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SUMMARY OF AP P LICATIONS FOR GENETICALLY 
MODIFIED P LANTS AND/OR DERIVED FOOD AND FEED 

H7-1 Roundup Re ady Sugar Be e t  

A. GENERAL INFORMATION 

1. De tai ls  o f application  

a) Me m ber State  o f application  

The UK 

b) Notifica tio n  n um ber 

Not  available a t  the t ime of applica t ion. 

c) Nam e  of the  product (com m e rcia l and oth er nam e s) 

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

d) Date  o f acknow le dge m e nt of no tification  

Not  available a t  the t ime of applica t ion. 

2. Applicant 

a) Nam e  of applicant(s ) 

(i) KWS SAAT AG 

(ii) Monsanto Company r epresen ted by Monsanto Europe S.A. 

b) Addre ss  of applicant(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 Compan y 
                           800 N. Lindbergh  Boulevard 
                           St . Louis, Missour i  63167 
                           U.S.A. 

                                                 
® Roundup and Roundup Ready ar e r egister ed t rademar ks of Mon san to Tech nology LLC 
1   Hereafter  refer red to a s H7-1 sugar  beet  
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c) Nam e  and addre ss  of th e  pe rson  e s tablishe d  in  the  Com m unity  
w ho is  respons ible  for the  p la c ing  on  the  m arket, w he the r it  be  
th e  m anufa cture r, th e  im porter or the  d is tribu tor, i f d iffere n t  
from  the  applicant (Com m iss ion  De cis io n  2004/204/EC Art  
3(a )(i i)) 

Not  applicable. 

3. Scope  o f the  application  

(   ) GM plants  for food use  
(   ) Food con ta in ing  or cons is ting o f GM plants  
(X) Food produced from  GM plan ts  or conta in ing  ingre die n ts  

produce d from  GM plants  
(   ) GM plants  for fe ed  use  
(   ) Fe e d  contain in g or cons is ting of GM plants  
(X) Fe e d produce d fro m  GM plan ts  
(   ) Import and process in g (P art C of Dire ctive  2001/18/EC) 
(   ) See ds  and  p lan t propagating  m ate ria l for cu ltivation  in  

Europe  (P art C of Dire c tive  2001/18/EC) 

4. Is  the  produ ct be ing  s im ultan e ous ly  notified  w ith in  th e  
fram ew ork  of anothe r regu lation  (e .g . Se e d  le gis la tion?)? 

 Ye s  (  )  No  ( X ) 

If yes , spe cify   

5. Has  the  GM plan t bee n  notifie d  u nde r P art B of Dire ctive  
2001/18/EC and/or Direc tive  90/220/EEC? 

 Ye s  ( X )  No  (   ) 

If n o, re fe r to  risk  analys is  data  on  th e  bas is  o f the  e le m e n ts  of 
P art B of Dire ctive  2001/18/EC 
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Table  A.5: Lis t o f pre vious  notifications  unde r P art B  of Dire ctive  
90/220/EEC 

Ye ar Cou n try  Notification  Nu m be r 
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) 

 It a ly  B/IT/97/18 (Monsanto) 
 The Nether lands  B/NL/96/22 (BGGO 96/22) (Monsanto) 

1998 Belgium  B/BE/95/WSP4 (Monsanto) 
 It a ly  B/IT/97/18 (Monsanto) 
 F rance  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) 
 F rance  B/FR/99/01/07 (Monsanto/KWS) 
 France  B/FR/99/11/02 (KWS) 
 Germany  B/DE/99/94  (ZG2 6786-01-0094) (Monsanto) 
 It a ly  B/IT/97/18 (Monsanto) 
 It a ly  B/IT/99/03 (KWS) 
 It a ly  B/IT/99/27 (KWS) 
 It a ly  B/IT/99/36 (KWS) 
 Spa in   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/VSP 2 (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) 
 Spa in   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) 
  F rance  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. Has  th e  GM p lant or derived  products  bee n  pre v ious ly  notifie d  
for m arke ting  in  th e  Com m unity  unde r P art C of Dire ctive  
2001/18/EC or Re gu lation  (EC) 258/97? 

 Ye s  ( X )  No  (   ) 

If yes , spe cify  

H7-1 sugar  beet  has been  not ified u nder  par t  C of Directive 
2001/18/EC for  cult iva t ion. The not ifica t ion number  is C/DE/00/8. 

7. Has  the  product be en  notified  in  a  th ird  cou ntry e ith e r 
pre vious ly  or s im ultan e ous ly? 

 Ye s  ( X )  No  (   ) 

If yes , spe cify  

The product  has been previously not ified in  the US, Canada , J apan, 
Russia , Aust ra lia , New Zealand, Mexico and Colombia. 

8. Ge n e ral de scrip tio n  of the  produ ct  

a) Nam e  of th e  re c ip ien t  or pare nta l p lan t and the  in te nde d 
fun ction  of th e  ge n etic  m odification  

The sugar  beet  (B. vulgaris) par enta l plant  used for  t ransformat ion 
was a  propr ietary, mult igerm sugar  beet  line designated 3S0057 from 
KWS SAAT AG. The selected H7-1 sugar  beet  plan t  con tains a  gene 
casset te encoding one protein , CP4 EPSPS, which confers tolerance to 
the herbicide Roundup. 

b) Type s  o f products  p lanne d to  be  p lace d  on  the  m arke t 
according  to  the  au thorisa tion  applie d  for 

The scope of th is author iza t ion  is to place on  the market  H7-1 sugar  
beet  for  food and feed use. The range of uses of th is sugar  beet  will be 
ident ical to the fu ll r ange of equ iva lent  uses of conven t ional suga r  beet .  

c) In te nded  use  of th e  produ ct and type s  o f u sers  

There are no specific differ ences when H7-1 sugar  beet  is compared to 
convent ional sugar  beet , except  for  it s tolerance to glyphosa te. 
Therefore the in tended uses and the t ype of user s for  H7-1 sugar  beet  
a re ident ica l to those for  convent ional suga r  beet .  

d) Spe cific  in s tru ctio ns  a nd/or re com m en datio ns  for use , s torage  
and ha ndling, inc luding m andatory  re strictio ns  propose d  as  a  
condition  o f the  au thorisation  applied  for 

No specific use, storage or  handling recommendat ions or  inst ruct ions 
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are ant icipa ted for  food an d feed product s produced from H7-1 sugar  
beet .  

e ) Any proposed  packaging requ ire m e nts  

The packaging of foods and feeds produced from H7-1 sugar  beet  will 
be the same as tha t  used for  conven t ional sugar  beet . 

f) A proposal for labe llin g in  a ccordan ce  w ith  Artic le s  13 a nd 25 
o f Re gu latio n  (EC) 1829/2003. In  th e  case  of GMOs, food and/or 
fee d  con ta in ing , cons is ting o f GMOs, a  proposa l for labe lling  
has  to  be  inc luded com plying  w ith  th e  re qu ire m e n ts  o f Artic le  
4, B(6) o f Re gu latio n  (EC) 1830/2003 a nd An ne x IV of Direc tive  
2001/18/EC. 

The scope of th is author isa t ion  covers foods and feeds produced from 
H7-1 sugar  beet  or  con ta in ing ingredient s produced from this GM plant . 
According to Regu la t ion (EC) N° 1829/2003, Ar t icles 13 an d 25, the 
operator s placing on  the market  food and feed product s produced from 
H7-1 sugar  beet  sha ll ensure that  those product s a re labelled with  the 
words “produced from  genetically m odified  sugar beet”. In  the case of 
product s for  which no list  of ingredients exist s, opera tors sha ll ensure 
that  an  indica t ion  tha t  the food or  feed product  is produced from th is GM 
plant  is t ransmit ted in  wr it ing to the opera tor  receiving the product . 

Opera tors handling or  using foods and feeds produced from H7-1 sugar  
beet  in  the EU are requir ed to be aware of the lega l obliga t ions regarding 
t raceability and labelling of these products. 

Given tha t  explicit  r equir ements for  the t raceability and labelling of 
GMOs and der ived foods and feeds ar e la id down in  Regula t ions (EC) N° 
1829/2003 and 1830/2003, and th a t  author ized foods and feeds sha ll be 
en tered in  the Community Register , opera tors in  the food and feed chain  
will be fu lly aware of the t raceability and labelling r equir ements for  foods 
and feeds produced from H7-1 sugar  beet . Therefore, no fur ther  specific 
measures a re to be t aken  by the applican ts.  

g) Un iqu e  ide n tifier for the  GM pla nt (Re gu lation  (EC) 65/2004; 
does  not apply  to  app lications  con ce rn ing  on ly  food an d fe e d  
produced from  GM plants , or con ta in ing  ingred ie n ts  produce d 
from  GM plants) 

Not  applicable. 

h) If applicable , ge ograph ical areas  w ith in  the  EU to  w h ich  the  
product is  in te nde d to  be  confin ed  unde r the  te rm s of the  
au thorisatio n  applie d  for. An y  type  of e nvironm ent to  w h ich  
th e  product is  u nsu ited  

Not  applicable. 
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9. Me asures  su gges te d  by the  applicant to  tak e  in  case  of 
un in te nde d re lease  or m isuse  as  w e ll as  m e asures  for d isposa l 
and tre a tm e nt 

Misuse of H7-1 suga r  beet  is un likely, as the proposed food and feed 
uses for  th is sugar  beet  include a ll the cur r ent  food and feed uses of 
convent ional sugar  beet . Therefore, any measures for  waste disposal 
and t rea tment  of product s der ived from H7-1 sugar  beet  a r e equiva len t  
to those already in  place for  any conven t ional sugar  beet  var iety. No 
specific condit ions are war ran ted or  requ ired for  the placing on the 
market  of H7-1 sugar  beet  for  food and feed use. 

B. INFORMATION RELATING TO (A) THE RECIP IEN T OR (B) (WHERE 
AP P ROP RIATE) P ARENTAL P LANTS 

1. Com ple te  nam e  

a) Fam ily  nam e  

Chenopodiaceae 

b) Ge n us  

Beta 

c)  Spe cies  

vu lgaris (2n=18, 3n=27, 4n=36) 

d)  Subspecie s  

vu lgaris 

e )  Cu ltivar/bre e ding line  

3S0057 

f)  Comm on nam e  

Sugar  beet  

2. a ) In form ation  con ce rn ing  re produ ction  

(i ) Mod e(s) of r ep r od uct ion  

Sugar  beet  is a  biennia l plant  that  develops a  la rge succulen t  root  in  
the fir st  year  and a  seed sta lk in  the second year  of it s life cycle. Sugar  
beet  root s used for  food and feed product ion are h arvested in  the fir st  
year . Therefore, the sugar  beet  life cycle is limited to the vegeta t ive 
st age in  agr icu ltural product ion. Sugar  beet  reproduces pr imar ily 
through  seed and is a  h igh ly self-incompat ible pollina tor . For  seed 
product ion, st ecklings (verna lized sugar  beet  plant let s) a re produced in  
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the first  season . The following season  they are t ransplanted in to the 
field where the seed mult iplica t ion will t ake place.  

Reproduct ion  may a lso occur  from vegeta t ive t issue, crowns or  por t ions 
of roots left  in  the field (“groundkeeper s”), a fter  harvest . It  is possible 
tha t  some r egrowth  in  the following season  may produce fer t ile seed. 
However , disseminat ion  by these means is ra re, since such crop 
remains are incorporated in to the soil by t he farmer , preven t ing their  
su rviva l. 

(i i ) S p ecifi c fa ct or s a ffect i ng  r ep r od u ct i on  

To induce the reproduct ive stage, sugar  beet  requires a  per iod of low 
tempera tu re (verna lizat ion). The length  of thermal induct ion  is 
genet ica lly determined, which typica lly leads to seed product ion in  the 
second year  of it s life cycle. Seed stalk development  and flower ing may, 
in  some instances, be induced by low spr ing t empera tu res in  the first  
year . This is an  unwanted phenomenon  refer red to as “bolt ing”. As day 
length  is a lso impor tant  for  flower  induct ion, the t erm "photo-thermal 
flower  induct ion" is used, especia lly when  bienn ia l genotypes are 
induced to flower  and set  seed in  the first  year  by choosing the 
appropr ia te t emperat ur e and day length .  

(i i i ) Gener a t ion  t im e 

Cult iva ted sugar  beet  is  normally bienn ia l, with  seed mult iplica t ion 
occur r ing in  the second growing season. The reproduct ion cycle for  beet  
ranges from nine to 16 months from seedling emergence to seed 
matur ity.  

2 b) Sexual com patibility  w ith  oth er cu lt ivate d  or w ild  p lant  
specie s  

Hybr idisa t ion  with  cult iva ted Beta var iet ies 

Sugar  beet  (Beta vu lgaris) compr ises severa l cu lt iva ted forms of Beta 
vulgaris ssp. vu lgaris. Those subspecies a re in ter fer t ile although  
individually self-incompat ible. However , hybr idiza t ion is a  limited 
occur rence since the sugar  beet  life cycle is limited to the vegeta t ive 
st age in  agr icultur e product ion. 

Hybr idisa t ion  with  wild Beta species 

Hybr idisa t ion  between Beta vulgaris an d specific members with in  the 
Beta sect ion  can occur ; hybr ids ar e normally vigorous and fer t ile and 
do not  show incompat ibility. Nonetheless, hybr ids between Beta 
vu lgaris and Beta m acrocarpa ar e ra re due to differ ent  flowering t ime 
of the two parenta l species and often  resu lt  in  par t ia l pollen  ster ility 
and embryo abor t ion . There is no evidence tha t  B. vu lgaris na tur ally 
in tercrosses with  members of the Chenopodiaceae family other  than  
the Beta sect ion.  

Ar t ificia l hybr ids can  be produced a lthough with  difficu lty, with  
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species in  the section Corollinae. However , such  hybr ids a re h igh ly 
st er ile and set  only few seeds when  backcrossed to sugar  beet . 
Ar t ificia l hybr ids between sugar  beet  and members of the sect ion 
Procum bens normally die at  the seedling stage. No hybr ids between 
cu lt iva ted sugar  beet  and B. nan a of sect ion  N anae have been  repor ted. 
It  is concluded tha t  with in  the Chenopodiaceae family, a ll crosses 
between  cu lt iva ted sugar  beet  and species from sect ions other  than  
Beta, ar e h ighly improbable.  

3.  Surv ivability  

a ) Abili ty  to  form  stru ctures  for surv iva l or dorm ancy 

Seed is the only surviva l st ructur e. Most  seed left  in  the upper  five 
cen t imetr es of soil will germinate if the condit ions are favourable. Seed 
tha t  is ploughed deeper  may remain  dormant  unt il the condit ions are 
opt imal for  germinat ion . It  is  known tha t  seed may remain  dormant  for  
up to 10 year s or  longer  an d st ill r eta in  par t  of it s germinat ion  
capacity.  

After  sugar  beet  product ion, volun teer  sugar  beet  is  very rarely 
observed in  other  crops, dit ches or  on road sides. If volunteer  sugar  
beet  were to occur  in  the following crop, it  cou ld be con t rolled by 
broadleaf herbicides or  by other  agr icu ltur al pract ices, such as t illage 
dur ing seed bed preparat ion .  

b) Spe cific  fac tors  affe c ting  survivability  

Sugar  beet  plan ts r a rely survive in  subsequent  crops and ar e not  
considered a  weed problem in  crops plan ted a ft er  sugar  beet  
product ion. Numerous factors a ffect  the limited ability of sugar  beet  to 
su rvive in  rota t ional crops or  outside of cult iva t ion . Sugar  beet  is  a  
bienn ia l plan t  tha t  is h ighly sensit ive to frost  and poor ly compet it ive 
with  other  plan ts. P rolonged t emperatu res below -5° C will r esu lt  in  
sugar  beet  plant  death . Impor tant ly, if a  sugar  beet  plant  were to 
su rvive in  a  cu lt iva ted field, it  cou ld be con t rolled by t illage or  by most  
broadleaf herbicides commonly used in  rota t ional crops. 

4. Disse m ination  

a) Ways  and exte n t of d isse m ination  

Disseminat ion  may occur  at  thr ee st ages in  the sugar  beet  growing 
cycle: seed, pollen  and plan t  crowns. 

S eed dispersal 

Sugar  beet  seed have no specia l, morphological character ist ics tha t  
facilita t e disseminat ion. Though sugar  beet  seed can  be spread over  
shor t  distances by means such  as thr eshing, mechan ica l soil 
prepara t ion, heavy ra in fa ll, and an imal in terven t ion , the on ly 
sign ifican t  potent ia l of disseminat ion  of sugar  beet  seed is dur ing the 
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seed product ion  process where la rge quan t it ies of seed are harvested, 
processed, and dist r ibuted. In  seed product ion  fields, sugar  beet  plan ts 
do not  sha t t er  seed as easily as some wild Beta species, which drop 
their  seeds as they r ipen. Seed product ion is limited to those par ts of 
the EU where the climate is favourable t o surviva l of the seed crop 
through win ter . 

Pollen  dispersal 

Sugar  beet  plan ts a re cross-pollina ted, as they ar e h ighly self-
compat ible plan ts. Pollen  gra ins a re disper sed main ly by win d, bu t  
a lso by insect s to a  lesser  degree. However , pollen  gr ains a re very 
sensit ive to moisture and their  viability under  field condit ion is not  
longer  than  24 hour s.  

Dispersal of vegetative plant structures 

In  root  product ion fields, leaves ar e rout inely chopped off from the 
beet s a t  harvest  and incorpora ted in to the soil to biodegrade. 
Remaining crowns or  por t ions of root s may develop in to plant s. 
Disseminat ion  by th is means is unusual since such crop remains are 
dest royed and incorpora ted in to soil by the farmer , pr event ing their  
su rviva l. If a  sugar  beet  plan t  were to become established in  th is 
situat ion , it  could easily be cont rolled by t illage or  by the broadleaf 
herbicides used in  the rota t ional crops. 

b) Spe cific  fac tors  a ffe c ting  d isse m ination  
S ee a ). 

5. Ge ograph ical d is tributio n  and cu ltivat ion  o f the  p lant, in clud ing  
th e  d is tribution  in  Europe  of the  com patible  spe cies  

The wild rela t ives of sugar  beet  or igina ted in  Asia  Minor , but  some 
forms are widely dist r ibuted throughout  the Mediter r anean ar ea.  

Sugar  beet  is the sole or  main  crop for  sugar  production in  the 
t empera te zones of the nor thern  hemisphere. Since the mid 1940’s, 
sugar  beet  has a lso been  grown as a  winter  crop in  count r ies with  
hot ter  climates such as Turkey, Morocco, Alger ia , Tunisia , Egypt , 
Syr ia , Iraq and Iran . 

6. In  the  case  o f p lan t spe cies  not norm ally  grow n in  the  Me m be r 
State (s ), descrip tio n  of the  natural ha bita t o f the  p lan t, includ ing  
in form ation  on  n atura l pre dators , paras ite s , com pe titors  and  
sym bionts  

Not  applicable. 
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7. Oth er pote n tia l in tera ctions , re le van t to  th e  GM plant, of th e  
p lant w ith  organ ism s in  the  e cosyste m  w here  it is  u sually  grow n, 
or use d  e lsew h e re , inc lu ding  in form ation  on  toxic  e ffe cts  on  
hum ans , an im als  and oth e r organ ism s 

Sugar  beet  is known to in ter act  with  other  organ isms in  the 
environment . Insects and mammals feed on leaves and root s of plan ts 
growing in  fields. Sugar  beet  is a lso suscept ible to several fungal and 
vira l diseases, as well as compet it ion  from sur rounding weeds. 

Sugar  beet  is  not  pa thogen ic or  harmful to humans. Sugar  beet  has 
been extensively cult iva ted over  the past  200 years and has a  long 
history of safe use. 

C. INFORMATION RELATING TO THE GENETIC MODIFICATION 

1. De scrip tion  of the  m e thods  use d  for the  ge ne tic  m odification  

A disarmed binary Agrobacterium  tum efaciens plan t  t ransformat ion 
vector , designated PV-BVGT08, was used to produce H7-1 sugar  beet . 
Agrobacterium -media ted t ransformat ion is a  well documented process 
for  the t r ansfer  and in tegra t ion of exogenous DNA into a  plan t ’s 
nuclear  ch romosome. The or igina l t ransformat ion was conducted using 
a  sugar  beet  KWS SAAT AG propr ietary mult igerm line designated 
3S0057. 

2. Nature  and source  o f the  ve c tor use d  

PV-BVGT08 is a  disarmed Agrobacterium  tum efaciens double border  
plant  t ransformat ion vector . PV-BVGT08 con tains a  r egion of DNA (T-
DNA) delineated by the r ight  and left  border  sequences, which hosts 
the cp4 epsps expression casset te confer r ing glyphosa te tolerance. The 
cp4 epsps gene casset t e compr ises the 35S promoter  from a modified 
figwor t  mosaic virus (P-FMV), a  chloroplast  ta rget ing sequence from 
Arabidopsis thaliana (ctp2), t he epsps coding sequence from 
Agrobacterium  sp. st r a in  CP4 (cp4 epsps) and the 
E9 3’ polyaden ylat ion  signal from the pea  rbcS E9 gene (Pisum  
sativum ). 

In  addit ion , PV-BVGT08 conta ins the bacter ia l selectable marker  gene 
aad , providing resistance to spect inomycin  and st reptomycin , as well 
as DNA or igins of replica t ion (ori-V  and ori-322), necessary for  
replica t ion and main tenance of the plasmid PV-BVGT08 in  bacter ia . 
All of these genet ic elements a r e loca ted out side of the T-DNA and, as 
expected, have not  been  in t roduced in to H7-1 sugar  beet . 
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3. Source  o f donor DNA, s ize  and in te nded fun ction  o f each  
cons titue nt fragm e nt o f the  re gio n  in te nde d for in se rtion  

Table C.3 summar izes the differen t  genet ic elements in tended for  
inser t ion . 

Table  C.3: Sum m ary of the  ge ne tic  e le m e nts  in te nde d for in se rtion  

Ge n e tic  
Ele m en ts  

S ize  
(Kb) 

Fu n ction  

Right  
Border  

0.025 A 21-25 bp nucleot ide sequence tha t  act s as the in it ia l point  
of DNA t ransfer  in to plan t  cells or igina lly isola ted from A. 
tum efaciens pTiT37. 

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

ctp2 0.31 The N-termina l ch loroplast  t r ansit  pept ide sequence from 
the Arabidopsis thaliana epsps gene. 

cp4 epsps 1363 The 5-enolpyruvylsh ikimate-3-phosphate syn thase (EPSPS) 
coding sequence from Agrobacterium  sp. st ra in  CP4. 

E9 3’ 0.63 The 3’ end of the Pisum  sativum  rbcS E9 gene, conta in ing 
polyadenyla t ion sites tha t  direct  mRNA processing and 
polyadenyla t ion. 

Left  Border  0.025 A 21-25 bp nucleot ide sequence tha t  delimits the T-DNA 
t ransfer  in to plant  cells, or igina lly isola ted from 
A. tum efaciens plasmid pTi15955, a  der iva t ive of the octopine 
type plasmid pTiA6.  

ori-V 0.393 A vegeta t ive or igin of DNA replica t ion, or igina lly isola ted 
from plasmid RK2. 

ori-322 0.629 A plasmid or igin  of DNA replica t ion tha t  permits 
maintenance of the plasmid in  bacter ial host s such as E. coli. 

rop 0.191 A segment  of plasmid pBR322 tha t  represses the format ion 
of RNA pr imer  cr it ical to maintenance of the plasmid in  
bacter ia l host s such  as E. coli.. 

aad 0.789 The bacter ial gene encoding the Tn7 AAD 3’ 
adenylt r ansferase confer ring spect inomycin  and 
st reptomycin  resistance. 

 

D. INFORMATION RELATING TO THE GM P LANT 

1. De scrip tion  of th e  tra it(s ) and ch aracteris tics  w h ich  h a ve  be e n  
in trodu ced  or m odifie d  

H7-1 sugar  beet  con ta ins a  fu lly funct ional and in tact  gene encoding 
the CP4 EPSPS protein , which  confers tolerance to Roundup herbicide.  

The na tu re and object ive of the product , th rough it s genet ic 
modifica t ion, is to improve weed management  pr act ices in  sugar  beet  
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product ion. Weed management  is an  expensive, labour  in tensive, and 
in  many cases a  complicated operat ion  necessary for  opt imal 
product ion efficiency of sugar  beet . No single curren t ly-register ed 
herbicide offers the broad spect rum weed cont rol a fforded by Roundup. 
Instead, fa rmer s today must  apply several herbicides on mult iple 
occasions. 

The use of the Roundup Ready system for  sugar  beet  product ion  would 
enable fa rmer s to use Roundup herbicide for  effect ive control of weed 
pest s, while benefit ing from the favourable environmenta l safety 
character ist ics of Roundup.  

2. In form ation  on  the  se que nce s  actua lly  in se rte d  or de le ted  

a) The  copy  n um be r of a ll de tec table  in se rts , both  com ple te  an d 
partia l 

An extensive molecular  character iza t ion  has been  completed to 
determine the copy number  of the inser t  present  in  the genome of H7-1 
sugar  beet . The molecular  dat a , as well as Mendelian  inher itance da ta , 
suppor t  the conclusion that  a  single inser t  is pr esen t  in  H7-1 sugar  
beet  and tha t  th is inser t  conta ins one copy of the cp4 epsps gene 
casset te.  

b) In  case  o f de le tion (s ), s ize  and fun ctio n  o f the  de le te d  re g ion (s) 

Not  applicable. 

c) Chrom osom al location (s ) of in sert(s ) (nu cleus , ch lorop lasts , 
m itochon dria , or m ain ta in e d in  a  n on-in te grate d  form ), and 
m e thods  for its  de te rm ination  

Based on the inher it ance pa t t erns following self-pollina t ion or  
hybr idisa t ion  with  other  sugar  beet  plant s, it  has been  assessed tha t  
the glyphosate toler ance t ra it  segregates in  a  normal Mendelian  
manner . This indica tes tha t  the inser t  is stably in tegra ted in  the 
nuclear  genome and is loca ted neither  in  the mitochondr ia  nor  the 
ch loroplasts.  

d) The  organ isation  of the  in se rted  ge ne tic  m ate rial a t th e  
in se rtion  s ite  

Southern  blot  and sequence analyses were conducted to character ise 
the inser ted DNA. Only the DNA requir ed to confer  the glyph osa te-
tolerance phenotype was t ransferr ed and inser ted a t  a  single locus. 
The on ly plasmid-der ived genet ic elements in t roduced in  H7-1 sugar  
beet  a re the P-FMV promoter , the chloroplast  ta rget ing sequence ctp2, 
the cp4 epsps coding sequence and the E9 3’ polyadenyla t ion  signal. No 
genet ic elements from outside of the r igh t  and left  border s of the 
plasmid were t ransfer red in to the genomic DNA of H7-1 sugar  beet . 
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3. In form ation  on  the  e xpre ss ion  o f the  in se rt 

a) In form ation  on  de ve lopm enta l e xpre ss ion  of th e  in se rt  during  
th e  life  cyc le  of the  p lant 

The expression  of the in t roduced cp4 epsps coding sequence is dr iven 
by the const itu t ive P-FMV promoter . CP4 EPSPS expression levels 
were determined using a  va lida ted ELISA. 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 fr esh  weigh t  in  1998 and 1999, 
respect ively. In  the br ei, the CP4 EPSPS expression level was 0.053 
and 0.181 µg/mg fresh  weigh t  in  1998 and 1999, r espect ively.  

b) P arts  o f the  p lan t w he re  the  in se rt is  e xpre sse d  

The expression of the cp4 epsps coding sequence is regu la ted by the 
35S promoter  der ived from a  modified figwor t  mosaic virus (FMV), 
which  is const itu t ively act ive in  plan ts. Therefore, the CP4 EPSPS 
protein  is produced in all plant  t issues. 

4. In form ation  on  ho w  th e  GM pla nt d iffers  from  the  re c ip ie n t p lan t 
in  

a ) Re production  

Morphologica l, developmenta l an d inflor escence t r aits were accura tely 
measured and monit or ed in  field and in  greenhouse assessments. It  
was concluded tha t  there a re no biologica lly mean ingfu l differences 
between  H7-1 sugar  beet  and convent ional sugar  beet  var iet ies in  
morphologica l, developmenta l and inflor escence character ist ics. Based 
on  those observa t ions, no differences ar e ant icipa ted in  the 
reproduct ive capability of H7-1 sugar  beet  when compared to 
convent ional sugar  beet .  

b) Disse m ination  

The mode of reproduct ion of H7-1 sugar  beet  is equiva len t  to 
convent ional sugar  beet  and, thus, it s disseminat ion  capabilit ies a r e 
a lso concluded to be equiva len t . 

c) Surv ivability  

Seed dormancy has been closely monitored. No change in  dormancy 
has been  observed in  the seed lot s t ested when  compar ing H7-1 sugar  
beet  and commonly used, diploid, mult icarp and monocarp 
convent ional sugar  beet  var iet ies. It  can  be concluded that  there a r e no 
biologically meaningful differ ences between  H7-1 sugar  beet  and 
convent ional sugar  beet  with  r egard to su rvivability. 
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d) Oth er d iffe ren ce s  

No other  differences observed. 

5. Ge n e tic  s tability  of th e  in se rt a nd pheno typic s tability  o f th e  
GM plant 

The stability of the inser t  across genera t ions was studied using 
Sou thern  hybr idisat ions, which demonstr ated tha t  the inser t  is st ably 
in tegrated in  the sugar  beet  genome over  a t  least  three genera t ions.  

Addit ionally, the st ability of the glyphosa te tolerance t ra it  has been  
t ested over  mult iple genera t ions in  several European field t r ia ls 
conducted over  four  year s, confirming that  the t r ait  is st ably 
in tegrated and the CP4 EPSPS protein  is produced at  su fficient  levels 
to provide consistent  glyphosa te tolerance across mult iple loca t ions 
and over  severa l genera t ions.  

6. Any chang e  to  th e  ability  o f the  GM plant to  tra nsfe r ge ne tic  
m ate rial to  othe r organ ism s 

a ) P lant to  bacte ria  ge ne  transfe r 

No elements known to be involved in  DNA mobility have been  inser ted 
in  H7-1 sugar  beet . Therefore, in  compar ison to convent ional sugar  
beet , no changes ar e expected in  the ability of H7-1 sugar  beet  to 
exchange genet ic mater ia l with  bacter ia .  

b) P lant to  p lant ge n e  transfe r 

It  is well known tha t  na tur al hybr idisa t ion  occurs among cult iva ted 
forms of Beta vu lgaris and between Beta vulgaris and some wild or  
weedy forms of the sect ion Beta. H7-1 sugar  beet  has the same 
character ist ics as conven t ional sugar  beet , except  for  its  toler ance to 
Roundup, including it s poten t ial for  possible outcrossing. However , 
ou tcrossing is a  limited occurr ence, since sugar  beet  is main ly grown 
for  it s r oots and the lifecycle is limited to the veget a t ive stage in  
agr icultur a l product ion. When  sugar  beet  is grown for  the purpose of 
mult iplying seed, mit iga t ing pr act ices a re commonly used in  fields to 
minimize the poten t ial for  plan t -to-plan t  gene t r ansfer . 

7. In form ation  on  an y toxic , a lle rge n ic or o the r harm fu l e ffects  o n  
hum an  or an im al h e alth  aris ing  from  the  GM food/fe ed  

H7-1 sugar  beet  has been shown to be safe as and n ut r it ious as 
conven t ional sugar  beet  in  rela t ion  to human and animal hea lth . No 
specific hazards have been  ident ified for  H7-1 sugar  beet , or  it s 
progeny. F ina lly, the composit ional equiva lence of H7-1 sugar  beet  to 
conven t ional sugar  beet  has been  established by compar ison of the 
composit ional analyses of key sugar  beet  const ituen ts. 
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7.1 Com p a ra t ive a ssessm en t  

Choice  of the  com parator 

H7-1 sugar  beet  was compared to a  conven t ional sugar  beet  with  a  
near -equiva len t  genet ic background. 

7.2 P r od uct ion  of m a t er ia l  for  com p a r a t ive a ssessm en t  

a) Num be r o f locations , grow ing  se aso ns , ge ograph ica l spre ad 
and re plica te s  

Mult iple field t r ia ls have been conducted in  Europe over  two growing 
seasons, with  11 t r ia ls established in  1998 and five in  1999. The t r ia ls 
were per formed in  differen t  geographies representa t ive of t r adit ional 
sugar  beet  cult iva t ion areas (for  more deta ils see table A.5). In  1998, 
one sample was supplied from each locat ion , while in  1999 three 
r eplica te samples were provided from each of the field loca t ions. 

b)   The  base line  use d  for cons ide ratio n  of n atura l variations  

Severa l convent ional sugar  beet  var iet ies ava ilable on the market  
were grown a t  the same field sit es and an alyzed concur ren tly as H7-1 
sugar  beet  and it s near -equ ivalent  comparator  for  key composit ional 
const ituent s. Addit ionally, litera tu re data , when repor ted, were a lso 
considered to fu r ther  define the na tu ra l var iat ion  in  sugar  beet .  

7.3 S elect ion  of m a ter ia l  a nd  com p ound s for  a na lysi s 

Extensive composit ional ana lyses have been conducted on samples of 
r oot  and top t issue of H7-1 sugar  beet . P roximate va lues, total 
carbohydra tes, quality parameters, amino acids, sapon ins, which are 
the pr incipa l an t i-nu tr ients in sugar  beet , and selected plan t  
metabolit es were measured in  H7-1 suga r  beet , it s near -equiva len t  
compara tor  and commercia l sugar  beet  va r iet ies. 

7.4 Agr onom i c t r a i t s  

Morphologica l, developmental and inflor escence t ra it s were 
accurately measured and monitor ed in  field and greenhouse 
assessments. It  was concluded tha t  t her e ar e no biologica lly 
significant  differ ences between H7-1 sugar  beet  and conven t ional 
sugar  beet  var iet ies in  morphologica l, development al and 
in florescence character ist ics. 

7.5 P r od uct  sp eci fi ca t ion  

H7-1 sugar  beet  cont ains a  fu lly funct ional and in tact  gene casset te 
encoding the CP4 EPSPS protein, which confers toler ance to Roundup 
herbicide.  

Sou thern  blot  or  PCR techn iques can be employed for  the detect ion 
and iden t ifica t 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 plan t s. An  even t-specific PCR-based assay 
a llowing the detect ion  and the quan t ifica t ion of H7-1 sugar  beet  has 
a lso been developed.  

7.6 Effect  of p r ocessin g  

Processing of sugar  beet  is a  complicated, mult i-st ep procedure 
involving hea t  t r ea tment , h igh  pH and evapora t ion of water . Exist ing 
lit er a tu re indica tes tha t  processing to produce sugar  and molasses 
significant ly depletes the DNA and protein  conten t  found in  the sugar  
beet  r oot s to levels tha t  a re not  detectable by a  PCR-based method 
with  very sensit ive limits of detect ion. 

7.7 An t i cip a t ed  in t a k e/ext en t  of u se 

The major  food ingredien t  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, chocola tes and confect ionery, yoghur ts and 
other  milk-based foods, past r ies and biscuits, syrups, jams and 
preserved fru its, breakfast  and ch ildren  foods, ice-cr eams and sorbet s.  

The other  two by-products from sugar  beet  root  processing, molasses 
and pulp, a re mainly used in  an imal feeds. A small fr act ion of these 
two products a re processed and t r ansformed in to pure compounds, 
food addit ives or  fibres, which have very limited applica t ion in  the 
food indust ry. Indust r ia l users a re main ly bread manufactu res and 
the pharmaceut ica l indust ry. Food uses represent  a  very minor  
propor t ion  of the tota l use of pulp and molasses.  

The ant icipa ted uses of sugar , molasses and pu lp as food and feed are 
not  expected to change upon the in t roduct ion  of H7-1 suga r  beet  
var iet ies. 

7.8 Toxicology 

7.8.1 S afety assessm ent of newly expressed  proteins 

The safety of the CP4 EPSPS protein  has been  established based upon  
the following considera t ions: (1) lack of biologica lly r elevant  st ructur al 
similar it ies to pharmacologica lly act ive proteins known to cause 
adver se health  effect s, based on  a  bioin format ics sear ch of amino acid 
sequence databases, (2) rapid degradat ion under  condit ions which 
simula te mammalian  digest ive systems, (3) no indica t ions of acu te 
toxicity in  mice admin istered the CP4 EPSPS protein  by ora l gavage 
and (4) a  h istory of safe use. Fur thermore, due to the processing of the 
sugar  beet  root s 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 , will be negligible.  

7.8.2  Testing of new constituen ts other than  proteins 

Sugar  beet  has a  h istory of safe use and consumption around the 
wor ld. Based on the composit ional ana lysis, H7-1 sugar  beet  has been  
shown to be equiva len t  to convent ional sugar  beet . Therefore, it  is 



Part II  H7-1 R oundup R eady S ugar Beet  
 

18 

concluded tha t  no t est ing of any const ituent , other  than  the in t roduced 
protein  CP4 EPSPS protein , is necessary. 

7.8.3  In form ation on natural food and feed  constituen ts 

Sugar  beet  has a  h istory of safe use and consumption around the 
wor ld. No na tural const ituent  of sugar  beet  is  considered to be of 
sign ifican t  concern  to require addit ional informat ion  or  fur ther  r isk 
assessment . 

H7-1 sugar  beet  has been shown to be substant ia lly equ iva lent  to 
convent ional sugar  beet , except  for  the in t roduced glyphosa te-toler ance 
t ra it , which is of agronomic in ter est . Therefore, through  composit ional 
ana lyses and anima l feeding studies, H7-1 sugar  beet  has been 
concluded to be as safe as and nu tr it ious as conven t 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 an imals. Likewise, composit ional ana lyses and 
compara t ive phenot ypic assessments have demonst ra ted tha t  H7-1 
sugar  beet  is substan t ially equiva lent  to convent ional sugar  beet , with  
the except ion  of the in t roduced glyphosate-toler ance t r ait  confer red by 
the product ion  of the CP4 EPSPS protein . Addit ionally, the food and 
feed safet y of H7-1 sugar  beet  has been confirmed th rough a  90-day ra t  
feeding study conducted with  H7-1 sugar  beet  pulp. 

7.9 Al ler gen ici t y 

7.9.1 Assessm ent of allergenicity of the newly expressed protein  

The cp4 epsps coding sequence isola ted from the na tur ally occur r ing 
soil-borne and plan t -symbiot ic bacter ium Agrobacterium  sp. st ra in  
CP4, is not  obta ined from a  source known to be a llergenic. To da te, no 
repor ts of allergy to Agrobacterium  sp. have been  r epor ted.  

The CP4 EPSPS protein  expressed in  H7-1 sugar  beet  is similar  to 
EPSPS proteins pr evalent  in  foods and feeds der ived from plant  and 
microbia l sources, and shows no biologica lly relevan t  amino acid 
sequence similar ity to any known protein  allergens. The CP4 EPSPS 
protein  is ext remely labile in  simula ted gast r ic and in test ina l flu ids. 
Therefore, the probability of the CP4 EPSPS protein  r emain ing in tact  
to be absorbed via  the in test ina l 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  r epresen t  a  very minor  component . 
Fur thermore, it  has been demonst ra ted tha t  in  the sugar  der ived from 
H7-1 sugar  beet , which  is the pr evalent  human  food, the CP4 EPSPS 
protein  is not  detectable using a  PCR based method with  very sensit ive 
limit s of detect ion .   

Thus, using the best  methodology available today, it  can  be concluded 
tha t  the potent ia l of t r igger ing product ion  of ant ibodies, including IgE 
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ant ibodies responsible for  a llergenicity, is  negligible. 

7.9.2  Assessm ent of allergenicity of the whole GM plan t or crop 

Sugar  beet  has been extensively cult iva ted for  a t  least  200 years, 
r esult ing in  a  long history of safe use. Addit ionally, the sugar  beet  
plant  is  not  known to be an  allergen ic source of food and feed. H7-1 
sugar  beet  has been  demonst ra ted to be substant ia lly equiva len t  to 
convent ional sugar  beet , except  for  the presence of the CP4 EPSPS 
protein , which has been  demonst ra ted to lack the character ist ics of an  
a llergen. Therefore, H7-1 sugar  beet  is considered not  to have 
a llergenic poten t ia l.  

7.10 N utr i t iona l  a ssessm en t  of GM food /feed  

7.10.1 N utritional assessm ent of GM food  

The extensive composit ional ana lyses conducted on H7-1 sugar  beet  
have demonst ra ted it s  equiva lence to conven t ional sugar  beet . In  
addit ion , the in t roduced glyphosa te tolerance t ra it  is of agronomic 
in ter est , and is not  in tended to ch ange any nu tr it ional aspect s of th is 
sugar  beet . Hence, th is sugar  beet  is  not  expected to be less acceptable 
as a  food ingredien t . Therefore, ant icipa ted dietary in take of sugar  
beet -der ived foods is not  expected to be a lt ered upon  commercia liza t 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 it ious as food der ived from 
convent ional sugar  beet . 

7.10.2 N utritional assessm ent of GM feed 

The extensive composit ional ana lyses conducted on H7-1 sugar  beet  
have demonst ra ted it s  equiva lence to conven t ional sugar  beet . In  
addit ion , the in t roduced glyphosa te tolerance t ra it  is of agronomic 
in ter est , and is not  in tended to ch ange any nu tr it ional aspect s of th is 
sugar  beet .  

A feed per formance/digest ibility study conducted in sheep has 
confirmed the nu tr it ional equiva lence of H7-1 sugar  beet  to 
convent ional sugar  beet  and has demonst ra ted the absence of an y 
pleiot ropic or  unan t icipa ted effect s from the in t roduced t r ait . Hence, 
th is sugar  beet  is  not  expected to be less acceptable as a  feed or  feed 
ingredient . Therefore, an t icipa ted diet ary in take of sugar  beet -der ived 
feed is not  expected to be a lt ered upon commercia lizat ion  of H7-1 sugar  
beet , since the feed der ived from H7-1 su gar  beet  has been  concluded 
to be as safe as and nu t r it ious as feed der ived from convent ional sugar  
beet . 

7.11 P ost -m a r k et  m on i t or ing  of GM food /feed  

The assessment  of the human  and an imal safety of H7-1 sugar  beet  
was conducted on  the basis of it s  substant ia l equiva lence to 
convent ional sugar  beet  and by extensive character iza t ion of the 
glyphosa te toler ance t r a it , impar ted by the presence of the CP4 EPSPS 
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protein . The CP4 EPSPS protein  has been  demonst ra ted to have 
negligible poten t ia l to cause adver se effects to animal or  human  
health .  

The absence of an y pleiot ropic or  unintended effect s due to the 
in t roduct ion  of the Roundup Ready t ra it  in to the sugar  beet  genome 
was indica ted by th e results of a  90 day ra t  feeding study and 
confirmed by a  sheep digest ibility study, which also assessed the 
nu t r it ional equiva lence of H7-1 sugar  beet  for  use as feed. It  is  
concluded that  H7-1 sugar  beet  is as safe and as nu tr it ious as 
convent ional sugar  beet  and tha t  food and feed product s produced from 
H7-1 sugar  beet  a re as safe and nut r it ious as their  convent ional 
counterpar t s. 

To conclude, ther e a re no in t 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 an imal feeding studies using doses 
of administ r a t ion  that  ar e order s of magnitude above expected 
consumpt ion levels. The pre-market  r isk character iza t ion  for  food and 
feed use of H7-1 sugar  beet  demonst r ates tha t  the r isks from 
consumpt ion of H7-1 sugar  beet  or  it s  der ived product s a re consisten t ly 
negligible and no differen t  from the r isks associa ted with  the 
consumpt ion of conven t ional sugar  beet . As a  consequence, specific r isk 
management  measures a re not  indica ted, and post -market  monitor ing 
of the use of this sugar  beet  for  food and feed is not  considered 
appropr ia te. 

8. Me chan ism  of in te rac tion  be tw e en  th e  GM plan t an d targe t  
organ ism s (if applicable ) 

H7-1 sugar  beet  is herbicide tolerant  and, as such , has no t arget  
organ isms with  which  to in teract , either  direct ly or  indirect ly. 

9. P oten tia l change s  in  the  in te rac tions  of th e  GM plan t w ith  th e  
bio tic  e nvironm e nt re su lting  from  the  gen e tic  m odificatio n  

Not  applicable. 

10. P oten tia l in terac tions  w ith  th e  abiotic  e nvironm en t 

Not  applicable. 

11. Environm en tal m on itoring p lan  (not i f application  con ce rns  on ly  
food and fe e d  produce d from  GM plants , or co nta in ing  
ingre die n ts  produce d from  GM plants)  

Not  applicable. 

12. De te c tio n  and  e ve nt-spe cific  ide n tifica tio n  te ch n ique s  for the  
GM plant 

Southern  blot  or  PCR techniques can be employed for  the detect ion and 
ident ifica t 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 plant s. An event -specific PCR-based assay a llowing the 
detect ion and quan t ifica t ion of H7-1 sugar  beet  has been provided to 
the J oin t  Research Cent r e (J RC), act ing as the Community Refer ence 
Labora tory.  

E. INFORMATION RELATING TO P REVIOUS RELEASES OF THE GM 
P LANT AND/OR DERIVED P RODUCTS 

1. His tory o f pre vious  re le ases  o f the  GM plant notifie d  u nder P art 
B  of the  Dire ctive  2001/18/EC and under P art B  o f Dire ctive  
90/220/EEC by  the  sam e  notifier  

a) Notification  n um be r 

Please r efer  to A.4 for  a  list  of pr ior  not ificat ions in Belgium, United 
Kingdom, It a ly, the Nether lands, Fr ance, Germany and Spain  under  
Par t  B of Directive 90/220/EEC.  

b) Conclus ion s  of post-re le ase  m onitoring  

Exper imenta l field t r ia ls were per formed with  H7-1 sugar  beet  to 
assess the degree of glyphosa te tolerance, to produce seeds and for  
breeding purposes, to establish  the t echnica l recommendat ions for  the 
seed and herbicide uses under  a  r ange of climat ic condit ions, to assess 
the agronomic per formance such  as yield and to evalua te the 
phenotypic character ist ics. The a im of the post -release monitor ing was 
to find out  if H7-1 sugar  beet  plant s might  establish  from dormant  
seed or  sugar  beet  debr is. As a  r esult  of these field t r ia ls, no 
unexpected effect s have been  observed in  the H7-1 sugar  beet  t r ia ls 
compared to conven t ional sugar  beet .  

c) Resu lts  of the  re le ase  in  re spe c t to  any  risk  to  h um an  
h ea lth  and th e  e nv ironm ent (subm itte d  to  the  Com pe te n t 
Au th ority  a ccordin g  to  Artic le  10 of Dire c tive  2001/18/EC) 

Post -r elease genera l su rveillance provided no significant  evidence tha t  
H7-1 sugar  beet  is likely to pose an y r isk of adverse effect s to human  
or  animal hea lth  or  to the environment .  

2. His tory o f pre vious  re le ase s  of the  GM plan t carried  o ut ou ts ide  
th e  Com m unity  by th e  sam e  notifie r 

a) Re le ase  cou ntry 

US, Canada , Russia , Chile, Czech Republic and Poland.  
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b) Au th ority  overse e ing  th e  re le ase  

US:                        USDA 

Canada:                CFIA 

Russia :                  Minist ry of Science and Educat ion 

Chile:      Servicio Agr icola  y Ganadero 

 Czech Republic:    Min ist ry of Environment , Environmenta l Risk 
Depar tment   

 Poland:                  Min ist ry of Environment , P lant  Protect ion  Inst itu te 
and Research Cen ter  for  Cult ivar  Test ing 

c) Re le ase  s ite  

Release sites were loca ted in  those regions where sugar  beet  is 
t radit ionally cult iva ted.  

d) Aim  of the  re lease  

Exper imenta l field t r ia ls were per formed to assess the degree of 
glyphosa te toler ance, to produce seeds and for  other  br eeding purposes, 
to establish  the t echn ica l recommendat ions for  the seed and herbicide 
uses under  a  r ange of climat ic condit ions, to assess the agronomic 
per formances such as yield and to evalua te the phenotypic 
character ist ics. 

e ) Duration  of the  re le ase  

The dura t ion of the sugar  beet  field release is one growing season . For  
veget at ively grown sugar  beet  the r elease 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  Chile the 
release for  vegeta t ively grown sugar  beet  was from September  to 
March, and for  sugar  beet  grown for  seed product ion, the r elease was 
from August  to February.  

f) Aim  of post-re lease s  m onitoring  

The a im of the post -release monitor ing was to find ou t  if the sugar  beet  
plant  might  establish  from dormant  seed or  sugar  beet  debr is.  

g) Duration  of post-re le ase s  m onitoring 

For  vegeta t ively grown sugar  beet , the post -release monitor ing was 
usually per formed for  one year , and for  sugar  beet  grown for  seed 
product ion,the average was two to thr ee years.  

h) Conclus ions  of post-re lease  m onitoring  

No unexpected effect s have been  observed in  H7-1 sugar  beet  compared 
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to conven t ional sugar  beet .  

i ) Re su lts  o f th e  re le ase  in  re spe ct to  any  risk  to  hum an  he alth  
and the  e nv iro nm e nt 

Post-r elease, genera l su rveillance provided no sign ifican t  evidence tha t  
H7-1 sugar  beet  is likely to pose any r isk of adver se effects to human  or  
animal hea lth  or  to the environment  when compared with  convent ional 
sugar  beet .  

3. Links  (som e  of these  links  m ay be  acce ss ible  on ly  to  the  
com pete nt au thoritie s  of the  Mem be r States , to  th e  Comm iss ion  
and to  EFSA): 

a) S tatus /process  of a pproval 

The J RC websit es h t tp://gmoinfo.jrc.it /gmc_browse.asp and 
h t tp://gmo-cr l.jr c.it /sta tusofdoss.h tm provide publicly accessible 
links to up-to-da te da t abases on  the regu la tory progress of 
not ifica t ions under  Direct ive 2001/18/EC and Regulat ion  (EC) N° 

1829/2003, including the Monsan to not ifica t ion  for  H7-1 suga r  
beet  (C/DE/00/8). 

b) Asse ssm e nt Report o f the  Com pete n t Au th ority  (Dire c tive  
2001/18/EC) 

There is no In it ia l Assessment  Repor t  fr om the German  Lead 
Member  Sta te a t  the t ime of submission  of th is applica t ion . As 
soon as ava ilable, the J RC website 
h t tp://gmoinfo.jrc.it /gmc_browse.asp will provide a  link to the 
publicly accessible In it ia l Assessment  Repor t  for  Monsan to 
not ifica t ion C/DE/00/8 on H7-1 sugar  beet . 

c) EFSA opin ion  

No EFSA opin ion is ava ilable a t  the t ime of the submission  of th is 
applica t ion. 

d) Com m iss ion  Re gis ter (Com m iss ion  De cis ion  2004/204/EC) 

The exact  link to the publicly accessible par t  of the Commission 
Register  is yet  to be released a t  the t ime of th is applica t ion. 

e ) Mole cu lar Re gis ter o f the  Com m unity  Refe re nce  
Laboratory/J oin t Re se arch  Ce n tre  

Informat ion on detect ion  protocols is likely to be posted a t  
h t tp://gmo-cr l.jr c.it / 

f) B iosafe ty  Cle aring-House  (Cou ncil De c is ion  2002/628/EC) 

The publicly accessible por ta l sit e of the Biosafety Clear ing-
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House (BCH) can  be found a t  h t tp://bch.biodiv.org/ 

g) Sum m ary Notifica tion  In form ation  Form at (SNIF) 
(Counci l De cis ion  2002/812/EC) 

The J RC websit e h t 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/EC, including the Monsan to not ifica t ion 
for  H7-1 sugar  beet  (C/D/00/8).  

 


