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A brief courtesy translation of decision on the deliberate release into the environment of genetically modified sugar beet H7-1 for experimental purposes (field trial)




 
                                                                                 Bratislava 23. 04. 2013
                                                                                          Decision number: 22752/2013
                                                                                          Notification number 3210/2013-3.2-18-ZZP37






D E C I S I O N

The Ministry of Environment of Slovak Republic (hereinafter as „ministry“)    Department of environmental risks and biosafety as the competent state authority under Article 2 of the Act no. 525/2003 Coll. on the state administration of the environment´s care as later amended and as the competent state authority under Article 24 par. 1 letter b/ of the Act no. 151/2002 Coll. on the use of genetic technologies and genetically modified organisms as later amended (hereinafter as „Act“), in the case of applicant Plant Production Research Center, Bratislavska cesta 122, 921 68 Piestany, 

decided: 

Approval under Article 17 par. 1 letter a/ and Article 17 par. 2 of the Act was granted to the applicant for first and subsequent introduction of lines and hybrids derived from genetically modified sugar beet H7-1 (KM-ØØØH71-4) into the environment in the area of ​​Plant Production Research Center in Piestany Borovce with maximum size 1000 m2 of ​​the experimental plots, which will be sown with lines and hybrids derived from genetically modified sugar beet H7-1 (KM-ØØØH71-4) and with a total surface area of ​​10,000 m2, which includes the size of experimental plots, the protective buffer zones, buffer strip of bare soil and adjacent roads.

Approval is issued for the period from the date of entry into force to 31th December 2015 for the purpose of
- valuation of weeds, their generic representations and their sensitivity to glyphosate,
- phenotypic observations of beet treated with Roundup herbicide during the growing season, compared with treatment with conventional sugar beet herbicides,
- monitoring of root crops, sugar content and juice purity.


The conditions to be respected in execution of the field trials:

- seed lines and hybrids derived from genetically modified sugar beet H7-1 to the time of sowing, remaining seed and/or samples taken for analysis carried out in the Slovak Republic shall be stored in enclosed facilities of Plant Production Research Center Piestany, where the consent on the first contained use has been issued  pursuant to Article 13 of the Act,
- seed shall be transferred from enclosed facilities directly to the field for sowing without intermediate storage,
- insulating distance of 200 m shall be kept from sugar beet crops grown the conventional way and also from sugar beet crops grown organically and buffer strip of non-genetically modified sugar beet in the width of at least 6 lines around the lines and hybrids derived from genetically modified sugar beet H7-1 shall be performed and limited by a strip of land with a width of 5 m, where sugar beet is not  going to be find,
- bolting plants (flowers stems) shall be removed on the basis of real need, before blooming, applying procedures for disposal of bolting plants by severing stems from the root or chemically and plowing down the land,
- the biomass of lines and hybrids derived from genetically modified sugar beet H7-1, including buffer zones, samples analyzed in the field and plant remains shall be  discarded by crushing or shredding and shall be plowed down the land.
- all field machines that have been in contact with lines and hybrids derived from genetically modified sugar beet H7-1 after using shall be cleaned directly on the experimental plot,

- analysis of samples, carried out in Slovak Republic, shall be carried out in such enclosed facilities where the consent on the first contained use has been issued  pursuant to Article 13 of the Act,
- final report on the outcome of the introduction of lines and hybrids derived from genetically modified sugar beet H7-1 (KM-ØØØH71-4) into the environment shall be submitted to the ministry within 3 months after the last harvest in 2015,
- the occurrence of bolting plants in the first year of cultivation and the incidence of weeds growing sugar beet in the next two years shall be monitored;  the monitoring report shall be submitted to the Ministry within three months after the end of each of post-release monitoring according to Commission Decision No. 2003/701/EC. Growing sugar beet as the next crop in the same area is prohibited during the monitoring period of weeds growing sugar beet. 
 - In case of an accident, vegetation lines and hybrids derived from genetically modified sugar beet H7-1 shall be destroyed by crushing or shredding and shall be plowed down the land. Cultivation of agricultural crops on this land shall be  prohibited over the next two years after removal of the accident.  
- A complete report evaluating the purpose of the research shall be submitted no later than 31th December 2016, after the end of experimental growing.   



This decision does not replace other approvals and procedures required by the Act. 




J u s t i f i c a t i o n :


On 21st December 2012 the applicant Plant Production Research Centre, Bratislavska cesta 122, 921 68 Piestany submitted application for consent on first and subsequent introduction of lines and hybrids derived from genetically modified sugar beet H7-1 (KM-ØØØH71-4) into the environment within the meaning of Article  34 par. 1 of the Act. The application was based on the Article 17 par. 1 letter a/  of the Act.

  
The Ministry examined:
- the application on introduction of lines and hybrids derived from genetically modified sugar beet H7-1 (KM-ØØØH71-4) into the environment and supporting documents submitted by the applicant, in particular data on genetically modified plant, on the donor and recipient higher plants, on the genetic change, the potential impact on the environment, human and animal health, data on the site of introduction, the control plans, the monitoring data, the waste management, emergency response plan, risk assessment report, applicant´s contract for the collection and transportation of waste to ecological recovery and disposal, leases for land in Borovce, cadastral plan showing the site of introduction in Borovce,
- report from the member of the Expert Panel on the application for consent on the first and subsequent introduction of lines and hybrids derived from genetically modified sugar beet H7-1 into the environment,
- recommendation to the application from the Commission for Biosafety,
- interim and final reports from Plant Production Research Center Piestany on introduction of lines and hybrids derived from genetically modified sugar beet H7-1  in years 2010-2012,
- the final reports from EU Member States on introduction of genetically modified sugar beet H7-1  and other genetically modified sugar beets   published on http://gmoinfo.jrc.ec.europa.eu/,
- European Food Safety Authority´s  Expert Panel  on genetically modified organisms opinion on the application (EFSA-GMO-UK-2004-08) for placing to the market of genetically modified sugar beet H7-1 as food and feed, 
- Commission Decision of 24 October 2007 authorising the placing on the  market of food and feed produced from genetically modified sugar beet H7-1 (KM-ØØØH71-4) pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council, (2007/692/EC),
- public comments, which were received  within 30 days of the publication of application at the Ministry's website, with an invitation to the public for comments,


 
-  Plant Production Research Center´s  opinion on public comments to the application, 
- list of authorized plant protection products and plant protection products authorized for parallel trade in 2013, published by the Ministry of Agriculture and Rural Development of the Slovak Republic in the Official Journal part 8/2013 and www.uksup.sk

and found, that

Application is submitted for the purpose of field experiment with lines and hybrids derived from genetically modified sugar beet H7-1 on experimental plot in Borovce.
Sugar beet H7-1 carries a fully functional and intact expression cassette encoding a protein CP4 5-enolpyruvylshikimate-3-phosphate synthase (hereinafter referred to as "CP4 EPSPS"), which confers resistance to glyphosate to the beet. To create sugar beet H7-1 was used disarmed binary plant transformation vector Agrobacterium tumefaciens called PV-BVGT08. The genome of H7-1 sugar beet contains no detectable DNA plasmid backbones. Particular, it is clear that the origin of replication (ori-V, ori-322 and the gene aadA) are not present in the sugar beet      H7-1. 
CP4 EPSPS coding sequence of sugar beet H7-1 encodes a protein                  5-enolpyruvylshikimate-3-phosphate synthase (hereinafter referred to as "EPSPS") derived from Agrobacterium sp. strain CP4. CP4 EPSPS protein is structurally related and functionally identical to the endogenous plant EPSPS enzymes but has a greatly reduced affinity for glyphosate compared to endogenous plant EPSPS. The ubiquity of homologous EPSPS enzymes in crops and conventional microorganisms shows that EPSPS proteins and their enzymatic activities pose no risk when consumed by people or animals. In conventional plants glyphosate binds to endogenous plant EPSPS enzyme and blocks the biosynthesis S3P, thus deprives plants of the essential amino-acids  (Haslam, 1993 Steinrücken and Amrhein, 1980). For plants that resist glyphosate are needs of aromatic amino acids and other metabolites fulfilled with continuing CP4 EPSPS enzyme activity in the presence of glyphosate (Padgett et al. 1996b).
All the observations made, including by Southern hybridization analyzes, phenotypic field observations and protein expression data are consistent with a Mendelian inheritance of tolerance to glyphosate and demonstrate that the DNA inserted in the sugar beet H7-1 is stably inherited and consistently expressed in the following generations. None of the elements, which is known to be a part of the DNA´s mobility, is inserted into the sugar beet H7 -1.
In comparison with conventional sugar beet, there aren´t  expected changes in the  sugar beet´s  H7-1 ability to exchange genetic material with bacteria. 
No features have been identified, which could cause adverse effects to the environment. As the sugar beet H7-1 is resistant to herbicide, it does not have any target organisms which it could interact with, directly nor indirectly. Interactions of sugar beet H7-1 and non-target organisms in agriculture and the natural environment aren´t  different from conventional sugar beet varieties. Even if the expressed CP4 EPSPS protein is new in sugar beet H7-1, it is not a new protein in the environment. Protein CP4 EPSPS is harmless to sugar beet, as representing one of many different proteins EPSPS naturally occurring. Group of EPSPS proteins shows no negative interactions known with the abiotic environment, and it has been demonstrated that the CP4 EPSPS protein significantly degrades within a few days, since it gets into the soil (Dubelman et al., 2005).
Foreign-pollination is negligible, as the field experiment with lines and hybrids derived from genetically modified sugar beet H7-1 is aimed to obtain their vegetative root (eyeballs) and thus their life cycle is limited to the vegetative stage. Sugar beet roots will be harvested at the end of the growing season before blooming and seed formation. Reproduction by vegetative fencing is not known.
If any sign of a bolting plant is observed, the bolting plant will be destroyed before flowering. Procedures to destroy bolting plants by separating the flower stems from the root or chemically and by shallow plowing will be implemented. 
Experimental area will be enclosed by a minimum of six (6) rows of non-GM sugar beet and surrounded by  a 5 m wide strip of bare soil. Moreover, Plant Production Research Centre will be obliged to comply with insulating distance of 200 m from sugar beet crops grown the conventional way and 200 m from sugar beet crops grown organically. Isolation distances are determined by Regulation 69/2007 Coll. which is implementing the Act 184/2006 Coll. on the cultivation of genetically modified plants in agricultural production, as amended.
On the field experiment with lines and hybrids derived from genetically modified sugar beet H7-1 will be advertised special boards in the Slovak language, located in all corners of the experimental area that say: 
"WARNING! GMO! Do not enter! Not feeding! Chemically treated! "
A detailed report will explain the technical aspects of the field trial (eg, planting density, size boxes, etc..).

The Ministry has asked a member of the Panel of Experts to assess the application mainly on the risks to humans and the environment. Expert stated in his report : 
"Based on these facts, analysis results and the detailed characterization of the genetic modification, characterization of the expressed enzyme CP4 EPSPS, history of safe use of this group of proteins as well as host plants (sugar beet) and the identity of the sugar beet H7-1 (containing the inserted portion of the gene CP4 EPSPS) with agronomic, phenotypic, compositional and nutritional characteristics identical with those of conventional sugar beet, I recommend to allow the introduction of hybrids of sugar beet H7-1 into the environment in order to implement field trials, whereas environmental or health risk do not differ by a risk joined with any other sugar beet ".
(Expertise opinions of members of the Panel of Eexperts are the basis for the development of joint recommendations of the Biosafety Committee to the applications and notifications. The Biosafety Committee is the advisory body of the Ministry in accordance with Article 27 of the Act.)

The application was discussed at the  Biosafety Committee´s  meeting  on 26 February 2013. The Biosafety Committee stated in its recommendation: „The Biosafety Committee recommends to authorise first and subsequent introduction of lines and hybrids derived from genetically modified sugar beet H7-1 into the environment under the terms of management of inflorescence removal on the basis of real need as given in the application."

The same field trial with lines and hybrids derived from genetically modified sugar beet H7-1 was conducted also between 2010 and 2012. New findings, which would be contrary to the risk assessment and would demonstrate the diversity of genetically modified sugar beet H7-1 from non-GM sugar beet in terms of health and environmental risks, did not occure during the experimental period as well as for the monitoring of all experimental plots. 
According to the website of the Joint Research Center, which is an internal scientific department of the European Commission, the 282 introductions of genetically modified sugar beets into the environment in the 16 EU Member States were  announced for years 1991-2012. On the basis of published final reports on their introduction into the environment, no unexpected or adverse effects on human or animal health and the environment. 


Based on the above, the Ministry evaluated the case so that there is no legitimate reason for not issuing approval for first and subsequent introduction of lines and hybrids derived from genetically modified sugar beet H7-1 (KM-ØØØH71-4) into the environment.
Since the application is submitted in accordance with the law and the conditions of the consent for first and subsequent introduction of lines and hybrids derived from genetically modified sugar beet H7-1 (KM-ØØØH71-4) are fulfilled, the Ministry decided to introduce lines and hybrids derived from genetically modified sugar beet H7-1, as stated in the operative part of this decision.


The ministry states to the public´s comments that the safety of any genetically modified crop to be placed to the EU market in the future, must be sufficiently verified regarding the human and animal health and the environment. Field trials are the way to check the safety of genetically modified crops in relation to the environment.

For guidance: According to Article 61 of the Act no 71/1967 Coll. on Administrative Procedure, as amended, the appeal to this decision may be submitted to the Ministry of Environment of the Slovak Republic, Nam. L. Stura 1, 812 35 Bratislava,  within 15 days from the date of receipt of this decision. The decision may be reviewed by the court.


                                                                          
      Ing. Henrieta Čajková
                                                                                 Head of Department















To be delivered to: 

Plant Production Research Center, Bratislavska cesta 122, 921 68 Piestany


Note:

1. Slovak Environmental Inspection, Headquarters of biosafety inspection, Karloveska 2, 842 22 Bratislava   

2. SESVanderHave N.V./S.A., Industriepark Soldatenplein Zone 2, Nr 15,             3300 Tienen (Belgium)
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