drug AdministrationJSDA: United States Department of Agriculture,CFIA:
Canadian Food Inspection Agen¢jC: Health Canada,
FSANZ: Food Standards Australia New Zealand

8. General description of the product

a) Name of the recipient or parental plant andritended function of the genetic modification:

The recipient plant belongs to the specdi@lycine max. FG72 soybean has herbicide tolerancg
glyphosate and isoxaflutole that will work togetliera weed control system designed for soybean
favourable environmental and safety characteristidse system combines tolerance to the br
spectrum, non-selective herbicide, glyphosate vidlerance to isoxaflutole to control glyphos:
resistant weeds or to provide residual herbicidégation for FG72 soybean plants.

to
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b) Types of products planned to be placed on th&ehaccording to the authorisation applied for:

FG72 soybean will enter the European Union (EU)ifport as commodity soybean and deriy
products. Milling, processing and consumer pacdkggwnill be accomplished in the EU. The sal
production processes applied to conventional sayedll be used for FG72 soybeans.

The scope of the application does not include\aiiton in the EU.

ed
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¢) Intended use of the product and types of users:

FG72 soybean will enter the EU by import as comryostbybean and derived produetsd will be used
for the same downstream purposes as conventiogbeans. There are three major food/feed prod
derived from soybeans — whole soybeans, oil and.mea

This application requests import and processing anld does not include cultivation of FG72 soyb
in the EU. The milling, processing and consumekpgimg however will be accomplished in the EU.

Therefore the intended categories of users belort@d soybean crushing and packaging industry
their customers, the consumers of soybean and anyireducts.

ucts

ean

and

d) Specific instructions and/or recommendations use, storage and handling, including mandaj
restrictions proposed as a condition of the ausiation applied for:

Whole soybean, oil, cake and meal derived from F&#dean will be imported from outside the |
and will be handled in the same way as other ingglsbybean and derived products produced withir
EU. Therefore, no specific conditions for use ondimg are foreseen for FG72 soybean besides

tory

U
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labeling and traceability requirements accordingRégulation (EC) N° 1829/2003 and Regulation (H

-C)

3
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N° 1830/2003.

e) Any proposed packaging requirements:

FG72 soybean will be handled in the same way asradthported soybean and derived products.|No
specific packaging is required.

f) A proposal for labelling in accordance with Afés 13 and Articles 25 of Regulation ((EC)
1829/2003. In the case of GMOs, food and/or feettaining or consisting of GMOs, a proposal for
labelling has to be included complying with the uiegments of Article 4, B(6) of Regulation (EC)
1830/2003 and Annex IV of Directive 2001/18/EC.:

FG72 soybean does not have characteristics thaireegpecific labelling. Therefore, no additional
labelling is proposed in addition to the GM lab&dli requirements foreseen in regulations (EC)
1829/2003 and 1830/2003.

g) Unique identifier for the GM plant (RegulatioEQ) 65/2004; does not apply to applications
concerning only food and feed produced from GM fgdaar containing ingredients produced from GM
plants):

MST-FG@72-2

h) If applicable, geographical areas within the ®Wvhich the product is intended to be confinedesnd
the terms of the authorisation applied for. Anyetyf environment to which the product is unsuited:

No restrictions are necessary as FG72 soybeanitabkufor all uses in all regions of the European
Union the same as conventional soybeans. Thisciglh requests import and processing only and is
not covering cultivation in the EU.

9. Measures suggested by the applicant to take imge of unintended release or misuse as
well as measures for disposal and treatment

Any unintended release or misuse will not haveinhetntal effects on the environment or on human jand
animal health as has been determined by the rizlysia. Therefore, no special measures are foreseen

FG72 soybean is tolerant to herbicide products Htawlyphosate and isoxaflutole as the active
ingredients. They remain susceptible to a wideetgrof other herbicides and plants can thus bdyeasi
eliminated.Besides chemical means, mechanical removal isaalsiption.

No additional specific measures are suggestedsi@a chwaste disposal and treatment.

B. INFORMATION RELATING TO THE RECIPIENT OR (WHEREAPPROPRIATE)
PARENTAL PLANTS

1. Complete name

a) Family name: Leguminosae

b) Genus: Glycine

c) Species: max

d) Subspecies: Not applicable
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e) Cultivar/breeding line or strain:  FG72

f) Common name: Soybean

2a. Information concerning reproduction

(i) Mode(s) of reproduction
Soybean is considered a self-pollinated speciepgyated commercially by seed.

The soybean flower stigma is receptive to pollepragimately 24 hours before anthesis and rem
receptive 48 hours after anthesis. The anthersrmatuthe bud and directly pollinate the stigmathod
same flower. As a result, soybeans exhibit a hayel of self-fertilisation and cross pollinatios
usually less than one percent.

ains

(ii) Specific factors affecting reproduction

Soybeans are quantitative short day plants andftbwsr more quickly under short days. As a result
photoperiodism and temperature response are imporntaetermining areas of variety adaptation. dSee

will germinate when the soil temperature reache¥Cland will emerge in a 5-7 day period un
favourable conditions. In new areas of soybeandymtion an inoculation withBradyrhizobium

ler

japonicumis necessary for optimum efficiency of the nodedatoot system. Soybeans do not yield well

on acid soils.

iii) Generation time

Soybean is an annual crop. Generation time isS3nmnths in the primary areas of production.

2b. Sexual compatibility with other cultivated orwild plant species

The subgenu$oja, to which G. max belongs, also includeS. soja Sieb. and Zucc. (2n=40) ar@l
gracilis Skvortz. (2n=40), wild and semi-wild annual soybeglatives from Asia.Glycine soja is a wild
viny annual with small and narrow trifoliate leayvesirple flowers and small round browfack seeds
It grows wild in Korea, Taiwan, Japan, Yangtze ¥gJIN.E. China and areas around its western bo
Glycine gracilis, an intermediate in form betwe& soja andG. max, has been observed in Northe
China. Interspecific, fertile hybrids betwe&n max andG. soja, and betweeit. max andG. gracilis
have been easily obtained.

In addition to the subgen®ja, the genusslycine contains also the subgen@bycine. The subgenu
Glycine consists of wild perennial species, includi@g clandestina Wendl., G. falcata Benth, G.
latifolia Benth.,G. latrobeana Meissn. Benth.G. canescens F.J. Herm.G. tabacina Labill. Benth., and
G. tomentella Hayata. These species are indigenous to Aust@bath Pacific Islands, China, Pap
New Guinea, Philippines, and Taiwan. Species ofstlienusslycine have chromosome complemert
of 2n=40 or 2n=80.

Early attempts to hybridise annual (subgeisog) and perennial (subgenuSlycine) species werg
unsuccessful.  Although pod development was ieitiatthese eventually aborted and absci
Intersubgeneric hybrids were later obtainadvitro through embryo rescue, betwe&n max and G.

clandestina Wendl; G. max andG. tomentella Hayata; ands. max andG. canescens, using transplante
endosperm as a nurse layer. In all cases, theepyogf such intersubgeneric hybrids was sterile
obtained with great difficulty.

In Europe, the cultivated soybeanGsmax. No wild relatives have been reported &hdmax itself is
not a wild species.
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This application requests authorization for food &ed uses, and for import and processing and does
not include cultivation in the EU.

3. Survivability

a) Ability to form structures for survival or dormzy

SoybeanGlycine max, is a cultivated, self-pollinating annual specig®pagated commercially by seed.
Soybean seeds rarely display any dormancy chaistater and only under certain environmerntal
conditions will soybeans emerge as a volunteehényear following cultivation. The soybean plant is
not weedy in character and is not found outsideuttivation. Aside from seed, soybean has no other
structures for survival or dormancy.

b) Specific factors affecting survivability

Soybeans are adapted to agricultural regions frguaterial to temperate zones. They grow most rgpidl

when air temperatures are between 25 and 30 °Cy @he very susceptible to frost damage and
somewhat susceptible to excessive drought and dedefiooding. Seeds of cultivated soybean survive
poorly in soil, normally less than one year, andegally do not overwinter.

4, Dissemination

a) Ways and extent of dissemination

Soybean is considered a self-pollinated speciesppggated commercially by seed. It exhibits a high
percentage of self-fertilisation and cross poliiorts usually less than one percent.

Seed may be dispersed during transport, at sowigiing harvest. Pods may also shatter under some
climatic conditions if harvest is delayed, resigtin seed dispersal. However, soybean is not aasiug
crop and is seldom observed as a volunteer plést s6il cultivation.

b) Specific factors affecting dissemination

No special factors affect dissemination. Dissennimails due primarily to human activity.

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

Historical and geographical evidence suggests dbgbeans were first domesticated in eastern China,
between the 17th and 11th century B.C. Today soybaee grown as a commercial crop in more than 35
countries throughout the worl@. max is not found as a wild species.

FAO data indicates soybean production in the falhlgaMember States during 2009: Austria, Bulgaria,
Czech Republic, France, Germany, Greece, Hungtaly, IPoland, Romania, Slovakia, Slovenia and
Spain

Wild relatives of soybeanG{ycine max) are found only in Australia, China, Japan, KorEaiwan, the
Philippines, Papua New Guinea and several Soutficztands.

This application requests authorization for food &ed uses, and for import and processing and does
not include cultivation in the EU.
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6. In the case of plant species not normally growim the Member State(s), description of the
natural habitat of the plant, including information on natural predators, parasites, competitors
and symbionts

Soybean is cultivated by the Member States of AaisBulgaria, Czech Republic, France, Germany,
Greece, Hungary, Italy, Latvia, Poland, Romaniav&kia, Slovenia and Spaif. max and its wild
relatives are not indigenous to the EU.

7. Other potential interactions, relevant to the GMplant, of the plant with organisms in
the ecosystem where it is usually grown, or usedseWwhere, including information on
toxic effects on humans, animals and other organissn

Soybean has no major interactions with the enviemrother than as a crop. It is known to intevédtt

other organisms including pollinators, fungi, anirbeowsers, birds, soil microbes and soil inseéis.
soybean is a legume, it can fix atmospheric nitnoge a source of nitrogen for growth and develogmen
in a symbiotic relationship witBradyrhizobium japonicum.

Soybean is widely cultivated and has a historyadé sise. It is not considered harmful or pathogém
humans; however there are a few compounds in leguame therefore also in soybeans, which arg not
favorable for human or animal nutrition.

C. INFORMATION RELATING TO THE GENETIC MODIFICATION

1. Description of the methods used for the genetimodification

A purified fragment from plasmid pSF10, containitige hppdPfW336 and 2mepsps genes, was
introduced into Jack soybean cells via direct gesmasfer.

2. Nature and source of the vector used

Plasmid pSF10 was constructed by insertingthepsps andhppdPf\W336 genes into ak.coli pBR322-
derived cloning plasmid

3. Source of donor DNA, size and intended functioof each constituent fragment of the
region intended for insertion

=R

The genetic elements to be transferred into thet flave been isolated bySall enzymatic digestion o
the plasmid pSF10. Only th&all linear fragment containing genes of interest hasn used for th
transformation to obtain FG72 soybean.

D

Genetic elements located 8all insert

Nt Positions Orientation Origin

Counter 3'nos: sequence including the 3’ untranslated regfathe nopaline

3262 - 3553 clockwise synthase gene from the T-DNA of pTiT37 (Depickeal., 1982)
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hppdPfW336: the coding sequence of the 4-hydroxyphenylpyrivat

3554 - 4630 Counter dioxygenase ofPseudomonas fluorescens strain A32 modified by
clockwise the replacement of the amino acid glycine with yptwphane, as
described by Boudest al. (2001)
TPotp Y: coding sequence of an optimized trangitide derivative
4631 - 5002 Counter (position 55 changed into tyrosine), containing usage of the
clockwise RuBisCO small subunit genes @f mays (corn) andHelianthus
annuus (sunflower), as described by Lebretral. (1996)
5003 - 5143 Counter 5'tev: sequence including the leader sequence eotdbacco etc
clockwise virus as described by Carrington and Freed (1990)

Counter Ph4a748 ABBC: sequence including the promoter regib the
5144 - 6433 clockwise histone H4 gene oArabidopsis thaliana, containing an internal
duplication (Chaboutét al., 1987)

Ph4a748: sequence including the promoter regidheohistone H4

6434 - 7448 Clockwise gene ofArabidopsisthaliana (Chaboutéet al., 1987)
. intronl h3At: first intron of gene Il of the histerH3.II variant of
7449-7929 | Clockwise Arabidopsisthaliana (Chaubett al., 1992)
TPotp C: coding sequence of the optimized transptige,
7930 - 8301 Clockwise containing sequence of the RuBisCO small subumiegefZ. mays

(corn) andHelianthus annuus (sunflower), as described by Lebrun
et al. (1996)

2mepsps. the coding sequence of the double-mutant 5-enol-
8302 - 9639 Clockwise pyruvylshikimate-3-phosphate synthase geneZofmays (corn)
(Lebrunet al., 1997)

3’histonAt: sequence including the 3" untranslategion of the

9640 - 10326 Clockwise histone H4 gene dirabidopsisthaliana (Chaboutéet al., 1987)

D. INFORMATION RELATING TO THE GM PLANT

1. Description of the trait(s) and characteristicsvhich have been introduced or modified

FG72 soybean contains the stably integrated @emepsps, which encodes the 2mEPSPS protein
hppdPfW336 gene, which encodes the HPPD W336 protein. Thegyerere introduced by direct ge
transfer into Jack soybean. The resulting FG72 eaylplants are tolerant to IFT (isoxaflutole) §
glyphosate herbicides by expressing the 2mEPSP& BRI W336 proteins.

FG72 soybean provides growers with new optionsseed control using IFT herbicide in combinati
with a glyphosate herbicide. Glyphosate is widelsed in herbicide-tolerant soybean and o
agricultural production systems. IFT herbicideso$fan alternative weed control option for the sayh
grower. IFT controls weeds via a new herbicide enoflaction for soybeans that is efficacious add
many of the herbicide resistant weeds currenthnébin soybean fields. IFT has the flexibility te
applied pre-plant, pre-emergence, or post emergene&72 soybeans.
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2. Information on the sequences actually insertedraleleted

a) The copy number of all detectable inserts, loothplete and partial

Southern blot, PCR and sequence analysis dematsttiaat the FG72 soybean insert consists of [two
partial 3’histonAt sequences in a head to headntat®n, followed by two complete insert copies

arranged in a head to tail orientation. Upon irdéign of the FG72 insert into the soybean genome, a
genomic region translocated to a new position, lvtécjoined at the 3’ junction by 158 bases of the
Ph4a748 promoter sequences.

b) In case of deletion(s), size and function ofdb&eted region(s)

Sequence determination of both the FG72 transdeous and corresponding sequence§lytine max
wild type regions (pre-insertion locus) and theligranents demonstrate that the translocation of
genomic sequences resulted in the generation ofatlditional junctions, of which the 3’ junction |is
joined by 158 bp of Ph4a748 promoter sequencesniiive bases of the translocated sequence and 2
bases of the reintegration site of the translocagegience are deleted upon transformation

¢) Chromosomal location(s) of insert(s) (nucleudpmplasts, mitochondria, or maintained in a npn-
integrated form), and methods for its determination

Based upon Southern blot and genetic segregatiatysis, it was demonstrated that the DNA has
integrated in a single genetic locus in the soybratear genome (chromosome).

d) The organisation of the inserted genetic mdtatithe insertion site

Southern blot and full sequence analyses revehbidiie FG72 transgenic locus consists of two gdarti
J'histonAt sequences in a head to head orientatmlowied by two complete insert copies (the full
FG72 insert) arranged in a head to tail orientatiétso, upon integration of the insert into the/lsean
genome, a non-transgenic region translocated twaposition, which is joined at thé jBnction by 158
bases of Ph4a748 promoter sequences from the F&¥ldr DNA.

3. Information on the expression of the insert

a) Information on developmental expression of tiseiit during the life cycle of the plant

Expression levels of 2mEPSPS and HPPD W336 proteane analysed in various plant tissues (leaf,
stem, root and grain) at different growth staged-f872 soybean. As expected, the 2mEPSPS and HPPD
W336 proteins were detected in all FG72 soybeandis and samples analysed.

b) Parts of the plant where the insert is expressed

The 2mEPSPS and HPPD W336 protein content wasndieted in leaves, stem and root tissues. [The
highest protein content was observed for both prstm leaves, ranging from 4.69 to 6.48 pg/g fresh
weight for HPPD W336 and from 79.1 to 115 pg/g Hregeight for 2mEPSPS. The amount of the
2mEPSPS and HPPD W336 proteins was also deterrmne@72 soybean grain harvested from plants
grown in 2008 and 2009 field trials.

4, Information on how the GM plant differs from the recipient plant in
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a) Reproduction
The herbicide tolerance trait has no effect omtloele and rate of reproduction.

b) Dissemination

The tolerance to the herbicides glyphosate andafhaole has not affected agronomic characteristics
Soybeans derived from event FG72 retain the samwtigrrate and growth habit as non-transgenic
soybeans, continue to be self-pollinating plant$ disperse their seed in the same way as non-gaitsg
soybean.

) Survivability

For cultivated soybean, survival is mostly detemimy seed characteristics. There is no indication
changes in the seed characteristics as a redihlé gfenetic modification.

d) Other differences

The only biologically significant difference obsedvin field evaluations is that FG72 soybean plangg
tolerant to glyphosate and isoxaflutole herbicides.

5. Genetic stability of the insert and phenotypictability of the GM plant

The FG72 insert is integrated at chromosomal lemadl shows structural stability over multiple

generations.

Phenotypic stability of FG72 soybeans was also daestnated by evaluating the inheritance patterm of
tolerance to glyphosate through succeeding geoesati The inheritance of the introduced trait| in
soybean FG72 follows Mendelian pattern charactesistf a single locus.

6. Any change to the ability of the GM plant to transfer genetic material to other
organisms

a) Plant to bacteria gene transfer

It is not expected that the FG72 soybean would rdifferent abilities to transfer genetic materjal
compared to conventional soybean as FG72 soybessnrdi contain either an origin of replication from
plasmid pSF10 or any sequences responsible fonlzeneed frequency of recombination in bacteria.

b) Plant to plant gene transfer

There is no evidence of genetic transfer and exgdgnamder natural conditions with organisms othanth
those with which soybean is able to produce feditesses through sexual reproduction. There arge no
indications that the potential for successful exgeaof genetic material has changed due to thetiggne

modification.

The scope of this application is for authorizatadr-G72 soybean for food and feed uses and impait a
processing and does not include cultivation of FG@¢hean in the EU. As a consequence exposure to
the environment will be very limited

10
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7. Information on any toxic, allergenic or other hamful effects on human or animal health
arising from the GM food/feed

7.1 Comparative assessment

Choice of the comparator

Direct comparative assessments of FG72 soybeanma&de using the non-transgenic parental line Jack
as the comparator.

7.2 Production of material for comparative assessmé

a) Number of locations, growing seasons, geograpbfread and replicates

Nutrient composition analysis was performed usimg riaw agricultural commodity, i.e. soybean grain
harvested from field trials planted at ten locasiagm 2008 growing season and six locations durireg t
2009 growing season. The field trials were locatedhe typical soybean growing areas of ngrth
America. At each site three entries were planted:

1. the non-transgenic control isoline variety Jacktrfemd), which was treated with
conventional herbicides registered for use on saiybe

2. the FG72 soybean treated with conventional herbg{éntry B), and

3. the FG72 soybean treated with the intended hemrsci@isoxaflutole [IFT] and
glyphosate [GLY]) (entry C).

Each of the three entries was planted in a randminizomplete block design (RBC) with three
replications per location. Three non-transgenimim@rcial soybean varieties were planted at the game
locations.

UJ
5.

Agronomic evaluations of the event FG72 soybearewenducted in the above mentioned field trial
2008 and 2009.

b) The baseline used for consideration of natusigiations

In all the comparative studies performed, FG72 sayls were compared with the non-transgenic
parental line Jack, a set of non-transgenic comialesoybean varieties and values for soybean as
reported in available literature references.

7.3 Selection of material and compounds for analysi

Compositional analyses were conducted for the comms as detailed in the OECD consensus
document : proximate and fibre compounds, the micriients, such as minerals and vitamins, |the
isoflavones, the anti-nutrients raffinose, stackygshytic acid, trypsin inhibitors, and lectinsg ttotal
amino acids, and the total fatty acids.

Based on the statistical evaluation of the anaj/titata the soybean grain from the FG72 soybean are
found to be nutritionally equivalent to grain frahe non-transgenic comparator, the variety Jack.

7.4 Agronomic traits

11
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The analysis of the agronomic and morphologicalrattaristics represents a key component of
comparative approach for identifying unintendedeetf§ during the risk assessment process. In ood
demonstrate the morphological and agronomic eqeinva of event FG72 to its appropriate counter
Jack two years of field trials were conducted.

Genotypic traits including 1) flower color, 2) pieence color, 3) pod color, 4) hilum color and €
5) canopy architecture, 6) leaf shape, 7) growthithand 8) susceptibility to pests and diseasese
collected and analyzed. Agronomic traits includiigemergence, 2) stand count, 3) plant vigor
health rating, 4) flowering date, 5) plant heighit,days to maturity, 7) plant lodging, 8) pod sbaitig,
and 9) yield were recorded and evaluated with amalyf variance statistical methods (ANOVA).

the
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7.5 Product specification

The introduced traits in FG72 include glyphosatd @oxaflutole tolerance achieved by the in plg
production of the 2mEPSPS and HPPD W336 prote@spactively.

FG72 soybeans belong to the spedsbgcine max and are distinguished from conventional soybsg
only by tolerance to the herbicides glyphosateisoxaflutole.

nta
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7.6 Effect of processing

Soybeans harvested from FG72 plants will be pradigcel processed in the same manner as soyt
produced using conventional breeding methods, with exception, FG72 plants can be sprayed
glyphosate and isoxaflutole herbicides during pobidm. Processing will be handled in the sa
manner as conventional soybean.

heans
with
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7.7 Anticipated intake/extent of use

The intake of soybean or derived products in tle¢ ofi the European Union is not anticipated to geg
with the introduction of FG72 soybean.

FG72 soybean and derived products are not differemguality or nutritional composition from th
soybean products now consumed.

7.8 Toxicology

FG72 soybeans contain the stably integreé2egpsps gene which confers tolerance to the herbig
glyphosate and thieppdPfW336 gene which confers tolerance to the herbicideaBatole (IFT). The
2mepsps and hppdPfW336 genes were introduced into soybean genome in desgene construct vi
direct-gene transfer.

Safety assessment of newly expressed proteins

The source organism for the 2mEPSPS protein, migizesafe crop plant widely used for food and fg
EPSPS proteins are ubiquitous in nature, being Iyiebgoressed in food and feed crops. Ph&psps
gene was generated by introducing mutations ingowiid-type epsps (Wt epsps) gene from maize
leading to a modified EPSPS protein with two amaead substitutions (2mEPSPS). This modificat
confers a decreased binding affinity of the protiin glyphosate, allowing it to maintain sufficie
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enzymatic activity in the presence of the herbiciddie 2mEPSPS protein has no amino acid sequence
homology to known allergens and is rapidly degratesimulated gastric fluid and simulated intedtina
fluid assays. The 2mEPSPS protein has no aminasaddence similarity to known toxins and exhibited
no effects in an acute oral mouse toxicity test.

The wild-type (wt)hppd gene was isolated and cloned frétseudomonas fluorescens. Pseudomonas
fluorescens has a good history of safe use. It is ubiquitouhe environment, including soil, water and

food. It has many beneficial uses in agricultuneman health and bioremediation. Despite this
widespread presence, it is not described as all@rg®xic or pathogenic to healthy humans and afgm
A single amino acid substitution introduced in thiehppd gene resulted in the modifigghpdPf W336
gene. This modification reduces the sensitivityhef HPPD enzyme to the herbicide isoxaflutole. The
modified protein HPPD W336 possesses greater tAd%®homology to the native HPPD protein from

P. fluorescens and is tolerant to isoxaflutole (IFT). The HPPD ¥83orotein has no amino acid sequence
homology to known allergens and is rapidly degraiteesimulated gastric fluid and simulated intestina

fluid assays. In the search for potential sequéeaology with known toxins, the HPPD W336 protein

showed similarities with other HPPD proteins froarigus origins that were not considered biologjcall
relevant. The HPPD W336 protein exhibited no effestan acute oral mouse toxicity test. In addition
the HPPD W336 was not toxic to mice in a repeat@dld@y toxicity study. In conclusion, there is ho
concern regarding human food and animal feed safithyrespect to the HPPD W336 protein.

7.8.2 Testing of new constituents other than pnstei

Not required for FG72 soybean as no constituergratan the 2mEPSPS and HPPD W336 proteins is
novel and no relevant changes were detected ioamgosition by the compositional analysis.

7.8.3 Information on natural food and feed constita

Natural constituents of soybean have not been @thimgFG72 soybean.

7.8.4 Testing of the whole GM food/feed
No further testing of the whole GM food / feed ecassary because;

a) Molecular analysis of FG72 soybean raised no corsciear unintended effects

b) Substantial equivalence between FG72 soybean aybeao currently in commerce |is
demonstrated

¢) No concerns are raised in toxicology evaluationthef2mEPSPS and HPPD W336 proteins

Although no further testing is necessary, a 42mayltry feeding study was conducted to supplemeai t
safety evaluation of FG72. The study confirms @72 soybeans derived from event FG72 arg¢ as
wholesome for feed use as conventional soybean$urifter support the absence of unintended effects
of the genetic modification in FG72 soybean als® 90-day toxicity study in rats was performed. The

results of this study show that the FG72 toastgthesmn meal is nutritionally equivalent to and &g s&
its non-GM counterpart

7.9 Allergenicity

Assessment of allergenicity of the newly expressed proteins

Zea mays from which the wild type EPSPS protein was isaate common in nature, commonly
consumed by animals and humans with an excellestorlyi of safe use. It is not considered ag an
allergenic food or toxic food for humans and ansndespite its widespread consumption for centurigs

The potential amino acid sequence similarity of #raEPSPS protein with known allergens was
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evaluated by using several silico approaches. The results of the epitope homologgckeshowed no
identity for the 2mEPSPS protein with epitopes flomown allergenic proteins. It has also been shpwn
that the 2mEPSPS protein is very rapidly degradesimulated gastric fluid. Furthermore, a complete
digestion of the 2mEPSPS protein was observed nithiv seconds of incubation with SIF. This rapid
degradation of the 2mEPSPS protein in the SGF #adn8icates a minimal likelihood that the protein
could survive and be absorbed through the gaséstingl system

Pseudomonas fluorescens has a good history of safe use. It is ubiquitouthe environment, including
soil, water and food. It has many beneficial usesgriculture, human health and bioremediati
Despite this widespread presence, it is not desgrds allergenic, toxic or pathogenic to healthyais
and animals.

The potential amino acid sequence similarity of HRPD W336 protein with known allergens was
evaluated by using severid silico approaches. The results of the epitope homologyckewith the
HPPD W336 protein showed no identity with epitofresn known allergenic proteins. It has also been
shown that the HPPD W336 protein is very rapidlgrdeed in simulated gastric fluid and is completely
digested within few seconds of incubation with Siidicating a minimal likelihood that the protgin
could survive and be absorbed through the gasestingl system

In conclusion, it is unlikely that the 2mEPSPS &RPD W336 protein possesses allergenic properties.

7.9.2 Assessment of allergenicity of the whole Gihpor crop

Equivalence of FG72 soybean (with the exceptionth@ introduced traits) to the conventional
comparator Jack was demonstrated on the basis rapasitional analysis. Therefore no increased
allergenicity is anticipated for FG72 soybean. Tovide further evidences on the safe allergenidilpro
of FG72 soybean, a study was performed to evajuatiential qualitative and quantitative differenaes
IgE binding to the transgenic soybean line FG78, rthn-transgenic commercial counterpart (Jack) as
well as three other commercial lines of soybeans.

Overall, for the soybean allergic subjects useithig study, the endogenous allergen profile of F&a2
equivalent to the endogenous allergen profile ok Jis non-transgenic counterpart

7.10 Nutritional assessment of GM food/feed

The trait introduced in FG72 is intended for agmimbenefits. FG72 soybeans have no specific npvel
role in the diet therefore it is very unlikely thatwould be consumed in an altered way to how rothe
soybeans are consumed. The product is not intetadigdprove the nutritional status of consumers jnor
does it have the potential to introduce nutritionabalances.

FG72 soybean products will be imported as any atbermercial soybean in commingled commaodities.

7.11 Post-market monitoring of GM food/feed

FG72 soybean is as safe as and as nutritious ascanmercial soybean. It is therefore consideretl tha
there is no need for a post-market monitoring pterGM food/feed for FG72 soybean.

14
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8. Mechanism of interaction between the GM plant adh target organisms (if applicable)

FG72 soybean contains stably integraPeskpsps and hppdPfW336 genes. The 2mEPSPS and HPPD
W336 proteins expressed in FG72 soybean plantsecdoferance to the herbicides glyphosate jand
isoxaflutole, respectively. Therefore, there aretarget organisms to consider for this herbicideremt
soybean.

9. Potential changes in the interactions of the GMlant with the biotic environment
resulting from the genetic modification

The scope of the application is for food and fesdsy import and processing and excludes cultiva
The environmental exposure is limited to accidergdase of FG72 soybean during transportation|and
processing for food and feed.

9.1 Persistence and invasiveness

The introduced traits in FG72 soybean have beerodsirated to not affect the non-persistence and hon
invasiveness o6lycine max. Volunteer plants, should they emerge in an areaduwaintended spillag
from transport, can be destroyed either mechagicalthrough the use of a herbicide other than HPPD
inhibitor herbicide and glyphosate.

D

9.2 Selective advantage or disadvantage
This application requests import and processing antl does not cover cultivation in the EU.

FG72 soybean has a seasonal advantage over wequktit@n only in concert with the use of|a
glyphosate and isoxaflutole herbicides to contreeds growing in the same field. FG72 soybeansd) as a
soybeans, are an annual, self-pollinating, cukidatrop without weedy characteristics and withoild w
relatives in the European Union. Except for tolemrio glyphosate and isoxaflutole and thus |the
opportunity to use these herbicides as part ofsgasonal crop protection regime, FG72 is similar in
phenotypic, genotypic or reproductive biology tancoercial soybean varieties developed solely thrqugh
conventional breeding practices. Without the usglgphosate and isoxaflutole, any plants that might
germinate from an accidental spill during import teansport of FG72 soybean, have no selegtive
advantage over conventionally developed soybeans.

9.3 Potential for gene transfer

The scope of this application is the authorizatiérihe FG72 soybean for food and feed uses, and for
import and processing in accordance with articles® 17 of Regulation (EC) No 1829/2003. The scope
of this application does not include cultivationrgs72 soybean in the EU.

However, in theory cross pollination with other begins could occur if grain of FG72 was spilled and
left in an area in which germination and soybeawtin was possible. While possible, the likelihodd o
significant exposure of soybeans grown in the EeaopUnion to pollen from FG72 plants grown up as
the result of spilled grain is extremely remote.

Soybean Glycine max) is considered a self-pollinating species, wite #mount of crosspollination {o
other soybeanQlycine max) generally considered to be less than 1%. Thisdmbability of outcrossing
is recognized in the planting guidelines for thedurction of certified seed. Those guidelines indica
that for such production practices, the only igotatonsiderations are that the soybeans of twiergifit
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cultivars be planted far enough apart to prevesdwertent, mechanical mixing at harvest.

Gene flow can occur into an adjacent soybean dropever, the amount of cross-pollination to ot
soybean is generally considered to be less thanSdgbean anthers mature in the bud and dirg
pollinate the stigma of the same flower. As a resdybean exhibits a high level of self-fertilisat
Gene flow will not occur into wild related speclescause they are not present in the European Unig

Moreover, taking into account that this applicatdwes not include cultivation of soybean in the the
likelihood of cross-pollination between GM soybeamd cultivated soybean is extremely low. Volunt
plants if they would emerge in the area due tdaggel from transport can be destroyed mechanical
through the use of herbicide other than HPPD inditand glyphosate

9.4 Interactions between the GM plant and targgammisms

The introduced traits confer tolerance to herbigigeyphosate and isoxaflutole, therefore therenars
target organisms

9.5 Interactions of the GM plant with non-targegamisms

Soybeans are a commodity crop, generally co-mingiiter harvest for export or processing. T
likelihood that soybean spilled during transpoxnfr import locations or to transport facilities w
germinate and establish itself is very low. Any PGdants that would germinate would only hav
selective advantage in those cases where the tiabiglyphosate and isoxaflutole are used. Inthko
cases, the likelihood FG72 plants would estabtistlfiis no greater than for soybeans developexuitir
conventional breeding programs.

Observations of natural infestations were madéattiial sites for the occurrence and severityhef
common pests and diseases of soybean. No pestseasdi preference was noted for the plot
transgenic FG72 soybean, the non-transgenic cqartedack or the plots of conventional soyb
varieties included at each location. No insect spsbility was observed between the FG72 soyb
plants and the variety Jack, the non-transgenioteopart.

No adverse effect on non-target organisms fromeeithe transgenic or non-transgenic plants
observed during any of the trials

9.6 Effects on human health

No adverse effects on human health are indicateggople working with, coming into contact withior
the vicinity of an environmental release of FG7¢lsans. Soybeans derived from transformation e
FG72 have the same nutritional quality as soyb@awemmerce, developed entirely through traditig
breeding processes. The 2mEPSPS and HPPD W33&nmoexpressed in FG72 soybeans, are 1
toxin or allergen and FG72 soybeans present ndfisigmt increased risk of an allergenic potentisl
compared to non-GM soybeans in soy-allergenic eopl
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9.7 Effects on animal health

No adverse effects on animal health are indicateenWFG72 soybeans are used for feed purposes.|Both
whole soybean and processed fractions are usednmrabfeed. Soybean seeds can make up 15 to 25% of
animal diets.

The nutritional composition of whole soybean andcpssed fractions of FG72 is substantially
equivalent to that of soybean developed solelyupiharaditional breeding practices.
The nutritional value was confirmed in a poultredeng study conducted using diets containing meal
derived from FG72 soybean.
There is no impact on the nutritional value of s grain or processed fractions caused by thdigene
transformation.

9.8 Effects on biogeochemical processes

The scope of this application is the authorizatiérihe FG72 soybean for food and feed uses, and for
import and processing in accordance with articles® 17 of Regulation (EC) No 1829/2003. The scope
of this application does not include cultivationrgb72 soybean in the EU.

9.9 Impacts of the specific cultivation, managenaerd harvesting techniques

Not applicable since the scope of this applicaisotihe authorization of FG72 soybean for food asetlf
uses, and for import and processing in accordanitle avticles 5 and 17 of Regulation (EC) No
1829/2003. The scope of this application doesm@ude cultivation of FG72 soybean in the EU.

10. Potential interactions with the abiotic enviromment

The scope of this application is the authorizatidrthe FG72 soybean for food and feed uses, and for
import and processing in accordance with articles® 17 of Regulation (EC) No 1829/2003. The scope
of this application does not include cultivationFds72 soybean in the EU.

11. Environmental monitoring plan (not if application concerns only food and feedduced
from GM plants, or containing ingredients produfexin GM plants and if the applicant has
clearly shown that environmental exposure is abgentll be at levels or in a form that does
not present a risk to other living organisms ordhimtic environment)

11.1 General (risk assessment, background infoomgati

As required by Article 5(5)(b) and 17(5)(b) of Ré&gion (EC) No. 1829/2003 the proposed monitoring
plan for MST-FG@72-has been developed according to the principlesoarettives outlined in Annex
VII of Directive 2001/18/EC and Decision 2002/81C/Eestablishing guidance notes supplementing
Annex VII to Directive 2001/18/EC. The structure tbe monitoring plan also takes into account the
guidance on presentation of applications providethe Guidance Document of the Scientific Pane| on
Genetically Modified Organisms for the risk assemstof genetically modified plants and derived food
and feed (The EFSA Journal (2006) 99, pp. 1-100).

11.2 Interplay between environmental risk assessar@hmonitoring

The scope of this application is the authorisatbMST-FG@72-2 for import, processing, food anddf¢e
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use in the European Union (EU) under Regulation)(86. 1829/2003. The scope of the application

does not include authorisation for the cultivatidrMST-FG@72-2 seed products in the EU.

An environmental risk assessment (e.r.a.) wasethout for MST-FG@72-2 according to the princip
laid down in Annex Il to Directive 2001/18/EC anedsion 2002/623/EC establishing guidance n
supplementing Annex Il to Directive 2001/18/EC. Témentific evaluation of the characteristics
MST-FG@72-2 in the e.r.a. has shown that the rskpbtential adverse effects on human and an
health or the environment is negligible in the esthof the intended uses of MST-FG@72-2 relative t
* Persistence and invasiveness

« Selective advantage or disadvantage

* Potential for gene transfer

« Interactions between the GM plant and target eyas

« Interactions of the GM plant with non-target argans

* Effects on human health

* Effects on animal health

« Effects on biogeochemical processes

 Impacts of the specific cultivation, managemerd harvesting techniques

* Potential interactions with the abiotic envirommhe

les
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11.3 Case-specific GM plant monitoring (approattatsegy, method and analysis)

As discussed in Section 2, the scientific evalumtb the characteristics of MST-FG@72-2 in theae,
has shown that the risk for potential adverse &ffea human and animal health or the environme
negligible in the context of the intended uses &MMFG@72-2. It is therefore considered that thenoi
need for case-specific monitoring.

r.
Nt is

11.4 General surveillance of the impact of the G&hp

11.4.1 Approach

In accordance with Council Decision 2002/811/EQqagel surveillance is not based on a partic
hypothesis and it should be used to identify theuoence of unanticipated adverse effects of thblei
GMO or its use for human and animal health or therenment that were not predicted in the e.r.a.

Exposure to the environment will be limited to ueimded release of MST-FG@72-2, which could og
for example via substantial losses during loadinigiading of the viable commodity including MS
FG@72-2 destined for processing into animal feetiwonan food products. However, such exposuf
highly unlikely to give rise to an adverse effegtiaan be easily controlled by clean up measurestem
application of current practices used for the aardaf any adventitious soybean plants, such as alamy
mechanical removal and the application of herbiidether than HPPD inhibitor herbicides

glyphosate). Furthermore, unintended environmeetidcts due to the unintended release of M
FG@72-2 will be no different than that of other coarcial soybeans.

However and in order to safeguard against any adveffects on human and animal health or
environment that were not anticipated in the e.ig@neral surveillance on MST-FG@72-2 will

undertaken for the duration of the authorisatiohe General surveillance will take into considenati
and be proportionate to, the extent of imports &M-G@72-2 and use thereof in the Member State

In order to increase the possibility of detectimy ananticipated adverse effects, a monitoringesyg
will be used, which involves the authorisation ekl and operators handling and using viable M
FG@72-2. The operators will be provided with guickario facilitate reporting of any unanticipat
adverse effect from handling and use of viable MEI372-2.

A detailed description of the methodology proposed general surveillance of MST-FG@72-2
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provided in Section 4.6.

11.4.2 Baselines

Since the intended use of MST-FG@72-2 is the sasnthat of any other commercial soybean,

procedures for the import, handling and processinyIST-FG@72-2 will be the same and have b
considered in the development of the monitoringiplehe baseline and controls for general surveiég
will rely on the historical knowledge and experienwith non-GM soybean as comparable referg
where necessary.

11.4.3 Time-period

General surveillance of MST-FG@72-2 will be undeetafor the duration of the authorisation period
MST-FG@72-2 for import and processing.

11.4.4 Assigning responsibilities
The authorisation holders are responsible for émguthat the monitoring plan included in t

the
pen

nce

fo

ne

application is put in place and properly implemente@ accordance with the conditions of the

authorisation.

The third parties involved in the general surveitla will report any potential unanticipated adve
effects to the authorisation holders, who will intiagely investigate and inform the Europe
Commission in accordance with Regulation (EC) NB¥8003, as described in Section 5.

11.4.5 Existing systems

Primary sources of information

The authorisation holders are not involved in cordityotrade with MST-FG@72-2. The monitorir]
methodology hence needs to be predominantly basedotiaboration with third parties, such
operators involved in the import, handling and pssing of viable MST-FG@72-2. They are expose
the imported viable MST-FG@72-2 and therefore dre best placed to observe and report
unanticipated adverse effects in the frameworkheirtroutine surveillance of the commodities th
handle and use. The routine surveillance is basetl@HACCP principles as outlined in Annex I.

Since traders may commingle MST-FG@72-2 with ottenmercial soybeans, including authorised ¢

soybeans, the authorisation holders are workingthay with other members of the plant biotechnol
industry within the European Association of Bioistlies (EuropaBio) and trade associati
representing the relevant operators in order tdempnt a harmonised monitoring methodology. T
following networks are currently involved:

= Importers/ Traders
COCERAL is the European association representiegcreals, rice, feedstuffs, oilseeds, oils
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fats and agro-supply trade in the European Unisnmiembers are the national trade organisations

that represent collectors, distributors, exportemsporters and agribulk storers of the abg
mentioned commodities in the majority of Membert&a The main importers of cereals 3
feedstuffs into the EU are members of COCERAL.

Also see: http://www.coceral.com/cms/beitrag/10@d)227870

= Slo Operators
UNISTOCK is the European association representingfepsional storekeepers for agriby
commodities within the EU. It regroups represemtstifrom 11 Member States and is itsel
member of COCERAL. Commodity imports enter the BUska and transit through sea-port si
The main storekeepers managing these silos are erermbUNISTOCK.
Also see; http://www.coceral.com/cms/beitrag/10@@M232602

= Processors
FEDIOL, the federation of the EU Oil and Protein aliéndustry, represents the interests of
European crushers of oilseeds meals producersegetable oils producers/processors. Its mem
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1

represent 80% of the EU industry and hold 147 edseprocessing and vegetable oils and
production facilities across Europe.
Also see: http://www.fediol.be/1/mainl.php

fats

These associations represent the majority of Eamopgperators importing, handling and processing

viable soybean commodity. They work closely togetigth a continuous and efficient flow of

communication between them, particularly, through tlocumentation that needs to accompany
shipment containing GMOs in accordance with thellaig and traceability requirements of Regulat
(EC) No 1830/2003, and are therefore best placedbgerve and report any unanticipated adv
effects.

Other networks consisting of operators further dalaafood and feed chain have not been selecte
the general surveillance of viable MST-FG@72-2 duse they focus on processed, non-viable mate

Additional sources of information
- In addition to the aforementioned existing monitgrisystems, extensive independent rese
by scientists with a wide range of expertise istlh@ovaluable source of information on poten

adverse effects arising from the use of GMOs. Tp@ieant will actively screen peer-reviewed

publications relevant to MST-FG@72-2 by the sciamtommunity.

11.4.6 Monitoring Methodology
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The authorisation holders, together with other memmbof the plant biotechnology industry and
EuropaBio, will implement general surveillance adible GM soybeans, including MST-FG@72-2, with

the help of the selected networks described ini@edt5.
The different parties agreed to collaborate orfélewing basis:
= The authorisation holders represented by Europaio

» Agree with the operators before adding or amendotiyities that fall under their responsibility
accordance with the proposed monitoring plan.

* Inform the operators in a timely fashion of any heapproved GM plant products for import a
processing under Regulation (EC) No 1829/2003 aeddive 2001/18/EC subject to gene
surveillance

» Set up and maintain a website dedicated to oparitat provide an overview and detailed

information on approved GM plant products subjeajeneral surveillance. The website, hosted

on the EuropaBio website under www.europabio.ofgperatorscontains the following

information:

- An introduction to the purpose of the website

- A table giving an overview of all currently approv&M plant products subject to gene
surveillance

in
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- A profile for every approved GM plant product prdivig documentation on characteristics and

safety, positive EFSA opinion(s) and CommissioniBiea(s) authorising the GM plant prodyct

in the EU
- A contact point at EuropaBio for information excharon any of the GM plant products
The website will be regularly updated in orderudlier facilitate and ensure a transparent pro
for general surveillance and easy access to reléviammation for operators.
» Contact the selected networks of operators annuphlgviding them with an update on t
approved GM plant products subject to general $llamee and reminding them of their agreem
to report on any unanticipated adverse effectaljsence thereof).
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= The selected networks of operators (European taseciations) will:
* Inform and remind their member organisations andganies on an annual basis
- to monitor for potential unanticipated adverse @fe
- to inform and remind their own member companiethisf requirement
- to report back any adverse effect reported to tteethe European trade associations
» Report to the authorisation holders directly orEiaopaBio
- at least annually, regardless whether an advefset @fas observed or not
- immediately any adverse effects reported to them.

Consequently, the European trade associations CACERNISTOCK and FEDIOL will notify
EuropaBio of the results of the general surveikamn an annual basis. The report will cover
approved GM plant products subject to general silamee. EuropaBio, will forward this report to tf
respective authorisation holders for inclusion leit annual report to the European Commission
described in Section 5.

The current approach used for the collection ofegalnsurveillance information may still be adjusied
the future based on experience gained by the selewtworks of operators with current and future
plant products.

The general surveillance information reported td anllected by the authorisation holders from

European trade associations or other sources wilamalysed for its relevance. Where informaﬂion

indicates the possibility of an unanticipated adeeeffect, the authorisation holders will immedia
investigate to determine and confirm whether aiBgamt correlation between the effect and MY
FG@72-2 can be established. If the investigatidaldishes that MST-FG@72-2 was present when
adverse effect was identified, and confirms thatTM&@72-2 is the cause of the adverse effect,
authorisation holders will immediately inform therBpean Commission, as described in Section 5.
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11.5 Reporting the results of monitoring

In accordance with Regulation (EC) No 1829/2008, dlathorisation holders are responsible to inf
the European Commission of the results of the geserveillance.

If information that confirms an adverse effect ofSMFG@72-2 and that alters the existing 1
assessment becomes available, the authorisatia@ersoWwill immediately investigate and inform t
European Commission. The authorisation holderspllaboration with the European Commission &
based on a scientific evaluation of the potentiglsequences of the observed adverse effect, wiliel
and implement management measures to protect hamdnanimal health or the environment,
necessary. It is important that the remedial acitsoproportionate to the significance of the obedr,
effect.

The authorisation holders will submit an annual itwsing report including results of the gene
surveillance in accordance with the conditionshef &uthorisation. The report will contain infornoati
on any unanticipated adverse effects that haverafiem handling and use of viable MST-FG@72-2.

The report will include a scientific evaluationtbe confirmed adverse effect, a conclusion of tfetyg
of MST-FG@72-2 and, as appropriate, the measui@swhre taken to ensure the safety of human
animal health or the environment.

The report will also clearly state which parts ¢fe tprovided information are considered to
confidential, together with a verifiable justifigah for confidentiality in accordance with ArticB9.
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12. Detection and event-specific identification témiques for the GM plant

The detection method for FG72 soybean has beentsehe European Union Reference Laboratory
(EURL) (http://gmo-crl.jrc.ec.europa.eu/statusoflbm) of the Joint Research Centre of the European
Commission (EC-JRC) for the purpose of experimeetsting and validation.

Appropriate control samples have also been mad&hbisato the JRC-EURL.

E. INFORMATION RELATING TO PREVIOUS RELEASES OF THE GM
PLANT AND/OR DERIVED PRODUCTS

1. History of previous releases of the GM plant ndfied under Part B of the
Directive 2001/18/EC and under Part B of Directive90/220/EEC by the same
notifier

No field trials have been carried out with FG72tsgn in the EU.

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

a) Release country
FG72 soybean has been field tested in the USA agdriina since 2001.
FG72 soybean has been field tested in Canada 2008

b) Authority overseeing the release

USA: United States Department of Agriculture (USDA)

Argentina: National Advisory Committee on Agricutili Biosafety (CONABIA).
Canada: Canadian Food Inspection Agency — Plarte&hioology Office

c) Release site

USA: Information on the releases at www.aphis.usnd.

Argentina: Information on the releases at
http://www.sagpya.mecon.gov.ar/new/0-0/programasb@/biosequridad _agropecuaria2.php

d) Aim of the release

Aim of field releases: breeding, seed increasasitegion studies, herbicide efficacy

e) Duration of the release
The generation time for soybean from planting tovést, is 3 to 5 months in the primary growing area

f) Aim of post-releases monitoring

Volunteer monitoring in subsequent season.
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g) Duration of post-releases monitoring
Generally one season.

h) Conclusions of post-release monitoring

Occurrence of volunteers is very infrequent andlifferent from soybean derived through conventig
breeding practices.

i) Results of the release in respect to any rigkubman health and the environment

No risk to human health or the environment has ledicated by the field release experience.

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

a) Status/process of approval

The JRC websites http://gmoinfo.jrc.ec.europa.ep/dmowse.aspx and http://gmo-
crl.jrc.ec.europa.eu/statusofdoss.hpmovide publicly accessible links to up-to-dateafbases on th
regulatory progress of notifications under DireetR001/18/EC and Regulation (EC) No 1829/2003.

b) Assessment Report of the Competent Authorityg®ive 2001/18/EC)
Not applicable.

¢) EFSA opinion

Not yet available

d) Commission Register (Commission Decision 2004U2Q)
Not yet available

e) Molecular Register of the Community Referenckdratory/Joint Research Centre

Information on detection protocols will be postédhtip://gmo-crl.jrc.ec.europa.eu/

f) Biosafety Clearing-House (Council Decision 20828/EC
http://bch.biodiv.org/

g) Summary Notification Information Format (SNIE)duncil Decision 2002/812/EC)

http://gmoinfo.jrc.ec.europa.eu/
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