Diflufenican: comments on the CLH dossier — Ecotoxicology Aquatic — 6" December 2018

11.4; page 45-47

Table 14 & Table 16:

The reason for the high lipid normalized BCF value (2583 L/kg) of the study by |l et al. (2008) is
the very low whole fish lipid content reported. Historical control data obtained recently from various
CROs underline that the reported whole fish lipid content in the study by [l is unusually low. As
the 5% lipid normalization during the preparation of the AIR dossier has not been checked, the TF
oversaw the problems of this study. Discussions with the performing CRO revealed discrepancies in
the lipid analysis as well as a severe calculation mistake: whole fish lipid content has been calculated
on the basis of the analysed subsamples but without considering the ratio between edible and non-
edible portions. As the ratio has not been stated in the study report or in the raw data, the whole fish
lipid content cannot be calculated in this study. The CRO issued an amendment to study report as
well as a statement on this topic. During public commenting of the diflufenican AIR dossier both
documents are offered to be submitted to the RMS upon request.

Bayer Task Force is of the opinion that due to the mistake by the performing CRO the study by || i}
et al. (2008) cannot be used for lipid normalization.

Table 16:

The given whole fish lipid content values in % below table 16 are incorrect due to a severe calculation
mistake by the CRO. The CRO has prepared an amendment to study report to clarify this issue.
Whole fish lipid content cannot be calculated in this study as the ratio of non-edible / edible has not
been stated in the study report or in the raw data.

11.7.2; page 66

Bioaccumulation

The given 5% lipid normalized BCF value based on the study by [JJJli] et al (2008) is incorrect. As
the ratio non-edible/edible has not been stated in the study report or in the raw data, the whole fish
lipid content cannot be calculated in this study. The CRO issued an amendment to study report as
well as a statement on this topic. During public commenting of the diflufenican AIR dossier both
documents are offered to be submitted to the RMS upon request.

Bayer Task Force is of the opinion that due to the mistake by the performing CRO the study by |l
et al. (2008) cannot be used for lipid normalization.



