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a. Assessment:  
Comparative analysis (for compositional analysis and agronomic traits and GM 
phenotype)  
 
Using comparative assessment (also known as the concept of substantial equivalence) as a 
starting point means that the risks associated with the genetic engineering method are not 
sufficiently scrutinized Gene constructs inserted through genetic engineering are not subject 
to normal gene regulation. As we know from several publications (see for example Zeller et 
al., 2010), this can give rise to unexpected effects in genetically engineered plants under 
certain environmental conditions.  
There are some indications that these issues are especially relevant for soy 40-3-2.With regard 
to soybean 40-3-2, it is known that the insert with flanking soybean genomic sequences might 
produce a fusion protein (Rang et al., 2005). Further, it is known that soybean 40-3-2 can 
react unexpectedly to dry hot weather conditions (Gertz et al., 1999). Windels et al. (2001) 
show unintended insertion of DNA. Lappe et al. (1999) show alterations in phytoestrogen 
content. Zobiole et al. (2010) show that the composition of lignin and other parameters are 
impacted by the newly introduced metabolism of glyphosate. These observations show the 
necessity of carrying out experiments systematically under changing environmental 
conditions to find out how the newly introduced metabolism interacts with the plant’s own 
genome regulation and to investigate if, and how, the amounts of pesticide residues are related 
to these effects. Immunologically relevant proteins and hormonally active ingredients should 
also be taken into account.  
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b. Food Safety Assessment: 
Toxicology 
 
EFSA cites several toxicity studies to underpin its findings that there are no toxicological 
risks associated with RR soybean. All the studies in line with the EFSA view are quoted 
without any criticism, whereas studies that are critical in their findings (most of them 
published by the Italian Malatesta team e.g. Malatesta et al. 2008, Cisterna et al. 2008) are 
dismissed for assumed faults in experimental design, statistical evaluation etc. The same is 
true for a study by Magaña-Gómez et al. (2008) who reported that pancreatic microscopic 
features were disturbed by a diet containing RR soybean. A review article by Magaña-Gómez 
et al. (2009) is not included in the EFSA opinion. In the publication, the authors declare that 
in quite a few of studies concerning soybean 40-3-2 “a tendency towards microscopic and 
molecular changes was observed, suggesting some kind of cell damage. These studies should 
be used to support further experiments using profiling techniques to screen for potential 
changes at different cellular levels: gene expression, protein translation, or metabolic 
pathways.”  
The EFSA is obviously applying double standards in assessment because the studies that 
EFSA is relying on as proof for the safety of RR soybean are themselves not incontestable. 
For example, EFSA quotes a multi-generational study, which analysed the effect of a diet 
containing RR soybean on the testicle development of male mice (Brake & Evenson 2004). 
This study can be criticised for having no feeding protocols, no data on weight, on feed intake 
or on growth pattern related to feed intake. The results of a publication by Teshima et al. 
(2000), another study quoted by EFSA, are questionable because only five animals were 
tested per group.  
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Allergenicity 
 
EFSA forgot to take into account a study that appears important for the assessment of the 
allergenic properties of RR soybean. Yum et al. (2005) reported the details of skin tests with 
the RR- and non-transgenic soybean. They found that the RR soybean shows a different 
binding band compared with wild soy. Furthermore, one patient had a positive skin test result 
to GMO soybeans only.  
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Nutritional assessment 
 
One of the most controversially debated subjects in GMO research is the question of whether 
transgenic DNA can be found in animal tissue such as meat, milk or eggs. DNA from 
transgenic plants has been found in the tissue of some animals such as fish and pigs 
(Chainark, 2008; Ran et al., 2009; Mazza et al., 2005, Sharma et al 2006). In 2010, Italian 
researchers detected fragments of the cp4 epsps gene (the gene incorporated in RR soybean) 
in the liver, kidney, heart and muscle of goats (Tudisco et al. 2010). Changes were even found 
in the production of a specific enzyme in kid goats. EFSA does not even mention these 
studies.  
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Others 
 
There are many new studies and reviews being published showing that low concentrations of 
glyphosate and, in particular, the additive POEA (polyoxyethylene alkylamine) are much 
more toxic than previously thought (see for example publications reviewed by PAN AP, 2009, 
see also Paganelli et al, 2010). Further, Zobiole et al (2010) show there is a highly specific 
relationship between glyphosate application and the plant’s components. The EFSA opinion 
does not address these issues. It only refers to pesticide regulation and the work of the EFSA 
pesticide panel. The GMO panel thereby overlooks the fact that these new publications were 
never assessed by any other EFSA panels, and that many of these risk issues are closely 
related to both the genetically engineered trait and the assessment of the herbicide. That is 
why a systematic interplay is required to assess the actual risks for human health. This is also 
required for example by Directive 2001/18, Recital 16. The necessary interplay between these 
sectors of risk assessment is completely missing in EFSA´s opinion.  
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4. Conclusions and recommendations 
 
The EFSA opinion on the renewal application for the Monsanto Roundup Ready variety of 
soybean (soybean 40-3-2) is basically incomplete and flawed and should not be accepted by 
the risk manager.  
 

 
5. Others 
 
Legally required post market monitoring of health effects is still not in place. In Testbiotech’s 
opinion a monitoring system is essential because otherwise the legal requirements for market 
authorisation of food and feed from genetically engineered plants cannot be met.  
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