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Introduction

Cotton line MON15985 was produced by insertion of the cry2Ab2 and uidA genes into the genome
of the genetically modified cotton line MONS531, which already contains the crylAc and nptll
genes. The cry genes confer resistance to certain insects of the lepidopteran order, while the nptll
and uidA genes are used as markers during transformation. In addition, the aad marker gene is
present. The aad gene is not expressed in MON15985, because it is under control of a prokaryotic
promoter, which is not functional in cotton.

Recently, EFSA published her opinion for placing on the market for feed and food uses, import and
processing of cotton MON15985. EFSA concludes that cotton MON15985 is as safe as its
conventional counterpart and non-GM cotton commercial varieties, and is unlikely to have adverse
effects on human and animal health and the environment in the context of the scope of these
applications.

The Netherlands’ Ministry of Infrastructure and the Environment asked COGEM whether the
recently published EFSA opinion sufficiently answers COGEM's comments on the application for
import and processing of cotton line MON15985.

Previous advice

In 2008, COGEM advised positively on the import and processing of cotton line MON15985."
COGEM noted that the molecular characterization of MON531, which was used to produce
MON15985, contained weaknesses. Consequently, the molecular characterization of MON15985
contained weaknesses as well. However, since cotton line MON531 has a history of safe use and
considering the fact that cotton is unable to grow in the Netherlands, COGEM was of the opinion
that the proposed import and processing of the genetically modified cotton line MON15985 does
not pose a significant risk to the environment in the Netherlands.

COGEM made an additional remark about the presence of the aad gene in MON15985. In 2004,
EFSA published an opinion on the use of antibiotic resistance genes as marker genes in genetically
modified plants.” EFSA concluded that the frequency of horizontal gene transfer of antibiotic
resistance genes from genetically modified plants to other organisms is very low. Furthermore, it
has been shown, or is extremely likely, that there is a considerable pool of resistance genes already
present in the microbiota in the environment. In spite of these considerations, EFSA was of the
opinion that the aad gene should be restricted to field trial purposes and should not be present in
GM plants which will be placed on the market. On the other hand, EFSA stated that there is no
rationale for restricting or prohibiting the use of nptll in plants to be placed on the market; in
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particular, because nptll, among others, has a history of safe use in food crops. COGEM is of the
opinion that the presence of both the nptll and aad antibiotic resistance genes poses no risk to the
environment or to human health.!

Advice

In 2009, EFSA published a new opinion stating that adverse effects on human health and the
environment resulting from the transfer of the nptll and aad genes from GM plants to bacteria,
associated with the use of GM plants, are unlikely.> EFSA concludes in her Scientific Opinion on
MON15985 that the analysis of horizontal gene transfer from cotton MON15985 to bacteria does
not indicate a risk to human or animal health or to the environment in the context of its intended
uses. This is in line with the conclusion of COGEM.

In response to the publication of the EFSA opinion, COGEM sees no reason to revise its previous
advice. In conclusion, COGEM is of the opinion that the import and processing of genetically
modified cotton line MON15985 poses negligible risks to the environment in the Netherlands.
COGEM npoints out that a food/feed safety assessment is carried out by other organizations.
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