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Subject: Failure by ECHA to appropriately assess glyphosate’s carcinogenicity

Three areas of concern with regard to carcinogenicity emerge when considering the assessment by
the European Chemicals Agency (ECHA) on glyphosate.

1.

Referring in its opinion to five OECD TG 451 compliant long-term studies in mice’, ECHA states’
that, in two of those studies, doses were ‘above the OECD limit dose of 1 000 mg/kg bw/d?, thus
dismissing the tumour findings. Such a limit dose is not mentioned at all in OECD Test Guideline
451, which is the main point of reference.

In three mouse studies, significant increases in kidney tumours were seen when using the trend
test®. However, ECHA ultimately dismisses the findings from the trend test*, while OECD
Guidance Document 116 requires trend tests to be taken into accounts.

ECHA claims that ‘no plausible mechanism’ for kidney tumours exists®, even though oxidative
stress is a known mechanism of carcinogenicity, and a high-quality study (Gao et al., 20197)
demonstrated oxidative stress in the target organ, i.e. the kidneys(!), of mice. ECHA repeatedly
refers to this study by Gao et al., but never in the direct context of kidney tumours.

Considering the above, will the Commission reconsider its intention to propose renewing the approval
of the substance?
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