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I forlengelse af Miljeministeriets besvatelse af samridssporgsmal A (rela-
teret til KOM (2005) 0163) af 1. juni 2007 - vedlegges til undetretning
for Folketingets Europaudvalg Miljoministetiets otienteting om EFSA's
offentliggorelse af en nye analyse af den statistiske metode i forbindelse
med tolkningen af data fra de rotteforsog, det blev gennemfort i forbin-
delse med godkendelsen af majsen MONB863. Endvidere vedlzgges den
pressemeddelelse, EFSA udsendte i forbindelse med offentliggarelsen.
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Den 12. juli 2007

Til udvalgets orientering kan jeg - i forleengelse af min besvarelse af sam-
radsspargsmal A (relateret til KOM (2005) 0163) d. 1. juni 2007 - oplyse, at
EFSA (den Europeeiske Fgdevaresikkerheds Autoritet) d. 28. juni har of-
fentliggjort sin nye analyse af den statistiske metode i forbindelse med tolk-
ningen af data fra de rotteforsgg, der blev gennemfgrt i forbindelse med
godkendelsen af majsen MON863. Analysen er blevet gennemfart for at
vurdere en ny analyse af de samme data gennemfgart af nogle franske for-
skere (Séralini et al.) og offentliggjort i marts 2007.

Til orientering vedlaegges den pressemeddelelse EFSA udsendte i forbin-
delse med offentliggerelsen af EFSAs nye analyse. Som det fremgar heraf
konkluderer EFSA, at resultaterne i den franske analyse gennemgaende er
i overensstemmelse med de resultater, EFSA ndede frem til i forbindelse
med den oprindelige godkendelse af MON 863.

Hele dokumentet fra EFSA kan findes pa EFSAs hjemmeside pa adressen:
http://www.efsa.europa.eu/en/science/gmo/statements0/gmo_statement m
on863 ratfeeding.html
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European Food Safety Authority

Parma, 28 June 2007

PRESS RELEASE

EFSA reaffirms its risk assessment
of genetically modified maize MON 863

At the request of the European Commission (EC), EFSA has examined a paper by Séralini et al. on
the statistical evaluation of a 90-day feeding study in animals with genetically modified maize MON
863, to identify any consequences for EFSA’s risk assessment of the safety of MON 863." The paper
presents an alternative statistical analysis of the 90-day rat study that was considered in the
original risk assessment. Following a detailed statistical review and analysis by an EFSA Task
Force, EFSA’s GMO Panel has concluded that this re-analysis of the data does not raise any new
safety concerns.

EFSA undertook a series of actions to give a considered response to the European Commission on this
issue:

- Member States (MS) were asked to provide any analyses and comments that may contribute to
consideration of this issue.

- EFSA set up a Task Force of internal and external statistical experts to help assess the statistical
methodology applied by authors of the publication in their re-analysis of the original data from the
90-day rat feeding study and to consider the contributions received from MS. As part of that work
a meeting was held with the authors of the paper.

- EFSA’s GMO Panel has reviewed all the available evidence.

Following this work, EFSA has responded to the Commission, published a statistical report and issued a
scientific statement from its GMO Panel. The main conclusions are:

- The statistical analysis made by the authors of the paper did not take into account certain
important statistical considerations. The assumptions underlying the statistical methodology
employed by the authors led to misleading results.

- EFSA considers that the paper does not present a sound scientific justification in order to question
the safety of MON 863 maize.

- Observed statistically significant differences reported by Monsanto, Séralini et al., and EFSA,
were considered not to be biologically relevant. In the absence of any indications that the observed
differences are indicative of adverse effects, the GMO Panel does not consider that this paper
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The scientific opinions are available at EFSA website at
http://www.efsa.europa.eu/etc/medialib/efsa/science/gmo/gmo_opinions/381.Par.0001.File.dat/opinion_gmo 06_enl.pdf
http://www.efsa.europa.eu/etc/medialib/efsa/science/gmo/gmo_opinions/383.Par.0001.File.dat/opinion_gmo 07 enl.pdf
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raises new issues with respect to the safety of MON 863 maize. Therefore, the GMO Panel sees no
reason to revise its previous Opinions that the MON 863 maize would not have an adverse effect
in the context of its proposed use.

Prior to this most recent work, MON 863 maize has been subject to a comprehensive risk assessment by
EFSA and by other authorities which did not identify any adverse effects on human and animal health or
the environment. The 90-day rat study analysed by this paper is one element of the comprehensive risk
assessment of MON863 maize. In addition to the original Opinion in April 2004, this study has been
reviewed again twice since then, prior to this recent work.

The letter to the Commission, the GMO Panel statement, EFSA statistical analysis of the Monsanto data
are available on the EFSA website at the following links:

Letter to the Commission
http://www.efsa.europa.eu/en/about_efsa/structure/who_is_who/home_cgl/correspondence.html

The GMO Panel statement
http://www.efsa.europa.eu/en/science/gmo/statements0/gmo_statement_mon863_ratfeeding.html

EFSA statistical analysis of the Monsanto data
http://www.efsa.europa.eu/en/science/scientific_reports/statistical analyses MON863.html
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