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$��*(1(5$/�,1)250$7,21�
��� 'HWDLOV�RI�DSSOLFDWLRQ�

D�� 0HPEHU�6WDWH�RI�DSSOLFDWLRQ�
Germany 

E�� 1RWLILFDWLRQ�QXPEHU�
EF SA-GMO-DE -2004-03 

F�� 1DPH�RI�WKH�SURGXFW��FRPPHUFLDO�DQG�RWKHU�QDPHV��
The Monsanto development  code for  this genet ica lly modified maize is: 
MON 863 u MON 810. In  countr ies where MON 863 × MON 810 is 
being cult iva ted, packages of hybrid seed of th is maize a re marketed 
under  the name of the hybr id var iety, in  associa t ion  with  the 
t r ademark YieldGard® P lus, indica t ing clear ly to growers tha t  the 
hybr id is protected from specific coleopteran and lepidopteran insect  
pest s. 

G�� 'DWH�RI�DFNQRZOHGJHPHQW�RI�QRWLILFDWLRQ�
J u ly 02, 2004 (Date of recept ion  EF SA) 

��� $SSOLFDQW�
D�� 1DPH�RI�DSSOLFDQW�

Monsanto Company, represen ted by Monsanto Europe S.A. 

E�� $GGUHVV�RI�DSSOLFDQW�
Monsanto Europe S.A. Monsanto Company 
Avenue de Tervuren  270-272 800 N. Lindbergh Boulevard 
B-1150 Brussels St . Louis, Missour i  63167 
BELGIUM U.S.A 

F�� 1DPH� DQG� DGGUHVV� RI� WKH� SHUVRQ� HVWDEOLVKHG� LQ� WKH�
&RPPXQLW\� ZKR� LV� UHVSRQVLEOH� IRU� WKH� SODFLQJ� RQ� WKH�
PDUNHW��ZKHWKHU� LW�EH� WKH�PDQXIDFWXUHU�� WKH� LPSRUWHU�RU�
WKH� GLVWULEXWRU�� LI� GLIIHUHQW� IURP� WKH� DSSOLFDQW�
�&RPPLVVLRQ�'HFLVLRQ����������(&�$UW���D��LL���
MON 863 × MON 810 will be t raded and used in  the European  Union 
in  the same manner  as cur ren t  commercia l maize var iet ies and by the 
same opera tor s curren t ly involved in  the t r ade and use of t radit ional 
maize. 

�



3DUW�,, – Summary 3 

5HJXODWLRQ��(&��1R����������� �
021�����[�021�����

Monsan to Company 

��� 6FRSH�RI�WKH�DSSOLFDWLRQ�
( x ) GM plant s for  food use 
( x )  Food conta in ing or  consist ing of GM plan t s 
( x )  Food produced from GM plan t s or  conta in ing ingredient s produced from 

GM plant s 
( x ) GM plant s for  feed use 
( x )  Feed conta in ing or  consist ing of GM plan t s 
( x )  Feed produced from GM plan t s or  conta in ing ingredient s produced from 

GM plant s 
(    ) Impor t  and processing (Pa rt  C of Direct ive 2001/18/E C) 
(    )  Seeds and plan t  propagat ing mater ia l fro cu lt iva t ion  in  Europe (P ar t  C 

of Direct ive 2001/18/EC) 
 

A separa te applica t ion request ing au thor iza t ion  to impor t  
MON 863 x MON 810 gra ins in to the E .U. is pending under  Direct ive 
2001/18/EC (C/DE/02/9). 

��� ,V� WKH� SURGXFW� EHLQJ� VLPXOWDQHRXVO\� QRWLILHG� ZLWKLQ� WKH�
IUDPHZRUN�RI�DQRWKHU�UHJXODWLRQ��H�J��6HHG�OHJLVODWLRQ�"�

� <HV��     �� � 1R��  x  ��
,I�\HV��VSHFLI\� 
 

��� +DV� WKH� *0� SODQW� EHHQ� QRWLILHG� XQGHU� 3DUW� %� RI� 'LUHFWLYH�
��������(&�DQG�RU�'LUHFWLYH��������((&"�

� <HV��  �� � 1R��  x ��
,I�QR��UHIHU�WR�ULVN�DQDO\VLV�GDWD�RQ�WKH�EDVLV�RI�WKH�HOHPHQWV�RI�
3DUW�%�RI�'LUHFWLYH���������(& 

6HH following sect ions�

��� +DV� WKH� *0� SODQW� RU� GHULYHG� SURGXFWV� EHHQ� SUHYLRXVO\� QRWLILHG�
IRU� PDUNHWLQJ� LQ� WKH� &RPPXQLW\� XQGHU� 3DUW� &� RI� 'LUHFWLYH�
��������(&�RU�5HJXODWLRQ��(&��������"�

� <HV�� x  �� � 1R��   ��
,I�\HV��VSHFLI\ 

An applica t ion pursuant  to Direct ive 2001/18/EC (C/DE/02/9) for  impor t  of 
MON 863 × MON 810 in  the E .U. and use thereof as any other  maize, 
excluding the cult ivat ion of var iet ies, was submit ted in  J u ly 2002, has 
received a  posit ive Rappor teur  opin ion  in  Apr il 2003 and has been  reviewed 
by the other  E .U. Member  Sta tes and by the European Food Safety Author ity 
(EFSA). 
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��� +DV�WKH�SURGXFW�EHHQ�QRWLILHG�LQ�D�WKLUG�FRXQWU\�HLWKHU�SUHYLRXVO\�
RU�VLPXOWDQHRXVO\"�

� <HV��  x  �� � 1R��   ��
,I�\HV��VSHFLI\ 

In  more than  a  third country out side the E .U., such  a s the U.S.A. and 
Canada , MON 863, MON 810 and MON 863 × MON 810 is au thor ised for  a ll 
uses, cor responding to the full r ange of uses of t r adit iona l maize. However , 
the scope of the approvals a lready gran ted for  these genet ica lly modified 
organisms and the sta tus of pending regula tory reviews, which a re cur ren t ly 
in  progress in  numerous countr ies a round the wor ld, typica lly depend on the 
count ry and it s local regula tory framework. 

��� *HQHUDO�GHVFULSWLRQ�RI�WKH�SURGXFW��
D�� 1DPH�RI�WKH�UHFLSLHQW�RU�SDUHQWDO�SODQW�DQG�WKH�LQWHQGHG�

IXQFWLRQ�RI�WKH�JHQHWLF�PRGLILFDWLRQ�
MON 863 × MON 810 consist s of hybr id maize var iet ies, produced 
using t radit iona l methods of maize breeding by crossing paren ta l 
inbred lines of MON 863 and MON 810. Although genet ic modifica t ion 
was used in  the development  of MON 863 and MON 810, no addit iona l 
genet ic modifica t ions were involved for  the product ion  of 
MON 863 × MON 810. 

Like parenta l MON 863, MON 863 × MON 810 expresses i) a  Cry3Bb1 
protein var ian t from %DFLOOXV� WKXULQJLHQVLV� subsp. NXPDPRWRHQVLV, 
which confer s protect ion  to cer ta in  coleopteran pest s ('LDEURWLFD� spp.) 
and ii) the NPTII protein  (neomycin  phosphotransferase II) which 
provides resistance towards kanamycin for  maize plant  cell select ion 
purposes. Like it s second paren ta l MON 810, MON 863 × MON 810 
a lso expresses the Cry1Ab protein, der ived from %DFLOOXV�WKXULQJLHQVLV 
subsp. NXUVWDNL, which confers protect ion  from predat ion by cer ta in 
lepidopteran insect  pests, including the European  Corn  Borer  (2VWULQLD�
QXELODOLV) and pink borers (6HVDPLD spp).  

The use of MON 863 × MON 810 enables the fa rmer  to effect ively 
cont rol the t argeted coleopteran  and lepidopteran  insect  pest s in  maize, 
ensur ing maximum rea lizat ion  of yield potent ia l, while removing the 
environmenta l burden  of the product ion , packaging and t ranspor t  of 
insect icides, previously used to control 'LDEURWLFD� spp., 2VWULQLD�
QXELODOLV and 6HVDPLD spp. 
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E�� 7\SHV� RI� SURGXFWV� SODQQHG� WR� EH� SODFHG� RQ� WKH� PDUNHW�
DFFRUGLQJ�WR�WKH�DXWKRULVDWLRQ�DSSOLHG�IRU�
The scope of the current  applica t ion is for  a ll uses of 
MON 863 × MON 810 for  food and feed. The range of uses of th is maize 
for  food and feed will be iden t ica l to the fu ll r ange of equiva len t  uses of 
t r adit iona l maize. 

F�� ,QWHQGHG�XVH�RI�WKH�SURGXFW�DQG�W\SHV�RI�XVHUV�
MON 863 × MON 810 will be t r aded and used in  the European  Union 
in  the same manner as current  commercial maize var ieties and by the 
same opera tor s currently involved in  the trade and use of t radit ional 
maize. 

G�� 6SHFLILF� LQVWUXFWLRQV� DQG�RU� UHFRPPHQGDWLRQV� IRU� XVH��
VWRUDJH� DQG� KDQGOLQJ�� LQFOXGLQJ� PDQGDWRU\� UHVWULFWLRQV�
SURSRVHG�DV�D�FRQGLWLRQ�RI�WKH�DXWKRULVDWLRQ�DSSOLHG�IRU�
MON 863 × MON 810 is substan t ia lly equiva lent  to other  maize 
var iet ies except  for  it s in t roduced (L�H� inherited) t rait s, namely 
protect ion  from ta rget  coleopteran and lepidopteran  pest s, which  a re 
t r a it s of agronomic interest . This maize was shown to be as sa fe and as 
nut r it ious as t radit iona l maize. Therefore MON 863 × MON 810 and 
der ived product s will be stored, packaged, tr anspor ted, handled and 
used in  the same manner  as the commercia l maize product s. No specific 
condit ions a re warranted or  required for  the food and feed use of 
MON 863 × MON 810. 

H�� $Q\�SURSRVHG�SDFNDJLQJ�UHTXLUHPHQWV�
MON 863 × MON 810 is substan t ia lly equivalen t  to it s paren ta l maize 
lines MON 863 and MON 810, and to t r adit iona l maize var iet ies 
(except  for  it s protect ion from ta rgeted coleopteran and lepidopteran 
insect  pest s). Therefore, MON 863 × MON 810 and der ived products 
will be used in  the same manner  as other maize and no specific 
packaging is foreseen . (For  the labelling, 6HH quest ion  8.(f)). 

I�� $Q\�SURSRVHG�ODEHOOLQJ�UHTXLUHPHQWV�LQ�DGGLWLRQ�WR�WKRVH�
UHTXLUHG� E\� &RPPXQLW\� ODZ� �$QQH[� ,9� RI� 'LUHFWLYH�
��������(&��5HJXODWLRQ�����������DUW�����DQG�����
In  accordance with  Regula t ions (EC) N° 1829/2003 and 1830/2003, a  
labelling threshold of 0.9 % is applied for  the placing on the market  of 
MON 863 × MON 810 gra in  and der ived product s.  

Opera tor s sha ll be required to label products conta in ing or  consist ing of 
MON 863 × MON 810 with the words “genet ica lly modified maize” or 
“conta ins genet ically modified maize”, and sha ll be required to decla re 
the unique iden t ifier  MON-ØØ863-5 × MON-ØØ81Ø-6 in  the list  of 
GMOs tha t  have been used to const itu te the mixture tha t  contains or  
consist s of th is GMO.  
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Opera tor s sha ll be required to label foods and feeds der ived from 
MON 863 × MON 810 with the words “produced from genet ica lly 
modified maize”. In  the case of product s for  which  no list  of ingredien ts 
exist s, operators sha ll ensure tha t  an indica t ion tha t  the food or  feed 
product  is produced from GMOs is t ransmit ted in  wr it ing to the 
opera tor  receiving the product .  

Opera tor s handling or  using MON 863 × MON 810 gra in  and der ived 
foods and feeds in  the EU are required to be aware of the lega l 
obligat ions regarding t raceability and labelling of these products. Given 
tha t  explicit  requirements for  the t r aceability and labelling of GMOs 
and der ived foods and feeds a re la id down in  Regula t ions (EC) 
No 1829/2003 and 1830/2003, and tha t  au thor ized foods and feeds shall 
be en tered in the Community Register , opera tor s in  the food/feed cha in 
will be fully aware of the t raceability and labelling requirements for  
MON 863 × MON 810. Therefore, no fur ther  specific measures a re to be 
t aken  by the not ifier . 

J�� 8QLTXH� LGHQWLILHU� IRU� WKH� *0� SODQW� �5HJXODWLRQ� �(&��
��������� GRHV� QRW� DSSO\� WR� DSSOLFDWLRQV� FRQFHUQLQJ� RQO\�
IRRG� DQG� IHHG� SURGXFHG� IURP� *0� SODQWV�� RU� FRQWDLQLQJ�
LQJUHGLHQWV�SURGXFHG�IURP�*0�SODQWV��
MON-Ø Ø 863-5 × MON-Ø Ø 81Ø -6 

MON 863 × MON 810 is un iquely ident ified using th is combina t ion  of 
the unique iden t ifier s for  MON 863 (MON-Ø Ø 863-5), and MON 810 
(MON-Ø Ø 81Ø -6). 

K�� ,I� DSSOLFDEOH��JHRJUDSKLFDO�DUHDV�ZLWKLQ� WKH�(8�WR�ZKLFK�
WKH�SURGXFW�LV�LQWHQGHG�WR�EH�FRQILQHG�XQGHU�WKH�WHUPV�RI�
WKH�DXWKRULVDWLRQ�DSSOLHG�IRU��$Q\�W\SH�RI�HQYLURQPHQW�WR�
ZKLFK�WKH�SURGXFW�LV�XQVXLWHG�
MON 863 × MON 810 is suitable for  food and feed use throughout  the 
E.U. 

��� 0HDVXUHV� VXJJHVWHG� E\� WKH� DSSOLFDQW� WR� WDNH� LQ� FDVH� RI�
XQLQWHQGHG� UHOHDVH� RU� PLVXVH� DV� ZHOO� DV� PHDVXUHV� IRU� GLVSRVDO�
DQG�WUHDWPHQW�
Misuse of MON 863 × MON 810 is un likely, as the proposed food and feed 
uses for  this maize include a ll the curren t  food and feed uses of t radit ional 
maize. MON 863 × MON 810 is substant ia lly equiva lent  to other  maize 
hybr ids except  for  the int roduced t r a it s, which  a re t ra it s of agronomic 
in terest . This maize has been shown to be as sa fe and as nut r it ious as 
t radit iona l maize. Therefore, any measures for  waste disposa l and t rea tment  
of MON 863 × MON 810 product s are the same as those for  t r adit iona l ma ize. 
No specific condit ions a re warranted or  required for  the placing on the 
market  of MON 863 × MON 810 for  food and feed.  
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%�� ,1)250$7,21�5(/$7,1*�72��$��7+(�5(&,3,(17�25��%���:+(5(�
$335235,$7(��3$5(17$/�3/$176�
��� &RPSOHWH�QDPH�

D�� )DPLO\�QDPH�
Gramineae 

E�� *HQXV�
=HD�

F��� 6SHFLHV�
PD\V (2n=20) 

G��� 6XEVSHFLHV�
N/A 

H��� &XOWLYDU�EUHHGLQJ�OLQH�
MON 863 × MON 810 

I��� &RPPRQ�QDPH�
Maize; Corn  

��� D�� ,QIRUPDWLRQ�FRQFHUQLQJ�UHSURGXFWLRQ�
�L�� 0RGH�V��RI�UHSURGXFWLRQ�

Maize (=HD� PD\V) is an  annual, wind-pollina ted, monoecious 
species with separa te st amina te (t assels) and pist illa te (silk) 
flowers, Self- and cross-pollina t ion  a re genera lly possible, with 
frequencies of each normally determined by proximity and other 
physica l in fluences on  pollen  t r ansfer .  

�LL�� 6SHFLILF�IDFWRUV�DIIHFWLQJ�UHSURGXFWLRQ�
Tasselling, silking, and pollina t ion  are the most  cr it ica l st ages of 
maize development  and, consequent ly, gra in yield may u lt imately 
be grea t ly impacted by moisture and fer t ility st ress.  

�LLL�� *HQHUDWLRQ�WLPH�
Maize is an  annual cr op with a  cu ltu ral cycle ranging from as 
shor t  as 60 to 70 days to as long as 43 to 48 weeks from seedling 
emergence to matur ity. 

�
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�� E�� 6H[XDO� FRPSDWLELOLW\� ZLWK� RWKHU� FXOWLYDWHG� RU� ZLOG� SODQW�
VSHFLHV�
Out-crossing with  cu lt iva ted =HD var iet ies 

� The scope of the cur rent  applica t ion does not  include the environmenta l 
r elease of MON 863 × MON 810. 

Out -crossing with  wild =HD species 

 Closely rela ted wild rela t ives of maize do not  exist  in  Europe. 

���� 6XUYLYDELOLW\�
D�� $ELOLW\�WR�IRUP�VWUXFWXUHV�IRU�VXUYLYDO�RU�GRUPDQF\�

Maize is an  annual crop and seeds a re the on ly survival st ructures. 
Natura l regenera t ion from vegetat ive t issue is not  known to occur . 

E�� 6SHFLILF�IDFWRUV�DIIHFWLQJ�VXUYLYDELOLW\�
Maize cannot  survive without  human assistance and is not  capable of 
surviving as a  weed due to past  select ion in  it s evolu t ion . Volunteer 
maize is not  found growing in  fencerows, dit ches or  roadsides as a  
weed. Although  maize seed from the previous crop year  can over-winter  
in  mild winter  condit ions and germinate the following year , it  cannot  
per sist  as a  weed. The appearance of “volun teer ” maize in  fields 
following a  maize crop from the previous year  is ra re under  E uropean 
condit ions. Maize volunteer s a re killed by frost  or , in  the unlikely event  
of their  occurrence, a re easily cont rolled by current  agronomic pract ices 
including cu lt iva t ion  and the use of select ive herbicides. 

Maize gra in survival is dependent  upon  tempera ture, moisture of seed, 
genotype, husk protect ion  and stage of development . Freezing 
t empera tures have an adverse effect  on maize seed germinat ion  and 
have been ident ified as being a  major  r isk in  seed maize product ion. 
Temperatures above 45° C have a lso been  repor ted as injur ious to 
maize seed viability.   

��� 'LVVHPLQDWLRQ�
D�� :D\V�DQG�H[WHQW�RI�GLVVHPLQDWLRQ�

In  genera l, disseminat ion of maize may occur  by means of seed 
disper sa l and pollen  disper sa l. Disper sa l of the maize gra in  is h igh ly 
rest r icted in  domest icated maize due to the ear  st ructure including 
husk enclosure. For  maize pollen , the vast  major ity is deposited in  the 
same field due to it s la rge size (90 to 100 µm) with smaller  amounts of 
pollen  deposited usua lly in  a  downwind direct ion. However , the cur rent  
applicat ion  does not  include the environmental release of 
MON 863 × MON 810 in  the European Union .   
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E�� 6SHFLILF�IDFWRUV�DIIHFWLQJ�GLVVHPLQDWLRQ�
Dispersa l of maize seeds does not  occur  na tura lly because of the 
st ructure of the ears of maize. Disseminat ion  of isolated seeds may 
result  from mechanica l harvest ing and t r anspor t  as well as insect  or  
wind damage, bu t  th is form of disseminat ion is high ly in frequent . 
Genet ic mater ia l can be disseminated by pollen  disper sa l, which is 
influenced by wind and weather  condit ions. Maize pollen  is the la rgest  
of any pollen  normally disseminated by wind from a  comparably low 
level of eleva t ion . Disper sa l of maize pollen  is limited by it s large size 
and rapid set t ling ra te.   

��� *HRJUDSKLFDO�GLVWULEXWLRQ�DQG�FXOWLYDWLRQ�RI�WKH�SODQW��LQFOXGLQJ�
WKH�GLVWULEXWLRQ�LQ�(XURSH�RI�WKH�FRPSDWLEOH�VSHFLHV�
Because of it s many divergent  types, maize is grown over  a  wide range of 
climat ic condit ions. The bu lk of the maize is produced between  lat itudes 30° 
and 55°, with relat ively lit t le grown a t  la t itudes higher  than  47° la t itude 
anywhere in  the world. The grea test  ma ize product ion  occurs where the 
warmest  month  isotherms range between  21° and 27° C and the freeze-free 
season last s 120 to 180 days. A summer  ra infa ll of 15 cm is approximately 
the lower  lim it  for  maize product ion without  irr igat ion  with  no upper  limit  of 
ra infa ll for  growing maize, a lthough excess r a infa ll will decrease yields.  

There a re no close wild r ela t ives of maize in  Europe. 

��� ,Q� WKH� FDVH� RI� SODQW� VSHFLHV� QRW� QRUPDOO\� JURZQ� LQ� WKH�0HPEHU�
6WDWH�V���GHVFULSWLRQ�RI�WKH�QDWXUDO�KDELWDW�RI�WKH�SODQW��LQFOXGLQJ�
LQIRUPDWLRQ� RQ� QDWXUDO� SUHGDWRUV�� SDUDVLWHV�� FRPSHWLWRUV� DQG�
V\PELRQWV�
Maize is widely grown in  the E uropean Union and represent s a  sign ificant  
por t ion of globa l maize product ion . The most  impor tan t  a rea s of maize 
product ion  in  Europe include the Danube Basin, from southwest  Germany to 
the Black Sea , a long with  sou thern  France through  the Po Valley of nor thern 
It a ly. 

��� 2WKHU� SRWHQWLDO� LQWHUDFWLRQV�� UHOHYDQW� WR� WKH� *0� SODQW�� RI� WKH�
SODQW�ZLWK�RUJDQLVPV�LQ�WKH�HFRV\VWHP�ZKHUH�LW�LV�XVXDOO\�JURZQ��
RU� XVHG� HOVHZKHUH�� LQFOXGLQJ� LQIRUPDWLRQ� RQ� WR[LF� HIIHFWV� RQ�
KXPDQV��DQLPDOV�DQG�RWKHU�RUJDQLVPV�
There a re no known toxic effects of the maize plan t  to humans, an imals or  
livestock; it  has a  history of sa fe use for  human food and an imal feed. 
However , maize is known to interact  with  other  organisms in  the 
environment  including insect s, birds, and mammals. It  is su scept ible to a  
range of fungal diseases and nematode, insect  and mite pest s. 
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&�� ,1)250$7,21�5(/$7,1*�72�7+(�*(1(7,&�02',),&$7,21�
��� 'HVFULSWLRQ�RI�WKH�PHWKRGV�XVHG�IRU�WKH�JHQHWLF�PRGLILFDWLRQ�

No novel method of genet ic modificat ion is u t ilized in the product ion  of 
MON 863 × MON 810. Instead, t r adit iona l maize breeding methods are used 
to cross inbreds of MON 863 and MON 810. While MON 863 × MON 810 
resu lt s from t radit iona l breeding, MON 863 and MON 810 were modified by 
incorpora t ion  of a  DNA fragment  derived, respect ively, from pla smid vectors 
PV-ZMIR13 and PV-ZMBK07 in to the maize genome using a  par t icle 
accelerat ion  method. 

��� 1DWXUH�DQG�VRXUFH�RI�WKH�YHFWRU�XVHG�
MON 863 x MON 810 has been  obta ined by t r adit iona l breeding of MON 810 
and MON 863 and no vector  has been  used to produce th is ma ize hybr id.  

The vector  used to amplify the DNA fragment  which was in t roduced in  
MON 863 is composed of a  pUC plasmid replica t ion  or igin  associated with  a  
selectable marker , QSW,,. The funct ions carr ied by the vector  a re required to 
a llow it s main tenance and amplificat ion  in  (�� FROL bacter ia l cells. Like the 
or igina l pUC vectors, th is vector  does not  conta in  t r ansfer  or igins, L�H�, 
sequences a llowing t ransfer  from bacter ia  to bacter ia . 

MON 810 was genera ted by the in tegrat ion  of sequences from the plasmid 
vector  PV-ZMBK07, conta in ing the FU\�$E coding sequence of interest , which 
was der ived from %DFLOOXV�WKXULQJLHQVLV subsp. NXUVWDNL.  

��� 6RXUFH� RI� GRQRU� '1$�� VL]H� DQG� LQWHQGHG� IXQFWLRQ� RI� HDFK�
FRQVWLWXHQW�IUDJPHQW�RI�WKH�UHJLRQ�LQWHQGHG�IRU�LQVHUWLRQ�
MON 863 × MON 810 resu lt s from a  single t radit iona l cross of the inbred 
parenta l lines MON 863 and MON 810, which  a re made homozygous for  their  
respect ive inser ted sequences.  

By crossing MON 863 and MON 810, MON 863 × MON 810 inher it s the 
inser ted DNA fragments from both it s parenta l maize lines as they were 
presen t  in  the parenta l line.  

The individua l components and the funct ion  of these inher ited DNA 
sequences a re given in  Tables 1 and 2. 
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7DEOH���� &RPSRQHQWV� RI� WKH� LQVHUWHG� '1$� IUDJPHQW� LQKHULWHG� IURP�
021������

6HTXHQFH� 6L]H�
�.E��

6RXUFH� )XQFWLRQ�

021�����FU\�%E��JHQH�FDVVHWWH  

�$6�� 0.22 Cauliflower  mosaic 
virus  

Promoter  associa t ed with  h igh  
level of expression  in  root s 
con ta in ing 4 tandem copies of 
the act iva t ing sequ ence 1 (AS1) 
which is a  21 bp sequ ence 
der ived from the cau liflower  
mosaic virus 35s promoter  (35S) 
fused to an  addit ional por t ion  of 
the 35S 

ZW�&$%� 0.06 Whea t  (7ULWLFXP 
DHVWLYXP) 

Transla t ion  enhancement  

UDFW� in t ron  0.49 Rice (2U\]D VDWLYD) Transcr ipt ion  enhancement  

021�����FU\�%E� 1.96 %DFLOOXV WKXULQJLHQVLV 
subsp. NXPDPRWRHQVLV 

Ca r r ies the insect  pr otect ion  
t ra in  

WDKVS�����·� 0.23 Whea t  (7ULWLFXP 
DHVWLYXP) 

Ends t r anscr ipt ion  and directs 
polyadenyla t ion  

6HOHFWDEOH�PDUNHU�HOHPHQWV  

���6� 0.32 Cauliflower  mosaic 
virus  

Regula tes expression  in  plan t  
cells 

QSW,, 0.82 (VFKHULFKLD�FROL Allows the select ion  of the plan t  
cells ca r rying the insect  
prot ect ion  t r a it  by confer ing a  
resist ance towards a  ca tegory of 
aminoglycosides comprising 
kana mycin , and neomycin  

EOH (t runca ted) 0.15 (VFKHULFKLD�FROL� Non -funct iona l  
The bleomycin  resist ance gen e 
EOH has been  su bcloned together  
with  the QSW,, coding sequence 
from which  it  sha res th e same 
prokaryot ic operon  

126��·� 0.26 $JUREDFWHULXP 
WXPHIDFLHQV 

Ends t r anscr ipt ion  and directs 
polyadenyla t ion  
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7DEOH���� &RPSRQHQWV� RI� WKH� LQVHUWHG� '1$� IUDJPHQW� LQKHULWHG� IURP�
021������

6HTXHQFH� 6L]H�
�.E��

6RXUFH� )XQFWLRQ�

H��6 0.32 Cauliflower  mosa ic virus DNA sequences der ived from 
cau liflower  mosaic virus (CaMV) 
con ta in ing a  por t ion  of th e CaMV 
promoter  with  th e duplica ted 
enhancer  region  and 5’ 
un t ransla t ed region . 

]PKVS�� 0.81 Maize (=HD�PD\V�L.) DNA sequences der ived fr om corn  
con ta in ing the in t ron  sequ ence 
from th e ma ize KVS�70 gen e (hea t -
shock protein ) presen t  to stabilize 
the level of gen e t ran scr ipt ion . 

FU\�$E 2.45 %DFLOOXV�WKXULQJLHQVLV�
subsp. NXUVWDNL�

DNA sequence con ta in ing 
syn thet ic linker  and a  por t ion  of 
the syn thet ic coding sequ ence for  
a  var ian t  of Cry1Ab1 protein  from 
%DFLOOXV�WKXULQJLHQVLV subsp. 
NXUVWDNL.�

    �
'��,1)250$7,21�5(/$7,1*�72�7+(�*0�3/$17�

��� 'HVFULSWLRQ� RI� WKH� WUDLW�V�� DQG� FKDUDFWHULVWLFV� ZKLFK� KDYH� EHHQ�
LQWURGXFHG�RU�PRGLILHG�
MON 863 x MON 810 consist s of var iet ies developed using t radit iona l 
methods of maize breeding, which  express: 

1. the modified Cry3Bb1 protein, der ived from %DFLOOXV WKXULQJLHQVLV subsp. 
NXPDPRWRHQVLV, which  provides protect ion from cer ta in Coleopteran pest s 
('LDEURWLFD�spp.), 

2.  the Cry1Ab protein , der ived from %DFLOOXV WKXULQJLHQVLV subsp. NXUVWDNL, 
which  provides protect ion  from cer ta in  Lepidopteran  insect  pest s 
(including 2VWULQLD QXELODOLV�(European  corn  borer) and 6HVDPLD spp). 

MON 863 tha t  expresses the modified Cry3Bb1 protein from %�W� offers an 
en t irely new means to control corn  rootworm (CRW) tha t  is sa fe for  humans 
and the environment . As the leading pest  of U.S. maize, based on  insect icide 
use, there is an ongoing need for  efficacious CRW cont rol measures. CRW-
protected maize will offer  growers a  unique new management  tool for  CRW, 
which  will reduce or  elimina te the r isks associa ted with  chemica l 
t ranspor tat ion , storage, applica t ion , disposa l, and stewardsh ip. Agro-
ecosystems will benefit  from the specificity of the product  to CRW and the 
lack of harmful effect s on  beneficia l insect s or  wildlife. CRW-protected maize 
is fu lly compat ible with  curren t  management  protocols for  CRW, including 
in tegra ted pest  management  (IPM). 
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The %�W� protein, MON 863 Cry3Bb1 has shown high levels of act ivity aga inst  
the CRW complex. MON 863 demont ra tes levels of cont rol that  a re super ior  
to those of commercia l soil-applied insect icides. 

As it s second paren ta l line MON 810, MON 863 × MON 810 expresses the 
Cry1Ab protein der ived from %DFLOOXV� WKXULQJLHQVLV subsp. NXUVWDNL, which 
provides protect ion  from cer ta in  lepidopteran  insect  pest s, including 
European  corn borer  (2VWULQLD�QXELODOLV) and pink borer s (6HVDPLD spp).  

��� ,QIRUPDWLRQ�RQ�WKH�VHTXHQFHV�DFWXDOO\�LQVHUWHG�RU�GHOHWHG�
D�� 7KH�FRS\�QXPEHU�RI�DOO�GHWHFWDEOH� LQVHUWV��ERWK�FRPSOHWH�

DQG�SDUWLDO�
As descr ibed in  the respect ive applica t ion dossier s for  the single-t r a it  
paren ta l maize lines, MON 863 and MON 810 each  conta ins a  single 
DNA inser t  conta in ing a  single copy of the int roduced DNA fragment , 
and th is a t  different  loci in  the maize genome.  

In  the progeny of MON 863 and MON 810, each  fragment  is inher ited 
as a  single gene in  a  Mendelian fashion .  

As the parenta l maize lines used in  the t r adit iona l cross to produce 
MON 863 × MON 810 are inbred lines tha t  a re homozygous in  the 
MON 863 or  MON 810, both of the inser ted fragments a re inherited by 
the MON 863 × MON 810. The presence of these inser t s in  the hybr id 
was confirmed through  Southern  blot  ana lysis. 

Therefore, MON 863 × MON 810 conta ins both  of the paren ta l inser ts, 
as they were present  in  the paren ta l MON 863 and MON 810. 

E�� ,Q� FDVH� RI� GHOHWLRQ�V��� VL]H� DQG� IXQFWLRQ� RI� WKH� GHOHWHG�
UHJLRQ�V��
Not  applicable 

F�� &KURPRVRPDO� ORFDWLRQ�V�� RI� LQVHUW�V�� �QXFOHXV��
FKORURSODVWV�� PLWRFKRQGULD�� RU� PDLQWDLQHG� LQ� D� QRQ�
LQWHJUDWHG�IRUP���DQG�PHWKRGV�IRU�LWV�GHWHUPLQDWLRQ�
The MON 863 and MON 810 inser t s are non-a llelic sequences that  
have been stably in tegrated in  the nuclear  maize genome. The 
respect ive ana lyses of the segrega t ion  resu lt s for  MON 863 and 
MON 810 are consisten t  with single act ive sites of in tegra t ion of the 
inser t s in to the genomic DNA. Southern  blot  ana lyses confirmed that  
the size and st ructure of each insert  a re iden t ica l to those of their  
r espect ive paren t s and therefore tha t  their  molecu lar  st ructure has 
been preserved dur ing the breeding process. 
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G�� 7KH� RUJDQLVDWLRQ� RI� WKH� LQVHUWHG� JHQHWLF� PDWHULDO� DW� WKH�
LQVHUWLRQ�VLWH�
Based on the molecu lar  character isa t ion of the single-t r ait  lines, 
MON 863 and MON 810, we consider  it  h igh ly likely that  the insert  
sequences of MON 863 and MON 810 are conserved in  
MON 863 x MON 810, since there is no scient ific basis to suppor t  the 
fact  tha t  these sequences would be int r insically more unstable when 
combined together by t r adit iona l breeding (“ st acked”). Therefore, the 
molecu lar  character ist ics of the respect ive in t roduced DNA sequences, 
known for  the single-t ra it  MON 863 and MON 810, a lso apply to 
MON 863 × MON 810, including the st ructura l organisa t ion  and 
integr ity of the inser t s, as well as the character ist ics of the sites of 
inser t ion  and the flanking sequences, immedia tely adjacent  to the 
int roduced sequences. 

��� ,QIRUPDWLRQ�RQ�WKH�H[SUHVVLRQ�RI�WKH�LQVHUW�
D�� ,QIRUPDWLRQ� RQ� GHYHORSPHQWDO� H[SUHVVLRQ� RI� WKH� LQVHUW�

GXULQJ�WKH�OLIH�F\FOH�RI�WKH�SODQW�
The levels of Cry3Bb1, Cry1Ab and NPTII proteins were measured in  
var ious t issues collected from MON 863 u MON 810 plan t s produced in  
mult i-site field t r ia ls in  Argent ina  dur ing the 1999-2000 growing 
season.   

Cry3Bb1 and Cry1Ab protein  levels were est imated in  forage and gra in 
because these t issues a re most  relevant  to food and an imal feed product  
sa fety. Since protein levels a re relevant  to the insect  cont rol 
per formance of the maize plant s, and are a lso necessary to assess 
exposure of non-ta rget  species where the maize is planted, protein 
levels were a lso measured in  addit iona l maize t issues. Levels of 
Cry3Bb1 protein  were measured in  young leaf, root  and pollen, while 
levels of Cry1Ab protein  were measured in  leaf and pollen . Levels of the 
NPTII protein were measured in  leaf, forage and grain.   

Enzyme-linked immunosorbent  assay (ELISA) methods were developed 
and va lida ted for  each  protein . All protein va lues a re repor ted as 
micrograms (Pg) of the specific protein per  gram (g) of t issue on a  fresh  
weight  (fw) basis. 

Overa ll, the r anges across four  sites for  the Cry3Bb1, Cry1Ab and 
NPTII protein  levels in  MON 863 u MON 810 were comparable to the 
cor responding ranges in  either  MON 863 or  MON 810. However , the 
average Cry3Bb1 and Cry1Ab protein levels in  most  t issues types of 
MON 863 u MON 810 were sligh t ly higher  than  the cor responding 
levels in  the single-t r a it  hybr ids. Simila r  Cry3Bb1 protein levels were 
est imated in  the over-season  root  for  MON 863 x MON 810 and 
MON 863. NPTII protein  levels were similar  in  a ll t issue types for  
MON 863 u MON 810 and MON 863. 
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E�� 3DUWV�RI�WKH�SODQW�ZKHUH�WKH�LQVHUW�LV�H[SUHVVHG�
Levels of proteins a re summar ized in  Tables 3 (Cry3Bb1), 4 (Cry1Ab) 
and 5 (NPTII). The Cry3Bb1 and NPTII protein levels in  
MON 863 x MON 810 were compared to MON 863, whereas, the 
Cry1Ab protein levels in  MON 863 x MON 810 were compared to 
MON 810. 

&U\�%E��
Average levels of the Cry3Bb1 protein  in  t issues of 
MON 863 x MON 810 were est imated to be 1-2 fold h igher  than in  
MON 863. However , the h ighest  levels of Cry3Bb1 were sign ifican t ly 
lower  in  young leaf, and approximately the same in  pollen  and gra in , as 
the levels obta ined in  1999 U.S. t r ia ls. Limits of detect ion (LODs) were 
previously established for  the Cry3Bb1 protein ELISA assay: 0.087 Pg/g 
for  leaf, 0.22 Pg/g for  forage, 0.096 Pg/g for  gra in , 0.70 Pg/g for  pollen 
and 0.76 Pg/g for  root . 

7DEOH���� &U\�%E��SURWHLQ�LQ�021�����[�021�����DQG�021�������
���������	�
����
�� ���������������������������

�� "! �#�%$����&�('
$)� ! ���*���	+�,

-/. �10 ! +1�2��0*�#354/6	7/
	0����8�9���:� � . �9��� ��; +�<�+>=�?@,
��AB! �	+��C,

DFE"GIH�JC3 K/DFE"GIH�7�L DME
GNHCJ�3
O)�9�P�Q+@R�� ! =

18 46.7 (35.6 - 53.2) 30.0 (21.3 - 47.2) S���0 ! +1�
90 23.6 (6.7 - 39.7) 12.8 (<0.22 - 28.8) T 0 ! ���

117 61.1 (38.5 - 83.1) 43.7 (<0.096 - 84.1) $����������
60 79.6 (65.1 - 96.5) 60.4 (29.7 - 90.7) D ! �&�P0U�>0��9���
90 19.7 (6.0 - 41.7) 16.2 (<0.76 - 49.8) E . �10U'���� ! �*�9�

A ����� 46 22.0 (N/A) 20.0 (N/A) 

&U\�$E�
Levels of the Cry1Ab protein  in  MON 863 x MON 810 were est imated 
to be slight ly h igher  than  in  MON 810, but  within the r ange of na tura l 
var iability. LODs were previously established for  the Cry1Ab protein 
ELISA assay: 0.12 Pg/g for  leaf, 0.26 Pg/g for  forage, 0.13 Pg/g for  grain, 
and 0.08 Pg/g for  pollen. 

7DEOH���� &U\�$E�SURWHLQ�OHYHOV�LQ�021�����[�021�����DQG�021�����
���������	�
����
�� ���������������������������

�� "! �#�%$����&�('
$)� ! ���*���	+�,

-/. �10 ! +1�2��0*�#354/6	7/
	0����8�9���:� � . �9��� ��; +�<�+>=�?@,
��AB! �	+��C,

DFE"GIH�JC3 K/DFE"GIH�7�L DME
GNHCJ�3
O)�9�P�Q+@R�� ! =

18 17.9 (14.1-27.5) 13.0 (9.8-15.4) S���0 ! +1�
90 7.9 (3.9-11.9) 5.6 (3.0-8.2) T 0 ! ���

117 0.84 (0.63-1.2) 0.46 (0.24-0.77) $����������
60 <0.08 (<0.08) <0.08 (<0.08-0.18) 

137,,�
Levels of the NPTII protein  in  MON 863 x MON 810 were simila r  to 
those measured in  MON 863. LODs were previously established for  the 
NPTII protein ELISA assay: 0.093 Pg/g for  leaf, 0.075 Pg/g for  forage 
and 0.076 Pg/g for  gra in. 

�
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7DEOH���� 137,,�SURWHLQ�OHYHOV�LQ�021�����[�021�����DQG�021�����
���������	�
����
�� ���������������������������

�� "! �#�%$����&�('
$)� ! ���*���	+�,

-/. �10 ! +1�2��0*�#354/6	7/
	0����8�9���:� � . �9��� ��; +�<�+>=�?@,
��AB! �	+��C,

DFE"GIH�JC3 K/DFE"GIH�7�L DME
GNHCJ�3
O)�9�P�Q+@R�� ! =

18 1.6 (0.53-2.3) 1.06 (0.58-1.6) S���0 ! +1�
90 0.19 (0.13-0.27) 0.17 (<0.075-0.33) T 0 ! ���

117 <0.076 (<0.076) <0.076 (<0.076)  

��� ,QIRUPDWLRQ�RQ�KRZ�WKH�*0�SODQW�GLIIHUV�IURP�WKH�UHFLSLHQW�SODQW�
LQ�
D�� 5HSURGXFWLRQ�

Agronomic da ta  collected from t r ia ls performed with 
MON 863 x MON 810 have demonst ra ted tha t  MON 863 × MON 810 
has not  been  a ltered in  surviva l, mult iplica t ion  or  disseminat ion 
character ist ics when  compared to it s paren ta l maize lines (MON 863 
and MON 810) or  compared to t r adit iona l maize var iet ies. The 
int roduced t r ait s for  insect-protect ion  have no in fluence on maize 
r eproduct ive morphology and hence no changes in  seed disseminat ion 
would be expected. 

E�� 'LVVHPLQDWLRQ�
The in t roduced t r a it s have no influence on  maize reproduct ive 
morphology and hence no changes in  seed disseminat ion  a re to be 
expected. 

F�� 6XUYLYDELOLW\�
Maize is known to be a  weak compet itor  in  the wild, which  cannot  
survive outside cult iva t ion without  the a id of human intervent ion . F ield 
observa t ions have demonst ra ted that  MON 863 × MON 810 has not  
been a ltered in  it s survivability when  compared to it s paren ta l maize 
lines (MON 863 and MON 810) or  compared to t r adit iona l maize. 

G�� 2WKHU�GLIIHUHQFHV�
Compara t ive assessments in  the field did not  revea l any biologica lly 
sign ifican t  differences between  MON 863 × MON 810 and t radit ional 
maize hybr ids, except  for  the in t roduced t r a its tha t  a re of agronomic 
interest . 

��� *HQHWLF�VWDELOLW\�RI�WKH�LQVHUW�DQG�SKHQRW\SLF�VWDELOLW\�RI�WKH�*0�
SODQW�
MON 863 × MON 810 hybr id seed (F 1) is produced by a  single cross of the 
MON 863 and MON 810 parenta l inbred lines (made homozygous for  
MON 863 or  MON 810, respect ively) by t radit iona l breeding. Thereby, each 
parenta l line passes on  it s inser ted DNA sequence to the resu lt ing 
MON 863 × MON 810 F1 hybr id seed, which  is sown by the grower . 
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The single-t r a it  modified maize lines MON 863 and MON 810 each conta in 
one insert  with  a  single copy of the respect ive t ransformed DNA, which  is 
st ably in tegra ted into the nuclear  maize genome. Each  t ra it  is inher it ed as a  
single dominant  gene in  a  Mendelian fashion . This has been  confirmed by 
Southern  blot  ana lyses. 

The harvested (F 2) gra in  of MON 863 × MON 810 is marketed by the grower 
for  food, feed or  indust r ia l use and is not  used for  fu rther  breeding. Therefore, 
since MON 863 × MON 810 hybr id maize seed exist s on ly for  a  single 
generat ion , there is no oppor tun ity for  it s stability to be compromised. 

��� $Q\� FKDQJH� WR� WKH� DELOLW\� RI� WKH� *0� SODQW� WR� WUDQVIHU� JHQHWLF�
PDWHULDO�WR�RWKHU�RUJDQLVPV�
D�� 3ODQW�WR�EDFWHULD�JHQH�WUDQVIHU�

None of the genet ic elements in MON 863 and MON 810 has a  genetic 
t ransfer  funct ion. Therefore, no changes a re expected in  the ability of 
these maize lines or  MON 863 x MON 810 to t ransfer  genet ic mater ial to 
bacteria . 

E�� 3ODQW�WR�SODQW�JHQH�WUDQVIHU�
Not applicable. This application under Regulat ion (EC) No 1829/2003 
includes food and feed of MON 863 x MON 810 for uses equivalent to any 
other maize. Plant  to plant  gene transfer  is assessed in  the import  
applicat ion under  Directive 2001/18/EC for  this maize. 

��� ,QIRUPDWLRQ�RQ�DQ\� WR[LF�� DOOHUJHQLF� RU�RWKHU�KDUPIXO� HIIHFWV�RQ�
KXPDQ�RU�DQLPDO�KHDOWK�DULVLQJ�IURP�WKH�*0�IRRG�IHHG�
���� &RPSDUDWLYH�DVVHVVPHQW�

&KRLFH�RI�WKH�FRPSDUDWRU�
MON 863 x MON 810 was compared with  cont rol lines tha t  had not  
been  genet ica lly modified and with  commercia l hybr ids. This 
MON 863 x MON 810 F 1 was used for  the studies and its self-
pollina t ion produced the respect ive F 2 seed generat ions, which was the 
gra in  mater ia l tested. 

�
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���� 3URGXFWLRQ�RI�PDWHULDO�IRU�FRPSDUDWLYH�DVVHVVPHQW�
D�� QXPEHU� RI� ORFDWLRQV�� JURZLQJ� VHDVRQV�� JHRJUDSKLFDO�

VSUHDGLQJ�DQG�UHSOLFDWHV�
Mater ials for  the composit iona l ana lysis were produced in  
1999/2000 replica ted field t r ia ls a t  four  sites in  Argent ina  (study 
plan 99-04-39-01). The four  replica ted t r ia ls, Fontezuela  1, 
Fontezuela  2, Salto and Rojas provided a  var iety of environmental 
condit ions representa t ive of regions in  Argent ina  where ma ize is 
grown commercia lly. At  each  site, the MON 863 x MON 810 test , 
the cont rol, the single t r a it  references and four  commercia l maize 
hybr ids were plan ted in  two-row plot s in  four  replica tes, in  a  
r andomized complete block design, with  the except ion of MON 810 
which  was plan ted on ly in  a  single row due to shor tage of seeds.  

E�� WKH� EDVHOLQH� XVHG� IRU� FRQVLGHUDWLRQ� RI� QDWXUDO�
YDULDWLRQV�
For  the composit iona l study, a ltogether  a  tota l of 2905 st a t ist ica l 
compar isons were made between  the test  (MON 863 x MON 810) 
and the non-t ransgenic control. For  all 71 significan t  differences 
(p<0.05), the range of the va lues for  the test  were within  the 99% 
tolerance interva l or , in  cases where a  99% tolerance interva l was 
not  ava ilable, the r anges of va lues for  the commercial hybr ids.  

Also compar isons with baseline da ta  from numerous other  field 
t r ia ls and from the peer -reviewed litera ture were made. The 
litera ture on  the composit ion of maize revea ls a  wide composit iona l 
var iability across maize hybr ids. 

���� 6HOHFWLRQ�RI�PDWHULDO�DQG�FRPSRXQGV�IRU�DQDO\VLV�
 The numerous compounds tha t  were selected for  ana lysis in  the 

composit iona l study were chosen  on  the basis of in ternat iona lly 
accepted gu idance provided by the OECD (6HH consensus document  for  
composit iona l ana lysis of maize), in  addit ion to other  selected 
compounds. 

 Based on  the posit ive resu lt s of these extensive, composit iona l ana lyses 
conducted for  MON 863 × MON 810 compared to t r adit iona l maize 
hybr ids (6HH Sect ion  D.7.1), as well as the result s from simila r  ana lyses 
previously conducted for  the single-t r a it  maize lines conta ining either 
MON 863 or  MON 810, there is no indica t ion  to fur ther  ana lyse other  
selected compounds in  th is maize. 

�

                                                 
5  5 set s of compar isons : da ta  from each  of the 4 t r ia ls and da ta  from a  combina t ion  of a ll four  

t r ia ls for  58 compon en ts 
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���� $JURQRPLF�WUDLWV�
 We do not  an t icipa te synergist ic or  antagonist ic effects as a  resu lt  of 

combining the genet ic modifica t ions of the parenta l lines which could 
a lter  the agronomic character ist ics of MON 863 x MON 810. 
F ur thermore, field t r ia ls with MON 863 x MON 810 were performed 
and the set  of agronomic observa t ions suppor t s a  conclusion  tha t  
combining MON 863 and MON 810 through  t radit ional breeding does 
not  cause any unexpected and adverse performance impact s for  this 
hybr id. 

���� 3URGXFW�VSHFLILFDWLRQ�
MON 863 × MON 810 will be impor ted into the E .U. in  mixed sh ipments 
of maize gra in and product s, produced in  other  wor ld a reas, for  use by 
opera tor s tha t  have t r adit iona lly been  involved in  the commerce, 
processing and use of maize and maize der ived product s in  the E .U.  

MON 863 × MON 810 actua lly comprises a ll t radit ionally bred hybr id 
maize var iet ies produced by the combina t ion of genet ica lly modified 
maize inbreds der ived from MON 863 and MON 810.���

���� (IIHFW�RI�SURFHVVLQJ�
 Using both  wet  and dry milling processes, maize is conver ted in to a  

diver se r ange of food and feed product s and der iva t ives used as food 
and feed ingredien t s or  addit ives. As MON 863 × MON 810 is 
substan t ia lly equiva lent  and as sa fe and as nu t r it ious as t radit iona l 
maize, the use of MON 863 × MON 810 for  the product ion of foods and 
feeds is no different  from tha t  of t r adit iona l maize. Consequent ly, any 
effect s of the product ion and processing of MON 863 × MON 180 are 
not  expected to be any differen t  from the product ion  and processing of 
the equiva lent  foods and feeds, or iginat ing from t radit iona l maize. 

���� $QWLFLSDWHG�LQWDNH�H[WHQW�RI�XVH�
 There are no ant icipa ted changes in  the in take and/or  exten t  of use of 

maize or  der ived product s for  use as or  in  food or  feed as a  resu lt  of the 
addit ion of MON 863 × MON 810 to the t radit iona l maize supply. 
MON 863 × MON 810 are expected to replace a  por t ion  of cur rent  
maize hybr ids such that  their  intake or  use will represen t  some fract ion 
of the tota l product s der ived from maize.  

�
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���� 7R[LFRORJ\�
������ 6DIHW\�HYDOXDWLRQ�RI�QHZO\�H[SUHVVHG�SURWHLQV�

MON 863 × MON 810 is produced by a  single t radit ional cross of 
two genet ica lly modified parenta l inbred maize lines, i.e. one 
der ived from MON 863 and one der ived from MON 810. Both  of 
the in t roduced t ra it s in  the single-t ra it , parenta l lines a re 
inher ited by the MON 863 × MON 810 progeny. This resu lt s in 
the combined expression  of the Cry3Bb1, NPTII and the Cry1Ab 
proteins in  the same plan t , MON 863 × MON 810. These 
in t roduced proteins a re present  a t  low levels in  the plan t  and 
have previously been  demonst rated as sa fe for  an imal and 
human hea lth . 

The conclusion of sa fety to humans of the Cry3Bb1, NPTII and 
Cry1Ab proteins was based upon the following considera t ions: 

(1) no amino acid sequence simila r ity to known toxins, other 
than  %�W� proteins in  the case of Cry3Bb1 and Cry1Ab, and no 
immunologica lly relevant  sequence simila rity with  known 
a llergens, (2) r apid degrada t ion  under  condit ions which simula te 
mammalian  digest ive systems, (3) no indica t ions of acu te 
toxicity in  mice administered Cry3Bb1, NPTII or  Cry1Ab 
protein by ora l gavage, (4) very low dietary exposure, and (5) a  
history of sa fe use. 

������� 7HVWLQJ�RI�QHZ�FRQVWLWXHQWV�RWKHU�WKDQ�SURWHLQV�
Since maize is known as a  common source of food and feed with 
a  cen tur ies-long h istory of sa fe use and consumpt ion around the 
wor ld, and a s MON 863 × MON 810 was shown to be 
substant ia lly equiva lent  to t radit iona l maize, no test ing of any 
const ituen t  other  than  the in t roduced proteins is indica ted. 

������� ,QIRUPDWLRQ�RQ�QDWXUDO�IRRG�DQG�IHHG�FRQVWLWXHQWV�
Maize is known as a  common source of food and feed with  a  
centur ies-long h istory of sa fe use and consumpt ion a round the 
wor ld. No part icu lar  na tura l const ituen t s of maize a re 
considered to be of sign ificant  concern  to require addit ional 
in format ion or  fur ther  r isk assessment . 

������� 7HVWLQJ�RI�WKH�ZKROH�*0�IRRG�IHHG�
The composit iona l and nu t r it iona l equiva lence of grain  and 
forage from MON 863 × MON 810 and t radit iona l maize have 
been  established by composit ional ana lysis. Addit iona lly, the 
wholesomeness of MON 863 × MON 810 gra in  has been 
confirmed in  a  h ighly sensit ive feeding study using broiler  
ch ickens. 

�
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���� $OOHUJHQLFLW\�
������ $VVHVVPHQW�RI�DOOHUJHQLFLW\�RI�WKH�QHZO\�H[SUHVVHG�SURWHLQ�

Absence of any a llergenic potent ia l associa ted with the 
in t roduced Cry3Bb1, NPTII and Cry1Ab proteins expressed in  
MON 863 × MON 810 has previously been  demonst rated for  the 
single-t r a it  parenta l lines conta in ing either MON 863 or 
MON 810. 

These proteins were assessed for  their  potent ia l a llergenicity by 
a  var iety of test s, including a) whether  the genes came from 
a llergenic or  non-a llergenic sources, b) sequence similar ity to 
known a llergens, and c) pepsin  stability of the protein  in  an LQ�
YLWUR digest ion assay. In  a ll cases, the proteins did not  exhibit  
proper t ies character ist ic of a llergens. 

������� $VVHVVPHQW�RI�DOOHUJHQLFLW\�RI�WKH�ZKROH�*0�SODQW�RU�FURS�
As the in t roduced proteins do not have any a llergenic poten t ia l, 
it  was concluded that  the use of MON 863 × MON 810 for  food or 
feed does not  lead to an  increased r isk for  a llergenic react ions 
compared to the equiva len t  r ange of food and feed uses of 
t radit iona l maize. 

����� 1XWULWLRQDO�DVVHVVPHQW�RI�*0�IRRG�IHHG�
�������1XWULWLRQDO�DVVHVVPHQW�RI�*0�IRRG�

MON 863 × MON 810 hybr ids a re F1 maize hybr ids, tha t  have 
inher ited the genet ic modifica t ion MON 863 and MON 810 from 
their  single-t r a it , genet ica lly modified paren ta l lines. The 
in t roduced t ra it s for  insect  protect ion  a re of agronomic interest  
(input  t ra it s), and a re not  in tended to change any nu t r it iona l 
aspect s of this maize. Hence th is maize is not  expected to be 
more or  less a t t r act ive for  use as food (or  feed), for  processing, or  
as a  food (or  feed) ingredient . Therefore, an t icipated dietary 
in take of maize-der ived foods and feeds is not  expected to be 
a ltered upon  commercia lisa t ion of MON 863 × MON 810, and no 
nu t r it ional imbalances a re expected as a  result  of the use of 
MON 863 × MON 810. 

�������1XWULWLRQDO�DVVHVVPHQW�RI�*0�IHHG�
A confirmatory feeding study in broiler  chickens was conducted 
to compare the nu t r it ional va lue of the stacked 
MON 863 × MON 810 gra in and non-t ransgenic cont rol gra in  as 
well a s addit iona l commercial maize hybr ids, and to provide 
confirmat ion  of the safety of th is hybr id maize. The results of 
this study show tha t  there were no biologically relevant  
differences in  the parameter s tested between broiler s fed the 
MON 863 × MON 810 diet  and the non-t ransgenic cont rol diet . 
In  addit ion , when  individua l t rea tment  compar isons were made, 
broilers in  genera l performed and had simila r  carcass yields and 
meat  composit ion when  fed diet s conta in ing 
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MON 863 × MON 810, the non-t ransgenic hybr id, and 
commercially available reference maize hybr ids. The 
MON 863 × MON 810 diet  was as wholesome as it s 
corresponding non-t ransgenic control diet  and commercia lly 
ava ilable reference diet s r egarding it s ability to suppor t  the 
rapid growth  of broiler  ch ickens. This conclusion was consistent  
with the eva luat ion  of the composit ion of the 
MON 863 × MON 810, which  showed tha t  there were no 
biologica lly relevant  differences in  nut r it iona l and composit iona l 
proper t ies relat ive to cont rol and reference maize hybr ids. These 
da ta  confirm  and suppor t  the conclusion  tha t  the 
MON 863 × MON 810 is as sa fe and nut r it ious as t radit ional 
maize. 

����� 3RVW�PDUNHW�PRQLWRULQJ�RI�*0�IRRG�IHHG�
The assessment  of the human and an imal sa fety of 
MON 863 × MON 810 was conducted on  the basis of it s substan t ia l 
equiva lence to t r adit iona l maize (except  for  the in t roduced t r a it s) and 
by extensive character isa t ion of the int roduced t ra its, which  a re of 
agronomic in terest , resu lt ing in  the expression  of the Cry3Bb1, NPTII 
and Cry1Ab proteins. 

There a re no int r insic hazards rela ted to MON 863 × MON 810 as no 
signs of adverse or  unant icipated effect s have been observed in  a  
number  of sa fety studies, including an imal feeding studies using doses 
of administ r a t ion  that  a re orders of magnitude above expected 
consumpt ion  levels. The pre-market  r isk character isa t ion  for  food and 
feed use of MON 863 × MON 810 demonst ra tes tha t  the r isks of 
consumpt ion  of MON 863 × MON 810 or  it s der ived product s a re 
consistent ly negligible and no different  from the r isks associa ted with  
the consumpt ion  of t radit iona l maize and maize-der ived product s.  

As a  consequence, specific r isk management  measures a re not  
indica ted, and post -market  monitor ing of the use of th is maize for  food, 
feed or  processing is neither  warranted, nor  appropr ia te. 

��� 0HFKDQLVP� RI� LQWHUDFWLRQ� EHWZHHQ� WKH� *0� SODQW� DQG� WDUJHW�
RUJDQLVPV��LI�DSSOLFDEOH��
Not  applicable as th is applicat ion under  Regula t ion (EC) No 1829/2003 
includes food and feed of MON 863 x MON 810 for  uses equiva lent  to any 
other  maize and does not  include delibera te release of gra ins into the 
environment .  

�
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��� 3RWHQWLDO
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���� 3RWHQWLDO�LQWHUDFWLRQV�ZLWK�WKH�DELRWLF�HQYLURQPHQW�
Not  applicable as this applica t ion  under  Regula t ion  (EC) No 1829/2003 
includes food and feed of MON 863 x MON 810 for  uses equiva len t  to any 
other  maize and does not  include delibera te release of gra ins into the 
environment .  

The in teract ions with  the abiot ic environment  associated with the impor t  of 
MON 863 x MON 810 are covered in  the applicat ion  under  Direct ive 
2001/18/EC. 

���� (QYLURQPHQWDO�PRQLWRULQJ�SODQ��QRW�LI�DSSOLFDWLRQ�FRQFHUQV�RQO\�
IRRG� DQG� IHHG� SURGXFHG� IURP� *0� SODQWV�� RU� FRQWDLQLQJ�
LQJUHGLHQWV�SURGXFHG�IURP�*0�SODQWV���
����� *HQHUDO��ULVN�DVVHVVPHQW��EDFNJURXQG�LQIRUPDWLRQ��

The environmenta l release of MON 863 × MON 810 in  the E .U. is not  
with in the scope of th is applica t ion under  Regula t ion (EC) 
No 1829/2003. The scope of the curren t  applica t ion  only includes the 
use of th is maize for  food and feed.  

����� &DVH�VSHFLILF� *0� SODQW� PRQLWRULQJ� �DSSURDFK�� VWUDWHJ\��
PHWKRG�DQG�DQDO\VLV��
P lease see quest ion  '����� 

����� *HQHUDO� VXUYHLOODQFH� RI� WKH� LPSDFW� RI� WKH� *0� SODQW�
�DSSURDFK��VWUDWHJ\��PHWKRG�DQG�DQDO\VLV��
P lease see quest ion  '����� 

����� 5HSRUWLQJ�WKH�UHVXOWV�RI�PRQLWRULQJ�
P lease see quest ion  '����� 

���� 'HWHFWLRQ�DQG�HYHQW�VSHFLILF�LGHQWLILFDWLRQ�WHFKQLTXHV�IRU�WKH�*0�
SODQW�
As MON 863 × MON 810 is the result  of a  t r adit iona l cross of MON 863 and 
MON 810, they conta in both t r ansformat ion  events in  combina t ion . 
Therefore, MON 863 × MON 810 is detectable using either  the event -specific 
PCR method for  detect ing the in t roduced DNA present  in  MON 863 or  the 
equiva lent  method for  MON 810. However , as for  a ll plant s in  which one or 
more events a re combined by t r adit iona l breeding, the unambiguous 
detect ion  of MON 863 × MON 810 in  mixed consignments of gra in will 
r equire single gra ins to be subjected to detect ion methods for  both MON 863 
and MON 810, and to test  posit ive for  both . 

�



3DUW�,, – Summary 25 

5HJXODWLRQ��(&��1R����������� �
021�����[�021�����

Monsan to Company 

(�� ,1)250$7,21�5(/$7,1*�72�35(9,286�5(/($6(6�2)�7+(�*0�
3/$17�$1'�25�'(5,9('�352'8&76�
��� +LVWRU\�RI�SUHYLRXV�UHOHDVHV�RI�WKH�*0�SODQW�QRWLILHG�XQGHU�3DUW�

%� RI� WKH� 'LUHFWLYH� ��������(&� DQG� XQGHU� 3DUW� %� RI� 'LUHFWLYH�
�������((&�E\�WKH�VDPH�QRWLILHU��
D�� 1RWLILFDWLRQ�QXPEHU�

Not  applicable 

E�� &RQFOXVLRQV�RI�SRVW�UHOHDVH�PRQLWRULQJ�
Not  applicable 

F�� 5HVXOWV� RI� WKH� UHOHDVH� LQ� UHVSHFW� WR� DQ\� ULVN� WR� KXPDQ�
KHDOWK�DQG�WKH�HQYLURQPHQW��VXEPLWWHG�WR�WKH�&RPSHWHQW�
$XWKRULW\�DFFRUGLQJ�WR�$UWLFOH����RI�'LUHFWLYH���������(&��
Not  applicable 

��� +LVWRU\�RI�SUHYLRXV�UHOHDVHV�RI�WKH�*0�SODQW�FDUULHG�RXW�RXWVLGH�
WKH�&RPPXQLW\�E\�WKH�VDPH�QRWLILHU�
D�� 5HOHDVH�FRXQWU\�

MON 863 × MON 810 has been  field tested in  Argent ina  and in  the 
USA since 1999 and 2000, r espect ively. In  addit ion, the two paren ta l 
single-t r a it  maize var iet ies, MON 863 and MON 810, have been 
extensively tested in  the field prior  to their  approval and subsequent  
commercialisa t ion  in  severa l count r ies a round the wor ld. 

E�� $XWKRULW\�RYHUVHHLQJ�WKH�UHOHDVH�
Argent ina : Secreta ry of Agr icu ltu re (SAGPyA) - CONABIA 
USA: United States Depar tment  of Agr iculture and Environmental 
Protect ion  Agency 

F�� 5HOHDVH�VLWH�
Argent ina : Bragado, Sa lto, Rojas  
USA: Mainly in  the sta tes of the corn  belt  and in  Hawaii and Por to Rico 

G�� $LP�RI�WKH�UHOHDVH�
Argent ina /USA: Assess the performances: efficacy, yield, breeding, … 
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H�� 'XUDWLRQ�RI�WKH�UHOHDVH�
Argent ina /USA: 12 months 

I�� $LP�RI�SRVW�UHOHDVHV�PRQLWRULQJ�
Argent ina /USA: Assess for  volun teer s 

J�� 'XUDWLRQ�RI�SRVW�UHOHDVHV�PRQLWRULQJ�
Argent ina /USA: 12 months 

K�� &RQFOXVLRQV�RI�SRVW�UHOHDVH�PRQLWRULQJ�
Argent ina : noth ing to repor t  
USA: volunteer s have been  elimina ted to prevent  persist ence in  the 
environment  

L�� 5HVXOWV� RI� WKH� UHOHDVH� LQ� UHVSHFW� WR� DQ\� ULVN� WR� KXPDQ�
KHDOWK�DQG�WKH�HQYLURQPHQW�
Argent ina /USA: No evidence tha t  MON 863 × MON 810 is likely to 
cause any adverse effect s to human or  animal hea lth  and the 
environment . 

��� /LQNV� �VRPH� RI� WKHVH� OLQNV� PD\� EH� DFFHVVLEOH� RQO\� WR� WKH�
FRPSHWHQW� DXWKRULWLHV� RI� WKH�0HPEHU�6WDWHV�� WR� WKH�&RPPLVVLRQ�
DQG�WR�()6$���
D�� 6WDWXV�SURFHVV�RI�DSSURYDO�

The EFSA website ht tp://www.efsa .eu .in t /scien ce/gmo/gm_ff_applica t ions/ 
ca t index_en .h tml provides in format ion rela ted to the applicat ions 
submit ted under  Regula t ion  (EC) No 1829/2003 on genet ica lly modified 
food and feed. 

E�� $VVHVVPHQW�5HSRUW�RI�WKH�&RPSHWHQW�$XWKRULW\��'LUHFWLYH�
��������(&��
The J RC website ht tp://gmoinfo.jrc.it /gmc_browse.asp provides a  link to 
the publicly accessible In it ia l Assessment  Repor t  from the German 
Lead Member  Sta te for  Monsanto not ifica t ion C/DE/02/9 on 
MON 863 × MON 810. 

F�� ()6$�RSLQLRQ�
A favourable EF SA opinion , specifica lly for  MON 863 × MON 810, was 
not  ava ilable a t  the t ime of submission of th is applicat ion. A favourable 
EF SA opinion  has been issued, however , for  the MON 863 single-t ra it  
product , which were posted a t  
h t tp://www.efsa .eu .int /science/gmo/gmo_opinions/ca t index_en .html.  

tp://www.efsa.eu.int
tp://gmoinfo.jrc.it
tp://www.efsa.eu.int
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G�� &RPPLVVLRQ�5HJLVWHU��&RPPLVVLRQ�'HFLVLRQ����������(&��
The au thor ised food and feed are en tered in  the Community Register  of 
GM food and feed: 

ht tp://europa .eu .in t /comm/food/food/biotechnology/au thor isa t ion /commu n_r egis
ter _en .h tm 

H�� 0ROHFXODU� 5HJLVWHU� RI� WKH� &RPPXQLW\� 5HIHUHQFH�
/DERUDWRU\�-RLQW�5HVHDUFK�&HQWUH�
Informat ion on detect ion  protocols is likely to be posted a t  h t tp://gmo-
cr l.jrc.it / 

I�� %LRVDIHW\�&OHDULQJ�+RXVH��&RXQFLO�'HFLVLRQ����������(&��
The publicly accessible por ta l site of the Biosafety Clearing-House 
(BCH) can be found a t  ht tp://bch .biodiv.org/ 

J�� 6XPPDU\� 1RWLILFDWLRQ� ,QIRUPDWLRQ� )RUPDW� �61,)��
�&RXQFLO�'HFLVLRQ����������(&��
The J RC website ht tp://gmoinfo.jrc.it /gmc_browse.asp provides a  link to 
the publicly accessible SNIF  summary of not ifica t ions under  Direct ive 
2001/18/E C, including the Monsanto not ifica t ion for  
MON 863 × MON 810. 

 

tp://europa.eu.int
tp://gmocr
tp://bch.biodiv.org/
tp://gmoinfo.jrc.it

