Comments on the document « EFSA request Ecotox #18 - KCA 8.2.5.3_ECT-2019-0362_Sanitized »
MON 77973: A Study on the Toxicity to the Sediment Dweller Chironomus riparius Using Spiked Water according to OECD Guidelines for Testing of Chemicals, Guideline 219 "Sediment-Water Chironomid Toxicity Test Using Spiked Water"

This study can’t be considered as acceptable and the endpoint derived from this study (NOEC = 1000 mg a.s./L) should be revised.
Indeed, no analytical measurement was performed in this study, which is not in accordance with the OECD guideline 219 (cf. paragraph 38 of the OECD guideline 219 (2004): “As a minimum, samples of the overlying water, the pore water and the sediment must be analysed at the start (preferably one hour after application of test substance) and at the end of the test, at the highest concentration and a lower one”).
The applicant justified this deviation to the test guideline based on the concentrations of the test
item in the overlying water measured during the range-finding test which is very questionable. Moreover, the concentrations measured in the range-finding test were 63% of the nominal concentration after 14 days and 54.5% after 28 days. The concentration of glyphosate in the range-finding test therefore considerably declined throughout the test. In such conditions, the argument proposed by the applicant is not receivable and measurement should have been performed in this limit test. The study is therefore not valid.
This stated in the EFSA Outcome of pesticides peer review meeting on recurring issues on ecotoxicology (appendix J): “At Tier  1,  laboratory  standard  tests  must  be  performed  under  standard  (i.e.  mostly  worst case) exposure. Therefore, OECD guidelines recommend that the concentrations should be maintained and must  be  >80  %  and  <120%  of nominal  at  the  end  of  the  exposure  period  (or  at  the  end  of  the renewal period for semi-static design).If the concentration cannot be maintained (i.e. if the substance is dissipating ‘fast’), the validity of the study should be questioned and the test may be rejected as highlighted during the EFSA peer review meeting on general recurring issues in ecotoxicology(EFSA,2015)”.

Moreover, the NOEC can’t be expressed based on the nominal concentration in such condition. Recommendations  on  how  to  express  the  endpoint  in  the  cases  where  the  test  item concentrations  are  not  maintained  are  not  included  in  the  test guideline 219. However, as mentioned in the EFSA Outcome of pesticides peer review meeting on recurring issues on ecotoxicology “Where  the  concentrations in  the  test  system  are  not  maintained,  the  recommendations  of  the Pesticide  Peer Review Meeting 133  (EFSA,  2015)  should  be  considered, i.e.  express  the  endpoint  as the mean measured concentration using mg substance/kg dry sediment and/or mg substance/L water, accordingly, if  significant  levels  are  detected  in  the  sediment  or  in  the  water  or  in  both.  The calculations  should  be  based  on  geometric  mean  concentrations.”
And later:  “Nominal concentrations can  be  used  to  express  the  toxicity  from  any  kind  of  test  if  the  test concentrations were maintained at±  20  % of the nominal at all times throughout the test including the study end sampling;[…] Mean  measured  concentrations must  be used  to  express  the  toxicity  from  any  kind  of  test when the test concentrations were not maintained within the range of ± 20 % of the nominal or initial measured, but significant concentrations of the test item were still present at the end of the exposure period (or at the end of the renewal period for semi-static design).”

The concentration was clearly not maintained in the range finding test at +/- 20% at all times throughout the test. The nominal concentration can’t be used to express the NOEC.  In this case, the mean measured concentration must be used. 
In conclusion, this test should therefore be rejected as :
1/ the analytical measures performed during the range finding test can’t be used for the main test, 
2/ the concentration of the test substance in the range finding test was not maintained above 80% of the nominal concentration throughout the test

The NOEC based on the nominal concentration (1000 mg a.s/L) is therefore clearly overestimated and must be revised. 
