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SUM M ARY OF APPL I CATI ONS FOR GENETI CAL L Y 
M ODI FI ED PL ANTS AND/OR DERI VED FOOD AND FEED 

H 7-1 Roundup Ready Sugar  Beet   

A. GENERAL  I NFORM ATI ON 

1. Det ai l s of  app l i cat i on  

a) M ember  State of  app l i cat i on  

The UK 

b) Not i f i cat i on  number  

Not  avai lable at  the t ime of appl icat ion. 

c) Name of  t he pr oduct  (com mer ci al  and ot her  names) 

The product  is H7-1 Roundup Ready® sugar  beet .  
H7-1 Roundup Ready sugar  beet 1 is tolerant  to glyphosate, the act ive 
ingredient  in Roundup® herbicide. 

d) Date of  ack now ledgement  of  not i f i cat i on  

Not  avai lable at  the t ime of appl icat ion. 

2. Appl i can t  

a) Name of  app l i can t (s) 

(i ) KWS SAAT AG 

(i i ) Monsanto Company represented by Monsanto Europe S.A. 

b) Addr ess of  app l i can t (s) 

KWS SAAT AG              Monsanto Europe S.A. 
Gr imsehlst rasse-31                                     Avenue de Tervuren, 270-272 
D-37574 Einbeck                                         B-1150 Brussels 
Germany                                                 Belgium 

                                                                  on behalf of: 

                                                        Monsanto Company 
                           800 N. L indbergh Boulevard 
                           St . Louis, Missour i   63167 
                           U.S.A. 

                                                 
® Roundup and Roundup Ready are registered t rademarks of Monsanto Technology LLC 
1   Hereafter  refer red to as H7-1 sugar  beet  
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c) Name and addr ess of  t he per son  est abl i shed i n  t he Comm uni t y  
w ho i s r esponsi ble for  t he p laci ng on  t he mar k et , w het her  i t  be 
t he manufact u r er , t he i m por t er  or  t he d i st r i bu t or , i f  d i f fer en t  
f r om  the appl i can t  (Commi ssi on  Deci si on  2004/204/EC Ar t  
3(a)(i i )) 

Not  appl icable. 

3. Scope of  t he appl i cat i on  

(   ) GM  p lan t s for  food use 
(   ) Food con tai n i ng or  consi st i ng of  GM  p l an t s 
(X) Food pr oduced f r om  GM  p lan t s or  con tai n i ng i ngr ed i en t s 

p r oduced f r om GM  p lan t s 
(   ) GM  p lan t s for  feed use 
(   ) Feed con t ai n i ng or  consi st i ng of  GM  p l an t s 
(X) Feed pr oduced f r om GM  p lan t s 
(   ) I mpor t  and pr ocessi ng (Par t  C of  Di r ect i ve 2001/18/EC) 
(   ) Seeds and  p lan t  pr opagat i ng mat er i al  for  cu l t i vat i on  i n  

Eur ope (Par t  C of  D i r ect i ve 2001/18/EC) 

4. I s t he pr oduct  bei ng si mu l t aneously  not i f i ed  w i t h i n  t he 
f r am ew or k  of  anot her  r egu lat i on  (e.g. Seed legi slat i on?)? 

 Yes (  )  No ( X ) 

I f  yes, speci fy   

5. H as t he GM  p lan t  been  not i f i ed under  Par t  B of  Di r ect i ve 
2001/18/EC and/or  Di r ect i ve 90/220/EEC? 

 Yes ( X )  No (   ) 

I f  no, r efer  t o r i sk  analysi s data on  t he basi s of  t he el emen ts of  
Par t  B of  Di r ect i ve 2001/18/EC 
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Table A.5: L i st  of  pr evi ous not i f i cat i ons under  Par t  B  of  Di r ect i ve 
90/220/EEC 

Year  Coun t r y  Not i f i cat i on  Number  

1995 Belgium  B/BE/95/WSP4 (Monsanto) 
1996 Belgium  B/BE/95/WSP4 (Monsanto) 

 United Kingdom  B/GB/96/R22/7 (96/R 22/7) (Monsanto) 
1997 Belgium  B/BE/95/WSP4 (Monsanto) 

 I taly  B/IT/97/18 (Monsanto) 
 The Nether lands  B/NL/96/22 (BGGO 96/22) (Monsanto) 

1998 Belgium  B/BE/95/WSP4 (Monsanto) 
 I taly  B/IT/97/18 (Monsanto) 

 France  B/FR/97/10/11 (Monsanto) 
 The Nether lands  B/NL/96/22 (BGGO 96/22)  (Monsanto) 
 United Kingdom  B/GB/98/R22/11 (B/UK/98/R22/11) (Monsanto) 

1999 Belgium  B/BE/95/WSP4 (Monsanto) 

 France  B/FR/99/01/07 (Monsanto/KWS) 
 France  B/FR/99/11/02 (KWS) 
 Germany  B/DE/99/94  (ZG2 6786-01-0094) (Monsanto) 
 I taly  B/IT/97/18 (Monsanto) 

 I taly  B/IT/99/03 (KWS) 
 I taly  B/IT/99/27 (KWS) 
 I taly  B/IT/99/36 (KWS) 
 Spain  B/ES/99/03 (Monsanto) 

 The Nether lands  B/NL/96/22-EXT1 (BGGO 96/22-01) (Monsanto) 

 United Kingdom  B/GB/98/R22/11 (B/UK/98/R22/11) (Monsanto) 
2000 Belgium  B/BE/95/WSP4 (Monsanto) 

 Belgium  B/BE/00/VSP2 (KWS) 
 France  B/FR/99/01/07 (Monsanto/KWS) 

 France  B/FR/00/07/01 (KWS) 
 Germany  B/DE/99/94  (ZG2 6786-01-0094) (Monsanto) 
 Spain  B/ES/00/08 (Monsanto) 
 The Nether lands  B/NL/96/22-EXT1 (BGGO 96/22-01) (Monsanto) 

2001 Belgium  B/BE/95/WSP4 (Monsanto) 
  France  B/FR/99/01/07 (Monsanto/KWS) 
  Germany  B/DE/99/94  (ZG2 6786-01-0094) (Monsanto) 
 The Nether lands  B/NL/96/22-EXT1 (BGGO 96/22-01) (Monsanto) 

2002  Germany  B/DE/99/94  (ZG2 6786-01-0094) (Monsanto) 
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6. H as t he GM  p lan t  or  der i ved  pr oduct s been  pr ev i ously not i f i ed 
for  m ar k et i ng i n  t he Com muni t y  under  Par t  C of  Di r ect i ve 
2001/18/EC or  Regu lat i on  (EC) 258/97? 

 Yes ( X )  No (   ) 

I f  yes, speci fy  

H7-1 sugar  beet  has been not i fied under  par t  C of Direct ive 
2001/18/EC for  cul t ivat ion. The not i ficat ion number  is C/DE/00/8. 

7. H as t he pr oduct  been  not i f i ed i n  a t h i r d  coun t r y ei t her  
pr evi ously or  si mu l t aneousl y? 

 Yes ( X )  No (   ) 

I f  yes, speci fy  

The product  has been previously not i fied in the US, Canada, Japan, 
Russia, Austral ia, New Zealand, Mexico and Colombia. 

8. Gener al  descr i p t i on  of  t he pr oduct   

a) Name of  t he r eci p i en t  or  par en tal  p lan t  and t he i n tended 
funct i on  of  t he genet i c modi f i cat i on  

The sugar  beet  (B. vulgar is) parental  plant  used for  t ransformat ion 
was a propr ietary, mult igerm sugar  beet  l ine designated 3S0057 from 
KWS SAAT AG. The selected H7-1 sugar  beet  plant  contains a gene 
casset te encoding one protein, CP4 EPSPS, which confers tolerance to 
the herbicide Roundup. 

b) Types of  p r oduct s p lanned t o be p laced on  t he mar k et  
accor d i ng t o t he au t hor i sat i on  appl i ed  for  

The scope of this author izat ion is to place on the market  H7-1 sugar 
beet  for  food and feed use. The range of uses of this sugar  beet  wi l l  be 
ident ical  to the ful l  range of equivalent  uses of convent ional sugar  beet .  

c) I n tended use of  t he pr oduct  and t ypes of  user s 

There are no specific di fferences when H7-1 sugar  beet  is compared to 
convent ional sugar  beet , except  for  i ts tolerance to glyphosate. 
Therefore the intended uses and the t ype of users for  H7-1 sugar  beet  
are ident ical  to those for  convent ional sugar  beet .  

d) Speci f i c i nst r uct i ons and/or  r ecomm endat i ons for  use, st or age 
and handl i ng, i ncl ud i ng mandat or y  r est r i ct i ons p r oposed as a 
condi t i on  of  t he au thor i sat i on  appl i ed  for  

No specific use, storage or  handl ing recommendat ions or  instruct ions 
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are ant icipated for  food and feed products produced from H7-1 sugar  
beet .  

e) Any pr oposed pack agi ng r equ i r ements 

The packaging of foods and feeds produced from H7-1 sugar  beet  wil l  
be the same as that  used for  convent ional sugar  beet . 

f ) A p r oposal  for  l abel l i ng i n  accor dance w i t h  Ar t i cl es 13 and 25 
of  Regu lat i on  (EC) 1829/2003. I n  t he case of  GM Os, food and/or  
feed con tai n i ng, consi st i ng of  GM Os, a pr oposal  for  l abel l i ng 
has t o be i ncl uded com ply i ng w i t h  t he r equ i r emen ts of  Ar t i cl e 
4, B(6) of  Regu lat i on  (EC) 1830/2003 and Annex I V of  Di r ect i ve 
2001/18/EC. 

The scope of this author isat ion covers foods and feeds produced from 
H7-1 sugar  beet  or  containing ingredients produced from this GM plant . 
According to Regulat ion (EC) N° 1829/2003, Ar t icles 13 and 25, the 
operators placing on the market  food and feed products produced from 
H7-1 sugar  beet  shal l  ensure that  those products are label led wi th the 
words “produced from genetical ly modi fied sugar  beet”. In the case of 
products for  which no l ist  of ingredients exists, operators shall  ensure 
that  an indicat ion that  the food or  feed product  is produced from this GM 
plant  is t ransmit ted in wr i t ing to the operator  receiving the product . 

Operators handl ing or  using foods and feeds produced from H7-1 sugar  
beet  in the EU are required to be aware of the legal obl igat ions regarding 
t raceabi l i ty and label l ing of these products. 

Given that  expl ici t  requirements for  the t raceabi l i ty and label l ing of 
GMOs and der ived foods and feeds are laid down in Regulat ions (EC) N° 
1829/2003 and 1830/2003, and that  author ized foods and feeds shal l  be 
entered in the Community Register , operators in the food and feed chain 
wi l l  be ful ly aware of the t raceabi l i ty and label l ing requirements for  foods 
and feeds produced from H7-1 sugar  beet . Therefore, no fur ther  specific 
measures are to be taken by the appl icants.  

g) Un i que i den t i f i er  for  t he GM  p lan t  (Regu lat i on  (EC) 65/2004; 
does not  app ly  t o app l i cat i ons concer n i ng on ly  food and feed 
pr oduced f r om  GM  p lan t s, or  con tai n i ng i ngr ed i en t s p r oduced 
f r om  GM  p lan t s) 

Not  appl icable. 

h ) I f  app l i cable, geogr aph i cal  ar eas w i t h i n  t he EU to w h i ch  t he 
pr oduct  i s i n t ended t o be con f i ned under  t he t er ms of  t he 
au t hor i sat i on  appl i ed for . Any t ype of  envi r onm ent  t o w h i ch  
t he pr oduct  i s unsu i t ed 

Not  appl icable. 
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9. M easur es suggest ed by t he appl i can t  t o t ak e i n  case of  
un i n t ended r elease or  m i suse as w el l  as measur es for  d i sposal  
and t r eatment  

Misuse of H7-1 sugar  beet  is unl ikely, as the proposed food and feed 
uses for  this sugar  beet  include al l  the cur rent  food and feed uses of 
convent ional sugar  beet . Therefore, any measures for  waste disposal 
and t reatment  of products der ived from H7-1 sugar  beet  are equivalent  
to those al ready in place for  any convent ional sugar  beet  var iety. No 
speci fic condit ions are warranted or  required for  the placing on the 
market  of H7-1 sugar  beet  for  food and feed use. 

B . I NFORM ATI ON REL ATI NG TO (A) TH E RECI PI ENT OR (B) (WH ERE 
APPROPRI ATE) PARENTAL  PL ANTS 

1. Complet e name 

a) Fam i ly  name 

Chenopodiaceae 

b) Genus 

Beta 

c)  Speci es 

vulgar is (2n=18, 3n=27, 4n=36) 

d)  Subspeci es 

vulgar is 

e)  Cu l t i var /br eedi ng l i ne 

3S0057 

f )  Comm on name 

Sugar  beet  

2. a) I n for mat i on  concer n i ng r epr oduct i on  

(i ) Mode(s) of  r epr oduct i on  

Sugar  beet  is a biennial  plant  that  develops a large succulent root  in 
the fi rst  year  and a seed stalk in the second year  of i ts l i fe cycle. Sugar  
beet  roots used for  food and feed product ion are harvested in the fi rst  
year . Therefore, the sugar  beet  l i fe cycle is l imi ted to the vegetat ive 
stage in agr icul tural  product ion. Sugar  beet  reproduces pr imar i ly 
through seed and is a highly sel f-incompat ible pol l inator . For  seed 
product ion, steckl ings (vernal ized sugar  beet  plant lets) are produced in 
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the fi rst  season. The fol lowing season they are t ransplanted into the 
field where the seed mult ipl icat ion wil l  take place.  

Reproduct ion may also occur  from vegetat ive t issue, crowns or  por t ions 
of roots left  in the field (“groundkeepers”), after  harvest . I t  is possible 
that  some regrowth in the fol lowing season may produce fer t i le seed. 
However , disseminat ion by these means is rare, since such crop 
remains are incorporated into the soi l  by the farmer , prevent ing their  
survival . 

(i i ) Speci f i c factor s a f fect i ng r epr oduct i on  

To induce the reproduct ive stage, sugar  beet  requires a per iod of low 
temperature (vernal izat ion). The length of thermal induct ion is 
genet ical ly determined, which typical ly leads to seed product ion in the 
second year  of i ts l i fe cycle. Seed stalk development  and flower ing may, 
in some instances, be induced by low spr ing temperatures in the fi rst  
year . This is an unwanted phenomenon refer red to as “bol t ing”. As day 
length is also impor tant  for  flower  induct ion, the term "photo-thermal 
flower  induct ion" is used, especial ly when biennial  genotypes are 
induced to flower  and set  seed in the fi rst  year  by choosing the 
appropr iate temperature and day length.  

(i i i ) Gener at i on  t i me 

Cult ivated sugar  beet  is normal ly biennial , wi th seed mult ipl icat ion 
occur r ing in the second growing season. The reproduct ion cycle for  beet  
ranges from nine to 16 months from seedl ing emergence to seed 
matur i ty.  

2 b) Sexual  compat i bi l i t y  w i t h  ot her  cu l t i vat ed or  w i l d  p lan t  
speci es 

Hybr idisat ion with cul t ivated Beta var iet ies 

Sugar  beet  (Beta vulgar is) compr ises several  cul t ivated forms of Beta 
vulgar is ssp. vulgar is. Those subspecies are inter fer t i le al though 
individual ly sel f-incompat ible. However , hybr idizat ion is a l imited 
occur rence since the sugar  beet  l i fe cycle is l imited to the vegetat ive 
stage in agr icul ture product ion. 

Hybr idisat ion with wild Beta species 

Hybr idisat ion between Beta vulgar is and speci fic members within the 
Beta sect ion can occur ; hybr ids are normal ly vigorous and fer t i le and 
do not  show incompat ibi l i t y. Nonetheless, hybr ids between Beta 
vulgar is and Beta macrocarpa are rare due to di fferent  flower ing t ime 
of the two parental  species and often result  in par t ial  pol len ster i l i t y 
and embryo abor t ion. There is no evidence that  B. vulgar is natural ly 
intercrosses wi th members of the Chenopodiaceae family other  than 
the Beta sect ion.  

Ar t i ficial  hybr ids can be produced al though with di fficul ty, with 
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species in the sect ion Corol l inae. However , such hybr ids are highly 
ster i le and set  only few seeds when backcrossed to sugar  beet . 
Ar t i ficial  hybr ids between sugar  beet  and members of the sect ion 
Procumbens normal ly die at  the seedl ing stage. No hybr ids between 
cul t ivated sugar  beet  and B. nana of sect ion Nanae have been repor ted. 
I t  is concluded that  within the Chenopodiaceae family, al l  crosses 
between cul t ivated sugar  beet  and species from sect ions other  than 
Beta, are highly improbable.  

3.  Sur v i vabi l i t y  

a) Abi l i t y  t o for m  st r uct u r es for  su r v i val  or  dor mancy 

Seed is the only survival  st ructure. Most  seed left  in the upper  five 
cent imetres of soi l  wi l l  germinate i f the condit ions are favourable. Seed 
that  is ploughed deeper  may remain dormant unt i l  the condit ions are 
opt imal for  germinat ion. I t  is known that  seed may remain dormant  for  
up to 10 years or  longer  and st i l l  retain par t  of i ts germinat ion 
capacity.  

After  sugar  beet  product ion, volunteer sugar  beet  is very rarely 
observed in other  crops, di tches or  on road sides. I f volunteer  sugar  
beet  were to occur  in the fol lowing crop, i t  could be cont rol led by 
broadleaf herbicides or  by other  agr icul tural  pract ices, such as t i l lage 
dur ing seed bed preparat ion.  

b) Speci f i c fact or s af fect i ng sur v i vabi l i t y  

Sugar  beet  plants rarely survive in subsequent  crops and are not  
considered a weed problem in crops planted after  sugar  beet  
product ion. Numerous factors affect  the l imited abi l i ty of sugar  beet  to 
survive in rotat ional  crops or  outside of cul t ivat ion. Sugar  beet  is a 
biennial  plant  that  is highly sensit ive to frost  and poor ly compet i t ive 
wi th other  plants. Prolonged temperatures below -5° C wi l l  result  in 
sugar  beet  plant  death. Impor tant ly, i f a sugar  beet  plant  were to 
survive in a cul t ivated field, i t  could be cont rol led by t i l lage or  by most  
broadleaf herbicides commonly used in rotat ional crops. 

4. Di ssemi nat i on  

a) Ways and ex t en t  of  d i ssemi nat i on  

Disseminat ion may occur  at  three stages in the sugar  beet  growing 
cycle: seed, pollen and plant  crowns. 

Seed dispersal  

Sugar  beet  seed have no special , morphological  character ist ics that  
faci l i tate disseminat ion. Though sugar  beet  seed can be spread over  
shor t  distances by means such as threshing, mechanical  soil  
preparat ion, heavy rainfal l , and animal intervent ion, the only 
signi ficant  potent ial  of disseminat ion of sugar  beet  seed is dur ing the 
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seed product ion process where large quant i t ies of seed are harvested, 
processed, and dist r ibuted. In seed product ion fields, sugar  beet  plants 
do not  shat ter  seed as easi ly as some wi ld Beta species, which drop 
their  seeds as they r ipen. Seed product ion is l imi ted to those par ts of 
the EU where the cl imate is favourable to survival  of the seed crop 
through winter . 

Pol len dispersal  

Sugar  beet  plants are cross-poll inated, as they are highly sel f-
compat ible plants. Pol len grains are dispersed mainly by wind, but  
also by insects to a lesser  degree. However , pollen grains are very 
sensit ive to moisture and their  viabi l i ty under  field condit ion is not  
longer  than 24 hours.  

Dispersal  of vegetative plant structures 

In root  product ion fields, leaves are rout inely chopped off from the 
beets at  harvest  and incorporated into the soi l  to biodegrade. 
Remaining crowns or  por t ions of roots may develop into plants. 
Disseminat ion by this means is unusual since such crop remains are 
dest royed and incorporated into soi l  by the farmer , prevent ing their  
survival . I f a sugar  beet  plant  were to become establ ished in this 
si tuat ion, i t  could easily be cont rol led by t i l lage or  by the broadleaf 
herbicides used in the rotat ional  crops. 

b) Speci f i c fact or s af fect i ng d i ssemi nat i on  

See a). 

5. Geogr aph i cal  d i st r i bu t i on  and cu l t i vat i on  of  t he p lan t , i nclud i ng 
t he d i st r i bu t i on  i n  Eur ope of  t he compat i ble speci es 

The wi ld relat ives of sugar  beet  or iginated in Asia Minor , but  some 
forms are widely dist r ibuted throughout  the Mediter ranean area.  

Sugar  beet  is the sole or  main crop for  sugar  product ion in the 
temperate zones of the nor thern hemisphere. Since the mid 1940’s, 
sugar  beet  has also been grown as a winter  crop in count r ies with 
hot ter  cl imates such as Turkey, Morocco, Alger ia, Tunisia, Egypt , 
Syr ia, I raq and I ran. 

6. I n  t he case of  p lan t  speci es not  nor m al ly  gr ow n i n  t he M ember  
St at e(s), descr i p t i on  of  t he nat u r al  habi t at  of  t he p lan t , i ncl ud i ng 
i n for mat i on  on  natu r al  pr edat or s, par asi t es, compet i t or s and  
symbi on t s 

Not  appl icable. 
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7. Ot her  pot en t i al  i n t er act i ons, r el evan t  t o t he GM  p lan t , of  t he 
p lan t  w i t h  or gan i sms i n  t he ecosyst em  w her e i t  i s usual l y  gr ow n, 
or  used elsew her e, i nclud i ng i n for mat i on  on  t ox i c ef fect s on  
hum ans, an i mals and ot her  or gan i sm s 

Sugar  beet  is known to interact  with other  organisms in the 
envi ronment . Insects and mammals feed on leaves and roots of plants 
growing in fields. Sugar  beet  is also suscept ible to several  fungal and 
viral  diseases, as wel l as compet i t ion from sur rounding weeds. 

Sugar  beet  is not  pathogenic or  harmful  to humans. Sugar  beet  has 
been extensively cul t ivated over  the past  200 years and has a long 
history of safe use. 

C. I NFORM ATI ON REL ATI NG TO TH E GENETI C M ODI FI CATI ON 

1. Descr i p t i on  of  t he methods used for  t he genet i c modi f i cat i on  

A disarmed binary Agrobacter ium tumefaciens plant  t ransformat ion 
vector , designated PV-BVGT08, was used to produce H7-1 sugar  beet . 
Agrobacter ium-mediated t ransformat ion is a wel l  documented process 
for  the t ransfer  and integrat ion of exogenous DNA into a plant ’s 
nuclear  chromosome. The or iginal  t ransformat ion was conducted using 
a sugar  beet  KWS SAAT AG propr ietary mul t igerm l ine designated 
3S0057. 

2. Natu r e and sour ce of  t he vect or  used 

PV-BVGT08 is a disarmed Agrobacter ium tumefaciens double border  
plant  t ransformat ion vector . PV-BVGT08 contains a region of DNA (T-
DNA) del ineated by the r ight  and left  border  sequences, which hosts 
the cp4 epsps expression casset te confer r ing glyphosate tolerance. The 
cp4 epsps gene casset te compr ises the 35S promoter  from a modi fied 
figwor t  mosaic virus (P-FMV), a chloroplast  target ing sequence from 
Arabidopsis thal iana (ctp2), the epsps coding sequence from 
Agrobacter ium sp. st rain CP4 (cp4 epsps) and the 
E9 3’ polyadenylat ion signal  from the pea rbcS E9 gene (Pisum 
sativum). 

In addit ion, PV-BVGT08 contains the bacter ial  selectable marker  gene 
aad, providing resistance to spect inomycin and st reptomycin, as wel l  
as DNA or igins of repl icat ion (or i -V and or i -322), necessary for  
repl icat ion and maintenance of the plasmid PV-BVGT08 in bacter ia. 
Al l  of these genet ic elements are located outside of the T-DNA and, as 
expected, have not  been int roduced into H7-1 sugar  beet . 
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3. Sour ce of  donor  DNA, si ze and i n t ended funct i on  of  each  
const i t uen t  f r agm ent  of  t he r egi on  i n t ended for  i nser t i on  

Table C.3 summar izes the di fferent  genet ic elements intended for  
inser t ion. 

Table C.3: Sum mar y of  t he genet i c elements i n tended for  i nser t i on  

Genet i c 
Elemen ts 

Si ze 
(K b) 

Funct i on  

Right  
Border 

0.025 A 21-25 bp nucleot ide sequence that  acts as the init ial  point  
of DNA t ransfer  into plant  cel ls or iginal ly isolated from A. 
tumefaciens pTiT37. 

P-FMV 0.672 The 35S promoter  from a modified figwort  mosaic virus 
(FMV). 

ctp2 0.31 The N-terminal chloroplast  t ransi t  pept ide sequence from 
the Arabidopsis thal iana epsps gene. 

cp4 epsps 1363 The 5-enolpyruvylshik imate-3-phosphate synthase (EPSPS) 
coding sequence from Agrobacter ium sp. st rain CP4. 

E9 3' 0.63 The 3' end of the Pisum sati vum rbcS E9 gene, containing 
polyadenylat ion sites that  direct  mRNA processing and 
polyadenylat ion. 

Left  Border  0.025 A 21-25 bp nucleot ide sequence that  del imits the T-DNA 
t ransfer  into plant  cel ls, or iginal ly isolated from 
A. tumefaciens plasmid pTi15955, a der ivat ive of the octopine 
type plasmid pTiA6.  

or i -V 0.393 A vegetat ive or igin of DNA repl icat ion, or iginal ly isolated 
from plasmid RK2. 

or i -322 0.629 A plasmid or igin of DNA repl icat ion that  permits 
maintenance of the plasmid in bacter ial  hosts such as E. col i . 

rop 0.191 A segment  of plasmid pBR322 that  represses the format ion 
of RNA pr imer cr i t ical to maintenance of the plasmid in 
bacter ial hosts such as E. col i .. 

aad 0.789 The bacter ial gene encoding the Tn7 AAD 3' 
adenylt ransferase confer r ing spect inomycin and 
st reptomycin resistance. 

 

D . I NFORM ATI ON REL ATI NG TO TH E GM  PL ANT 

1. Descr i p t i on  of  t he t r ai t (s) and char act er i st i cs w h i ch  have been 
i n t r oduced  or  modi f i ed  

H7-1 sugar  beet  contains a ful ly funct ional and intact  gene encoding 
the CP4 EPSPS protein, which confers tolerance to Roundup herbicide.  

The nature and object ive of the product , through i ts genet ic 
modificat ion, is to improve weed management  pract ices in sugar  beet  
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product ion. Weed management  is an expensive, labour  intensive, and 
in many cases a compl icated operat ion necessary for  opt imal 
product ion efficiency of sugar  beet . No single current ly-registered 
herbicide offers the broad spect rum weed cont rol  afforded by Roundup. 
Instead, farmers today must  apply several  herbicides on mult iple 
occasions. 

The use of the Roundup Ready system for  sugar  beet  product ion would 
enable farmers to use Roundup herbicide for  effect ive control  of weed 
pests, while benefi t ing from the favourable environmental  safety 
character ist ics of Roundup.  

2. I n for mat i on  on  t he sequences act ual l y  i nser t ed or  delet ed  

a) The copy num ber  of  al l  det ect able i nser t s, bot h  com plet e and 
par t i al  

An extensive molecular  character izat ion has been completed to 
determine the copy number  of the inser t  present  in the genome of H7-1 
sugar  beet . The molecular  data, as wel l  as Mendel ian inher i tance data, 
suppor t  the conclusion that  a single insert  is present  in H7-1 sugar  
beet  and that  this inser t  contains one copy of the cp4 epsps gene 
casset te.  

b) I n  case of  delet i on (s), si ze and funct i on  of  t he deleted r egi on (s) 

Not  appl icable. 

c) Chr omosom al  l ocat i on(s) of  i nser t (s) (nucl eus, ch lor op last s, 
m i t ochondr i a, or  mai n tai ned i n  a non-i n tegr at ed for m), and 
met hods for  i t s det er m i nat i on  

Based on the inher i tance pat terns fol lowing sel f-pol l inat ion or  
hybr idisat ion with other  sugar  beet  plants, i t  has been assessed that  
the glyphosate tolerance t rai t  segregates in a normal Mendel ian 
manner . This indicates that  the inser t  is stably integrated in the 
nuclear  genome and is located neither  in the mitochondr ia nor  the 
chloroplasts.  

d) The or gan i sat i on  of  t he i nser t ed genet i c mat er i al  at  t he 
i nser t i on  si t e 

Southern blot  and sequence analyses were conducted to character ise 
the inser ted DNA. Only the DNA required to confer  the glyphosate-
tolerance phenotype was t ransferred and inser ted at  a single locus. 
The only plasmid-der ived genet ic elements int roduced in H7-1 sugar  
beet  are the P-FMV promoter, the chloroplast  target ing sequence ctp2, 
the cp4 epsps coding sequence and the E9 3' polyadenylat ion signal . No 
genet ic elements from outside of the r ight  and left  borders of the 
plasmid were t ransfer red into the genomic DNA of H7-1 sugar  beet . 
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3. I n for mat i on  on  t he expr essi on  of  t he i nser t  

a) I n for mat i on  on  developm ent al  expr essi on  of  t he i nser t  dur i ng 
t he l i fe cycle of  t he p lan t  

The expression of the int roduced cp4 epsps coding sequence is dr iven 
by the const i tut ive P-FMV promoter . CP4 EPSPS expression levels 
were determined using a val idated EL ISA. On average, the expression 
level of the CP4 EPSPS protein in the top t issue of H7-1 sugar  beet  
was 0.172 and 0.161 µg/mg fresh weight  in 1998 and 1999, 
respect ively. In the brei , the CP4 EPSPS expression level was 0.053 
and 0.181 µg/mg fresh weight  in 1998 and 1999, respect ively.  

b) Par t s of  t he p lan t  w her e t he i nser t  i s expr essed 

The expression of the cp4 epsps coding sequence is regulated by the 
35S promoter  der ived from a modified figwor t  mosaic virus (FMV), 
which is const i tut ively act ive in plants. Therefore, the CP4 EPSPS 
protein is produced in al l  plant  t issues. 

4. I n for mat i on  on  how  the GM  p lan t  d i f fer s f r om the r eci p i en t  p lan t  
i n  

a) Repr oduct i on  

Morphological , developmental  and inflorescence t rai ts were accurately 
measured and monitored in field and in greenhouse assessments. I t  
was concluded that  there are no biological ly meaningful  di fferences 
between H7-1 sugar  beet  and convent ional sugar  beet  var iet ies in 
morphological , developmental  and inflorescence character ist ics. Based 
on those observat ions, no di fferences are ant icipated in the 
reproduct ive capabi l i ty of H7-1 sugar  beet  when compared to 
convent ional sugar  beet .  

b) Di ssemi nat i on  

The mode of reproduct ion of H7-1 sugar  beet  is equivalent  to 
convent ional sugar  beet  and, thus, i ts disseminat ion capabi l i t ies are 
also concluded to be equivalent . 

c) Sur v i vabi l i t y  

Seed dormancy has been closely monitored. No change in dormancy 
has been observed in the seed lots tested when compar ing H7-1 sugar  
beet  and commonly used, diploid, mult icarp and monocarp 
convent ional sugar  beet  var iet ies. I t  can be concluded that  there are no 
biological ly meaningful  di fferences between H7-1 sugar  beet  and 
convent ional sugar  beet  with regard to survivabi l i ty. 

 
 



Par t I I  H7-1 Roundup Ready Sugar  Beet  
 

15 

d) Ot her  d i f fer ences 

No other di fferences observed. 

5. Genet i c st abi l i t y  of  t he i nser t  and phenotyp i c st abi l i t y  of  t he 
GM  p lan t  

The stabi l i ty of the inser t  across generat ions was studied using 
Southern hybr idisat ions, which demonstrated that  the insert  is stably 
integrated in the sugar  beet  genome over  at  least  three generat ions.  

Addit ional ly, the stabi l i ty of the glyphosate tolerance t rai t  has been 
tested over  mult iple generat ions in several  European field t r ials 
conducted over  four  years, confi rming that  the t rai t  is stably 
integrated and the CP4 EPSPS protein is produced at  sufficient  levels 
to provide consistent  glyphosate tolerance across mult iple locat ions 
and over  several  generat ions.  

6. Any change t o t he abi l i t y  of  t he GM  p lan t  t o t r ansfer  genet i c 
mater i al  t o ot her  or gan i sms 

a) Plan t  t o bact er i a gene t r ansfer  

No elements known to be involved in DNA mobi l i ty have been inser ted 
in H7-1 sugar  beet . Therefore, in compar ison to convent ional sugar  
beet , no changes are expected in the abi l i ty of H7-1 sugar  beet  to 
exchange genet ic mater ial  with bacter ia.  

b) Plan t  t o p lan t  gene t r ansfer  

I t  is wel l  known that  natural  hybr idisat ion occurs among cul t ivated 
forms of Beta vulgar is and between Beta vulgar is and some wi ld or  
weedy forms of the sect ion Beta. H7-1 sugar  beet  has the same 
character ist ics as convent ional sugar  beet , except  for  i ts tolerance to 
Roundup, including i ts potent ial  for  possible outcrossing. However , 
outcrossing is a l imi ted occurrence, since sugar  beet  is mainly grown 
for  i ts roots and the l i fecycle is l imited to the vegetat ive stage in 
agr icul tural  product ion. When sugar  beet  is grown for  the purpose of 
mult iplying seed, mit igat ing pract ices are commonly used in fields to 
minimize the potent ial  for  plant -to-plant  gene t ransfer . 

7. I n for mat i on  on  any t ox i c, al l er gen i c or  other  har mfu l  ef fect s on  
hum an or  an i m al  heal t h  ar i si ng f r om  t he GM  food/feed  

H7-1 sugar  beet  has been shown to be safe as and nut r i t ious as 
convent ional sugar  beet  in relat ion to human and animal health. No 
specific hazards have been ident i fied for  H7-1 sugar  beet , or  i ts 
progeny. Final ly, the composit ional equivalence of H7-1 sugar  beet  to 
convent ional sugar  beet  has been establ ished by compar ison of the 
composit ional analyses of key sugar  beet  const i tuents. 
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7.1 Compar a t i ve assessment  

Choi ce of  t he compar at or  

H7-1 sugar  beet  was compared to a convent ional sugar  beet  with a 
near-equivalent  genet ic background. 

7.2 Pr oduct i on  of  mater i a l  for  compar at i ve assessment  

a) Num ber  of  l ocat i ons, gr ow i ng seasons, geogr aph i cal  spr ead 
and r ep l i cates 

Mult iple field t r ials have been conducted in Europe over  two growing 
seasons, with 11 t r ials establ ished in 1998 and five in 1999. The t r ials 
were per formed in di fferent  geographies representat ive of t radi t ional 
sugar  beet  cul t ivat ion areas (for  more detai ls see table A.5). In 1998, 
one sample was suppl ied from each locat ion, whi le in 1999 three 
repl icate samples were provided from each of the field locat ions. 

b)   The basel i ne used for  consi der at i on  of  nat u r al  var i at i ons 

Several  convent ional sugar  beet  var iet ies avai lable on the market  
were grown at  the same field si tes and analyzed concur rent ly as H7-1 
sugar  beet  and i ts near-equivalent  comparator  for  key composit ional  
const i tuents. Addit ional ly, l i terature data, when repor ted, were also 
considered to fur ther  define the natural  var iat ion in sugar  beet .  

7.3 Sel ect i on  of  mater i a l  and compounds for  ana l ysi s 

Extensive composit ional analyses have been conducted on samples of 
root  and top t issue of H7-1 sugar  beet . Proximate values, total  
carbohydrates, qual i ty parameters, amino acids, saponins, which are 
the pr incipal  ant i -nutr ients in sugar  beet , and selected plant  
metabol i tes were measured in H7-1 sugar  beet , i ts near-equivalent  
comparator  and commercial  sugar  beet  var iet ies. 

7.4 Agr onomi c t r a i ts 

Morphological , developmental  and inflorescence t rai ts were 
accurately measured and monitored in field and greenhouse 
assessments. I t  was concluded that  there are no biologically 
signi ficant  di fferences between H7-1 sugar  beet  and convent ional 
sugar  beet  var iet ies in morphological , developmental  and 
inflorescence character ist ics. 

7.5 Pr oduct  speci f i ca t i on  

H7-1 sugar  beet  contains a ful ly funct ional and intact  gene casset te 
encoding the CP4 EPSPS protein, which confers tolerance to Roundup 
herbicide.  

Southern blot  or  PCR techniques can be employed for  the detect ion 
and ident i ficat ion of the inser ted nucleot ide sequences. Specific 
ELISAs have been developed and can be used to detect  the CP4 EPSPS 
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protein in individual plants. An event-specific PCR-based assay 
al lowing the detect ion and the quant i ficat ion of H7-1 sugar  beet  has 
also been developed.  

7.6 Ef fect  of  pr ocessi ng 

Processing of sugar  beet  is a compl icated, mult i -step procedure 
involving heat  t reatment, high pH and evaporat ion of water . Exist ing 
l i terature indicates that  processing to produce sugar  and molasses 
signi ficant ly depletes the DNA and protein content  found in the sugar  
beet  roots to levels that  are not  detectable by a PCR-based method 
with very sensit ive l imits of detect ion. 

7.7 An t i ci pated i n tak e/exten t  of  use 

The major  food ingredient  der ived from the sugar  beet  root  is sugar , 
which is used as a food or  as a food ingredient  in a var iety of foods, 
including soft  dr inks, chocolates and confect ionery, yoghur ts and 
other  mi lk-based foods, past r ies and biscui ts, syrups, jams and 
preserved frui ts, breakfast  and chi ldren foods, ice-creams and sorbets.  

The other  two by-products from sugar  beet  root  processing, molasses 
and pulp, are mainly used in animal  feeds. A smal l  fract ion of these 
two products are processed and t ransformed into pure compounds, 
food addi t ives or  fibres, which have very l imited appl icat ion in the 
food indust ry. I ndustr ial  users are mainly bread manufactures and 
the pharmaceut ical  indust ry. Food uses represent  a very minor  
propor t ion of the total use of pulp and molasses.  

The ant icipated uses of sugar , molasses and pulp as food and feed are 
not  expected to change upon the int roduct ion of H7-1 sugar  beet  
var iet ies. 

7.8 Toxi col ogy 

7.8.1 Safety assessment of newly expressed proteins 

The safety of the CP4 EPSPS protein has been establ ished based upon 
the fol lowing considerat ions: (1) lack of biological ly relevant  st ructural  
simi lar i t ies to pharmacological ly act ive proteins known to cause 
adverse health effects, based on a bioinformat ics search of amino acid 
sequence databases, (2) rapid degradat ion under  condi t ions which 
simulate mammalian digest ive systems, (3) no indicat ions of acute 
toxici ty in mice administered the CP4 EPSPS protein by oral  gavage 
and (4) a history of safe use. Fur thermore, due to the processing of the 
sugar  beet  roots to produce sugar , the pr imary ingredient  der ived from 
sugar  beet , the human exposure to the CP4 EPSPS protein expressed 
in H7-1 sugar  beet , wi l l  be negl igible.  

7.8.2  Testing of new consti tuents other  than proteins 

Sugar  beet  has a history of safe use and consumpt ion around the 
wor ld. Based on the composi t ional analysis, H7-1 sugar  beet  has been 
shown to be equivalent  to convent ional sugar  beet . Therefore, i t  is 
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concluded that  no test ing of any const i tuent , other  than the int roduced 
protein CP4 EPSPS protein, is necessary. 

7.8.3  Information on natural  food and feed consti tuents 

Sugar  beet  has a history of safe use and consumpt ion around the 
wor ld. No natural  const i tuent  of sugar  beet  is considered to be of 
signi ficant  concern to requi re addit ional informat ion or  fur ther  r isk 
assessment . 

H7-1 sugar  beet  has been shown to be substant ial ly equivalent  to 
convent ional sugar  beet , except  for  the int roduced glyphosate-tolerance 
t rai t , which is of agronomic interest . Therefore, through composit ional 
analyses and animal feeding studies, H7-1 sugar  beet  has been 
concluded to be as safe as and nutr i t ious as convent ional sugar  beet . 

7.8.4  Testing of the whole GM food/ feed 

The CP4 EPSPS protein has been shown to be safe for  consumpt ion by 
humans and animals. L ikewise, composit ional  analyses and 
comparat ive phenotypic assessments have demonst rated that  H7-1 
sugar  beet  is substant ial ly equivalent  to convent ional sugar  beet , with 
the except ion of the int roduced glyphosate-tolerance t rai t  confer red by 
the product ion of the CP4 EPSPS protein. Addit ional ly, the food and 
feed safety of H7-1 sugar  beet  has been confirmed through a 90-day rat  
feeding study conducted with H7-1 sugar  beet  pulp. 

7.9 Al l er gen i ci t y 

7.9.1 Assessment of al lergenici ty of the newly expressed protein 

The cp4 epsps coding sequence isolated from the natural ly occur r ing 
soi l -borne and plant -symbiot ic bacter ium Agrobacter ium sp. st rain 
CP4, is not  obtained from a source known to be al lergenic. To date, no 
repor ts of al lergy to Agrobacter ium sp. have been repor ted.  

The CP4 EPSPS protein expressed in H7-1 sugar  beet  is similar  to 
EPSPS proteins prevalent  in foods and feeds der ived from plant  and 
microbial  sources, and shows no biological ly relevant  amino acid 
sequence simi lar i ty to any known protein al lergens. The CP4 EPSPS 
protein is ext remely labi le in simulated gastr ic and intest inal  fluids. 
Therefore, the probabi l i ty of the CP4 EPSPS protein remaining intact  
to be absorbed via the intest inal  mucosa dur ing consumpt ion is very 
low. 

The endogenous protein level  in sugar  beet  roots is very low, of which 
the CP4 EPSPS protein represent  a very minor  component . 
Fur thermore, i t  has been demonst rated that  in the sugar  der ived from 
H7-1 sugar  beet , which is the prevalent  human food, the CP4 EPSPS 
protein is not  detectable using a PCR based method with very sensit ive 
l imits of detect ion.   

Thus, using the best  methodology avai lable today, i t  can be concluded 
that  the potent ial  of t r igger ing product ion of ant ibodies, including I gE 
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ant ibodies responsible for  al lergenici ty, is negl igible. 

7.9.2  Assessment of al lergenici ty of the whole GM plant or  crop 

Sugar  beet  has been extensively cul t ivated for  at  least  200 years, 
result ing in a long history of safe use. Addit ional ly, the sugar  beet  
plant  is not  known to be an al lergenic source of food and feed. H7-1 
sugar  beet  has been demonst rated to be substant ial ly equivalent  to 
convent ional sugar  beet , except  for  the presence of the CP4 EPSPS 
protein, which has been demonst rated to lack the character ist ics of an 
al lergen. Therefore, H7-1 sugar  beet  is considered not  to have 
al lergenic potent ial .  

7.10 Nut r i t i ona l  assessment  of  GM food/feed 

7.10.1 Nutr i tional  assessment of GM food 

The extensive composit ional analyses conducted on H7-1 sugar  beet  
have demonst rated i ts equivalence to convent ional sugar  beet . In 
addit ion, the int roduced glyphosate tolerance t rai t  is of agronomic 
interest , and is not  intended to change any nutr i t ional aspects of this 
sugar  beet . Hence, this sugar  beet  is not  expected to be less acceptable 
as a food ingredient . Therefore, ant icipated dietary intake of sugar  
beet -der ived foods is not  expected to be al tered upon commercial izat ion 
of H7-1 sugar  beet , since the food der ived from H7-1 sugar  beet  has 
been concluded to be as safe as and nut r i t ious as food der ived from 
convent ional sugar  beet . 

7.10.2 Nutr i tional  assessment of GM feed 

The extensive composit ional analyses conducted on H7-1 sugar  beet  
have demonst rated i ts equivalence to convent ional sugar  beet . In 
addit ion, the int roduced glyphosate tolerance t rai t  is of agronomic 
interest , and is not  intended to change any nutr i t ional aspects of this 
sugar  beet .  

A feed per formance/digest ibi l i t y study conducted in sheep has 
confirmed the nutr i t ional equivalence of H7-1 sugar  beet  to 
convent ional sugar  beet  and has demonst rated the absence of any 
pleiot ropic or  unant icipated effects from the int roduced t rai t . Hence, 
this sugar  beet  is not  expected to be less acceptable as a feed or  feed 
ingredient . Therefore, ant icipated dietary intake of sugar  beet -der ived 
feed is not  expected to be al tered upon commercial izat ion of H7-1 sugar  
beet , since the feed der ived from H7-1 sugar  beet  has been concluded 
to be as safe as and nut r i t ious as feed der ived from convent ional  sugar  
beet . 

7.11 Post -mar k et  mon i tor i ng of  GM food/feed 

The assessment  of the human and animal safety of H7-1 sugar  beet  
was conducted on the basis of i ts substant ial  equivalence to 
convent ional sugar  beet  and by extensive character izat ion of the 
glyphosate tolerance t rai t , impar ted by the presence of the CP4 EPSPS 
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protein. The CP4 EPSPS protein has been demonst rated to have 
negl igible potent ial  to cause adverse effects to animal or  human 
health.  

The absence of any pleiot ropic or  unintended effects due to the 
int roduct ion of the Roundup Ready t rai t  into the sugar  beet  genome 
was indicated by the results of a 90 day rat  feeding study and 
confirmed by a sheep digest ibi l i ty study, which also assessed the 
nut r i t ional  equivalence of H7-1 sugar  beet  for  use as feed. I t  is 
concluded that  H7-1 sugar  beet  is as safe and as nutr i t ious as 
convent ional sugar  beet  and that  food and feed products produced from 
H7-1 sugar  beet  are as safe and nut r i t ious as their  convent ional  
counterpar ts. 

To conclude, there are no int r insic hazards related to H7-1 sugar  beet  
as no signs of adverse or  unant icipated effects have been observed in a 
number  of safety studies, including animal feeding studies using doses 
of administ rat ion that  are orders of magnitude above expected 
consumpt ion levels. The pre-market  r isk character izat ion for  food and 
feed use of H7-1 sugar  beet  demonst rates that  the r isks from 
consumpt ion of H7-1 sugar  beet  or  i ts der ived products are consistent ly 
negl igible and no di fferent  from the r isks associated with the 
consumpt ion of convent ional sugar  beet . As a consequence, specific r isk 
management  measures are not  indicated, and post -market  monitor ing 
of the use of this sugar  beet  for  food and feed is not  considered 
appropr iate. 

8. M echan i sm  of  i n t er act i on  betw een t he GM  p lan t  and t ar get  
or gan i sm s (i f  app l i cable) 

H7-1 sugar  beet  is herbicide tolerant  and, as such, has no target  
organisms with which to interact , ei ther  direct ly or  indirect ly. 

9. Pot en t i al  changes i n  t he i n t er act i ons of  t he GM  p lan t  w i t h  t he 
bi ot i c envi r onm ent  r esu l t i ng f r om  the genet i c modi f i cat i on  

Not  appl icable. 

10. Pot en t i al  i n t er act i ons w i t h  t he abi ot i c envi r onm en t  

Not  appl icable. 

11. Envi r onm en t al  m on i t or i ng p lan  (not  i f  app l i cat i on  concer ns on ly  
food and feed pr oduced f r om  GM  p lan t s, or  con tai n i ng 
i ngr ed i en t s pr oduced f r om GM  p lan t s)  

Not  appl icable. 

12. Det ect i on  and  even t -speci f i c i den t i f i cat i on  t echn i ques for  t he 
GM  p lan t  

Southern blot  or  PCR techniques can be employed for  the detect ion and 
ident i ficat ion of the inser ted nucleot ide sequences. Specific ELISAs 
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have been developed and can be used to detect  the CP4 EPSPS protein 
in individual  plants. An event -specific PCR-based assay al lowing the 
detect ion and quant i ficat ion of H7-1 sugar  beet  has been provided to 
the Joint  Research Cent re (JRC), act ing as the Community Reference 
Laboratory.  

E. I NFORM ATI ON REL ATI NG TO PREVI OUS REL EASES OF TH E GM  
PL ANT AND/OR DERI VED PRODUCTS 

1. H i stor y of  pr evi ous r eleases of  t he GM  p lan t  not i f i ed under  Par t  
B  of  t he Di r ect i ve 2001/18/EC and under  Par t  B  of  Di r ect i ve 
90/220/EEC by t he same not i f i er   

a) Not i f i cat i on  num ber  

Please refer  to A.4 for  a l ist  of pr ior  not i ficat ions in Belgium, United 
Kingdom, I taly, the Nether lands, France, Germany and Spain under  
Par t  B of Direct ive 90/220/EEC.  

b) Concl usi ons of  post -r elease m on i t or i ng 

Exper imental  field t r ials were per formed with H7-1 sugar  beet  to 
assess the degree of glyphosate tolerance, to produce seeds and for  
breeding purposes, to establ ish the technical  recommendat ions for  the 
seed and herbicide uses under  a range of cl imat ic condit ions, to assess 
the agronomic per formance such as yield and to evaluate the 
phenotypic character ist ics. The aim of the post -release monitor ing was 
to find out  i f H7-1 sugar  beet  plants might  establ ish from dormant 
seed or  sugar  beet  debr is. As a result  of these field t r ials, no 
unexpected effects have been observed in the H7-1 sugar  beet  t r ials 
compared to convent ional sugar  beet .  

c) Resu l t s of  t he r el ease i n  r espect  t o any r i sk  t o human  
heal t h  and t he env i r onm ent  (submi t t ed t o t he Compet en t  
Au t hor i t y  accor d i ng t o Ar t i cl e 10 of  Di r ect i ve 2001/18/EC) 

Post -release general  survei l lance provided no signi ficant  evidence that  
H7-1 sugar  beet  is l ikely to pose any r isk of adverse effects to human 
or  animal health or  to the envi ronment .  

2. H i stor y of  pr evi ous r eleases of  t he GM  p lan t  car r i ed  ou t  ou t si de 
t he Com muni t y  by t he sam e not i f i er  

a) Release coun t r y 

US, Canada, Russia, Chi le, Czech Republ ic and Poland.  
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b) Au thor i t y  over seei ng t he r el ease 

US:                        USDA 

Canada:                CFIA 

Russia:                  Minist ry of Science and Educat ion 

Chi le:      Servicio Agr icola y Ganadero 

 Czech Republ ic:    Minist ry of Environment, Environmental  Risk 
Depar tment   

 Poland:                  Minist ry of Environment , Plant  Protect ion Inst i tute 
and Research Center  for  Cul t ivar  Test ing 

c) Release si t e 

Release si tes were located in those regions where sugar  beet  is 
t radi t ional ly cul t ivated.  

d) Ai m  of  t he r el ease 

Exper imental  field t r ials were per formed to assess the degree of 
glyphosate tolerance, to produce seeds and for  other  breeding purposes, 
to establ ish the technical  recommendat ions for  the seed and herbicide 
uses under  a range of cl imat ic condit ions, to assess the agronomic 
per formances such as yield and to evaluate the phenotypic 
character ist ics. 

e) Dur at i on  of  t he r el ease 

The durat ion of the sugar  beet  field release is one growing season. For  
vegetat ively grown sugar  beet  the release was from March to October  
in the Nor thern Hemisphere, whereas for  sugar  beet  grown for  seed 
product ion, the release was from February to August . In Chi le the 
release for  vegetat ively grown sugar  beet  was from September  to 
March, and for  sugar  beet  grown for  seed product ion, the release was 
from August  to February.  

f ) Ai m  of  post -r eleases mon i t or i ng 

The aim of the post -release moni tor ing was to find out  i f the sugar  beet  
plant  might  establ ish from dormant  seed or  sugar  beet  debr is.  

g) Dur at i on  of  post -r eleases m on i t or i ng 

For  vegetat ively grown sugar  beet , the post -release monitor ing was 
usual ly per formed for  one year , and for  sugar  beet  grown for  seed 
product ion,the average was two to three years.  

h ) Concl usi ons of  post -r elease mon i t or i ng 

No unexpected effects have been observed in H7-1 sugar  beet  compared 
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to convent ional sugar  beet .  

i ) Resu l t s of  t he r elease i n  r espect  t o any r i sk  t o human  heal t h  
and t he env i r onment  

Post-release, general  surveil lance provided no signi ficant  evidence that  
H7-1 sugar  beet  is l ikely to pose any r isk of adverse effects to human or  
animal health or  to the environment when compared with convent ional 
sugar  beet .  

3. L i nk s (som e of  t hese l i nk s may be accessi ble on ly  t o t he 
com pet en t  au t hor i t i es of  t he M em ber  St at es, t o t he Commi ssi on  
and t o EFSA): 

a) Status/pr ocess of  appr oval  

The JRC websites ht tp://gmoinfo.jrc.i t /gmc_browse.asp and 
ht tp://gmo-cr l .jrc.i t /statusofdoss.htm provide publ icly accessible 
l inks to up-to-date databases on the regulatory progress of 
not i ficat ions under  Di rect ive 2001/18/EC and Regulat ion (EC) N° 

1829/2003, including the Monsanto not i ficat ion for  H7-1 sugar  
beet  (C/DE/00/8). 

b) Assessment  Repor t  of  t he Com pet en t  Au t hor i t y  (Di r ect i ve 
2001/18/EC) 

There is no Ini t ial  Assessment  Repor t  from the German Lead 
Member  State at  the t ime of submission of this appl icat ion. As 
soon as avai lable, the JRC websi te 
ht tp://gmoinfo.jrc.i t /gmc_browse.asp wi l l  provide a l ink to the 
publ icly accessible Ini t ial  Assessment  Repor t  for  Monsanto 
not i ficat ion C/DE/00/8 on H7-1 sugar  beet . 

c) EFSA op i n i on  

No EFSA opinion is avai lable at  the t ime of the submission of this 
appl icat ion. 

d) Commi ssi on  Regi st er  (Commi ssi on  Deci si on  2004/204/EC) 

The exact  l ink to the publ icly accessible par t  of the Commission 
Register  is yet  to be released at  the t ime of this appl icat ion. 

e) M olecu lar  Regi st er  of  t he Communi t y  Refer ence 
L abor ator y/J oi n t  Resear ch  Cen t r e 

Informat ion on detect ion protocols is l ikely to be posted at  
ht tp://gmo-cr l .jrc.i t / 

f ) B i osafet y Clear i ng-H ouse (Counci l  Deci si on  2002/628/EC) 

The publ icly accessible por tal  si te of the Biosafety Clear ing-
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House (BCH) can be found at  ht tp://bch.biodiv.org/ 

g) Summar y Not i f i cat i on  I n for mat i on  For mat  (SNI F) 
(Counci l  Deci si on  2002/812/EC) 

The JRC website ht tp://gmoinfo.jrc.i t /gmc_browse.asp provides a 
l ink to the publ icly accessible SNIF summary of not i ficat ions 
under  Direct ive 2001/18/EC, including the Monsanto not i ficat ion 
for  H7-1 sugar  beet  (C/D/00/8).  

 


