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B.9.2.1.4. Co-RMS conclusion

Acute, 5-day dietary and reproduction toxicity tests in birds have been conducted with foramsulfuron. Results
indicate a low acute toxicity of the active substance to the bobwhite quail (LD50  >2000 mg/kg bw) and mallard
duck (LD50 > 2000 mg/kg bw). Dietary toxicity tests were done in the bobwhite quail (LC50 > 5000 mg/kg diet,
i.e. LD50 > 985 mg a.s./kg bw/d) and mallard duck  (LC50 > 5000 mg/kg diet, i.e. LD50 > 1792 mg a.s./kg bw/d).
Effects of foramsulfuron on the reproductive parameters were studied in the two species, the bobwhite quail and
mallard duck. The NOEC- 21 wk in bobwhite quail and mallard duck were found to be > 1000 mg a.s./ kg diet
(nominal concentration). For the purposes of risk assessment, toxicity endpoint - the NOEC > 1000 mg a.s./ kg
diet (nominal concentration) for long-term reproduction studies was re-calculated in terms of daily dietary dose
(mg/kg bw/day) as recommended in the EFSA Guidance Document on Risk Assessment for Birds and Mammals
(2009) and NOEL is  > 104 mg/kg bw/day for bobwhite quail as the most sensitive species and used in the risk
assessment. One acute test with the formulated product EQUIP OD was available. LD50 is >2000 mg EQUIP OD
/ kg bw (nominal concentration), equivalent to 45 mg a.s./kg bw.

The formulated product EQUIP OD is applied on emerging seedlings in spring. The exposure of birds mainly
occurs by feeding insects, earthworms and emerging plants which were are oversprayed with the preparation.
Since this preparation is intended for spray application, exposure via acceptance of bait, granules or treated seeds
by birds is not expected.

Acute risk: Calculated TERA value in the screening step for foramsulfuron (TERA > 209.86) for the indicator
species are greater than the Annex VI trigger of 10, indicating that acute risk to birds is acceptable following use of
EQUIP OD according to the proposed use pattern.

Short-term risk: EFSA Guidance Document on Risk Assessment for Birds and Mammals (2009) in the part
2.2, p. 16 states that when the dietary LD50 is lower than the acute LD50, the dietary LD50 should be used in the
acute risk assessment. For foramsulfuron, the lowest dietary LD50 (> 985 mg a.s./kg bw/d) is below the acute
endpoint (2000 mg a.s./kg bw/d) and should be considered for risk assessment. However,  Co-RMS mention that
without mortality, clinical signs and pathological abnormal finding, this LD50 is a NOEL and the risk assessment
can be conducted according to the acute risk assessment.

Long-term risk: The long-term TER value calculated in the screening step for indicator species relevant for the
risk following use of EQUIP OD in maize is greater than the Annex VI trigger value of 5 (TERLT > 50.48)
indicating that the long-term risk to birds is acceptable following use of EQUIP OD according to the proposed
use pattern.

Supervised cage or field trials: TERA and TERLT being > 10 and 5, respectively, no supervised cage or field trials
are necessary.

Risks from drinking water: The resulting ratios of effective application rate to endpoints for foramsulfuron
following the use of EQUIP OD fall below the trigger (≤ 50) indicating that further assessment of the acute and
long-term risk to birds from drinking water from puddles is not required.

Bioconcentration: The log Kow of foramsulfuron is low (log Kow value 1.44 at pH 2; 0.78 at pH 7). Thus, no risk of
bioaccumulation is expected. In addition, no risk of bioaccumulation of metabolites is expected also due to their
low Kow values.

Risk of secondary poisoning: Substances with a high bioaccumulation potential could theoretically bear a risk of
secondary poisoning for birds if feeding on contaminated prey like fish or earthworms. For organic chemicals, a log
POW > 3 is used to trigger an in-depth evaluation of the potential for bioaccumulation. In addition, the potential for
secondary poisoning is reduced due to low toxicity of the active substance.

Risk assessment for terrestrial vertebrates other than birdsB.9.2.2.

Toxicity

Foramsulfuron has been tested for potential acute and long-term toxicity to the rat and rabbit. The endpoints
from these studies are presented in Table B.9.1.2.1-1 in Section B.9.1.2.1.
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performed. The study was evaluated within the process of Annex I inclusion and were considered acceptable by
the RMS Germany. The NOAEC and NOEC was determined to be 15 000 ppm (which corresponds to ≥ 1038
mg/kg bw/day for males as the most sensitive endpoint.). In developmental studies the NOEL for teratogenic
effects was 1000 mg a.s./kg bw for rat and 500 mg a.s./kg bw for rabbit.

The formulated product EQUIP OD is applied on emerging seedlings in spring. The exposure of mammals
mainly occurs by feeding emerging plants which were oversprayed with the preparation. Since this preparation is
intended for spray application, exposure via acceptance of bait, granules or treated seeds by mammals is not
expected.

Acute risk: Calculated TERA value for foramsulfuron in the screening step (TERA > 611.25) for the indicator
species is greater than the Annex VI trigger of 10, indicating that acute risk to mammals is acceptable following use
of EQUIP OD according to the proposed use pattern.

Short-term risk: According to the EFSA Guidance Document on Risk Assessment for Birds and Mammals
2009, short-term risk to mammals is not presented as it is covered by the long-term risk assessment.

Long-term risk: The long-term TER value calculated in the screening step for indicator species relevant for the
risk following use of EQUIP OD in maize is greater than the Annex VI trigger value of 5 (TERLT ≥ 217.39)
indicating that the long-term risk to mammals is acceptable following use of EQUIP OD according to the
proposed use pattern.

Supervised cage or field trials: TERA and TERLT being > 10 and 5, respectively, no supervised cage or field trials
are necessary.

Risks from drinking water: The resulting ratios of effective application rate to endpoints for foramsulfuron
following the use of EQUIP OD fall below the trigger (≤ 50) indicating that further assessment of the acute and
long-term risk to mammals from drinking water from puddles is not required.

Bioconcentration: The log Kow values of foramsulfuron and its metabolites are low (log Kow foramsulfuron =
1.44 at pH 2; 0.78 at pH 7; log Kow AE F130619 = 1.57 (pH 6); log Kow AE 0338795 = - 2.33 (pH 7); log Kow AE
F092944 = 0.92; log Kow AE F153745 = - 0.62). Thus, no risk of bioaccumulation is expected.

Risk of secondary poisoning: Substances with a high bioaccumulation potential could theoretically bear a risk of
secondary poisoning for birds if feeding on contaminated prey like fish or earthworms. For organic chemicals, a
log POW > 3 is used to trigger an in-depth evaluation of the potential for bioaccumulation. In addition, the
potential for secondary poisoning is reduced due low toxicity of the active substance.
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found to be, by a factor of 10, more sensitive than other algae species. The EC50 of foramsulfuron for this species
is 8.1 mg a.s./L.
As expected for an herbicide, foramsulfuron has been significantly toxic to aquatic macrophytes. Besides Lemna,
10 different macrophyte species were tested. In these tests Lemna gibba turned out to be the most sensitive
aquatic species to foramsulfuron. Also for metabolites potentially occurring in aquatic systems, studies
investigating the toxicity to Lemna gibba were also performed for all metabolites of the residue definition for
risk assessment in surface water. It was found that one metabolite, AE F130619, has a similar activity to Lemna
as the parent compound (ErC50 = 0.000889 mg/L), while all other metabolites turned out to be non-toxic to these
and other aquatic organisms.

The risk assessment has been performed according to “Guidance Document on Aquatic Ecotoxicology in the
context of the Directive 91/414/EEC” (Sanco/3268/2001 rev.4 (final) 17 October 2002).
The “Guidance on tiered risk assessment for plant protection products for aquatic organisms in edge-of-field
surface waters” (EFSA Panel on Plant Protection Products and their Residues, 2013, EFSA Journal 2013; 11(7):
3290, 268 pp. has been considered where appropriate.

The risk assessment of foramsulfuron for aquatic organisms is driven by effects on Lemna as most sensitive
aquatic species. While acute and chronic risk assessments for fish, Daphnia and algae are passed with standard
ecotoxicological endpoints and PECsw at FOCUS Step 2 level, for Lemna refinement based on higher tier aquatic
studies and FOCUS step 4 calculations is required.

For all metabolites except AE F130619 the assessment also for Lemna is passed on FOCUS Step 2 level. For AE
F130619 which has a similar effect on Lemna as the parent compound, Step 3 calculations and refinement based
on higher tier aquatic studies is required.

Considering these higher tier aquatic studies no mitigation measure is required in case of the 2-fold application
in maize (2 x 30 g a.s./ha), while in case of the single application (1 x 60 g a.s./ha) a 10 m non-spray and
vegetated buffer zone is necessary to pass scenario D3.

RMS conclusionB.9.4.2.

The RMS does not agree that an endpoint from a single pulse exposure is suitable to be used for a comparison
with a PECSW. The exposure profiles of many scenarios suggest that at least two to three peaks are available.
Although many scenarios suggests only a limited number of exposure peaks, patterns of peaks in the profiles are
a result of weather data used in the FOCUS simulations. These may not represent a worst case exposure scenario
in a realistic field situation, especially not for hydrophilic substances such as sulfonylureas where aquatic
exposure is a result of not just spray drift but also of drainage and run-off. RMS considers that FOCUS-models
are not validated towards actual field at this resolution and therefore it is not scientifically justified to mimic the
exposure profiles from FOCUS modelling in higher tier studies.  Hence, the RMS does not agree to refine risks
to aquatic organisms based on the peak pattern of the FOCUS profiles.

Classification:

The active substance foramsulfuron should be classified according to the CLP Regulation (EC) No 1272/2008 as
Aquatic Acute 1 (ErC50 for Lemna 1.01 µg a.s./L) and Aquatic Chronic 1 (NOErC for Lemna < 1.01 µg a.s./L).
H410: Very toxic to aquatic life with long lasting effects (P273, P501).

The product Equip OD 45 should be classified according to the CLP Regulation (EC) No 1272/2008 as Aquatic
Acute 1 and Aquatic Chronic 1, H410 Very toxic to aquatic life with long lasting effects (PP273, P501).
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The calculated HQ values are below the trigger of concern, indicating that no unacceptable risk is to be
expected for non-target arthropods in the in-field and off-field area from the use of foramsulfuron +
isoxadifen-ethyl OD 45 (22.5+22.5 g/L) according to the proposed use pattern.

B.9.6.2.3. Co-RMS conclusion:

No further investigation is considered necessary. Co-RMS concludes that the risk to non-target arthropods in the
in-field and off-field area from foramsulfuron is acceptable following the use of EQUIP OD 45 according to the
proposed use pattern supported in this submission.
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The endpoint from this study was not mentioned in the Review Report for foramsulfuron (SANCO/
10324/2002-Final).

Risk assessmentB.9.12.2.

It can be assumed that adverse effects on methods of sewage treatment are unlikely when EQUIP OD is applied
according to GAP. No further investigation is then considered necessary.
It concludes to acceptable risk for methods of sewage treatment when EQUIP OD is applied in accordance with
the uses supported in this submission.

B.9.12.2.1. Co-RMS conclusion

It concludes to acceptable risk for methods of sewage treatment when EQUIP OD is applied in accordance with
the uses supported in this submission.














































































