SECTION 1

TABLE OF CONTENTS
Volume 1

SECTION 1










1
TABLE OF CONTENTS








SECTION 2










16
Information required in notifications concerning release 


of genetically modified higher plants (Annex IIIB, Directive 

2001/18/EC)

A.  GENERAL INFORMATION







16

1. Name and address of the notifier






16

2. Name, qualifications and experience of the responsible scientist(s)




3. Title of the project








17

B.  Information relating to the recipient or parental PLANTS
20

1. Complete name








20

2. a) Information concerning reproduction







b) Sexual compatibility with other cultivated or wild plant species


20

3. Survivability









21

a) Ability to form structures for survival or dormancy



21

b) Specific factors affecting survivability





21

4. Dissemination









22

a) Ways and extent of dissemination






22

b) Specific factors affecting dissemination





22

5. Geographical distribution of the plant





22

6. In the case of plant species not normally grown in the Member State(s), 

23

description of the natural habitat of the plant, including information on 

natural predators, parasites, competitors and symbionts

7. Other potential interactions, relevant to the GMO, of the plant with organisms 
23

in the ecosystem where it is usually grown, or elsewhere, including information 

on toxic effects on humans, animals and other organisms


C.  Information relating to the genetic modification

24

1. Description of the methods used for the genetic modification


24

2. Nature and source of the vector used






25

3. Size, source (name) of donor organism(s) and intended function of each 

25

constituent fragment of the region intended for insertion

D.  INFORMATION RELATING TO THE GENETICALLY MODIFIED PLANT
28

1. Description of the trait(s) and characteristics which have been introduced 

28

or modified

2. Information on the sequences actually inserted/deleted



30

a) Size and structure of the insert and methods used for its characterization

30

b) In case of deletion, size and function of the deleted region(s)


44

c) Copy number of the insert







44

d) Location(s) of the insert in the plant cells and methods for its determination
44

3. Information on the expression of the insert





44

a) Information on the developmental expression of the insert during the 

44

lifecycle of the plant and methods used for its characterization

b) Parts of the plant where the insert is expressed




46
4. Information on how the genetically modified plant differs from the recipient 
49

plant in mode(s) and rate of reproduction, dissemination and survivability

5. Genetic stability of the insert and phenotypic stability of the GMHP

51

6. Any change to the ability of the GMHP to transfer genetic material to other 
52

organisms

7. Information on any toxic, allergenic or other harmful effects on human health 
52

arising from the genetic modification

8. Information on the safety of the GMHP to animal health, particularly regarding 
58

any toxic, allergenic or other harmful effects arising from the genetic 

modification, where the GMHP is intended to be used in animal feedstuffs

9. Mechanism of interaction between the genetically modified plant and target 
58

organisms

10. Potential changes in the interactions of the GMHP with non-target organisms 
59

resulting from the genetic modification

11. Potential interactions with the abiotic environment




62

12. Description of detection and identification techniques for the genetically 

62

modified plant

13. Information about previous releases of the genetically modified plant

64

i. History of previous releases notified under Part B of the Directive

64

ii. History of previous releases carried out outside the Community


67

iii. History of previous work relevant to risk assessment prior to 


73

commercialization

FIGURES










75

Figure 1










76
Restriction map of the 6235 bp insert PHI8999A used in the transformation 



of 1507 maize
Figure 2










77
Plasmid map of PHP8999 used in the construction of insert PHI8999A



Figure 3










78
Comparison of the amino acid sequences of microbially-derived CRY1F 




protein (MR872); CRY1F protein from 1507 maize (CRY1Fsyn); and, 

CRY1F protein from Bacillus thuringiensis sbsp. aizawai
Figure 4










81
Sequence of the ubiZM1(2) promoter from Zea mays as present in insert




PHI8999A, used in the transformation of 1507 maize
Figure 5










84
Sequence of the ORF25PolyA terminator from Agrobacterium tumefaciens 



as present in insert PHI8999A, used in the transformation of 1507 maize 
Figure 6










85
Analysis of PHP8999 plasmid for the presence of possible open reading 



frames (ORFs), both sense and anti-sense, larger than 300 bp in length  

Figure 7










86
Plasmid map showing the exact locations on PHP8999A of the probes used 



for the molecular characterization of the genetic material inserted in 1507 

maize

Figure 8










87
Southern analysis of the ubiZM1(2) promoter for the cry1F gene in the 




DNA insert of 1507 maize
Figure 9










88
Southern analysis of the cry1F gene in the DNA insert of 1507 maize




Figure 10










89
Southern analysis of the CaMV 35S promoter for the pat gene in the DNA




insert of 1507 maize

Figure 11










90
Southern analysis of the pat gene in the DNA insert of 1507 maize





Figure 12










91
Southern analysis confirming the absence of the nptII gene in the DNA 




insert of 1507 maize

Figure 13










92
Restriction map showing the exact locations on insert PHI8999A of the 

HindIII probes used for the molecular characterization of the genetic 

material in 1507 maize
Figure 14










93
Southern blot analysis of 1507 maize genomic DNA samples digested 




with HindIII restriction enzyme

Figure 15










94
Immunoreactivity of the CRY1F protein expressed in tissues of 1507 maize



Figure 16










95
Amino acid sequence of CRY1F protein expressed in 1507 maize and 

molecular weight prediction using the ExPASy Server
Figure 17










96
Immunoreactivity of the PAT protein expressed in tissues of 1507 maize



Figure 18










97
Backcrossing to integrate desired genes from a “donor” plant (GM) into 




germplasm of an elite line (non-GM elite inbred)
Figure 19










98
Backcrossing generations used to determine Mendelian segregation ratios 




for 1507 maize
Figure 20










99
Diagram of the 1507 maize insert

Figure 21










100
PCR analysis on genomic DNA for sequences 5’ to the full-length insert in 1507 maize 

and for two regions unique to the 1507 maize insert

Figure 22










101
PCR analysis on genomic DNA for regions 13 to 15 at the 1507 maize insert 3’ border 

sequence

Figure 23










102
Plasmid map of PHP8999 with probe locations indicated

Figure 24










103
Southern blot analysis of 1507 maize insert with the kan probe

Figure 25










104
Southern blot analysis of 1507 maize insert with Backbone Probe 25

Figure 26










105
Southern blot analysis of 1507 maize insert with Backbone Probe 34

Figure 27










106
Southern blot analysis of 1507 maize insert with the full-length pat probe107

Figure 28










107
Southern blot analysis of 1507 maize insert with the cry1F probe

Figure 29










108

Analysis of the lack of post-translational glycosylation of microbially-derived and maize 

expressed CRY1F proteins

Figure 30










109
Western blot and SDS-PAGE analysis of microbially-derived CRY1F protein digestion 

in Simulated Gastric Fluid
Figure 31










110
Comparison of lepidopteran insect pest attack on non-GM maize control and 1507 maize 

grown in Calatorao (Aragón) in 2002.
Figure 32










111
Detail of stalk tunnelling damage caused by lepidopteran insect pest attack on non-GM 

maize control hybrid A and 1507 maize hybrid A, with comparable genetic backgrounds, 

grown in Calatorao (Aragón) in 2002
Figure 33










112
Comparison of lepidopteran insect pest attack on non-GM maize control and 1507 maize 

grown in Montañana (Aragón) in 2002

Figure 34










112
Detail of stalk tunnelling damage caused by lepidopteran insect pest attack on non-GM 

maize control hybrid B and 1507 maize hybrid B, with comparable genetic background, 

grown in Montañana (Aragón) in 2002
Figure 35










113
Mean and standard errors for Family Anthocoridae at the Spanish locations of Calatorao 

and Montañana
Figure 36










114
Mean and standard errors for pooled observations on spiders at the Spanish locations of Calatorao and Montañana
Figure 37










115
Mean and standard errors for Family Nabidae at both locations at the Spanish locations 

of Calatorao and Montañana
Figure 38










116
Mean and standard errors for Family Chrysopidae at the Spanish locations of Calatorao 

and Montañana
Figure 39










117
Mean and standard errors for Family Coccinellidae at the Spanish locations of Calatorao 

and Montañana
Figure 40










118
Means and standard errors for the families Lygaeidae and Pentatomidae at the Spanish 

locations of Calatorao and Montañana

TABLES










119
Table 1










120
Genetic elements in insert PHI8999A used to in the transformation of 1507 maize




Table 2










121
Description of the genetic elements present in the 3269 bp fragment obtained from 
plasmid PHP8999 that were not intended for transformation of 1507 maize

Table 3










122
Acute sensitivity of lepidopteran species to microbially-derived CRY1F protein 

Table 4










123
Acute sensitivity of lepidopteran species to microbially-derived CRY1F protein 

Table 5










124
Comparative efficacy for 1507 maize and non-GM control maize





Table 6










125
Comparative efficacy for 1507 maize (unsprayed with insecticide) and non-GM 
control maize (sprayed and unsprayed with insecticide)
Table 7










126
Summary of DNA probe sizes and locations relative to plasmid PHP8999




Table 8










127
Summary of expected hybridizing fragments during Southern analyses of the DNA
insert of 1507 maize

Table 9










128
Summary of observed fragments during Southern analyses of the DNA insert of 
1507 maize

Table 10










129
Summary of CRY1F protein levels in tissue collected from 1507 hybrid maize from



field trials in Chile in 1998/99
Table 11










130
Summary of CRY1F protein levels in tissue collected from 1507 maize from field




trials in France and Italy in 1999
Table 12










131
Use of inbreds to derive non-GM and GM maize hybrids with comparable 
genetic



backgrounds

Table 13










132
Mean agronomic data from 1507 maize and non-GM control in comparable genetic



backgrounds, collected during field trials in the USA in 1999

Table 14










133
Mean agronomic data from 1507 maize and non-GM control in comparable genetic

backgrounds, collected during field trials in France, Italy and Bulgaria in 2000

Table 15










134
Mendelian segregation of 1507 maize








Table 16










135
Comparison of the biological activity of maize expressed CRY1F protein (event 1360) 


and microbially-derived CRY1F protein (Evans, 1998)

Table 17










136
Nutritional equivalence of 1507 maize: poultry feeding study


Table 18










137
Summary of sequence for 1507 maize insert.
Table 19










138
PCR primers for regions 1 to 3 at the 1507 maize insert 5’ border sequence and for two

regions unique to the 1507 maize insert

Table 20










139
PCR primers for regions 13 to 15 at 1507 maize insert 3’ border sequence

Table 21










140
Summary of DNA probe sizes and locations relative to plasmid PHP8999

Table 22










141

Groups of rats involved in the 90-day oral toxicity study together with the diets fed to 

each of those groups

Table 23










142

Comparative efficacy for 1507 maize and non-GM control maize from field trials 

in Spain in 2002

Table 24










143

Agronomic data obtained from field trials of 1507 maize in Spain in 2002 (I)

Table 25










144

Agronomic data obtained from field trials of 1507 maize in Spain in 2002 (II)

Table 26










145

Comparative agronomic data from different hybrids of 1507 maize and non-GM 

control maize from field trials in Spain in 2002

Table 27










146
Means and standard errors of non-target species found on control and 1507 maize 

hybrids for Calatorao and Montañana in 2002.  

Table 28










147

Tryptic peptide mass data (m/z [M+H]+) of microbially-derived and 1507 maize 

expressed CRY1F proteins obtained by MALDI-TOF MS

REFERENCES









148

SECTION 3










154
ADDITIONAL INFORMATION (ANNEX IV, DIRECTIVE 2001/18/EC)

A.
The following information shall be provided in the notification for placing 
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on the market of GMOs as or in products in addition to that of Annex III (Directive 2001/18/EC):
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therein, and any specific identification, name or code used by the notifier to 

identify the GMO

2. Name and full address of the person established in the Community who is
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responsible for the placing on the market

3. Name and full address of the supplier(s) of control samples
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4. Description of how the product and the GMO as or in product are intended 
155

to be used.  Differences in use or management of the GMO compared to 

similar non-genetically modified products should be highlighted

5. Description of the geographical area(s) and types of environment where the 
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product is intended to be used within the Community, including, where 

possible, estimated scale of use in each area

6. Intended categories of users of the product e.g. industry, agriculture and skilled 
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trades, consumer use by public at large

7. Information on the genetic modification for the purposes of placing on one or 
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several registers of modifications in organisms, which can be used for the 

detection and identification of particular GMO products to facilitate post-

marketing control and inspection

8. Proposed labelling on a label or in an accompanying document
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The following information shall be provided in the notification, when relevant, 
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in addition to that of Point A:
1. Measures to take in case of unintended release or misuse
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2. Specific instructions or recommendations for storage and handling
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3. Specific instructions for carrying out monitoring and reporting to the notifier 
158

and, if required, the competent authority

4. Proposed restrictions in the approved use of the GMO
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5. Proposed packaging








159

6. Estimated production in and/or imports to the Community
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ENVIRONMENTAL RISK ASSESSMENT FOR THE PLACING ON THE MARKET 

OF 1507 MAIZE IN ACCORDANCE WITH ANNEX II OF DIRECTIVE 2001/18/EC
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d) The intended release or use including its scale
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e) The potential receiving environment
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f) The interaction between the intended release or use including its scale 
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and the potential receiving environment
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if it occurs
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D.  CONCLUSIONS ON THE POTENTIAL ENVIRONMENTAL IMPACT 
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FROM THE PLACING ON THE MARKET OF GMOs
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of the specific cultivation, management and harvesting techniques used for the 
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