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9 Ecotoxicology (KCP 10)

Review Comments:

This document describes the acceptable use conditions required for registration of BAS 758 00 F, an
emulsifiable concentrate containing 66.7 g/L mefentrifluconazole, 80.0 g/L pyraclostrobin and 100.0 g/L
metrafenone, for use as a fungicide in cereals.

This Part B document only reviews data and additional information that has not previously been
considered within the EU review process.

Since this document is based on the information provided by the applicant, all review comments,
additions and corrections have been made using commenting boxes or highlighted in grey.
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9.1 Critical GAP and overall conclusions
Table 9.1-1: Table of critical GAPs
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15‘16‘17'18'19‘20'21
Use- | Member | Crop and/or F, |Pestsor Group of Application Application rate PHI | Remarks: Conclusion
No. |state(s) |situation Fn, | pests controlled . . (days) | e.g. g saf-
* Fpn M_ethod / Timing / Max. Min. interval | kg or L g or kg as/ha Water L/ha ener/ 2 "
(crop destination |G, | (additionally: Kind Growth number between product/ha min/max synergist 2 o | g
/ purpose of Gn, | developmental stages stage of crop | a) per use applications |a) max. rate |a) max. rate per ha s » % s
crop) Gpn | of the pest or pest & season b) per crop/ | (days) per appl. per appl. 215 15| g
or |group) season b) max. total | b) max. total SRES 3 g S
| rate per rate per BlE|S|g|el=]|2
crop/season | crop/season T &218]|3
Zonal uses (field or outdoor uses, certain types of protected crops)
1 AT, BE, |wheat F Oculimacula spp. - Spraying 30-59 a)2 14 a) 1.50 a)0.1009/ [100-300 |56 For eyespot
DE, IE, |TRZAW, PSDCHE (SP) b) 2 b) 3.00 0.1502/ control,
NL, PL | TRZAS Blumeria graminis - 0.120® only one
TRZDU, TRZSP ERYSGR b) 0.200 Y/ application
Zymoseptoria tritici - 0.3002/ at BBCH
SEPTTR 0.240% 30-32
Puccinia triticina -
PUCCRT
Puccinia striiformis -
PUCCST
P. tritici-repentis -
PYRNTR
2 AT, BE, |barley F B. graminis - Spraying 30-59 a)2 14 a) 1.50 a)0.1009/ [100-300 |56
DE, IE, |HORVW ERYSGR (SP) b) 2 b) 3.00 0.1502/
NL,PL |HORVS Pyrenophora teres - 0.120®
PYRNTE b) 0.200 Y/
R. secalis - RHYNSE 0.3002/
R. collo-cygni - 0.240 9
RAMUCC
Puccinia hordei -
PUCCHD
3 AT, BE, [rye F R. secalis - RHYNSE | Spraying 30-59 a)2 14 a) 1.50 a)0.100Y/ [100-300 |56
DE, IE, |SECCW Puccinia recondita - (SP) b) 2 b) 3.00 0.1502/
NL, PL |SECCS PUCCRE 0.120%
SECCE b) 0.200 Y/
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
0.3002/
0.240°
4 AT, BE, |triticale F B. graminis - Spraying 30-59 a)2 14 a) 1.50 a)0.100Y/ [100-300 |56
DE, IE, |TTLWI ERYSGR (SP) b) 2 b) 3.00 0.1502/
NL,PL |[TTLSO Septoria spp. - 0.120®
SEPTSP b) 0.200 Y/
Puccinia recondita - 0.3002/
PUCCRE 0.240%
Puccinia striiformis -
PUCCST
5 AT, DE, |oat F B. graminis - Spraying 30-59 a) 2 14 a) 1.50 a)0.100 Y/ [100-300 |56
BE,NL, |AVESA ERYSGR (SP) b) 2 b) 3.00 0.1502/
IE Puccinia coronata - 0.120®
PUCCCA b) 0.200 Y/
0.3002/
0.240°
6 Ccz wheat F Oculimacula spp. - Spraying 30-59 a)l a) 1.00 - a)0.1009/ [100-300 |56 For eyespot
TRZAW, PSDCHE (SP) b) 1 1.50 0.1502/ control,
TRZAS Blumeria graminis - b) 1.00 - 0.120® only one
TRZDU, TRZSP ERYSGR 1.50 b) 0.100 Y/ application
Zymoseptoria tritici - 0.1502/ at BBCH
SEPTTR 0.120® 30-32
Puccinia triticina -
PUCCRT
Puccinia striiformis -
PUCCST
P. tritici-repentis -
PYRNTR
7 Ccz barley F B. graminis - Spraying 30-59 a)l a) 1.00 - a)0.100Y/ [100-300 |56
HORVW ERYSGR (SP) b) 1 1.50 0.1502/
HORVS Pyrenophora teres - b) 1.00 - 0.120®
PYRNTE 1.50 b) 0.100 Y/
R. secalis - RHYNSE 0.1502/
R. collo-cygni - 0.120®
RAMUCC
Puccinia hordei -
PUCCHD
8 Ccz rye F R. secalis - RHYNSE | Spraying 30-59 a)l a) 1.00 - a)0.100Y/ [100-300 |56
SECCW Puccinia recondita - | (SP) b) 1 1.50 0.1502/
SECCS PUCCRE b) 1.00 - 0.120%
SECCE 1.50 b) 0.100 Y/
0.1502/
0.120®
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
9 Ccz triticale F B. graminis - Spraying 30-59 a)l a) 1.00 - a)0.1009/ [100-300 |56
TTLWI ERYSGR (SP) b)1 1.50 0.1502/
TTLSO Septoria spp. - b) 1.00 - 0.120®
SEPTSP 1.50 b) 0.100 Y/
Puccinia recondita - 0.1502/
PUCCRE 0.120®
Puccinia striiformis —
PUCCST
10 |Cz oat F B. graminis - Spraying 30-59 a)l a) 1.00 - a)0.100Y/ [100-300 |56
AVESA ERYSGR (SP) b) 1 1.50 0.1502/
Puccinia coronata — b) 1.00 - 0.120®
PUCCCA 1.50 b) 0.100 Y/
0.1502/
0.120®
11 |HU, RO, |wheat F Oculimacula spp. - Spraying 30-59 a)2 14 a) 0.50 - a)0.067 Y/ [100-300 |56 For eyespot
SK TRZAW, PSDCHE (SP) b) 2 1.00 0.1002/ control,
TRZAS Blumeria graminis - b) 0.50 - 0.080 only one
TRZDU, TRZSP ERYSGR 2.00 b) 0.133 Y/ application
Zymoseptoria tritici - 0.2002/ at BBCH
SEPTTR 0.1602 30-32
Puccinia triticina -
PUCCRT
Puccinia striiformis -
PUCCST
P. tritici-repentis —
PYRNTR
12 |HU, RO, |barley F B. graminis - Spraying 30-59 a)2 14 a) 0.50 - a)0.067 9/ [100-300 |56
SK HORVW ERYSGR (SP) b) 2 1.00 0.1002/
HORVS Pyrenophora teres - b) 0.50 - 0.080 %
PYRNTE 2.00 b) 0.133 Y/
Puccinia hordei — 0.2002/
PUCCHD 0.160 ¥
13 |HU, RO, |rye F R. secalis - RHYNSE | Spraying 30-59 a)2 14 a) 0.50 - a)0.067 9/ [100-300 |56
SK SECCW Puccinia recondita - | (SP) b) 2 1.00 0.1002/
SECCS PUCCRE b) 0.50 - 0.080°
SECCE 2.00 b) 0.133 Y/
0.2002/
0.1602
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1 2 3 4 5 6 7 8 10 11 12 13 14 15|16 (17|18 (19|20 | 21
14 | HU, RO, |triticale F B. graminis - Spraying 30-59 a)2 14 a) 0.50 - a)0.067 9/ [100-300 |56
SK TTLWI ERYSGR (SP) b) 2 1.00 0.1002/
TTLSO Septoria spp. - b) 0.50 - 0.080
SEPTSP 2.00 b) 0.133 Y/
Puccinia recondita - 0.2002/
PUCCRE 0.160 %
Puccinia striiformis —
PUCCST
15 |HU,RO, |oat F B. graminis - Spraying 30-59 a)2 14 a) 0.50 - a) 0.067 Y/ [100-300 |56
SK AVESA ERYSGR (SP) b) 2 1.00 0.1002/
Puccinia coronata - b) 0.50 - 0.080
PUCCCA 2.00 b) 0.133 Y/
0.2002/
0.160 %

*

**k

)
2)
3)

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional
and non-professional greenhouse use, I: indoor application
Mefentrifluconazole

Metrafenone

Pyraclostrobin

Explanation for column 15 - 21 “Conclusion”

A

Acceptable, Safe use

R

Further refinement and/or risk mitigation measures required

To be confirmed by cMS

C
v

No safe use

Remarks 1)
table: 2)

®
4)

®)

(6)

Numeration necessary to allow references

Use official codes/nomenclatures of EU

For crops, the EU and Codex classifications (both) should be used; where relevant, the use
situation should be described (e.g. fumigation of a structure)

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use,
Gpn: professional and non-professional greenhouse use, I: indoor application

Scientific names and EPPO-Codes of target pests/diseases/ weeds or when relevant the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type
of equipment used must be indicated

Internal

(7) Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
application

(8) The maximum number of application possible under practical conditions of use must be provided

(9) Minimum interval (in days) between applications of the same product.

(10) For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products

(11) The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
kg or L product / ha).

(12) If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.

(13) PHI - minimum pre-harvest interval

(14) Remarks may include: Extent of use/economic importance/restrictions
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9.1.1 Overall conclusions

9.1.1.1 Effects on birds (KCP 10.1.1), Effects on terrestrial vertebrates other than
birds (KCP 10.1.2), Effects on other terrestrial vertebrate wildlife (reptiles and
amphibians) (KCP 10.1.3)

911.11 Effects on birds (KCP 10.1.1)

Dietary risk assessment

Exposure to active substances separately

In the screening step, all TERA and TER,r values for mefentrifluconazole, metrafenone and pyraclostrobin
exceed the triggers set by Commission Regulation (EU) 546/2011 for acceptability of effects.

Exposure to combined active substances and to the formulation

The two acute risk assessment approaches carried out (combined toxicity of the active substances as virtual
compound and formulation toxicity) resulted in TER values at the screening or tier 1 level above the trigger
of 10 for acceptability of effects. The combined reproductive risk assessment using the concentration
addition model resulted in tier 1 TER .t combi Values above the trigger of 5 for acceptability of effects.

Therefore, the acute and reproductive dietary risk to birds from BAS 758 00 F according to the proposed
use pattern is acceptable.

Drinking water risk assessment

Following EFSA/2009/1438, the puddle scenario is considered relevant for application of BAS 758 00 F
according to the proposed use pattern. Since the ratios of the effective application rate to the relevant
endpoints are below the value of 3000 for mefentrifluconazole, metrafenone and pyraclostrobin, a
guantitative risk assessment for the proposed use pattern of BAS 758 00 F is not necessary.

Secondary poisoning and biomagnification

The log Pow Of the active substances mefentrifluconazole, metrafenone and pyraclostrobin are > 3, which
triggers an assessment of the potential risk from secondary poisoning for all active substances. According
to the tier 1 risk assessments for earthworm- and fish-eating birds, the TER values for mefentrifluconazole,
metrafenone and pyraclostrobin are above the trigger value of 5, indicating an acceptable risk for the
intended use of BAS 758 00 F.

Low potential for accumulation of mefentrifluconazole, metrafenone and pyraclostrobin in animal tissue
was concluded in the respective EU reviews and therefore further evaluation of biomagnification is not
necessary.

Overall conclusion

It can be concluded that the risk to birds from the application of BAS 758 00 F according to good
agricultural practice is acceptable.

Internal
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911.1.2 Effects on terrestrial vertebrates other than birds (KCP 10.1.2)
Dietary risk assessment

Exposure to active substances separately

In the screening step and/or tier 1 risk assessment, all TERa values for mefentrifluconazole, metrafenone
and pyraclostrobin and all TER.r values for mefentrifluconazole and metrafenone exceed the triggers set
by Commission Regulation (EU) 546/2011 for acceptability of effects.

For pyraclostrobin, the TER_t values in the tier 1 risk assessment are above the relevant trigger of 5 for
acceptability of effects for all scenarios, except for the small herbivorous mammal “vole” scenario at BBCH
> 40. Using field foliage residue dissipation data

as well as refinement of the deposition factor, the refined TER_t value for the “vole” scenario
is above the trigger of 5.

In conclusion, quantitative risk assessments
indicate low and acceptable acute and reproductive risks for mammals from the intended
uses of BAS 758 00 F according to the proposed use pattern.

Exposure to combined active substances and to formulation

The two acute risk assessment approaches carried out (combined toxicity of the active substances as virtual
compound and formulation toxicity) resulted in TER values at the screening or tier 1 level above the trigger
of 10 for acceptability of effects. The combined reproductive risk assessment approach resulted in TERLr
combi Values above the trigger of 5 with the exception of the small herbivorous mammal *“vole” scenario at
BBCH > 40. Using field foliage residue dissipation data for pyraclostrobin

as well as refinement of the deposition
factor , the refined TERLT comni value for the small
herbivorous mammal “vole” scenario at BBCH > 40 is above the trigger of 5.

Therefore, the acute and reproductive dietary risk to mammals from BAS 758 00 F according to the
proposed use pattern is acceptable.

Drinking water risk assessment

Following EFSA/2009/1438, the puddle scenario is the one relevant for mammals. Since the ratios of the
effective application rate to the relevant endpoints are below the value of 3000 for mefentrifluconazole,
metrafenone and pyraclostrobin, a quantitative risk assessment for the proposed use pattern of
BAS 758 00 F is not necessary.

Secondary poisoning and biomagnification

The log Pow Of the active substances mefentrifluconazole, metrafenone and pyraclostrobin are > 3, which
triggers an assessment of the potential risk from secondary poisoning for all three active substances.
According to the tier 1 risk assessment for earthworm- and fish-eating mammals, the TER values for
mefentrifluconazole, metrafenone and pyraclostrobin are above the trigger value of 5, indicating an
acceptable risk for the intended use of BAS 758 00 F.

Low potential for accumulation of mefentrifluconazole, metrafenone and pyraclostrobin in animal tissue

was concluded in the respective EU reviews and therefore further evaluation of biomagnification is not
necessary.
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Overall conclusion

It can be concluded that the risk to mammals from the application of BAS 758 00 F according to good
agricultural practice is acceptable.

9.1.1.1.3 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians) (KCP
10.1.3)

In the EU, there is no requirement to test terrestrial amphibians or reptiles and there is also no guidance
available on how to conduct risk assessments for these groups. There are no studies in the open literature
on amphibians and reptiles for the active substances mefentrifluconazole (BAS 750 F) and metrafenone
(BAS 560 F) or the product BAS 758 00 F, or other information from the field related to potential negative
impacts from the use of this product on amphibians or reptiles. There is some information in the literature
concerning formulations containing the active substance pyraclostrobin (BAS 500 F). However, BASF is
not aware of any incidents where amphibians or reptiles were affected by pyraclostrobin applications
following the label instructions. This lack of effects at field rates was confirmed by BASF-conducted semi-
field studies in cereals showing no effects on small juvenile common frogs and toads (see the AIR3 dossier
for more information).

In conclusion, the risk to terrestrial life stages of amphibians from applications of BAS 758 00 F
according to good agricultural practice under realistic field conditions will be low.

9.11.2 Effects on aquatic organisms (KCP 10.2)

The standard risk assessment for the active substances mefentrifluconazole and metrafenone indicates an
acceptable risk for all groups of aquatic organisms following the intended uses of BAS 758 00 F “in spring
and winter cereals’ with no need for additional mitigation measures. Regarding the active substance
pyraclostrobin, acute and chronic PEC/RAC ratios for fish and aquatic invertebrates did not meet the
required trigger value of 1 for application of BAS 758 00 F in *spring and winter cereals’, based on standard
worst-case assumptions. However, a range of higher-tier studies and approaches (such as a mesocosm study,

an SSD for acute fish ) allow a refined risk assessment that indicates
an acceptable risk if buffer zones are
considered.

Single and twofold application (1x and 2 x 1 L/ha) of BAS 758 00 F

A non-sprayed buffer zone of 5 m or 50% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in “spring cereals’ for scenarios D4 and D5. A non-sprayed buffer zone of 5 m or 75% drift
reducing nozzles are considered for the intended use of BAS 758 00 F in ‘spring cereals’ for scenarios D3.
For scenario R4 non-sprayed, vegetated buffer zone of 10 m is required.

Single and twofold application (1x and 2 x 1.5 L/ha) of BAS 758 00 F

A non-sprayed buffer zone of 5 m or 75% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in ‘spring cereals’” for scenarios D3, D4 and D5. For scenario R4 non-sprayed, vegetated
buffer zone of 10 m is required.

Single and twofold application (1x and 2 x 1 L/ha) of BAS 758 00 F

A non-sprayed buffer zone of 5 m or 50% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in ‘winter cereals’ for scenarios D4, D5, R1 and R3. A non-sprayed buffer zone of 5 m or
75% drift reducing nozzles are considered for the intended use of BAS 758 00 F in ‘winter cereals’ for
scenarios D3. For scenario R4 non-sprayed, vegetated buffer zone of 10 m is required.

Single and twofold application (1x and 2 x 1.5 L/ha) of BAS 758 00 F
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A non-sprayed buffer zone of 5 m or 75 % drift reducing nozzles are considered for the intended use of
BAS 758 00 F in “winter cereals’ for scenarios D3, D4 and D5. For scenarios R1, R3 and R4 non-sprayed,
vegetated buffer zone of 10 m is required.

The PEC/RAC ratios for the relevant metabolites of mefentrifluconazole, metrafenone and pyraclostrobin
are significantly below the trigger of 1 based on standard worst-case assumptions or of negligible relevance
in aquatic systems for all proposed uses; they are thus considered not to be of ecotoxicological relevance.

Studies performed with the formulated product BAS 758 00 F indicate no significantly higher (or
unexpected) toxicity than predicted based on the results of the active substance for fish, aquatic
invertebrates and algae. Toxic unit calculations for fish and aquatic invertebrates indicated that
pyraclostrobin is driving the toxicity of the formulated product. The formulation risk assessment revealed
an acceptable risk to algae and aquatic plants following the intended uses of BAS 758 00 F in ‘spring and
winter cereals’ with no need for additional mitigation measures.

The standard and refined risk assessment for the fungicidal product BAS 758 00 F, the active

substances mefentrifluconazole, metrafenone and pyraclostrobin as well as their major metabolites

demonstrates that the application of BAS 758 00 F in ’spring and winter cereals’ according to good

agricultural practice is of low risk to aquatic ecosystems if a buffer zone or
drift-reducing nozzles are employed.

9.1.1.3 Effects on bees (KCP 10.3.1)

The risk to honey bees from the use of mefentrifluconazole, metrafenone, pyraclostrobin and BAS 758 00 F
was assessed using the maximum single application rate and the LDs, values to calculate hazard quotients
(HQ) for oral exposure (Qno) and contact exposure (Quc) [OEPP/EPPO, 2010: Environmental risk
assessment scheme for plant protection products, Chapter 10: Honeybees (PP 3/10 (3), Bulletin
OEPP/EPPO Bulletin 40, 323-331]. Furthermore, under Regulation (EC) No 1107/2009, no risk
assessment scheme exists currently for chronic honey bee or honey bee larvae studies. In the absence of
clear guidance (noted and agreed by member states) a preliminary risk assessment according to the current
legal requirements (SANCO/10329/2002 and EPPO 2010) has been conducted.

The hazard quotients for BAS 758 00 F and the active substances mefentrifluconazole, metrafenone and
pyraclostrobin for acute oral and acute contact exposure of honey bees are considerably below the
Commission Regulation (EU) 546/2011 trigger value of 50. Additionally, the chronic TER for larvae and
adult bees exceed the suggested trigger. Considering the very protective assumptions the risk can be
considered acceptable.

Based on these results it can be concluded that low risk to honey bees is expected from applications
of BAS 758 00 F according to the proposed uses. This is confirmed by a worst case assessment
following EPPO (2010) for chronic adult and honey bee larvae as well as a honey bee semi-field study
with BAS 758 00 F.

9.1.14 Effects on arthropods other than bees (KCP 10.3.2)

The testing and risk assessment strategy used here follow the approach recommended in the ESCORT 2
guidance document, ESCORT 3, and the EC Guidance Document on Terrestrial Ecotoxicology
(SANCO0/10329, 17 October 2002). The risk assessment for BAS 758 00 F is based on Tier | tests with the
standard test species Typhlodromus pyri and Aphidius rhopalosiphi and Tier 11 tests on A. rhopalosiphi and
Chrysoperla carnea as well as an aged residue study on C. carnea. The risk assessment is based on the
worst-case application rate according to the proposed use pattern.
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Based on the results of the conducted first and higher tier risk assessments it can be concluded that
low risk for non-target arthropods is expected from the use of BAS 758 00 F according to the
proposed use pattern. No unacceptable effects on non-target arthropods are expected in in-field and
off-field habitats.

9.1.15 Effects on non-target soil meso- and macrofauna (KCP 10.4), Effects on soil
microbial activity (KCP 10.5)

The evaluation of the risk for earthworms and other non-target soil organisms (meso- and macrofauna), as
well as for soil microorganisms was performed in accordance with the recommendations of the “Guidance
Document on Terrestrial Ecotoxicology”, as provided by the Commission Services (SANC0/10329/2002
rev 2 (final), October 17, 2002).

Effects on non-target soil meso- and macrofauna

The potential risk of BAS 758 00 F, mefentrifluconazole, metrafenone, pyraclostrobin and the relevant
metabolites to earthworms and other non-target soil macro-organisms was assessed by comparing the
maximum PECs.i values with NOEC or EC4 values, to generate long-term TER values (TERy).

All TER values for BAS 758 00 F, mefentrifluconazole, metrafenone, pyraclostrobin and the relevant
metabolites for chronic exposure of earthworms and other non-target soil organisms (meso- and
macrofauna) are considerably higher than the Commission Regulation (EU) 546/2011 trigger value
of 5. This indicates that BAS 758 00 F poses no unacceptable risk to earthworms and other non-target
soil organisms (meso- and macrofauna) when applied according to the proposed use rate.

Effects on soil microbial activity

The potential risk of BAS 758 00 F, mefentrifluconazole, metrafenone, pyraclostrobin and the relevant
metabolites to soil micro-organisms was assessed by comparing the maximum PECs; values with the
maximum concentration with effects < 25%.

For the formulation BAS 758 00 F, the active substances mefentrifluconazole, metrafenone and
pyraclostrobin as well as their relevant metabolites, the maximum concentration with effects < 25%
(SANCO0/10329/2002 trigger) are all above the maximum PEC,; values. Therefore, it is concluded
that the use of BAS 758 00 F will not pose an unacceptable risk to non-target soil micro-organisms,
if applied according to good agricultural practice.

9.1.1.6 Effects on non-target terrestrial plants (KCP 10.6)

The toxicity of BAS 758 00 F to non-target terrestrial plants has been investigated by carrying out
vegetative vigour and seedling emergence studies with up to six dicotyledonous and four
monocotyledonous non-target plant species. Plants showed similar sensitivity to pre- emergence exposure
than to post-emergence exposure. The risk assessment is thus carried out with the respective most sensitive
endpoints obtained from the vegetative vigour and seedling emergence tests.

The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicology”,
(SANCO0/10329/2002 rev.2 final, 2002). It is restricted to off-field areas, as non-target plants are non-crop
plants located outside the treated area. The amount of spray drift reaching off-crop habitats is calculated
using the 90™ percentile estimates in Appendix IV of ESCORT 2. For a single application to field crops
and vegetables < 50 cm, 2.77% of the application rate was assumed to reach areas at 1 m from the edge of
the crop (worst-case scenario). The highest single application rate of BAS 758 00 F is used to calculate the
maximum off-field predicted environmental rate (PERos-fieid). The potential risk of BAS 758 00 F to non-
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target plants was assessed by comparing the calculated PER value to the ERso values in order to generate
TER values (TER).

Based on the results of the greenhouse trials, all the TER values were above the standard trigger of 5.
Based on the risk assessment it can be concluded that BAS 758 00 F poses no unacceptable risk to
non-target plants, if applied according to the recommended use pattern. Particular precautions to

reduce the environmental concentrations resulting from BAS 758 00 F applications are not required
for the protection of terrestrial non-target plants.

9.11.7 Effects on other terrestrial organisms (flora and fauna) (KCP 10.7)

Not relevant.
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9.1.2

Grouping of intended uses for risk assessment

The following table documents the grouping of the intended uses to support application of the risk envelope
approach (according to SANCO/11244/2011).

Table 9.1-2: Critical use pattern of BAS 758 00 F grouped according to applications
Grouping according to worst-case application
Area Group Intended uses Relevant use parameters | Relevant parameter
for grouping or value for sorting
Birds and Application rate All intended uses | EFSA crop group: Cereals | Maximum worst-case
mammals and number of application rate =

applications

2x15L/ha
(corresponding to

2 x 0.100 kg
mefentrifluconazole/ha,
2 x 0.150 kg
metrafenone/ha and 2x
0.120 kg
pyraclotsrobin/ha )

Aquatic organisms

Grouping according

to Section 8 — Envir

onmental Fate

Bees, non-target
plants

Application rate

All intended uses

Risk assessments are based
on the maximum single
application rate of 1 x 1.5
L/ha (corresponding to 1 x
0.100 kg
mefentrifluconazole, 1 x
0.150 kg metrafenone and 1
x 0.120 kg
pyraclostrobin/ha), which
covers all other intended
uses.

Maximum application
rate = 1.5 L/ha

Non-target
arthropods

Application rate

All intended uses

Risk assessments are based
on the maximum
application rate of 2 x 1.5
L/ha (corresponding to 2 x
0.100 kg
mefentrifluconazole, 2 x
0.150 kg metrafenone and 2
x 0.120 kg
pyraclostrobin/ha), which
covers all other intended
uses

Maximum application
rate=2x 1.5 L/ha

Soil macro- and
micro-organisms

Worst case PECsil
value

All intended uses

Risk assessment is based
on the worst case PECsil
value derived from
maximum application rate
of 2 x 0.100 kg
mefentrifluconazole, 2 x
0.150 kg metrafenone and 2
x 0.120 kg
pyraclostrobin/ha), which
covers all other intended
uses

Maximum application
rate=2x15L /ha
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9.13 Consideration of metabolites

A list of metabolites found in environmental compartments is provided below. The need for conducting a
metabolite-specific risk assessment in the context of the evaluation of BAS 758 00 F is indicated in the
table. Metabolites relevant in other areas than soil and aquatics will be dealt in the respective parts of this

dossier.

Table 9.1-3 Metabolites of mefentrifluconazole
Metabolite Chemical structure Molar mass Maximum Risk assessment
[g mol] occurrence in required?
compartments
[%]
M750F001 69.1 Soil: 5.12 Terrestrial
(1,2,4- Water: 10.2 Metabolite
triazole) Sediment: 4.9 relevant for RA:
Reg. No. Total w/s system: | yes
87084 N 15.1 RA conducted:
( \/N yes
Aquatic
N4/ Metabolite
relevant for RA:
yes
RA conducted:
yes
M750F003 287.2 Soil: 1.8 Terrestrial
Reg. No. Water: 3.8 Metabolite
5924326 Sediment: 5.4 relevant for RA:
l y Total w/s system: | no
WO A 8.5 RA conducted:
@ ot
RN LN Aguatic
vl '|| Ny Metabolite
" =/ relevant for RA:
yes
RA conducted:
yes
M750F005 379.3 Soil: not detected | Terrestrial
Reg. No. in soil Metabolite
6003433 Water: 32.2 relevant for RA:
o (max. in agueous |no
ol O /L(: photolysis study) | RA conducted:
“ “T W T Sediment:not  |no
NG~ N S detected in Aquatic
VAN sediment Metabolite
Total w/s system: |relevant for RA:
not detected in | yes
w/s study RA conducted:
yes
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Metabolite Chemical structure Molar mass Maximum Risk assessment
[g mol] occurrence in required?
compartments
[%]
M750F006 355.8 Soil: not detected | Terrestrial
Reg. No. in soil Metabolite
5863469 Water: 30.7 relevant for RA:
o (max. in aqueous | no
o photolysis study) | RA conducted:
. 'i*’/”\l Sediment: not no
NJ detected in Agquatic
el sediment Metabolite
Total w/s system: |relevant for RA:
not detected in  |yes
w/s study RA conducted:
yes
M750F007 337.3 Soil: not detected | Terrestrial
Reg. No. in soil Metabolite
6003432 Water: 43.9 relevant for RA:
o (max. in aqueous | no
PPN /f PN photolysis study) | RA conducted:
”| “]’ U/“ o ) Sediment:not  |no
/L, e A 4 /“——— detected in Agquatic
Ho” e \\ - sediment Metabolite
Total w/s system: | relevant for RA:
not detected in | yes
w/s study RA conducted:
yes
M750F008 355.8 Soil: not detected | Terrestrial
Reg. No. in soil Metabolite
6010286 Water: 7.3 (max. |relevant for RA:
e in aqueous no
J P ~ ] PR photolysis study) | RA conducted:
o NFNS A N Sediment: not no
K o \_/ detected in Aquatic
X *\4/ sediment Metabolite
\ Total w/s system: | relevant for RA:
not detected in | yes
w/s study RA conducted:
yes

@ The metabolite was observed at a single time point above 5% in one soil (max. 5.1% at 90 d with subsequent decline — average
of two replicates). For precautionary reasons, it was included in the exposure assessment for soil and groundwater
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Table 9.1-4 Metabolites of metrafenone
Metabolite Chemical structure Molar mass | Maximum occurrence in Risk assessment
compartments required?
CL 377160 e 0 g 395.3 18.9% in soil Terrestrial
. Metabolite relevant
O O for RA: yes

RA conducted: yes

Note: To support the approval renewal of metrafenone, additional studies have been performed to update
the supporting data package to meet the requirements as set out in Regulations (EU) Nos 283/2013 and
284/2013. Therefore, data on additional metabolites of metrafenone which are not ecologically relevant
according to Commission Regulation (EU) 544/2011, are available and can be submitted on request.
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Table 9.1-5 Metabolites of pyraclostrobin
Metabolite Chemical structure Molar Maximum Risk
mass | occurrence in assessment
compartments required?
BF 500-3 357 Soil: max. 95.8% | Terrestrial
after 7 d (anaerobic | not relevant
"des-methoxy" degradation study,
500M07 Gl \@ . | i thijtdfigg)nd in field Aquatic
. ] H
2 W g Water: max. 2.3% Mletabollfte _
— I after 61 d relevant for RA:
T o Sediment: max. yes
o 65.7% after 14 d RA conducted:
(river system), max. |Yyes
12% after 100 d
(pond system)
BF 500-6 611 Soil: max. Terrestrial
30.9%after 120 d Metabolite
"azoxy" (aerobic laboratory | relevant for RA:
500M01 degradation study,
g @ " | o only found yes
- H\jo s sporadically in RA conducted:
- oMoy minor quantities in | Y&S
B field studies) )
- [ f@" 7 Sediment: max. Agquatic
= === G 6.5% after 61 d Metabolite
cis-trans isomerization possible (only in pond relevant for RA:
system) yes
RA conducted:
yes
BF 500-7 596 Soil: max. 12.5% | Terrestrial
after 62 d (aerobic | Metabolite
"azo" laboratory relevant for RA:
N ~ degadaion st yes
;" .
£ HJ" e studiies) RA conducted:
Ny Sediment: max. yes
- 6.3% after 61 d
- | ° /Q" \@ (only in pond Aquatic
= o system) Metabolite
cis-trans isomerization possible relevant for RA:
yes
RA conducted:
yes
BF 500-11 277 Photolysis study Terrestrial
Water: 44.5% Metabolite
"M277" after 21 d (tolyl relevant for RA:
500M60 label) no
. Irradiated RA conducted:
N water/sediment no
HNJ study:
= Hf. N 0 y- :
0T e, Water: max. 11.4% | Aquatic
0 after21d Metabolite
Sediment: max. relevant for RA:
0.6% after 62 d yes
RA conducted:
yes
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Metabolite Chemical structure Molar Maximum Risk
mass | occurrence in assessment
compartments required?
BF 500-13 247 Photolysis study Terrestrial
Water: 16.8% Metabolite
"M247" after 6 d (tolyl relevant for RA:
500M62 label) no
rradiated RA conducted:
Mo -0 water/sediment no
H”J study:
== HH n] ;
S TCH, Water: max. 15.7% |Aquatic
n] after 62 d Metabolite
Sediment: max. relevant for RA:
2.1% after 45d yes
RA conducted:
yes
BF 500-14 387 Photolysis study Terrestrial
Water: 14.8 % Metabolite
"M387TypeA" after 6 h (tolyl relevant for RA:
500M76 label) no
/@ rradiated RA conducted:
Cl H,C water/sediment no
N g 9 Water: max. 11.4% | Aquatic
”J after 14 d Metabolite
— Sediment: max. relevant for RA:
0.7% after 7d yes
RA conducted:
yes
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9.2 Effects on birds (KCP 10.1.1)
The risk assessment for birds is carried out following the latest guidance document by EFSA (Anonymous

2009: Guidance Document on risk assessment for Birds & Mammals on request from EFSA. EFSA Journal
2009; 7(12):1438. European Food Safety Authority), hereafter cited as EFSA/2009/1438.

9.2.1 Toxicity data

Avian toxicity studies have been carried out with mefentrifluconazole, metrafenone and pyraclostrobin.
Full details of these studies are provided in the respective EU DAR and related documents.

Active substances

An overview of the EU agreed endpoints is given in Table 9.2-1 for mefentrifluconazole and in Table 9.2-2
for metrafenone.In case the selection of studies and endpoints for the risk assessment deviates from the
results of the EU review process, justifications are provided below.

Two new bird toxicity studies have been submitted in the course of the ongoing renewal process for
metrafenone. Therefore, the EU renewal process for metrafenone and the latest version (October 2018) of
the Renewal Assessment Report (RAR) of metrafenone presented by RMS Latvia have been considered for
the two newly submitted studies.

An overview of the EU agreed endpoints for pyraclostrobin is given in Table 9.2-3. The selection of studies
and endpoints for the risk assessment of pyraclostrobin reflects the current status of the ongoing EU renewal
process for pyraclostrobin and the latest version (January 2020) of the Renewal Assessment Report (RAR)
of pyraclostrobin presented by RMS Germany. In some cases these endpoints deviate from the results of
the previous EU review process (SANCO/1420/2001-Final. 2004, 1-24). Justifications are provided below.
A new study is available for pyraclostrobin (BASF DoclD 2013/1400375) and being reviewed in the
ongoing EU renewal process for pyraclostrobin (RAR, 2020). This study is listed in Appendix 1 and
summarized in Appendix 2.

Review Comments:

The zRMS is of the opinion that the endpoints given in the current LoEP of metrafenone and
pyraclostrobin should be considered for the risk assessment.

For birds, the new endpoint of both active substances will not be used in the evaluation.
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Table 9.2-1: Mefentrifluconazole (BAS 750 F): Endpoints relevant for the risk assessment
for birds
Species Substance Exposure Results Reference
Colinus virginianus | Mefentrifluconazole |Oral, 1d LDso = 816 mg/kg bw EFSA Journal
Acute 2018;16(7):5379
[2014/1095701]
Anas platyrhynchos | Mefentrifluconazole |Oral, 1d LDDsp > 2000 mg/kg bw EFSA Journal
Acute 2018;16(7):5379
[2014/1095700]
Serinus canaria Mefentrifluconazole |Oral, 1d LDso > 2860 mg/kg bw EFSA Journal
Acute 2018;16(7):5379
[2015/1085493]
Colinus virginianus | Mefentrifluconazole |Dietary, 8d LCso = 6377 mg/kg diet DAR (2017)
Short-term LDDsp = 858 mg/kg bw/d  |[2014/1127963,
amendment
2015/1223324]
Anas platyrhynchos | Mefentrifluconazole | Dietary, 8d LCso = 8347 mg/kg diet DAR (2017)
Short-term LDDso = 1213 mg/kg bw/d |[2014/1117035]
Colinus virginianus | Mefentrifluconazole |Dietary NOEL = 25.3 mg/kg bw/d | EFSA Journal
Reproductive 2018;16(7):5379
toxicity [2013/1281276]
Anas platyrhynchos | Mefentrifluconazole |Dietary NOEL = 80.5 mg/kg bw/d |EFSA Journal
Reproductive 2018;16(7):5379
toxicity [2015/7005819]
Endpoint used for | Mefentrifluconazole |Oral, 1d LDso = 816 mg/kg bw EFSA Journal
acute risk Acute 2018;16(7):5379
assessment [2014/1095701]
Endpoint used for | Mefentrifluconazole | Dietary NOEL = 25.3 mg/kg bw/d |EFSA Journal
reproductive risk Reproductive 2018;16(7):5379
assessment toxicity [2013/1281276]
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Table 9.2-2: Metrafenone (BAS 560 F): Endpoints relevant for the risk assessment for birds
Species Substance Exposure Results Reference
System [BASF DoclD]
Colinus virginianus | Metrafenone Oral,1d LDsp > 2025 mg a.s./kg bw EFSA Scientific Report
Acute (2006) 58, 1-72;
[2000/7000117]
Anas platyrhynchos | Metrafenone Oral,1d LDso > 2025 mg a.s./kg bw | EFSA Scientific Report
Acute (2006) 58, 1-72;
[2000/7000115]
Colinus virginianus | Metrafenone Dietary NOEC = 1 350 mg a.s./kg diet | EFSA Scientific Report
Reproductive NOEL = 125.4 mg a.s./kg (2006) 58, 1-72;
toxicity bw/day [2002/7005090]
Endpoint used for |Metrafenone |Oral,1d LDso (
acute assessment Acute
> 2025 mg a.s./kg bw
Endpoint used for |Metrafenone |Dietary NOEL =-
reproductive Reproductive
assessment toxicity 125.4 mg a.s./kg bw/day
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Table 9.2-3: Pyraclostrobin (BAS 500 F): Endpoints relevant for the risk assessment for
birds
Species Substance Exposure Results Reference
System [BASF DoclD]

Colinus Pyraclostrobin |Oral, 1 d LDso > 2000 mg

virginianus Acute a.s./kg bw
SANCO/1420/2001-Final.
2004, 1-24

Colinus Pyraclostrobin | Dietary NOEL =105 mg

virginianus Reproductive toxicity |a.s./kg bw/d
SANCO/1420/2001-Final.
2004, 1-24

Anas Pyraclostrobin | Dietary NOEL =128 mg

platyrhynchos Reproductive toxicity |a.s./kg bw/d
SANCO/1420/2001-Final.
2004, 1-24

Endpoint used Pyraclostrobin |Oral, 1 d LDso

for acute Acute

assessment > 2000 mg a.s./kg bw
SANCO/1420/2001-Final.
2004, 1-24

Endpoint used Pyraclostrobin | Dietary NOEL =105 mg

for reproductive Reproductive a.s./kg bw/d

assessment

toxicity — Tier 1

SANCO/1420/2001-Final.
2004, 1-24

D This study was not evaluated in the previous EU review process (SANCO/1420/2001-Final.

2004, 1-24), but is now included

and evaluated in the Renewal Assessment Report (RAR); Rev.1; 10. Jan. 2020 presented by RMS Germany.
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Metabolites

Metabolites of mefentrifluconazole

According to the EFSA conclusion regarding the peer review of mefentrifluconazole (EFSA Journal 2018;
16(7): 5379), it was concluded that no specific risk assessment for birds and mammals for any of the
mefentrifluconazole metabolites is necessary. Therefore, no risk assessment for metabolites is presented in
this dossier.

Metabolites of metrafenone
No relevant metabolites of metrafenone occur in plants. In conclusion, the risk to birds from metabolites of
metrafenone is covered by the risk as evaluated for the parent metrafenone.

Metabolites of pyraclostrobin

The metabolism of pyraclostrobin in potential food items of wild living birds or mammals (i.e., green plant
matter, fruits, or seeds) was investigated in plant metabolism studies in grapes (BASF DoclDs 1998/10988
and 2000/1000201), potatoes (BASF DoclDs 1999/11419 and 2000/1000048) and wheat (BASF DoclD
1999/11137). Most metabolites occurred only at trace amounts far below 10% TRR in the potential food
items. The only metabolite that occurred at higher levels in potential food items was the desmethyl
metabolite (BF 500-3, synonym: 500MQ7). It was found at levels of up to 15.3% TRR in grapes, 21.4%
TRR in green matter of potatoes, 13.1% TRR in wheat forage, and 10.5% TRR in wheat grain. However,
this desmethyl metabolite was also detectable in rats (faeces) at levels of up to 5.77% TRR (BASF DoclD
1999/11781), at 21.7% TRR in goats (BASF DoclD 2000/1000004) and at 38.9% TRR in hens (BASF
DoclD 1999/11480). Hence, it can be concluded that the mammalian and avian toxicity studies with
pyraclostrobin cover this metabolite, and that the dietary risk assessment for pyraclostrobin provided for
birds and mammals covers the potential risk from this metabolite.

Water metabolites are of minor importance for the risk assessment for wild living birds and mammals,
considering the predominant route of exposure being via food items like plants, seeds, or arthropods. Water
uptake itself or exposure via the aquatic compartment, however, can play a role in the drinking water and
the secondary poisoning risk assessment for fish-eaters. Hence in the following part the risk from relevant
surface water metabolites to birds and mammals is considered. The metabolites BF 500-5, BF 500-11, BF
500-13, BF 500-14 were found at levels slightly above 10% TAR in surface water (for details see section
8). However, the risk from these metabolites to birds and mammals is considered to be covered by the
presented risk assessments for the parent compound pyraclostrobin due to the following reasons:

i)  PEC values of the metabolites are far below the PEC values of the parent (for details see section
8).

ii)  There are no specific toxicity studies with the metabolites BF 500-5, BF 500-11, BF 500-13, BF
500-14 available in birds or mammals. However, the low toxicity of the metabolites was
confirmed in standard acute fish toxicity studies with O. mykiss (for details see chapter 9.5).

iii)  An assessment of the risk of secondary poisoning from these metabolites is not triggered
because all have a log Pow < 3 (1.8 for BF 500-5, 1.87 for BF 500-11, 1.71 for BF 500-13, 2.54
for BF 500-14).
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Soil metabolites can contribute to secondary poisoning via consumption of earthworms, so the risk to birds
and mammals from relevant soil metabolites is considered. In the aerobic soil study, the metabolites
BF 500-6 and BF 500-7 occurred at >10% TAR (for details see section 8). However, the risk from these
metabolites to birds and mammals is considered to be covered by the presented risk assessments for the
parent compound pyraclostrobin due to the following reasons:
i)  PEC values of the metabolites are far below the PEC values of the parent (for details see section
8).
il)  There are no specific toxicity studies with the metabolites BF 500-6 and BF 500-7 available in
birds or mammals, but the low toxicity of these two metabolites was confirmed in standard acute
and chronic earthworm studies with Eisenia fetida (for details see chapter 9.8).

Formulation toxicity

An acute oral toxicity study with BAS 758 00 F in northern bobwhite quails (Colinus virginianus) was
carried out according to OECD 223 (BASF DocID 2021/2037989, see Appendix A 2.1.1.1), as required by
EU Commission Regulation No. 284/2013 due to the acute toxicity of the formulation to rats. No mortality
occurred in the highest dose tested and therefore the LDso after oral administration of BAS 758 00 F was
>2000 mg formulation/kg bw. This indicates low toxicity of the formulation and no increased toxicity of
the formulation compared to the active substances. Consequently, the acute risk from the formulation is
covered by the acute risk assessment for the active substances.

9.2.1.1 Justification for new endpoints

Mefentrifluconazole
Acute — Not applicable. Endpoint is EU agreed.

Reproductive — Not applicable. Endpoint is EU agreed.

Metrafenone

Acute — Not applicable. Endpoint is EU agreed. At the screening step LDso value of >2000 mg a.s./kg bw
will be used in the risk assessment.

Reproductive — Not applicable. Endpoint is EU agreed.
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Pyraclostrobin

Acute — Not applicable. Endpoint is EU agreed.

Reproductive — Not applicable. The endpoint is EU-agreed in the previous EU process of pyraclostrobin
(SANCO/1420/2001-Final. 2004, 1-24) and no deviation is proposed in the ongoing EU renewal process.

9.2.2

Risk assessment for spray applications

Proposed use pattern for the risk assessments

The proposed use pattern for the use of BAS 758 00 F is summarized in Table 9.2-4. The detailed use
pattern table is presented at the beginning of the ecotoxicology chapter (section 9.1).

Table 9.2-4: Proposed use pattern
Crop group | Application | Number Interval Application rate per application
Cro according to time of : enﬁg:?i Mefentriflu| Metrafeno |Pyraclostro
P |EFSA/2009/| (BBCH |applicati pgns conazole " i |BAS 75800 F
1438 growth stage)| ons [d] [kg/ha] [kg/hal [kg/hal [L/ha]
30-59 2 14 0.100 0.150 0.120 15

Cereals

winter, ereals - - . . . .
(wi C | 30-59 1 0.100 0.150 0.120 15
sprin

pring) 30-59 2 14 0.067 0.100 0.080 1.0

The application scenario with the highest number of applications and the highest use rate shown in bold is used for the risk
assessment and covers all possible application scenarios according to the GAP in section 9.1
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9.2.2.1 First-tier assessment (screening/generic focal species)

The dietary TER acute (TERA) and reproductive (TER.T) values for the screening step and tier 1 risk

assessment were calculated with the EFSA calculator tool (version of 9 July 2010,
http://www.efsa.europa.eu/de/efsajournal/pub/1438.htm) according to EFSA/2009/1438.

Dietary risk assessment for the active substances

Acute risk assessment

The dietary TER acute values for the screening step are presented in Table 9.2-5 (mefentrifluconazole),
Table 9.2-6 (metrafenone), and

Table 9.2-7 (pyraclostrobin). All TERa values for mefentrifluconazole, metrafenone and pyraclostrobin are
above the relevant trigger of 10 for acceptability of acute effects at the screening step.

Table 9.2-5: Mefentrifluconazole: Screening step calculations of the acute risk for birds due
to the use of BAS 758 00 F for the crop group “cereals”
Data from Application Number of Application
Data_Entry Crop rate (kg a.s./ha) | applications Interval DT L-Dso
worksheet Cereals 0.1 2 14 10.0 816.0
Screening step:
Daily
. . . Daily Dietary Dietary No
Acute risk Indicator species Shortcut value Dose (single) MAF (90) Dose TER refinement
assessmentt (Multiple) step
screening step Small omnivorous required
bird 158.8 15.88 1.2 19.06 42.8

Table 9.2-6: Metrafenone: Screening step calculations of the acute risk for birds due to the
use of BAS 758 00 F for the crop group “cereals”
Application Number of Application
Data from Crop L DTso LDso
Data_Entry rate (kg a.s./ha) | applications Interval
worksheet Cereals 0.15 2 14 10.0 52025
Screening step:
Daily

. . . Daily Dietary Dietary No
Acute risk Indicator species | Shortcutvalue | =0 (single) MAF (90) Dose TER refinement
assessment ;

ment (Multiple) step
SCreening step ™ g all omnivorous 158.8 93.82 12 2858 required

bird ' ' ' ' 70.85

Table 9.2-7: Pyraclostrobin: Screening step calculations of the acute risk for birds due to the
use of BAS 758 00 F for the crop group “cereals”
Application Number of Application
Data from Crop A DTso LDso
Data_Entry rate (kg a.s./ha) | applications Interval
worksheet Cereals 0.12 2 14 10.0 52000
Screening step:
Daily

. . . Daily Dietary Dietary No
Acute risk Indicator species Shortcut value Dose (single) MAF (90) Dose TER refinement
assessmentt (Multlple) step
screening step Small omnivorous 153.8 19.06 12 2287 required

bird ' ) ) ' 26.9 87.5
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Reproductive risk assessment

The dietary TER reproductive values for the screening step and tier 1 risk assessments are presented in
Table 9.2-8 (mefentrifluconazole), Table 9.2-9 (metrafenone) and Table 9.2-10 (pyraclostrobin). All TER.r
values for mefentrifluconazole, metrafenone and pyraclostrobin are above the relevant trigger of 5 for
acceptability of reproductive effects at the screening step.

Table 9.2-8: Mefentrifluconazole: Screening step and tier 1 calculations of the long-
term/reproductive risk for birds due to the use of BAS 758 00 F for the crop
group “cereals”

L . Time
Application — Reproductive -
Damom | crop | raelg | eS| AN | pr, | CEndeomt | VO
— a.s./ha mg/kg b.w./d
worksheet ) (mo/kg ) (TWA)
Cereals 0.1 2 14 10 253 0.53
Screening step:
. . . Daily Dietary
Reproductive Indlcgtor Sho:tcut Daily D!eta;ry MAE mean Dose TER
isk species value Dose (single) Multiple _No
;Isssessment Sl ( ple) refinement
- ma step required
screening step omnivorous 64.8 6.48 1.4 481 5.3 PIed
bird
First Tier Risk Assessment: Y
Crop Generic focal species Shortcut value TER
Calculate Small omnivorous bird “lark” Combination
invertebrates with interception) 25% crop leaves 5.4 63.1
TER for each Cere;és_gfm i b ith i pti pl
generic focal 25% weed seeds 50% ground arthropods refir:\écr)nent
species Small omnivorous bird “lark” Combination required
Cerea>ls4%BCH (invertebrates with interception) 25% crop leaves 3.3 103.3 a

25% weed seeds 50% ground arthropods

1) The screening step resulted in a TER value above the relevant trigger of 5. Hence, a first-tier risk assessment is not necessary.
However, first-tier TER calculations are presented as they are required for calculation of combined reproductive toxicity.

Table 9.2-9: Metrafenone: Screening step and tier 1 calculations of the long-
term/reproductive risk for birds due to the use of BAS 758 00 F for the crop
group “cereals”

N . Time

Application A Reproductive -
Data from Crop ?’gte (kg Number of Application DT+ EF:‘Id Point weighted
Data_Entry as./ha) applications Interval (mg/kg b.w./d) average
worksheet (TWA)
Cereals 0.15 2 14 10 1254 0.53
Screening step:
. . . . Daily Dietary
Reproductive Indicator Shortcut Daily Dietary MAFE mean Dose TER Please
risk species value Dose (single) (Multiple) perform first
assessment P tier risk
screening Small assessment
step omnivorous 64.8 9.72 14 7.21 174 (see below)
bird
First Tier Risk Assessment:
Crop Generic focal species Shortcut value TER
Calculate Small omnivorous bird “lark” Combination
TER for each Cere;(l)s gg CH (invertebrates with interception) 25% crop leaves 54 209.0 N
i ) 25% weed seeds 50% ground arthropods ’ 0

gsgslrelg o S |T i bi (:gl k" C b'p ti refinement

mall omnivorous bird “lark” Combination required

Cerea>ls4%BCH (invertebrates with interception) 25% crop leaves 33 330.0 a

25% weed seeds 50% ground arthropods

D The screening step resulted in a TER value above the relevant trigger of 5. Hence, a first-tier risk assessment is not necessary.
However, first-tier TER calculations are presented as they are required for calculation of combined reproductive toxicity.
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Table 9.2-10: Pyraclostrobin: Screening step and tier 1 calculations of the long-
term/reproductive risk for birds due to the use of BAS 758 00 F for the crop group
“cereals”
Application A Reproductive | Time weighted
Data from Crop rate (kg Number of Application DTso End Point average
Data_Entry as/ha) applications Interval (mg/kg b.w./d) (TWA)
worksheet
Cereals 0.12 2 14 10 105.0 0.53
Screening step:
Reproductive Indicator Shortcut Daily Dietary Daily Dietary
risk species value Dose (single) MAF mean Dose TER Please perform
(Multiple) first tier risk
assessment
- Small assessment (see
screening '
step omnivorous 64.8 7.78 14 577 18.2 below)
bird
First Tier Risk Assessment:
Crop Generic focal species Shortcut value TER
Calculate Small omnivorous bird “lark” Combination
TER for each Cere;(l)s_g; CH (invertebrates with interception) 25% crop 54 218.4
generic focal leaves 25% weed seeds 50% ground arthropods No refinement
species Small omnivorous bird “lark” Combination required
Cereals BBCH (invertebrates with interception) 25% crop 33 357.3

240 leaves 25% weed seeds 50% ground arthropods

D The screening step resulted in a TER value above the relevant trigger of 5. Hence, a first-tier risk assessment is not necessary.
However, first-tier TER calculations are presented as they are required for calculation of combined reproductive toxicity.

The conclusions for the dietary risk assessments for each of the active substances are as follows: acceptable
acute and reproductive risks for birds were shown at the screening levels for mefentrifluconazole,
metrafenone and pyraclostrobin. No higher-tier dietary risk assessments are necessary.

Dietary risk assessment for combined effects of simultaneous exposure to several active substances

Combined acute toxicity

According to EFSA/2009/1438 section 2.5, this assessment is relevant for BAS 758 00 F because this
formulation contains more than one active substance.

Following Appendix B (step 1) in EFSA/2009/1438 a surrogate LDsp = 1591.8 mg/kg bw is calculated
based on the assumption of dose additivity (Table 9.2-11). A combined acute risk assessment is not required
if for one active substance the deviation between ‘tox per fraction (a.s.)’ and ‘tox per fraction (mix)’ is
< 10% as in that case the risk is covered by the assessment for that active substance. For BAS 758 00 F this
does not apply because the deviation for all active substances is more than 10% (Table 9.2-11).
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Table 9.2-11: Calculation of surrogate LDs, for the mixture of active substances
Concentra Surrogate Deviation tox
. . - Fraction | LDsoa.s. | Fraction g Tox per per fraction
Active tion a.s. in - LDso -
. a.s.in [ma/kg as./ fraction (a.s.) and tox
substance mixture : b [mg/kg fracti
[/L] mixture w] LDsoa.s. bw.] (as.) per fraction
- (mix) [%0]
Mefentriflucon 66.6 0.27 816 0.00033 3021.4
azole 108
3807
Metrafenone 100 041 | 52025 | 0.00020 | 14493 | 4939.0 241
. 1701
Pyraclostrobin 80 032 | 2000 | 0.00016 6250.0 331

A laboratory study on the acute toxicity of the formulation BAS 758 00 F to birds (BASF DoclD
2021/2037989) has been conducted and resulted in an acute LDso > 2000 mg/kg bw (see 9.2.1).

Appendix B of EFSA/2009/1438 recommends comparing the surrogate LDso with the experimental LDso
from formulation testing and running the risk assessment with the lowest of the two values. However,
Appendix B does not provide clear recommendations if, for the comparison of the two LDs, values and for
the calculation of the exposure scenarios, only the content of the active substances should be considered as
the surrogate LDs is based on toxicity and concentration of active substances, while the experimental LDso
is based on all components of the formulation. Due to this lack of guidance in Appendix B the most
comprehensive approach is adopted by the notifier by presenting the two possible risk assessments, one for
the virtual compound and another for the formulation.

Exposure and risk assessment for the combined active substances (virtual compound approach)

The potential exposure to the combined substances follows step 4 of Appendix B of EFSA/2009/1438. The
maximum application rate of formulation BAS 758 00 F is 1.5 L product/ha (corresponding to 0.1 kg/ha
mefentrifluconazole, 0.15 kg/ha metrafenone and 0.12 kg/ha pyraclostrobin) for the use in cereals; applying
the concept for dose additivity to the exposure calculations results in a combined application rate of 0.370
kg virtual compound/ha.

The dietary TER acute value for the screening step presented in Table 9.2-12 is above the trigger of 10.

Therefore, the acute risk to birds from combined effects of the three active substances in BAS 758 00 F is
acceptable.
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Table 9.2-12: Screening step calculation of the acute risk for birds due to the use of
BAS 758 00 F in the crop group “cereals”- exposure to the combined active
substances (virtual compound approach)

Application Number of Application
Data from Crop A DTso LDso
Data_Entry rate (kg/ha) applications Interval
worksheet Cereals 0.370 2 14 10.0 14493
Screening step:
Indicator Daily Dietary Daily Dietary
Acute risk species Shortcut value Dose (single) MAF (90) Dose (Multiple) TER ] No
refinement
assessment Small o
screening step i 158.8 58.76 12 70.51 o
omnl;\_/cérous : . . . 20.6 required
i

Note that this virtual compound acute TER was calculated according to the concentration addition approach
and thus gives the same value as if calculated using equation TERacomvi = trigger/((trigger/TERsybstance
l)+(trigger/TERsubstance 2)+(trigger/TERsubstance 3))

Exposure and acute risk assessment for combined active substances (formulation approach)

BAS 758 00 F is intended to be used in the crop groups “cereals” with a maximum single application rate
of 1.5 L product/ha. Taking into account the density of the formulation of 1.092 g/cm?, this will result in
an application rate of 1.638 kg BAS 758 00 F/ha.

The acute dietary risk assessment for birds is presented in Table 9.2-13. The dietary TER acute values in
the tier 1 risk assessment are above the trigger of 10, therefore the acute risk to birds from exposure to
BAS 758 00 F is acceptable.

Table 9.2-13: Screening step and tier 1 calculations of the acute risk for birds due to the use
of BAS 758 00 F in the crop group “cereals” — formulation approach
Application rate o
(g | Numberof | At | or, | Lo
Data_Entry formulation/ha)
worksheet Cereals 1.638 2 14 10.0 >2000.0
Screening step:
Indicator Daily Dietary Daily Please
. - Shortcut value . MAF (90) Dietary Dose TER .
Acute risk species Dose (single) Multiol perform first
assessment (Multiple) tier risk
screening step Small assessment
omnivorous 158.8 260.11 12 312.14 >6.4 (see below)
bird
First Tier Risk Assessment:
- - Shortcut
Crop Generic focal species value TER
Calculate Small omnivorous bird “lark” Combination
TER for each Cere;(l)s_gg CH (invertebrates with interception) 25% crop leaves 12.0 >84.8
generic focal 25% weed seeds 50% ground arthropods i No X
: refinemen
species - oo - _
p Cereals BBCH ~ Small omnivorous bird “lark Cc;mblnatlon required
> 40 (invertebrates with interception) 25% crop leaves 7.2 >141.3
= 25% weed seeds 50% ground arthropods

TER values shown in bold fall below the relevant trigger
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In conclusion, the two risk assessment approaches (combined toxicity of the active substances and
formulation toxicity) have resulted in TERa values that are above the trigger of 10 for acceptability of
effects at the screening step and/or tier 1 level. Therefore, the acute dietary risk to birds from BAS 758 00 F
is acceptable.

Combined reproductive toxicity

As requested in the summary report of the Steering Committee of the Central Zone Harmonisation
workshop in April 2015 and update of October 2016 (Central Zone Harmonisation Workshop, 2016), a
long-term combination toxicity tier 1 risk assessment is presented. As proposed there, the calculations
follow the concentration addition model. TERAa combi Values are covered by the virtual compound approach,
please see above for details.

The combined TER.r value is calculated according to the following formula:

TERLT combi = triggel’/((tl’iggel’/TERLT substance 1)+(trigger/TERLT substance 2)+(trigger/TERLT substance 3)+))

An acceptable risk is expected when TERL comni > trigger.

The TERLT combi Values are calculated based on the screening step and tier 1 TER values for the active
substances. The calculations of the cumulative ecotoxicological effects are summarized in Table 9.2-14.

Table 9.2-14: Combined reproductive toxicity risk assessment for birds due to the use of
BAS 758 00 F for the crop group “cereals”
Crop scenario and/or indicator TERLTY TERLTY TERLT Y . )
species mefentrifluconazole | metrafenone | pyraclostrobin TERLTeomoi | Trigger

Reproductive (screening step)

Cereals Small Og‘i“r’(‘j“’om“s 53 17.4 18.2 3.32 5

Reproductive (tier 1)

Cereals Small omnivorous

BBCH 30 -39 bird “lark” 63.1 4 218.4 oo 5
Cereals Small omnivorous
BBCH > 40 bird “lark” 103.3 330 357.3 64.47 5

TER values shown in bold fall below the relevant trigger
D Reproductive TER values are presented in Table 9.2-8, Table 9.2-9 and Table 9.2-10.

The TERLT combi Values at tier 1 are all above the trigger value of 5. Thus, it can be concluded that the
reproductive risk for birds for the combined exposure to the three active substances in the application of
BAS 758 00 F according to good agricultural practice is low and acceptable.

90.2.2.2 Higher-tier risk assessment

Not necessary as acceptable acute and reproductive risks were shown with the screening and/or first-tier
risk assessments for all scenarios.
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9.2.2.3 Drinking water exposure

Leaf scenario

Since BAS 758 00 F is not intended to be applied on leafy vegetables forming heads or crop plants with
comparable water collecting structures at principal growth stage 4 or later, the leaf scenario does not have
to be considered.

Puddle scenario

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
uptake by animals, no specific calculations of exposure and TER are necessary when the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorptive
substances (Koqc < 500 L/kg) or 3000 in the case of more sorptive substances (Koc > 500 L/kg).

The ratio calculations for effective application rate to relevant endpoint are detailed in Table 9.2-15
(mefentrifluconazole), Table 9.2-16 (metrafenone) and Table 9.2-17 (pyraclostrobin) and are based on
worst-case assumptions with regard to the resulting ARes. The ratios for acute and reproductive endpoints
for mefentrifluconazole (0.2 and 7.7, respectively), metrafenone (0.1 and 2.6, respectively) and for
pyraclostrobin (0.1 and 1.8, respectively) do not exceed the threshold value of 3000 for the active
substances, thus a quantitative drinking water risk assessment for the puddle scenario is not triggered.

Table 9.2-15: Assessment of the risk for birds due to exposure to mefentrifluconazole via
contaminated drinking water in puddles
Parameter Mefentrifluconazole Reference
Koc (geometric mean, n=8) [L/kg] 3455.6 (EFSA Jou?rT:Ip ggl%?ffﬁ(?): 5379)
DTso (soil) (geometric mean, n=6) [days] 200 (EFSA Jou?r?:f);%r188';gi26(7): 5379)
Number of applications 2 Chapter 9.1
Interval [days] 14 Chapter 9.1
MAF, Y 1.95 -
Max use rate [g/ha] 100 Chapter 9.1
AR [g/ha] ? 195.0 -
LDsp [mg/kg bw] 816 Chapter 9.2.1
Ratio (acute) 0.2 --
NO(A)EL [mg/kg bw/d] 25.3 Chapter 9.2.1
Ratio (repro) 7.7 --
Trigger 3000 --
Drinking water assessment No _
required [Yes/No]

D MAFm = (1-e™) / (1-e*K) with k = In(2)/DTso (rate constant), n = number of applications and i = application interval [d]

2 ARett = Application rate [g/ha] x MAFm
3  Ratio of ARerr and relevant toxicity endpoint
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Table 9.2-16: Assessment of the risk for birds due to exposure to metrafenone via
contaminated drinking water in puddles
Parameter Metrafenone Reference
. Chapter 8.9.2
Koc (geometric mean, n=5) [L/kg] 2812 (EFSA Scientific Igeport (2006) 58, 1-72)
DTso (soil) (geometric mean, n=5) [days] 250.6 (EFSA Scienti(f:ir::algteeproiltg(.22006) 58, 1-72)
Number of applications 2 Chapter 9.1
Interval [days] 14 Chapter 9.1
MAF, Y 1.96 -
Max use rate [g/ha] 150 Chapter 9.1
AR [g/ha] ? 294.0 -
LDsp [mg/kg bw] 2025 Chapter 9.2.1
Ratio (acute) 0.15 --
NO(A)EL [mg/kg bw/d] 125.4 Chapter 9.2.1
Ratio (repro) 2.3 --
Trigger 3000 --
Drinking water assessment No _

required [Yes/No]

D MAFm = (1-e™) / (1-e*K) with k = In(2)/DTso (rate constant), n = number of applications and i = application interval [d]

2 ARett = Application rate [g/ha] x MAFm
3  Ratio of ARer and relevant toxicity endpoint

Table 9.2-17: Assessment of the risk for birds due to exposure to pyraclostrobin via
contaminated drinking water in puddles
Parameter Pyraclostrobin Reference
Koc (geometric mean, n=6) [L/kg] 8856 (Monograpﬁqggzgl iggO/BBAml)
DTso (soil) (geometric mean, n=4) [days] 18 Chapter 8.9.2
Number of applications 2 Chapter 9.1
Interval [days] 14 Chapter 9.1
MAF, Y 1.58 -
Max use rate [g/ha] 120 Chapter 9.1
AR [g/ha] ? 189.6 -
LDso [mg/kg b.w.] 2000 Chapter 9.2.1
Ratio (acute) 0.1 --
NO(A)EL [mg/kg b.w./d] 105 Chapter 9.2.1
Ratio (repro) 1.8 --
Trigger 3000 --
Drinking water assessment No _

required [Yes/No]

D MAFm = (1-e™) / (1-e*K) with k = In(2)/DTso (rate constant), n = number of applications and i = application interval [d]

2 ARett = Application rate [g/ha] x MAFm
3  Ratio of ARerr and relevant toxicity endpoint

In conclusion, the risk to birds via drinking water from the intended use of BAS 758 00 F according to the

proposed use pattern is acceptable.
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9.2.24 Effects of secondary poisoning

The log Pow of the active substance mefentrifluconazole is 3.4 (EFSA Journal 2018; 16(7): 5379) and thus
does exceed the trigger value of 3. A risk assessment for effects due to secondary poisoning is required.

The log Pow of the active substance metrafenone is 4.3 (EFSA Scientific Report (2006) 58, 1- 72) and thus
does exceed the trigger value of 3. A risk assessment for effects due to secondary poisoning is required.

The log Pow of pyraclostrobin is 3.99 (SANCO/1420/2001-final) and thus does exceed the trigger value of
3. Arisk assessment for effects due to secondary poisoning is required.

Risk assessment for earthworm-eating birds via secondary poisoning

According to EFSA/2009/1438, the risk for vermivorous birds is assessed for a bird of 100 g body weight
with a daily food consumption of 104.6 g. Bioaccumulation in earthworms is estimated based on predicted
concentrations in soil.

As shown in the following Table 9.2-18 (mefentrifluconazole), Table 9.2-19 (metrafenone) and Table
9.2-20 (pyraclostrobin), the TER_r values for all active substances exceed the trigger of 5 for acceptability
of effects, indicating an acceptable risk to earthworm-eating birds via secondary poisoning.

Table 9.2-18: Assessment of the risk for earthworm-eating birds due to exposure to
mefentrifluconazole via bioaccumulation in earthworms (secondary poisoning)
for the intended uses

Parameter Mefentrifluconazole Reference
PECsoit (accu) [mg/kg soil] 9 0.205 Chapter 8.7
Kow 2350 BASF DoclD 2013/1382370
Koc (geometric mean) [L/kg] 3455.6 (EFSA Jou%r;?pggagggié(?): 5379)
foc (default) 0.02 EFSA/2009/1438
BCF? 0.420 --
PECuworm [mg/kg] 0.086 --
Daily dose [mg/kg b.w./d] ¥ 0.090 --
NO(A)EL [mg/kg b.w./d] 25.3 Chapter 9.2.1
TER. 7Y 279.7 -

2 PECsil (accu) value was calculated for an application scenario of 2 x 100 g a.s./ha with 14-day interval in cereals. For details
see chapter 8.7.

2 Bioconcentration factor (BCF) = (0.84 + 0.012 x Kow) / (foc X Koc)

3) PECworm = PECsoil X BCF

4 Daily dose = 1.05 x PECworm

5  TERwLT= NO(A)EL / Daily dose.
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Table 9.2-19: Assessment of the risk for earthworm-eating birds due to exposure to metrafenone
via bioaccumulation in earthworms (secondary poisoning) for the intended use

Parameter Metrafenone Reference
PECsoit (accu) [mg/kg soil] 9 0.158 Chapter 8.7
EFSA Scientific Report (2006) 58, 1-72 (for
6)
Kow 19953 log Pow = 4.3)
Koc (geometric mean, n=5) 2812 Chapter 8.9.2
[L/kg] (EFSA Scientific Report (2006) 58, 1-72)
foc (default) 0.02 EFSA/2009/1438
BCF? 4.272 -
PECworm [Mg/kg] @ 0.675 --
Daily dose [mg/kg b.w./d] ¥ 0.709 --
NO(A)EL [mg/kg b.w./d] 125.4 Chapter 9.2.1
TER 1Y 176.9 -

D PECsoil (accu) value was calculated for an application scenario of 2 x 150 g a.s./ha with 14-day interval in cereals. For details
see chapter 8.7.

2 Bioconcentration factor (BCF) = (0.84 + 0.012 x Kow) / (foc X Koc)

3) PECworm = PECsoil X BCF

4 Daily dose = 1.05 X PECworm

%  TERLr= NO(A)EL / Daily dose.

6) Calculated based on log Pow 0f 4.3 (for reference of log Pow = 4.3 see dRAR of Metrafenone Vol. 3, B9, p. 9 and EFSA
Scientific report No. 58, 1-72 (2006)).

Table 9.2-20: Assessment of the risk for earthworm-eating birds due to exposure to
pyraclostrobinvia bioaccumulation in earthworms (secondary poisoning) for the
intended use

Parameter Pyraclostrobin Reference
PECsoil (twa, 21 days) [mg/kg soil] ¥ 0.047 Chapter 8.7
Kow 9772 SANCO0/1420/2001-final
Koc (geometric mean, n=6) [L/kg] 8856 (Monograpﬁngf‘z; 8E.C?&:20/BBA/01)
foc (default) 0.02 EFSA/2009/1438
BCF? 0.667 --
PECuworm [mg/kg] 0.031 --
Daily dose [mg/kg b.w./d] ¥ 0.033 --
NO(A)EL [mg/kg b.w./d] 105.0 Chapter 9.2.1
TERLTY 3190.8 -

D The PECsil (twa, 21 days) value was calculated for an application scenario of 2 x 120 g a.s./ha with 14-day interval in cereals.
For details see chapter 8.7.

2 Bioconcentration factor (BCF) = (0.84 + 0.012 x Kow) / (foc X Kac)

3) PECworm = PECsoil X BCF

4 Daily dose = 1.05 X PECworm

5  TERLT=NO(A)EL / Daily dose.
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Risk assessment for fish-eating birds via secondary poisoning

According to EFSA/2009/1438, the risk for piscivorous birds is assessed for a bird of 1000 g body weight
with a daily food consumption of 159 g. Bioaccumulation in fish is estimated based on predicted
concentrations in surface water.

As shown in the following Table 9.2-21 (mefentrifluconazole), Table 9.2-22 (metrafenone) and Table
9.2-23 (pyraclostrobin), the TER_r values for all active substances exceed the trigger of 5 for acceptability
of effects, indicating an acceptable risk to fish-eating birds via secondary poisoning.

Table 9.2-21: Assessment of the risk for fish-eating birds due to exposure to
mefentrifluconazole via bioaccumulation in fish (secondary poisoning) for the
intended use

Parameter Mefentrifluconazole Reference
PECsw, (twa, 21 days) [mg/L] Y 2.020 x 108 Chapter 8.9
BCF fish (max. worst case) 385 EFSA Journal 2018; 16(7): 5379
PECrisn [mg/kg] ? 0.778 --
Daily dose [mg/kg bw/d] 0.124 --
NO(A)EL [mg/kg bw/d] 25.3 Chapter 9.2.1
TER.T¥ 204.6 -~

2 PECsw (21 d twa) value calculated for a multiple application scenario in spring and winter cereals (2x 100 g/ha with 14-day
interval) from FOCUS Step 2 (Northern Europe scenario) as worst-case. For details see chapter 8.9.

2 PECfish = PECsw(twa, 21 days) x BCF
3 Daily dose = 0.159 x PECrtish
4 TERLT = NO(A)EL / Daily dose.

Table 9.2-22: Assessment of the risk for fish-eating birds due to exposure to metrafenone via
bioaccumulation in fish (secondary poisoning) for the intended use
Parameter Metrafenone Reference
PECsw, (twa, 21 days) [mg/L] Y 2.184 x 1078 Chapter 8.9
BCF fish (max. worst case) 530 EFSA Scientific Report (2006) 58, 1- 72
PECrisn [mg/kg] ? 1.158 -
Daily dose [mg/kg bw/d] 0.184 --
NO(A)EL [mg/kg bw/d] 125.4 Chapter 9.2.1
TER 1Y 623.2 --

2 PECsw (21 d twa) value calculated for a multiple application scenario in spring and winter cereals (2x 150 g/ha with 14-day
interval) from FOCUS Step 2 (Northern Europe scenario) as worst-case. For details see chapter 8.9.

2 PECfish = PECsw(twa, 21 days) x BCF
3 Daily dose = 0.159 x PECrish
4 TERLT = NO(A)EL / Daily dose.
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Table 9.2-23: Assessment of the risk for fish-eating birds due to exposure to pyraclostrobin
via bioaccumulation in fish (secondary poisoning) for the intended use
Parameter Pyraclostrobin Reference

PECsw, (twa, 21 days) [mg/L] V 0.806 x 107 Chapter 8.9

BCF fish (max. worst case) 736 SANCO/1420/2001-final

PECrisn [mg/kg] ? 0.593 --

Daily dose [mg/kg b.w./d] 0.094 --

NO(A)EL [mg/kg b.w./d] 105.0 Chapter 9.2.1

TER.T% 1113.2 --

D PECsw (21 d twa) value calculated for a multiple application scenario in spring and winter cereals (2x 150 g/ha resulting from
a risk envelope approach) from FOCUS Step 2 (Northern Europe scenario) as worst-case. For details see chapter 8.9.

2 PECfish = PECsw(twa, 21 days) x BCF

3 Daily dose = 0.159 x PECrtish

4 TERLT = NO(A)EL / Daily dose.

9.2.25 Biomagnification in terrestrial food chains

Low potential for accumulation in animal tissue was concluded in the EU review of mefentrifluconazole
(see EFSA Journal 2018;16(7):5379).

Low potential for accumulation in animal tissue was concluded in the EU review of metrafenone (EFSA
Scientific Report (2006) 58, 1- 72).

Low potential for accumulation in animal tissue was concluded in the EU review of pyraclostrobin
(SANCO/1420/2001-final).

Since the bioaccumulation potential of mefentrifluconazole, metrafenone and pyraclostrobin is low no
further assessment on biomagnification is required.

9.2.3 Risk assessment for baits, pellets, granules, prills or treated seed

Not relevant.

924 Overall conclusions

It can be concluded that the risk to birds from the application of BAS 758 00 F according to good
agricultural practice is acceptable.
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Review Comments:

The acute and chronic risks of BAS 758 00 F to birds were assessed from toxicity exposure ratios
between toxicity endpoints, estimated from study with active ingredients and maximum residues
occurring on food items. An acute oral toxicity study with BAS 758 00 F in birds was taken to
consideration in the evaluation.

All TER values exceed the relevant triggers in the screening step or Tier 1 risk assessment for
mefentrifluconazole, metrafenone, pyraclostrobin and for combined acute (virtual compound and
formulation approach) and reproductive risk assessment. Therefore, BAS 758 00 F does not pose an
unacceptable risk to birds following applications according to recommended use pattern.

Evaluation of exposing to birds through the drinking water demonstrated the acceptable risk. The
potential risk of secondary poisoning is low.
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9.3 Effects on terrestrial vertebrates other than birds (KCP 10.1.2)

The risk assessment for mammals is carried out following the latest guidance document by EFSA
(EFSA/2009/1438).

9.3.1 Toxicity data

Mammalian toxicity studies have been carried out with mefentrifluconazole, metrafenone and
pyraclostrobin. Full details of these studies are provided in the respective EU DARs and related documents.

Active substances

An overview of the EU agreed endpoints is given in Table 9.3-1 for mefentrifluconazole and in Table 9.3-2
for metrafenone. The selection of studies and endpoints for the risk assessment is in line with the results of
the EU review process for mefentrifluconazole and the former EU review process for metrafenone.

An overview of the EU agreed endpoints for pyraclostrobin is given in Table 9.3-3. The selection of studies
and endpoints for the risk assessment of pyraclostrobin reflects the current status of the ongoing EU renewal
process for pyraclostrobin and the latest version (January 2020) of the Renewal Assessment Report (RAR)
of pyraclostrobin presented by RMS Germany. In some cases these endpoints deviate from the results of
the previous EU review process (SANCO/1420/2001-Final. 2004, 1-24). Justifications are provided below.
A full argumentation for the use of the ecologically relevant reproductive endpoint is provided (BASF
DoclID 2014/1010736). The study is listed in Appendix 1. A short summary is given below.
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Table 9.3-1: Mefentrifluconazole (BAS 750 F): Endpoints relevant for the risk assessment
for mammals
Species Substance Exposure Results Reference
System [BASF DoclD]
Rat Mefentrifluconazole |Oral, 1d LDso > 2000 mg a.s./kg bw EFSA Journal
Acute 2018;16(7):5379
[2013/1149656]
Rat Mefentrifluconazole |Dietary NOELReproduction = 200 mg EFSA Journal
Reproductive a.s./kg bw/d 2018;16(7):5379
toxicity NOELparents = 25 mg a.s./kg [2014/1170754]
Two-generation | bw/d
study NOELosftspring = 75 mg a.s./kg
bw/d
Rat Mefentrifluconazole |Oral NOELwmaternal = 150 mg a.s./kg | EFSA Journal
Developmental |bw 2018;16(7):5379
tOXICIty NOELDe\/eIopmental = 400 mg [2014/1170755]
a.s./kg bw/d
Rabbit Mefentrifluconazole |Oral NOELwmaternal = 15 mg a.s./kg | EFSA Journal
Developmental |bw/d 2018;16(7):5379
tOXICIty NOELDevelopmental = 15 mg [2014/1170757]
a.s./kg bw/d
Endpoint used for | Mefentrifluconazole |Oral, 1 d LDso > 2000 mg a.s./kg bw EFSA Journal
acute risk Acute 2018;16(7):5379
assessment [2013/1149656]
Endpoint used for | Mefentrifluconazole | Dietary NOEL =15 mg a.s./kg bw/d |EFSA Journal
reproductive risk Reproductive 2018;16(7):5379
assessment toxicity — Tier 1 [2014/1170757]
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Table 9.3-2: Metrafenone (BAS 560 F): Endpoints relevant for the risk assessment for
mammals
Species Substance Exposure Results Reference
System [BASF DoclD]
Rat Metrafenone Oral,1d LDso > 5000 mg a.s./kg |EFSA Scientific
Acute bw? Report (2006) 58, 1-
72,
[1999/7000303]
Rat Metrafenone Dietary NOAEL reproduction = 811 | EFSA Scientific
Reproductive toxicity mg a.s./kg bw/d ) Report (2006) 58, 1-
Two-generation study 72;
[2002/7004752]
Rat Metrafenone Oral NOAE L maternal = 1000 EFSA Scientific
Prenatal Developmental | mg a.s./kg bw/d Report (2006) 58, 1-
tOXiCity NOAEL pev - 72,
1000 ng;.(:f)/pngenE:N/d 2 |[2001/7001372]
Rabbit Metrafenone Oral NOAELaernal = 50 mg | EFSA Scientific
Prenatal Developmental |3.s./kg bw/d Report (2006) 58, 1-
toxicity NOAEL =50 |72
mg a.s./kg bw/dd [2001/7001288]
Endpoint used for | Metrafenone |Oral,1d LDso > 5000 mg a.s./kg | EFSA Scientific
acute assessment Acute bw Report (2006) 58, 1-
72;
[1999/7000303]
Endpoint used for | Metrafenone |Dietary NOAELReproduction = EFSA Scientific

reproductive
assessment

Reproductive toxicity
Two-generation study

811 mg a.s./kg bw/d 9

Report (2006) 58, 1-
72,
[2002/7004752]

D Endpoints confirmed in Appendix 1.6, Effects on terrestrial vertebrates of the EFSA Conclusion on the peer review
metrafenone. EFSA Scientific Report (2006) 58, 1-72.
9 Additional endpoints for mammals from Appendix 1.3, Impact on Human and Animal Health of the EFSA Conclusion on
the peer review metrafenone. EFSA Scientific Report (2006) 58, 1-72.
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Table 9.3-3: Pyraclostrobin (BAS 500 F): Endpoints relevant for the risk assessment for
mammals
Species Substance Exposure Results Reference
System [BASF DoclD]
Rat Pyraclostrobin |Oral, 1d LDso > 5000 mg a.s./kg bw
Acute
SANCO/1420/2001-Final.
2004, 1-24
Rat Pyraclostrobin | Dietary NOEL reproduction = 32.6 mg
Reproductive a.s./kg bw/d
toxicity NOELofispring = 8.2 mg a.s./kg | SANCO/1420/2001-Final.
Two-generation bwi/d 2004, 1-24
study NOELparents = 8.2 mg a.s./kg
bw/d
Rat Pyraclostrobin |Oral NOELmaternal = 10 mg a.s./kg
Prenatal bw/d SANCO/1420/2001-Final.
Developmental NOELpevelopmentat = 50 mg 2004, 1-24
toxicity a.s./kg bw/d
Rabbit Pyraclostrobin |Oral NOELwmaternal = 3 mg a.s./kg
Prenatal bw/d
Developmental NOEL pevelopmental = 5 mg
toxicity a.s./kg bw/d Y SANCO/1420/2001-Final.
NOELDeveIopmental, ecological relevant 2004. 1-24
=10 mg a.s./kg bw/d ?
Endpoint Pyraclostrobin |Oral, 1 d LDso > 5000 mg/kg bw
used for Acute
acute SANCO/1420/2001-Final.
assessment 2004, 1-24
Endpoint Pyraclostrobin | Dietary NOEL = 8.2 mg a.s./kg
used for Reproductive bw/d D
reproductive toxicity — Tier 1/
assessment Higher tier
SANCO/1420/2001-Final.
2004, 1-24
D For details please refer to chapter 9.3.1.1.

2 Ecotoxicologically relevant endpoint for development toxicity (RAR; Rev.1; 10. Jan. 2020, p.53)
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Metabolites
Metabolites of mefentrifluconazole, metrafenone and pyraclostrobin

See section 9.2.1 in the bird chapter.

Formulation toxicity

For toxicological classification and labeling purposes, an acute oral toxicity study with the formulation
BAS 758 00 F in rats was carried out according to the toxic class method described in OECD 423 (BASF
DoclD 2020/2101764; see chapter 6.3 and Appendix 2 of chapter 6). No mortality occurred in six animals
dosed with 300 mg formulation/kg bw, while four out of six animals dosed with 2000 mg formulation/kg
bw died, resulting in LDsy > 300 and < 2000 mg formulation/kg bw.
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9.3.11 Justification for new endpoints

Mefentrifluconazole

Acute — Not applicable. Endpoint is EU agreed.

Reproductive — Not applicable. Endpoint is EU agreed.

Metrafenone

Acute — Not applicable. Endpoint is EU agreed.

Reproductive — Not applicable. Endpoint is EU agreed.

Pyraclostrobin

Acute — Not applicable. Endpoint is EU agreed.

Reproductive — In the previous EU process (SANCO/1420/2001-Final. 2004, 1-24), no endpoint was agreed
on for the wild mammals’ risk assessment of pyraclostrobin. However, the reproductive toxicity endpoint
for wild mammals was evaluated in the ongoing EU renewal process for pyraclostrobin, in which RMS
Germany concluded in the latest version of the Renewal Assessment Report (RAR, January 2020) on the
NOAEL = 8.2 mg/kg bw/d from the two-generation study in rats as the ecologically relevant reproductive
endpoint for the wild mammalian risk assessment of pyraclostrobin. A comprehensive review of the key
relevant toxicity studies for the wild mammalian risk assessment, i.e., the two-generation rat study, the rat
prenatal development study, and the rabbit prenatal development study is available in a separate document

(K-CP 10.1.2/1, BASF DoclD 2014/1010736).

Reproductive — Not applicable. Endpoint is EU agreed.
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Review Comments:

There is no ecotoxicological EU agreed endpoint as this section of the Review Report has been left blank.
In toxicological part of LOEP several endpoinds concerning reproductive toxicity of pyraclostrobin to
mammals were presented. The endpint of 75 ppm was the value selected by the RMS - Germany and was
considered acceptable to use for the risk assessment by ECCO 126 Peer Review Meeting
(7038/ECCO/PSD/02 18 June 2002). Moreover, the NOAEL of 8.2 mg a.s./kg bw/d (75 ppm) was
accepted by most of central zone MS for authorization PPP with pyraclostrobin. In zZRMS opinion the
NOAEL of 8.2 mg a.s/kg bw/d seems to be reasonable to be used in the risk assessment.

According to current state of art, the same toxicity endpoint will be used in all tier risk assessment.
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9.3.2 Risk assessment for spray applications
Proposed use pattern for the risk assessments

The proposed use pattern for the use of BAS 758 00 F is summarized in Table 9.2-4. The detailed use
pattern table is presented at the beginning of the ecotoxicology chapter (section 9.1).

Table 9.3-4: Proposed use pattern
Applicati Interval —— -
iggizdg;i;(;ut% on time Nu?fber between - Application rate per application
Crop | cEsA/2000/1 (BBCH applicatio applicatio Mefentrllflucona Metrafeno Pyre;)c_lostro BAS 7:58 00
438 growth ns ns zole ne in
stage) [d] [kag/ha] [kg/ha] [kg/ha] [L/ha]
Cereal 30-59 2 14 0.100 0.150 0.120 15
S
(winte 30-59 1 -- 0.100 0.150 0.120 15
; Cereals
spring 30-59 2 14 0.067 0.100 0.080 1.0
)

The application scenario with the highest number of applications and the highest use rate shown in bold is used for the risk
assessment and covers all possible application scenarios according to the GAP in section 9.1.

9.3.2.1 First-tier assessment (screening/generic focal species)
The dietary TER acute (TERA) and reproductive (TER.T) values for the screening step and tier 1 risk

assessment were calculated with the EFSA calculator tool (version of 9 July 2010,
http://www.efsa.europa.eu/de/efsajournal/pub/1438.htm) according to EFSA/2009/1438.

Dietary risk assessment for the active substances

Acute risk assessment

The dietary TER acute values for the screening step are presented in Table 9.3-5 (mefentrifluconazole),
Table 9.3-6 (metrafenone) and in Table 9.3-7 ( pyraclostrobin). All TERa values for mefentrifluconazole,
metrafenone and pyraclostrobin are above the relevant trigger of 10 for acceptability of acute effects at the
screening step.

Table 9.3-5: Mefentrifluconazole: Screening step calculations of the acute risk for mammals
due to the use of BAS 758 00 F for the crop group “cereals”
Application i
Data from Crop rate (kg Nurlr_1be_r of Appllcatlfn DT L Dsp
Data_Entry as/ha) applications Interva
worksheet
Cereals 0.1 2 14 10.0 >2000.0
Screening step:
. Indicator Shortcut Daily Dietary Daily Dietary
Acute risk species value Dose (single) MAF (30) Dose (Multiple) TER . No
assessment refinement
screening Small step
step herbivorous 118.4 11.84 12 14.2 >140.8 required
mammal
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Table 9.3-6: Metrafenone: Screening step calculations of the acute risk for mammals due to
the use of BAS 758 00 F for the crop group “cereals”
Application o

Data from Number of Application
Data_Entry Crop ;a;e/él;? applications Interval DT L-Dso
worksheet —

Cereals 0.15 2 14 10.0 >5000
Screening step:

. Indicator Shortcut Daily Dietary Daily Dietary

Acute risk species value Dose (single) MAF (30) Dose (Multiple) TER . No
assessment refinement
screening Small step
step herblvorolus 118.4 17.76 12 21.31 >234.6 required

mammal

Table 9.3-7: Pyraclostrobin: Screening step calculations of the acute risk for mammals due
to the use of BAS 758 00 F for the crop group “cereals”
Application I

Data from Crop rate (kg a,\pl)l;rlri]czetir oonfs A?r?tlécrigfn DT LDs
Data_Entry a.s./ha)
worksheet

Cereals 0.12 2 14 10.0 >5000
Screening step:

. Indicator Shortcut Daily Dietary Daily Dietary

Acuts risk species value Dose (single) MAF (30) Dose (Multiple) TER . No
assessment refinement
screening Small step
step h?:]t;lr\r/]%grs 118.4 1421 1.2 17.05 2033 required

Reproductive risk assessment

The dietary TER reproductive values for the screening step and tier 1 risk assessments are presented in
Table 9.3-8 (mefentrifluconazole), Table 9.3-9 (metrafenone) and in Table 9.3-10 (pyraclostrobin).

All TER_t values at the screening step and/or tier 1 risk assessment are above the relevant trigger of 5 for

acceptability of reproductive effects, except for pyraclostrobin where the small herbivorous mammal “vole”
scenario (BBCH > 40) resulted in a TER_t value below the trigger.
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Table 9.3-8: Mefentrifluconazole: Screening step and tier 1 calculations of the long-
term/reproductive risk for mammals due to the use of BAS 758 00 F for the crop
group “cereals”

Application N Reproductive | Time weighted
Data from Crop rate (kg aNuwct;etiroc;fs A?ﬁtlécr%glon DTso End Point average
Data_Entry a.s./ha) PP (mg/kg b.w./d) (TWA)
worksheet
Cereals 01 2 14 10 15.0 0.53
Screening step:
. R Daily Dietary
Reproductive Irsld:ecc?;gr STIC;TS;M DDE::SIZ g;ﬁtallg MAF mean Dose TER Please perform
risk P Y (Multiple) first tier risk
assessment Small assessment
screening step | herbivorous 48.3 4.83 1.4 3.58 4.2 (see below)
mammal
First Tier Risk Assessment:
Crop Generic focal species Shortcut value TER
Small insectivorous mammal “shrew" ground
Cerea>lsz%BCH dwelling invertebrates with interception 100% 1.9 106.4
= ground arthropods
Calculate Small omnivorous mammal “mouse”
Cereals BBCH Combination (invertebrates with interception) .
TER for each 30-39 25% weeds 50% weed seeds 25% ground 3.9 518 No refinement
generic focal arthropods required
species -
Cereals BBCH Small herbivorous mammal "vole Grass + 21.7 93
> 40 cereals 100% grass ' '
Small omnivorous mammal “mouse”
Cereals BBCH Combination (invertebrates with interception) 23 87.9
> 40 25% weeds 50% weed seeds 25% ground ' '
arthropods

TER values shown in bold fall below the relevant trigger
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Table 9.3-9: Metrafenone: Screening step and tier 1 calculations of the long-
term/reproductive risk for mammals due to the use of BAS 758 00 F for the crop
group “cereals”

— - Time
Applicatio I Reproductive -
Data from Crop n rate (kg Nur|1_1bet_r of A?ptl'cat'?n DTso Epnd Point weighted
Data_Entry as./ha) applications nterval (mg/kg b.w./d) average
worksheet (TWA)
Cereals 0.15 2 14 10 811.0 0.53
Screening step:
. . . Daily Dietary
) Indlcqtor Shortcut Daily D]etary MAE mean Dose TER
Reproductive species value Dose (single) . No
i (Multiple) .
risk assessment refinement
screening step Small step required
herbivorous 48.3 7.25 14 5.38 150.9
mammal
First Tier Risk Assessment: 9
Crop Generic focal species Shortcut value TER
Small insectivorous mammal “shrew" ground
CereaiSZ%BCH dwelling invertebrates with interception 100% 1.9 3835.1
= ground arthropods
Calculate TER Small omnivorous mammal “mouse”
for each Cereals BBCH | Combination (invertebrates with interception) 39 1868.4 No
generic focal 30-39 25% weeds 50% weed seeds 25% ground ’ ’ refinement
species arthropods required
selected Cereals BBCH Small herbivorous mammal "vole Grass + 21.7 135.8
>40 cereals 100% grass ' '
Small omnivorous mammal “mouse”
Cereals BBCH | Combination (invertebrates with interception) 23 3168.1

>40

25% weeds 50% weed seeds 25% ground
arthropods

1) The screening step resulted in a TER value above the relevant trigger of 5. Hence, a first-tier risk assessment is not necessary.
However, first-tier TER calculations are presented as they are required for calculation of combined reproductive toxicity.
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Table 9.3-10: Pyraclostrobin: Screening step and tier 1 calculations of the long-
term/reproductive risk for mammals due to the use of BAS 758 00 F for the crop
group “cereals”

Application Number of Applicati Reproductive T";:e d

Data from Crop rate (kg urmber o pplication DTso End Point weighte
Data_Entry as/ha) applications Interval (mg/kg b.w./d) average
worksheet (TWA)

Cereals 0.12 2 14 10 8.2 0.53
Screening step:

. . Daily Daily Dietary

assessment Dose (single) (Multiple) tier risk
screening Small assessment
step herbivorous 48.3 5.80 14 4.30 19 (see below)

mammal
First Tier Risk Assessment:

Crop Generic focal species Shortcut value TER

Small insectivorous mammal “shrew" ground

ngﬁﬂszo dwelling invertebrates with interception 100% 1.9 48.5 Norreeftljri]reergent
= ground arthropods d
Caleul Small omnivorous mammal “mouse”

a cuf ate b Cereals Combination (invertebrates with interception) 39 3.6 No refinement
TER _orfeacl BBCH 30 - 39 25% weeds 50% weed seeds 25% ground ' ' required
gegceigg oca arthropods

P Cereals Small herbivorous mammal "vole Grass + 217 42 Refinement

BBCH > 40 cereals 100% grass ' ' required
Small omnivorous mammal “mouse”
Cereals Combination (invertebrates with interception) 23 200 No refinement
BBCH > 40 25% weeds 50% weed seeds 25% ground ' ' required
arthropods

TER values shown in bold fall below the relevant trigger

The conclusions for the first-tier dietary risk assessments for each of the active substances are as follows:
acceptable acute risks for mammals were shown at the screening step for all three substances. The
reproductive risk was acceptable at the screening and/or tier 1 risk assessment for mefentrifluconazole and
metrafenone for all scenarios. The reproductive risk for pyraclostrobin was acceptable at the tier 1 risk
assessment for all the scenarios, with the exception of the small herbivorous mammal “vole” scenario at
BBCH > 40. A higher-tier risk assessment is presented in chapter 9.3.2.2.

Dietary risk assessment for combined effects of simultaneous exposure to several active substances

Combined acute toxicity

According to EFSA/2009/1438 section 2.5 this assessment is relevant for BAS 758 00 F because this
formulation contains more than one active substance.

Following Appendix B (step 1) in EFSA/2009/1438 a surrogate LDsp = 1067.2 mg/kg bw is calculated
based on the assumption of dose additivity (Table 9.3-11). A combined acute risk assessment is not required
if for one active substance the deviation between ‘tox per fraction (a.s.)’ and ‘tox per fraction (mix)’ is
< 10% as in that case the risk is covered by the assessment for that active substance. For BAS 758 00 F this
does not apply because the deviation for all active substances is more than 10% (Table 9.3-11).
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Table 9.3-11: Calculation of surrogate L Ds, for the mixture of active substances
Concentra Surrogate Tox Deviation tox
. . - Fraction | LDsoa.s. | Fraction g per fraction
Active tion a.s. in . LDso per
. a.s.in [ma/kg as./ . (a.s.) and tox
substance mixture : b [mg/kg fractio fracti
[/L] mixture w] LDsoa.s. bw] n(as) per fraction
- (mix) [%]
Mefentriflucon | g6 0.27 >2000 | 0.00014 7405.4
azole 108
Metrafenone 100 0.41 >5000 0.00008 3558.7 12330.0 246
Pyraclostrobin | 80 032 | >5000 | 0.00064 15625.0 339

A laboratory study on the acute toxicity of formulation BAS 758 00 F to rats (BASF DoclD 2020/2101764)
has been conducted and resulted in an acute LDsy > 300 mg formulation/kg bw and < 2000 mg
formulation/kg bw (see 9.3.1). Since at 2000 mg/kg bw one out of three animals died in the first step and
all three animals died in the second step, while no mortality occurred in six animals dosed with 300 mg/kg
bw, the LDso cut-off is 2000 mg/kg bw according to OECD 423, Figure 2d. This LDs cut-off is used in the
risk assessment rather than the lower tested dose of 300 mg/kg bw because no mortality occurred at 300
mg/kg bw, therefore using this dose as an LDs, value would result in an overly conservative risk assessment.
Additionally, a dose-response curve was fitted via the probit model according to Finney (1971), resulting
in an interpolated LDso value of 1792 mg formulation/kg bw

Appendix B of EFSA/2009/1438 recommends comparing the surrogate LDso with the experimental LDso
from formulation testing and to run the risk assessment with the lowest of the two values. However,
Appendix B does not provide clear recommendations if for the comparison of the two LDs, values and for
the calculation of the exposure scenarios only the content of the active substances should be considered as
the surrogate LDso is based on toxicity and concentration of active substances while the experimental LDso
is based on all components of the formulation. Due to this lack of guidance in Appendix B the most
comprehensive approach is adopted by the notifier by presenting the two possible risk assessments, one for
the virtual compound and another for the formulation.

Exposure and acute risk assessment for combined active substances (virtual compound approach)

The potential exposure to the combined substances follows step 4 of Appendix B of EFSA/2009/1438. The
maximum application rate of formulation BAS 758 00 F is 1.5 L product/ha (corresponding to 0.1 kg/ha
mefentrifluconazole, 0.15 kg/ha metrafenone and 0.12 kg/ha pyraclostrobin) for the use in cereals; applying
the concept for dose additivity to the exposure calculations results in a combined application rate of 0.37
kg virtual compound/ha.

The dietary TER acute value for the screening step presented in Table 9.3-12 is above the trigger of 10.

Therefore, the acute risk to mammals from combined effects of the three active substances in BAS 758 00 F
is acceptable.
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Table 9.3-12: Screening step calculation of the acute risk for mammals due to the use of
BAS 758 00 F in “cereals” - exposure to the combined active substances (virtual
compound approach)

Application S
Data from Crop rate (kg virtual aNurITi]cget?o?]fs A?ﬁtlécrigfn DTso LDso
Data_Entry compound/ha) pp
worksheet
Cereals 0.37 2 14 10.0 3558.7
Screening step:
Indicator Daily Dietary Daily Dietary
Acute risk species Shorteut value Dose (single) MAF (90) Dose (Multiple) TER refinl\tla(r)nent
assessment Small step
screening step herbivorous 118.4 43.81 1.2 52.57 677 required
mammal

Note that this virtual compound acute TER was calculated according to the concentration addition approach
and thus gives the same value as if calculated using equation TERacomni = trigger/((trigger/TERsubstance
l)+(trigger/TERsubstance 2)+(trigger/TERsubstance 3))

Exposure and acute risk assessment for combined active substances (formulation approach)

BAS 758 00 F is intended to be used in the crop groups “cereals” with a maximum single application rate
of 1.5 L product/ha. Taking into account the density of the formulation of 1.092 g/cm?, this will result in
an application rate of 1.638 kg BAS 758 00 F/ha. The acute dietary risk assessment for mammals is
presented in Table 9.3-13.

The dietary TER acute values for the tier 1 risk assessment based on the LDsy cut-off of 2000 mg

formulation/kg bw as presented in Table 9.3-13 are above the trigger of 10. Therefore, the acute risk to
mammals from effects of BAS 758 00 F is acceptable.
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Table 9.3-13: Screening step and tier 1 calculations of the acute risk for mammals due to the
use of BAS 758 00 F for the crop group “cereals” — formulation approach
Data f Application
ata from rate (kg Number of Application
Data_Entr Crop formulation/ | applications Interval DTso LDso
y ha)
worksheet Cereals 1.638 2 14 100 2000 1792
Screening step:

. Indicator Shortcut Daily Dietary Daily Dietary Please
g;cs:g;nrqlit species value Dose (single) MAF (90) Dose (Multiple) TER perform first
screenin Small tier risk

g -
step herbivorous 118.4 193.94 1.2 232.73 867.7 assessment
mammal (see below)
First Tier Risk Assessment:
Crop Generic focal species Shortcut value TER
Small insectivorous mammal “shrew" ground
CereaiszlgBCH dwelling invertebrates with interception 100% 5.4 1884 168.9
Calculate - ground arthropods
TER for Cereals BBCH | Small omnivorous mammal “mouse” Combination
each 30-39 (invertebrates with interception) 25% weeds 50% 8.6 418:3 106.0 No
?gg:lflc weed seeds 25% ground arthropods refinement
. i " required
species CerefﬂsABBCH Small herbivorous rlnoaorzl/mal vole Grass + cereals 409 249223 q
> b grass
Cereals BBCH Small omnivorous mammal “mouse” Combination
> 40 (invertebrates with interception) 25% weeds 50% 52 1957 175.3
= weed seeds 25% ground arthropods

TER values shown in bold fall below the relevant trigger

Combined reproductive toxicity

As requested in the summary report of the Steering Committee of the Central Zone Harmonisation
workshop in April 2015 and update of October 2016 (Central Zone Harmonisation Workshop, 2016), a
long-term combination toxicity tier 1 risk assessment is presented. As proposed there, the calculations
follow the concentration addition model. TERacomni Values are covered by the virtual compound approach,
please see above for details).

The combined TERL_r value is calculated according to the following formula:

TERLTcombi = trigger/((trigger/TERsubstance 1)+(trigger/TERsubstance 2)+(trigger/TERsubstance 3))

An acceptable risk is expected when TERtcombi > trigger.

The TERLT combi Values are calculated based on screening step and tier 1 TER values for the active
substances. The calculations of the cumulative ecotoxicological effects are summarized in Table 9.3-14.
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Table 9.3-14: Combined reproductive toxicity risk assessment for mammals for the crop
group “cereals”
Crop scenario and/or indicator TERLT Y TERLT Y TERLT Y _ .
species mefentrifluconazole | metrafenone | pyraclostrobin TERLTeomsi | Trigger
Reproductive (screening step)
Cereals Small herbivorous 42 150.9 19 13 5
mammal
Reproductive (tier 1)
Cereals Small insectivorous
BBCH > 20 mammal "shrew" 106.4 3835.1 485 330 5
Cereals Small omnivorous
BBCH 30-39 | mammal “mouse” 518 1868.4 236 16.1 5
Cereals Small herbivorous
BBCH > 40 mammal "vole 9.3 335.8 4.2 2.9 5
Cereals Small omnivorous
BBCH > 40 mammal “mouse” 87.9 3168.1 400 213 5

TER values shown in bold fall below the relevant trigger
D Reproductive TER values are presented in Table 9.3-8, Table 9.3-9 and Table 9.3-10.

The TERLT combi Values are above the relevant trigger of 5 for all scenarios, with the exception of the small
herbivorous mammal “vole” scenario at BBCH > 40. A higher-tier risk assessment is presented in chapter
9.3.2.2.

9.3.2.2 Higher-tier risk assessment

Based on the calculations presented in chapter 9.3.2.1 (first-tier risk assessment), higher-tier reproductive
risk assessments for dietary exposure are required for the following two scenarios:

(i) Pyraclostrobin
- Reproductive risk assessment for the small herbivorous mammal *“vole” scenario at BBCH > 40

(i) Combined reproductive risk assessment

- Reproductive risk assessment for the small herbivorous mammal *“vole” scenario at BBCH > 40

Relevance of the vole scenario

The common vole (Microtus arvalis) is proposed as representative species for the small herbivorous
mammal “vole” scenarios by EFSA/2009/1438. However, the relevance of the “vole” scenario is highly
discussed by the European Member States. As no harmonization currently exists within Member States on
how to deal with the refinement of the risk to voles, the notifier proposes that the decision on and approval
implications of any refinement should be conducted at Member State level.
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The relevance of the “vole” scenarios for regulatory approvals of PPPs in crops is questionable because of
the special biological characteristics of voles, particularly concerning population dynamics and resilience
to stressors. Some of those key characteristics are: 1) Arable crops cannot be regarded as primary habitats
for common voles; 2) Common vole populations naturally display cyclical changes, and a strong ability to
recover from decimation due to their high reproductive potential; 3) Common voles are considered pests in
many agricultural areas, since their high biomass consumption can lead to severe crop damage. For more
details, see point A 2.1.2.2 in Appendix 2. Due to all uncertainties and discrepancies around the relevance
of voles, the risk to small herbivorous mammals should be covered by the assessment of risk to another
rodent, i.e., the omnivorous-wood mouse (Apodemus sylvaticus).

As some Member States consider the “vole” scenario as relevant, a quantitative higher-tier risk assessment
is provided below, although the notifier considers the risk to small herbivorous mammals to be covered by
the wood mouse.

The refinement parameters for the quantitative higher-tier reproductive risk assessments (refined TERLt
calculations) are:

Refinement point 1:  Foliage residue dissipation (DTso) for pyraclostrobin

Refinement point 3:  Relevant deposition factor (DF) for cereals at BBCH > 40

(i) Reproductive dietary risk assessment for the small herbivorous mammal “vole” scenario for
pyraclostrobin

a) Active ingredient-specific refinement parameter for pyraclostrobin as used in the
reproductive higher-tier risk assessments

Refinement point 1: Foliage residue dissipation (DTso) for pyraclostrobin

The geometric mean DTso = 1.72 days is used for the food item “grasses/cereal shoots’ and the geometric
mean DTso = 1.99 days for the food item ‘non-grass herbs’ in the higher-tier TER calculations.

The DTso values were calculated based on 11 GLP field residue trials with pyraclostrobin in early growth
stages of plants in the Northern Europe residue zone. Eight field trials were conducted in the 2012 growing
season in pea (BASF DoclD 2013/1044539) and wheat (BASF DoclD 2013/1045207) at BBCH 12-14,
each trial comprising two treated plots, to obtain foliar residue decline data that are fully applicable for
Northern Europe. Three additional trials, each comprising one treated plot, were conducted in wheat at
BBCH 25-29 in the 2016 growing season (BASF DoclID 2017/1029774) and showed a residue decline
behavior for pyraclostrobin well in line with that in the studies conducted at earlier BBCH stages of wheat.
Based on the field data, DTso values were calculated and reported for the 11 trials conducted in Northern
Europe (BASF DoclDs 2013/1078114 and 2017/1037247). The final reports have not yet been assessed in
an EU peer-review evaluation and therefore are presented in Appendix 2 (A.2.1.2.2).

In Table 9.3-15 the DTso value for each trial and the resulting geometric mean DTsp values for the food
items “‘grasses/cereal shoots’ and ‘non-grass herbs’ are presented.
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The justification of the use of the geometric mean DTso = 1.72 days for the food item “grasses/cereal shoots’
and of the geometric mean DTso = 1.99 days for the food item “non-grass herbs’ as well as the calculation
of a “maximum 21-d twa factor” of 0.2293 for the food item ‘grasses/cereal shoots’” and of 0.2614 for the
food item ‘non-grass herbs’ using the 21-day moving window approach described in Appendix F of
EFSA/2009/1438, are presented in detail under point A 2.1.2.2 of Appendix 2 of this dossier.

Table 9.3-15: Foliar residue decline trials with pyraclostrobin in Northern Europe: DTso in
wheat and peas (BASF DoclD 2013/1078114 and 2017/1037247)
BASF DoclD o7 D'\ﬂea[%]
of field trial Crop | BBCH Location Trial | Plot [d]5° ofSOPZ
data and P3
Wheat | 13/14 | DE; L!mburgerhof, Rhe!nland—PfaIz 1120103 P2 | 2.67 202
Wheat 13/14 DE; Limburgerhof, Rheinland-Pfalz P3 1.37
Wheat | 13/14 DE; Kleve, Nordrhein-Westfalen P2 | 1.40 !
1 1 )
Wheat 13/14 DE; Kleve, Nordrhein-Westfalen L 120104 P3 1.97 169
2013/1045207 -
Wheat | 13/14 NL; Gennep, Limburg L 120105 P2 | 2.18 187D
Wheat | 13/14 NL; Gennep, Limburg P3 | 156 '
Wheat | 13/14 UK; Oxfordshire P2 | 1.26 L
. )
Wheat 13/14 UK; Oxfordshire 1120106 P3 1.25 126

Wheat | 25-29 DE; Limburgerhof, Rheinland-Pfalz | 0L160146 | P2 | 2.22 2,222

2017/1029774 | Wheat | 25-29 DE; Stetten, Baden-Wuerttemberg L160147 | P2 1.17 1.172

Wheat 25-29 DE; Mauchenheim, Rheinland-Pfalz | L160148 | P2 2.11 2112

Geometric mean (n =7) DTso [d] for monocotyledonous plants (food item grasses/cereal shoots) 1.72
Peas 12/13 | DE; Limburgerhof, Rheinland-Pfalz P2 | 1.28 n
Peas 12/13 DE; Limburgerhof, Rheinland-Pfalz 1120073 P3 1.50 139
Peas 12/13 DE; Kerken, Nordrhein-Westfalen P2 | 191 !
L 1 )
Peas 12/13 DE; Kerken, Nordrhein-Westfalen 1120074 P3 1.55 173
2013/1044539 -
Peas 12/13 FR (N); Loir et Cher L 120075 P2 | 3.76 3139
Peas 12/13 FR (N); Loir et Cher P3 | 250 '
Peas 12/13 UK Essex P2 | 2.10 !
! )
Peas 12/13 UK; Essex 1120076 P3 2.06 2.08
Geometric mean (n = 4) DTso [d] for dicotyledonous plants (food item non-grass herbs) 1.99

D Trial comprises two treated plots
2 Trial comprises one treated plot

Review Comments:

The applicant has provided foliar residue decline data of 16 trials specifically designed for the mammals
risk assessment (14 trials conducted in the Central Zone, 2 trials conducted in Northern France). The
application rate applied was higher than that for BAS 758 00 F and corresponded to 250 g/ha
pyraclostobin (as opposed to 120 g/ha). The foliar residue decline trials by BASF were specifically
targeted to cover the preferred principal growth stages 1 (leaf development) and 2 (side shoots/ tillering).
Thus the trials provided by the applicant cover the relevant plant growth stages eaten by wild mammals
in accordance with EFSA/2009/1438.

Additionally, the applicant has provided residue decline data at BBCH 25-29.

Due to the high trial number the use of the geomean DTso (for wheat and pea) value in risk assessment
seems to be justified as represents a realistic worst-case.
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b) Generic refinement parameters as used in the reproductive higher-tier risk assessments

Refinement point 2: Ecological data on PD and FIR/bw for the common vole

Review Comments:
For the purposes of this assessment, consideration of refined the PD value parameter is not required.

Therefore, new TER calculations without changed of this factor were performed.

Refinement point 3: Relevant deposition factor (DF) for cereals at BBCH > 40

Following EFSA guidance for evaluating laboratory and field dissipation studies to obtain DegT50 values
(EFSA Journal 2014; 12(5):3662, p. 28, Table 1.5) and CTGB guidance for risk assessment of plant
protection products (CTGB, 2020, pp. 14-17, Table 2, version 2.5, July 2020), a DF of 0.1 for cereals at
BBCH 40-69 will be applied for the small herbivorous mammal scenario at BBCH > 40 in cereals.

Review Comments:

According to “Working document on Risk Assessment of Plant Protection Products in the Central Zone
— Ecotoxicology” (May 2021), point 3.2.15, the interception values following EFSA Guidance Document
to obtain DegT50 values (EFSA Journal 2014;12(5):3662), can be use in the Tier 2 risk assessment.
Therefore, the Applicant proposal was accepted.

Higher-tier TER calculations

The refined TERLt provided in Table 9.3-16 for pyraclostrobin is above the relevant trigger of 5, indicating
an acceptable reproductive risk.
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Table 9.3-16: Pyraclostrobin: Refined reproductive dietary risk assessment for the “vole
(common vole) scenario in cereals at BBCH > 40

RUDmean | Maximum Use rate DDD
Food type FIR/bw | PD;, fresh PT [mg 21-d twa DF [kg [mg a.s./kg
a.s./kg] factor a.s./ha] bw/d]
Grasses/ 1.33 1.0 1.0 54.2 022939 | 019 | 0.120 0.198
Cereal shoots
Toxicity endpoint [mg a.s./kg bw/d] 8.2
TERLT 41.4

D Refined parameter
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Additional qualitative evidence that pyraclostrobin has no adverse effects on free-living wood mouse
and common vole populations

Review Comments:
For the purposes of this assessment, no further data are required to conclude safe use of BAS 758 00 F.

Based on the higher tier risk assessment, where the deposition factor and foliage residue dissipation
(DTso) for pyraclostrobin were modified, all TERs exceed the trigger values set by Commission
regulation (EU) 546/2011 for acceptability of effects.

(i) Reproductive dietary risk assessment for the small herbivorous mammal “vole” scenario for
combined toxicity
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Refinement point 4: Foliage residue dissipation (DTso) for mefentrifluconazole
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Review Comments:
For the purposes of this assessment, no further data are required to conclude safe use of BAS 758 00 F.

Based on the higher tier risk assessment, where the deposition factor and foliage residue dissipation
(DTso) for pyraclostrobin were modified, all TERs exceed the trigger values set by Commission
regulation (EU) 546/2011 for acceptability of effects.
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Table 9.3-19: BAS 758 00 F: Refined combined reproductive toxicity risk assessment for the
“vole” (common vole) scenario in cereals at BBCH > 40

Crop scenario and/or indicator TERLT TERLT TERLT (higher tier)

species Mefentrifluconazole Metrafenone Pyraclostrobin TERLT comei| Trigger

Reproductive — Higher tier

Small herbivorous
mammal "vole Grass 9.3 335.8 414 6.3 5
+ cereals 100% grass

Cereals
BBCH > 40

The refined TERLT combi Value for the “vole” scenario at BBCH > 40 in cereals is above the trigger value of
5. Thus, it can be concluded that the reproductive risk for mammals from the combined exposure to the
three active substances in the application of BAS 758 00 F according to good agricultural practice is low
and acceptable.

9.3.2.3 Drinking water exposure

Puddle scenario

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
uptake by animals, no specific calculations of exposure and TER are necessary when the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorptive
substances (Kqc < 500 L/kg) or 3000 in the case of more sorptive substances (Koc > 500 L/kg).

The ratio calculations for effective application rate to relevant endpoint are detailed in Table 9.3-20
(mefentrifluconazole), Table 9.3-21 (metrafenone) and Table 9.3-22 (pyraclostrobin) and are based on
worst-case assumptions with regard to the resulting ARes. The ratios for acute and reproductive endpoints
for mefentrifluconazole (< 0.1 and 13.0, respectively), metrafenone (< 0.1 and 0.4, respectively) and for
pyraclostrobin (0.4 and 23.1, respectively) do not exceed the threshold value of 3000 for all active
substances, thus no specific calculations of exposure for mammals through drinking water for the puddle
scenario are necessary. Therefore, a quantitative drinking water risk assessment for the puddle scenario is
not triggered.

Table 9.3-20: Assessment of the risk for mammals due to exposure to mefentrifluconazole via
contaminated drinking water in puddles
Parameter Mefentrifluconazole Reference
. Chapter 8.9.2
Koc (geometric mean, n=8) [L/kg] 34556 (EFSA Journalp 2018; 16(7): 5379)
. Chapter 8.9.2
DTso (soil) [days] 200 (EFSA Journal 2018; 16(7): 5379)
Number of applications 2 Chapter 9.1
Interval [days] 14 Chapter 9.1
MAFy 9 1.95 --
Max use rate [g/ha] 100 Chapter 9.1
ARt [g/ha] ? 195.0 --
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Parameter Mefentrifluconazole Reference
LDso [mg/kg bw] >2000 Chapter 9.3.1
Ratio (acute) <0.1 --
NO(A)EL [mg/kg bw/d] 15 Chapter 9.3.1
Ratio (repro) 13.0 --
Trigger 3000 --
Drinking water assessment No _

required [Yes/No]

1)
2)
3)

MAFm = (1-e™) / (1-e’) with k = In(2)/DTso (rate constant), n = number of applications and i = application interval [d]

AReft = Application rate [g/ha] X MAFm
Ratio of ARett and relevant toxicity endpoint
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Table 9.3-21: Assessment of the risk for mammals due to exposure to metrafenone via

contaminated drinking water in puddles

Parameter Metrafenone Reference
. Chapter 8.9.2
Koc (geometric mean, n=5) [L/kg] 2812 (EFSA Scientific Igeport (2006) 58, 1-72)
DTso (soil) (geometric mean, n=5) [days] 250.6 (EFSA Scienti?ik(]:algzepro?ig(gOOG) 58, 1-72)
Number of applications 2 Chapter 9.1
Interval [days] 14 Chapter 9.1
MAF, Y 1.96 -
Max use rate [g/ha] 150 Chapter 9.1
AR [g/ha] ? 294.0 -
LDsp [mg/kg bw] >5000 Chapter 9.3.1
Ratio (acute) <0.1 --
NO(A)EL [mg/kg bw/d] 811 Chapter 9.3.1
Ratio (repro) 0.4 --
Trigger 3000 --
Drinking water assessment No _
required [Yes/No]

D MAFm = (1-e™) / (1-e*K) with k = In(2)/DTso (rate constant), n = number of applications and i = application interval [d]

2 AReft = Application rate [g/ha] X MAFm

3  Ratio of ARer and relevant toxicity endpoint

Table 9.3-22: Assessment of the risk for mammals due to exposure to pyraclostrobin via
contaminated drinking water in puddles
Parameter Pyraclostrobin Reference
Koc (geometric mean, n=6) [L/kg] 8856 (Monograpﬁqggzgl %Cg:)(.:ZO/BBA/Ol)
DTso (soil) [days] 18 Chapter 8.9.2
Number of applications 2 Chapter 9.1
Interval [days] 14 Chapter 9.1
MAF, Y 1.58 -
Max use rate [g/ha] 120 Chapter 9.1
AR [g/ha] ? 189.6 -
LDsp [mg/kg bw] >5000 Chapter 9.3.1
Ratio (acute) ¥ 0.04 --
NO(A)EL [mg/kg bw/d] 8.2 Chapter 9.3.1
Ratio (repro) 23.1 --
Trigger 3000 --
Drinking water assessment No _

required [Yes/No]

D MAFm = (1-e™) / (1-e*K) with k = In(2)/DTso (rate constant), n = number of applications and i = application interval [d]

2 AReft = Application rate [g/ha] X MAFm

% Ratio of ARerr and relevant toxicity endpoint

In conclusion, the risk to mammals via drinking water from the intended use of BAS 758 00 F according to

the proposed use pattern is acceptable.
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9.3.24 Effects of secondary poisoning

The log Pow of the active substance mefentrifluconazole is 3.4 (EFSA Journal 2018; 16(7): 5379) and thus
does exceed the trigger value of 3. A risk assessment for effects due to secondary poisoning is required.

The log Pow of the active substance metrafenone is 4.3 (EFSA Scientific Report (2006) 58, 1- 72) and thus
does exceed the trigger value of 3. A risk assessment for effects due to secondary poisoning is required.

The log Pow of pyraclostrobin is 3.99 (SANCO/1420/2001-final) and thus does exceed the trigger value of
3. A risk assessment for effects due to secondary poisoning is required.

Risk assessment for earthworm-eating mammals via secondary poisoning

According to EFSA/2009/1438, the risk for vermivorous mammals is assessed for a small mammal of 10 g
body weight with a daily food consumption of 12.8 g. Bioaccumulation in earthworms is estimated based
on predicted concentrations in soil is based on experimental data.

As shown in the following Table 9.3-23 (mefentrifluconazole), Table 9.3-24 (metrafenone) and Table
9.3-25 (pyraclostrobin), the TER_r values for all active substances exceed the relevant trigger of 5 for
acceptability of effects, indicating an acceptable risk to earthworm-eating mammals via secondary
poisoning.

Table 9.3-23: Assessment of the risk for earthworm-eating mammals due to exposure to
mefentrifluconazole via bioaccumulation in earthworms (secondary poisoning)
for the intended uses

Parameter Mefentrifluconazole Reference
PECsoit (accu) [mg/kg soil] » 0.205 Chapter 8.7
Kow 2350 BASF DoclD 2013/1382370
Koc (geometric mean) [L/kg] 3455.6 (EFSA Jou%gz:pztgrlg;.gl'ga): 5379)
foc (default) 0.02 EFSA/2009/1438
BCF?2 0.420 --
PECuworm [Mg/kg] 0.086 -
Daily dose [mg/kg bw/d] 4 0.110 --
NO(A)EL [mg/kg bw/d] 15 Chapter 9.3.1
TER 1Y 136.0 --

D PECsil (accu) value was calculated for an application scenario of 2 x 100 g a.s./ha with 14-day interval in cereals. For details
see chapter 8.7.

2 Bioconcentration factor (BCF) = (0.84 + 0.012 x Kow) / (foc X Koc)

3) PECworm = PECsoil X BCF

4 Daily dose = 1.28 X PECworm

9  TERLr = NO(A)EL / Daily dose.
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Table 9.3-24: Assessment of the risk for earthworm-eating mammals due to exposure to
metrafenone via bioaccumulation in earthworms (secondary poisoning) for the
intended use

Parameter Metrafenone Reference
PECsoit (accu) [mg/kg soil] 9 0.158 Chapter 8.7
Kow 19953 6 EFSA ScientificI ;}eg(zvrvt: 222;)6) 58, 1-72 (for
Koc (geometric mean, n=5) [L/kg] 2812 (EFSA Scienthsi:(r:] aé)etzi)?t'%é%%) 58, 1-72)
foc (default) 0.02 EFSA/2009/1438
BCF? 4.272 --
PECuworm [mg/kg] 0.675 --
Daily dose [mg/kg bw/d] 0.864 --
NO(A)EL [mg/kg bw/d] 811 Chapter 9.3.1
TERLT 938.6 --

&) PECsil (accu) value was calculated for an application scenario of 2 x 150 g a.s./ha with 14-day interval in cereals. For details
see chapter 8.7.

) Bioconcentration factor (BCF) = (0.84 + 0.012 x Kow) / (foc X Koc)

3) PECworm = PECsoil X BCF

4 Daily dose = 1.28 x PECworm

5  TERwLT=NO(A)EL / Daily dose.

Table 9.3-25: Assessment of the risk for earthworm-eating mammals due to exposure to
pyraclostrobin via bioaccumulation in earthworms (secondary poisoning) for
the intended use

Parameter Pyraclostrobin Reference
Fn'f;jgé(;‘(’)"l";‘] 21 days) 0.047 Chapter 8.7
Kow 9772 SANCO/1420/2001-final
Koc (geometric mean, n=6) [L/kg] 8856 (Monograpﬁqggﬁr/ 8E.C?&:20/BBA/01)
foc (default) 0.02 EFSA/2009/1438
BCF?2 0.667 --
PECuworm [mg/kg] 0.031 --
Daily dose [mg/kg bw/d] 0.040 --
NO(A)EL [mg/kg bw/d] 8.2 Chapter 9.3.1
TERLT 204.4 --

D The PECxil (twa, 21 days) value was calculated for an application scenario of 2 x 120 g a.s./ha with 14-day interval in cereals.
For details see chapter 8.7.

) Bioconcentration factor (BCF) = (0.84 + 0.012 x Kow) / (foc X Koc)

3) PECworm = PECsoil X BCF

4 Daily dose = 1.28 x PECworm

5  TERLT=NO(A)EL / Daily dose.
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Risk assessment for fish-eating mammals via secondary poisoning

According to EFSA/2009/1438, the risk for piscivorous mammals is assessed for a mammal of 3000 g body
weight with a daily food consumption of 425 g. Bioaccumulation in fish is estimated based on predicted
concentrations in surface water.

As shown in the following Table 9.3-26 (mefentrifluconazole), Table 9.3-27 (metrafenone) and Table
9.3-28 (pyraclostrobin), the TER_r values for all active substances exceed the relevant trigger of 5 for
acceptability of effects, indicating an acceptable risk to fish-eating mammals via secondary poisoning.

Table 9.3-26: Assessment of the risk for fish-eating mammals due to exposure to
mefentrifluconazole via bioaccumulation in fish (secondary poisoning) for the
intended use

Parameter Mefentrifluconazole Reference
PECsw, (twa, 21 days) [mg/L] Y 2.020 x 103 Chapter 8.9
BCF fish (max. worst case) 385 EFSA Journal 2018; 16(7): 5379
PECfigh [mg/kg] 2) 0.778 --
Daily dose [mg/kg b.w./d] 2 0.110 -
NO(A)EL [mg/kg b.w./d] 15 Chapter 9.3.1
TER 1Y 135.8 -
2 PECsw (21 d twa) value calculated for a multiple application scenario in spring and winter cereals (2x 100 g/ha with 14-day

interval) from FOCUS Step 2 (Northern Europe scenario) as worst-case. For details see chapter 8.9.

2 PECtish = PECsw, (twa, 21 days) x BCF

3 Daily dose = 0.142 x PECfish
4 TERLT = NO(A)EL / Daily dose.

Table 9.3-27: Assessment of the risk for fish-eating mammals due to exposure to metrafenone
via bioaccumulation in fish (secondary poisoning) for the intended use

Parameter Metrafenone Reference

PECsw, (twa, 21 days) [mg/L] Y 2.184 x 1078 Chapter 8.9

BCF fish (max. worst case) 530 EFSA Scientific Report (2006) 58, 1-72

PECrisn [mg/kg] ? 1.158

Daily dose [mg/kg b.w./d] 0.164 --

NO(A)EL [mg/kg b.w./d] 811 Chapter 9.3.1

TER 1Y 4934.1 --

2 PECsw (21 d twa) value calculated for a multiple application scenario in spring and winter cereals (2x 150 g/ha with 14-day

interval) from FOCUS Step 2 (Northern Europe scenario) as worst-case. For details see chapter 8.9.

2 PECfish = PECsw, (twa, 21 days) x BCF

3 Daily dose = 0.142 x PECjish
4 TERLT = NO(A)EL / Daily dose.
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Table 9.3-28: Assessment of the risk for fish-eating mammals due to exposure to
pyraclostrobin via bioaccumulation in fish (secondary poisoning) for the
intended use

Parameter Pyraclostrobin Reference
PECsw, (twa, 21 days) [mg/L] Y 0.806 x 1073 Chapter 8.9
BCF fish (max. worst case) 736 SANCO/1420/2001-final
PECrisn [mg/kg] ? 0.593 --
Daily dose [mg/kg b.w./d] 0.084 --
NO(A)EL [mg/kg b.w./d] 8.2 Chapter 9.3.1
TER 1Y 97.3 --

D PECsw (21 d twa) value calculated for a multiple application scenario in spring and winter cereals (2x 150 g/ha resulting from
a risk envelope approach) from FOCUS Step 2 (Northern Europe scenario) as worst-case. For details see chapter 8.9.

2 PECrish = PECsw, (twa, 21 days) x BCF

3 Daily dose = 0.142 x PECrtish

4 TERLT = NO(A)EL / Daily dose.

9.3.25 Biomagnification in terrestrial food chains

Low potential for accumulation in animal tissue was concluded in the EU review of mefentrifluconazole
(see EFSA Journal 2018;16(7):5379).

Low potential for accumulation in animal tissue was concluded in the EU review of metrafenone (EFSA
Scientific Report (2006) 58, 1- 72).

Low potential for accumulation in animal tissue was concluded in the EU review of pyraclostrobin
(SANCO/1420/2001-final).

Since the bioaccumulation potential of mefentrifluconazole, metrafenone and pyraclostrobin is low no
further assessment on biomagnification is required.

9.3.3 Risk assessment for baits, pellets, granules, prills or treated seed

Not relevant.

9.34 Overall conclusions

It can be concluded that the risk to mammals from the application of BAS 758 00 F according to good
agricultural practice is acceptable.
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Review Comments:

The acute and chronic risks of BAS 758 00 F to mammals were assessed from toxicity exposure ratios
between toxicity endpoints, estimated from study with active ingredients and maximum residues
occurring on food items. An acute oral toxicity study with BAS 758 00 F in rats was taken to
consideration in the evaluation.

All acute TER values exceed the relevant triggers in the screening step or Tier 1 risk assessment for
mefentrifluconazole, metrafenone, pyraclostrobin and for combined active substances (virtual compound
and formulation approach).

The reproductive risk was acceptable at the screening or Tier 1 risk assessment for mefentrifluconazole
and metrafenone for all scenarios. For pyraclostrobin and combined reproductive risk assessment, the
TER values, were acceptable at the Tier 1 for all the scenarios, with the exception of the small
herbivorous mammal “vole” scenario at BBCH > 40.

Based on the higher tier risk assessment, where the deposition factor and foliage residue dissipation
(DTso) for pyraclostrobin were modified, all TERs exceed the trigger values set by Commission
regulation (EU) 546/2011 for acceptability of effects.

Evaluation of exposing to mammals through the drinking water demonstrated the acceptable risk. The
potential risk of secondary poisoning is low.
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94 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians) (KCP
10.1.3)

According to the revised data requirements under regulation 1107/2009 (Commission Regulations (EU)
283/2013 and 284/2013 for the active ingredient and the plant protection products, respectively), the risk
to amphibians and reptiles shall be addressed. Nevertheless, unlike birds and mammals, toxicity tests for
amphibian and reptile species are not requested. In the EU, there are no guidance or validated regulatory
protocols yet available; neither on the type of regulatory testing necessary nor how to conduct a risk
assessment for amphibian and reptiles.

In the case of the product BAS 758 00 F and the active substances mefentrifluconazole (BAS 750 F) and
metrafenone (BAS 560 F), there are no studies in the open literature on amphibians and reptiles;
furthermore, there are no incident reports or other information from the field related to potential negative
impacts from the use of this product on amphibians or reptiles. However, there is information in the
literature concerning potential toxicity of other pyraclostrobin (BAS 500 F) containing formulations on
juvenile terrestrial life stages of amphibians in worst-case overspray laboratory studies.

However, pyraclostrobin-containing products have been used for many years and in many countries
worldwide. However, BASF is not aware of findings or (incidence) reports that amphibians or reptiles were
affected by pyraclostrobin applications following the label instructions. This lack of effects at field rates
was confirmed by semi-field studies in cereals using the solo-EC-formulation BAS 500 06 F. The studies
showed no effects on small juvenile common frogs and juvenile common toads at rates of 312.5 and 375 ¢
pyraclostrobin/ha, respectively. The conducted laboratory and semi-field studies are discussed in the
renewal process for pyraclostrobin (for more information see the AIR3 dossier).

The wuse pattern for BAS 758 00 F encompasses a maximum single application rate of
120 g pyraclostrobin/ha. Plant interception will further reduce the amount that can reach the soil and
potentially any amphibians occurring there. In the environmental fate section 8, in Table 8.7-1, the
interception in cereals is 80%, meaning that 24 g pyraclostrobin/ha could reach the soil surface.
Accordingly, the application of BAS 758 00 F at maximum single rates of 120 g pyraclostrobin/ha will be
of low risk to amphibians.

In conclusion, there is low risk to terrestrial life stages of amphibians from BAS 758 00 F at a
maximum single application rate of 1.5 L product/ha (120 g pyraclostrobin/ha) according to good
agricultural practice.
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9.5 Effects on aquatic organisms (KCP 10.2)

9.5.1 Toxicity data

Studies on the toxicity to aquatic organisms have been carried out with the formulation BAS 758 00 F, the
active substances mefentrifluconazole (BAS 750 F), metrafenone (BAS 560 F), pyraclostrobin
(BAS 500 F) and their relevant metabolites. Full details of these studies are provided in the respective EU
DAR/RAR and related documents of mefentrifluconazole (DAR, Vol. 3, B.9, January 2018; EFSA Journal
2018;16(7):5379), metrafenone (DAR, Vol. 3, B.9, July 2005; EFSA Scientific report No. 58, 1-72 (2006))
and pyraclostrobin (Monograph, Vol. 3, Annex B.9, August 2001; EU Review Report SANCO/1420/2001-
final, September 2004) as well as in Appendix 2 of this document (new studies).

Except for a new acute study on toxicity of mefentrifluconazole to Pimephales promelas and a study on
toxicity of M750F005 to Oncorhynchus mykiss, all studies conducted with the active substance
mefentrifluconazole and its metabolites have already been submitted and evaluated during the Annex |
inclusion process of mefentrifluconazole.

The selection of studies and endpoints for the risk assessment for metrafenone is generally in line with the
results of the EU review process. Justifications for any deviations are provided below.

The selection of studies and endpoints and the risk assessments for pyraclostrobin are in line with the results
of the EU review process. In addition to the EU agreed endpoints, new studies and the resulting endpoints
are only considered here if essential for the risk assessment or in support of previous evaluations.

Effects on aquatic organisms of product BAS 758 00 F were not evaluated previously as part of the EU

assessment of the active substances. New data submitted with this application are listed in Appendix 1 and
summarized in Appendix 2.

Appropriate risk assessments for aquatic organisms for the active substances, their major metabolites and
the formulated product BAS 758 00 F for the proposed use pattern are provided based on available toxicity
data.

Full references to cited literature are given at the end of this document.

Internal



BAS 758 00 F / Revyflex Plus
Part B — Section 9 - Core Assessment
ZRMS version

Page 76 /547

Mefentrifluconazole (BAS 750 F) and metabolites

The results from toxicity tests with representative aquatic species conducted with the active substance
mefentrifluconazole and its metabolites found in aquatic systems are summarized in Table 9.5.1-1.

Table 9.5.1-1: Endpoints and effect values relevant for the risk assessment for aquatic
organisms — mefentrifluconazole and relevant metabolites
Species Substance Exposure | Results Reference /
System BASF DoclD
Oncorhynchus mykiss | mefentrifluconazole |96 h, f LCso = 0.532 mg a.s./L mm EFSA Journal
2018;16(7):5379 /
2014/1036951
Cyprinus carpio mefentrifluconazole |96 h, f LCs0=1.126 mg a.s./L mm EFSA Journal
2018;16(7):5379 /
2015/1249071
Cyprinodon mefentrifluconazole |96 h, ss LCso = 0.761 mg a.s./L mm EFSA Journal
variegatus ¥ 2018;16(7):5379 /
2014/7002810
Danio rerio mefentrifluconazole |96 h, s LCso = 0.906 mg a.S./L mm EFSA Journal
2018;16(7):5379 /
2015/1001581
D. rerio mefentrifluconazole |36d, f NOEC =0.024 mg a.s./L nom™* | EFSA Journal
(ELS study) NOEC =0.027 mg a.s./L mm  |2018;16(7):5379/
2014/1262160
C. variegatus V mefentrifluconazole |35d, f NOEC > 0.160 mg a.s./L nom > | EFSA Journal
(ELS study) NOEC >0.147 mg a.s./L mm  |2018;16(7):5379/
2015/7000619
D. rerio mefentrifluconazole |69 d, f NOEC >0.041 mg a.s./L nom™> | EFSA Journal
(FSDT study) NOEC > 0.045 mg a.s./L mm |2018;16(7):5379/
2015/1099093
D. rerio mefentrifluconazole |140d, f NOEC =0.023 mg a.s./L nom* | EFSA Journal
(FLC study) NOEC =0.022 mg a.s./L mm |2018;16(7):5379/
2016/1042889
O. mykiss mefentrifluconazole |14 d uptake, | BCFkLg whole fish) = 385 EFSA Journal
(BCF study) 7d 2018;16(7):5379 /
depuration 2015/1122811
Daphnia magna mefentrifluconazole |48 h,s ECso0 =0.944 mg a.S./L mm EFSA Journal
2018;16(7):5379 /
2013/1250866
Americamysis mefentrifluconazole |48 h, f LCs0=1.53mg a.5./L mm EFSA Journal
bahia 2018;16(7):5379 /
2014/7002845
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Species Substance Exposure | Results Reference /
System BASF DoclD
Crassostrea virginica | mefentrifluconazole |96 h, f ECs0=0.947 mg a.s./L mm EFSA Journal
D 2018;16(7):5379 /
2015/7000021
D. magna mefentrifluconazole |21 d, ss NOEC =0.010 mg a.s./L nom | EFSA Journal
EC10=0.0175mg a.s./Lnom™ |2018;16(7):5379/
2014/1098028
NOEC =0.0091 mg a.s./L mm
EC10=0.0161 mg a.s./L mm
A. bahia P mefentrifluconazole |28d, f NOEC>0.0132 mg a.s./Lmm |EFSA Journal
2018;16(7):5379 /
2016/7001293
D. pulex mefentrifluconazole |21 d, ss NOEC =0.0282 mg a.s./L nom |EFSA Journal
EC10=0.0573 mg a.s./Lnom™* |2018;16(7):5379 /
2015/1003913
NOEC = 0.0276 mg a.s./L mm
EC10=0.0567 mg a.s./L mm
D. longispina mefentrifluconazole |21 d, ss NOEC =0.0338 mg a.S./Lnom |EFSA Journal
EC10=0.0558 mg a.5./L nom * |2018;16(7):5379 /
2015/1003912
NOEC =0.0342 mg a.s./Lmm |+ 2015/1251197
EC10=0.0564 mg a.S./L mm
Chironomus dilutus | mefentrifluconazole |10 d, ss NOEC =7.08 mg a.s./kg dry |EFSA Journal
(spiked sediment) sediment mm 2018;16(7):5379 /
ECso > 96 mg a.s./kg dry 2015/7000621
sediment mm
Hyalella azteca mefentrifluconazole |10d, ss NOEC > 100 mg a.s./kg dry EFSA Journal
(spiked sediment) sediment mm 2018;16(7):5379 /
ECso > 100 mg a.s./kg dry 2015/7000622
sediment mm
Leptocheirus mefentrifluconazole |10d,s NOEC > 95 mg a.s./kg dry EFSA Journal
plumulosus sediment mm 2018;16(7):5379 /
(spiked sediment) ECso > 95 mg a.s./kg dry 2015/7000623
sediment mm
C. riparius mefentrifluconazole |28d, s NOEC > 1.158 mg a.s./kg dry | EFSA Journal
(spiked sediment) sediment im 2018;16(7):5379 /
2014/1243181
+2017/1044236
C. dilutus mefentrifluconazole |63 d, ss NOEC =5.7 mg a.s./kg EFSA Journal
(LC study; spiked dry sediment mm 2018;16(7):5379 /
sediment) LCs0 > 9.2 mg a.s./kg 2016/7006526
dry sediment mm
Pseudokirchneriella | mefentrifluconazole |72h,s E/Cso=1.352 mg a.5./L mm EFSA Journal
subcapitata ? E,Cso =0.777 mg a.5./L mm 2018;16(7):5379 /
2013/1250865
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Species

Substance

Exposure | Results

System

Reference /
BASF DoclD

Skeletonema
costatum 12

mefentrifluconazole

72h,s ErCs0=10.679 mg a.s./L mm

EyCs0 =0.479 mg a.S./L mm

EFSA Journal
2018;16(7):5379 /
2015/7000620
+2016/1292092
(re-calculation)

Navicula pelliculosa
2)

mefentrifluconazole

72h,s E/Cso=1.347 mg a.5./L mm

EyCs0 =0.671 mg a.S./L mm

EFSA Journal
2018;16(7):5379 /
2015/7000618
+2016/1292093
(re-calculation)

Anabaena flos-aquae
2)

mefentrifluconazole

72h,s E/Cs0 & EyCso> 3.08

mg a.S./L mm

EFSA Journal
2018;16(7):5379 /
2015/7000617

Lemna gibba ?

mefentrifluconazole

7d,s E«Cso & E,Cso > 2.017

mg a.s./L im

EFSA Journal
2018;16(7):5379 /
2014/1001322
+2018/1220943

O. mykiss

1,2,4-triazole
(Reg. No. 87084;
M750F001)

96 h, s LCso = 498 mg/L nom

EFSA Journal
2018;16(7):5379 /
1983/1000494

0. mykiss

M750F005
(Reg. No. 6003433)

96 h, S LCSO > 5 mg/L nom

New study — not EU
evaluated /
2019/1022695

O. mykiss

M750F006
(Reg. No. 5863469)

9% h, s LCso = 6.2 mg/L mm

EFSA Journal
2018;16(7):5379 /
2016/1128152

0. mykiss

M750F007
(Reg. No. 6003432)

9% h, s LCso > 7.2 mg/L mm

EFSA Journal
2018;16(7):5379 /
2015/1001489

0. mykiss

1,2,4-triazole

28d, ss NOEC = 3.2 mg/L nom

EFSA Journal
2018;16(7):5379 /
2002/1007850

D. magna

1,2,4-triazole

48 h, s ECso > 100 mg/L nom

EFSA Journal
2018;16(7):5379 /
1995/1001851

D. magna

M750F003

48 h, S ECSO > 100 mg/L nom

EFSA Journal
2018;16(7):5379 /
2016/1289876

D. magna

M750F005

48 h, s ECso > 8.58 mg/L mm

EFSA Journal
2018;16(7):5379 /
2015/1001490

D. magna

M750F006

48 h, s ECso = 4.42 mg/L mm

EFSA Journal
2018;16(7):5379 /
2015/1001492

D. magna

M750F007

48 h, S EC50 > 10 mg/L nom*

ECs0> 9.9 mg/L mm

EFSA Journal
2018;16(7):5379 /
2015/1003915

D. magna

M750F008

48 h, s ECso > 8.07 mg/L mm

EFSA Journal
2018;16(7):5379 /
2015/1001493
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Species Substance Exposure | Results Reference /
System BASF DoclD

C. riparius M750F003 284d,s NOEC > 1.944 mg/kg dry EFSA Journal
sediment im 2018;16(7):5379 /
2015/1003916
+2017/1044237

P. subcapitata ? 1,2,4-triazole 72h,s E/Cso=22.5 mg/L™ mm EFSA Journal
2018;16(7):5379 /
2001/1022266

P. subcapitata ? M750F003 72h,s E/Cso > 100 mg/L nom EFSA Journal
2018;16(7):5379 /
2016/1289875

P. subcapitata ? M750F005 72h,s E/Cs0> 8.57 mg/L mm EFSA Journal
2018;16(7):5379 /
2015/1184816

P. subcapitata ? M750F006 72h,s E/Cso=1.42 mg/L mm EFSA Journal
2018;16(7):5379 /
2015/1184815

P. subcapitata ? M750F007 72h,s E/Cs0 > 10 mg/L nom EFSA Journal
2018;16(7):5379 /
2015/1003914

P. subcapitata ? M750F008 72h,s E/Cs0=4.08 mg/L mm EFSA Journal
2018;16(7):5379 /
2015/1001491

Abbreviations: s: static; ss: semi-static; f: flow-through; nom: based on nominal concentrations; mm: based on mean measured
concentrations; im: based on initial measured concentrations; ELS: early life stage; LC: Life cycle; FLC: full life cycle; FSDT:
fish sexual development test; BCF: Bioconcentration factor.

Bold figures: Endpoint used in standard tier 1 risk assessment if more than one endpoint is available for the respective group or
organism.

* In addition to the EU agreed endpoints (based on mean measured concentrations), the endpoints based on nominal
concentrations are shown here since the measured concentrations were within + 20% of nominal throughout the studies. For
the risk assessment the mean measured endpoints are used.

D Marine species

2 According to the EFSA Aquatic Guidance (EFSA, 2013) as well as according to the PRAPeR meeting (Sept 2015) endpoints
based on growth rate are relevant for risk assessment of primary producers.

3)  Considering the endpoint for the study on P. subcapitata using 1,2,4-triazole, there is a discrepancy in the value reported in the
study report (i.e. DoclD 2001/1022266), between the first EU evaluation (i.e. Annex | approval of epoxiconazole (EFSA, 2015),
ErCso > 31 mg/L) and the endpoint reported in the Annex | approval of mefentrifluconazole (i.e. EiCso = 22.5 mg/L). For the
risk assessment the EU agreed endpoint (E:Cso > 22.5 mg/L, based on mean measured concentrations) is used.
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Metrafenone (BAS 560 F) and metabolites

The results from toxicity tests with representative aquatic species conducted with the active substance
metrafenone and its metabolites found in aquatic systems are summarized in Table 9.5.1-2.

Table 9.5.1-2: Endpoints and effect values relevant for the risk assessment for aquatic
organisms — metrafenone and relevant metabolites
Species Substance Exposure Results Reference /
System BASF DoclD
Oncorhynchus mykiss | metrafenone 96 h, f LCs > 0.82 EFSA Scientific
mg a.s./L mm report No. 58, 1-72
(2006) /
1999/7000289
Cyprinodon metrafenone 96 h, f LCso0>0.35 New study — not EU
variegatus mg a.s./L mm? evaluated /
2005/7003439
P. promelas metrafenone 32d NOEC =0.228 EFSA Scientific
mg a.s./L mm report No. 58, 1-72
(2006) /
2000/7000128
P. promelas metrafenone 334d,f NOEC =0.204 New study — not EU
(ELS study) mg a.s./L mm evaluated /
2012/1009601
Lepomis macrochirus | metrafenone 28 d uptake, 14 d BCFrrr wholefisy = | EFSA Scientific
(BCF study) depuration 470 - 530 report No. 58, 1-72
BCFparem (whole fish) = (2006) /
140 - 180 2001/7000274
Daphnia magna metrafenone 48 h, s ECs0 > 0.92 EFSA Scientific
mg a.s./L mm report No. 58, 1-72
(2006) /
1999/7000287
Crassostrea virginica ) | metrafenone 96 h, f 48-h LCs0>0.33 New study — not EU
mg a.s./L mm? 3 evaluated /
2005/7003442
D. magna metrafenone 214, ss NOEC =0.225 EFSA Scientific
mg a.s./L mm report No. 58, 1-72
(2006) /
2000/7000130
Americamysis bahia ¥ | metrafenone 284d, f NOEC =0.022 New study — not EU
mg a.s./L mm evaluated /
2007/7009454
Chironomus riparius | metrafenone 28 d, s, overlying NOEC =1.0 EFSA Scientific
water mg a.s./L nom report No. 58, 1-72
(2006) /
2001/7000462
C. riparius metrafenone 28 d, s, spiked NOEC =296 New study — not EU
sediment mg a.s./kg dry evaluated /
sediment nom 2010/1145509
Leptocheirus metrafenone 10 d, s, sediment ECso> 1.7 New study — not EU
plumulosus Y mg a.s./kg dry evaluated /
sediment mm 2011/7000373
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Species Substance Exposure Results Reference /
System BASF DoclD
Selenastrum metrafenone 72h,s E/Cso > 0.87 EFSA Scientific
capricornutum 4 mg a.S./L mm report No. 58, 1-72
(syn. EnCs0=0.71 (2006) /
Pseudokirchneriella mg a.S./L mm 2000/7000122
subcapitata)
0. mykiss CL 375816 96 h, s LCs0>99 mg/L mm | EFSA Scientific
report No. 58, 1-72
(2006) /
2002/1004394
O. mykiss CL 4084564 96 h, s LCso = 16.4 mg/L mm | EFSA Scientific
report No. 58, 1-72
(2006) /
2002/1005255
D. magna CL 375816 48 h, s ECso > 100 mg/L nom | EFSA Scientific
report No. 58, 1-72
(2006) /
2002/1004870
D. magna CL 4084564 48 h, s ECso =46 mg/L mm | EFSA Scientific
report No. 58, 1-72
(2006) /
2002/1004869
P. subcapitata * CL 375816 72h,s ErCso > 100 mg/L nom | EFSA Scientific
EpnCso > 100 report No. 58, 1-72
mg/L nom (2006) /
2002/1004873
P. subcapitata CL 4084564 72h,s E/Cso = 38.7 EFSA Scientific
Mg/L mm report No. 58, 1-72
EnCso = 27.8 (2006) /
ma/L mm 2002/1004872

Abbreviations: s: static; ss: semi-static; f: flow-through; nom: based on nominal concentrations; mm: based on mean measured
concentrations; im: based on initial measured concentrations: imm: based on initial measured concentrations; ELS: Early life
stage; BCF: Bioconcentration factor.

Bold figures: Endpoint used in standard tier 1 risk assessment if more than one endpoint is available for the respective group or

organism.
D Marine species

2 Based on centrifuged samples.
8 The 96-h ECso based on shell deposition in oyster (ECso = 0.22 mg a.s./L) is not considered to be an adequate measure for acute
toxicity. Instead, the 48-h LCso value (> 0.33 mg a.s./L) should be considered for the acute RA for C. virginica. For detailed
justification chapter 9.5.1.1 below.
4 According to the EFSA Aquatic Guidance (EFSA, 2013) as well as according to the PRAPeR meeting (Sept 2015) endpoints

based on growth rate are relevant for risk assessment of primary producers.

5 The 10-day L. plumulosus study is an acute study that only assesses mortality (study can be submitted upon request). Since a
chronic 28-d study on C. riparius is available, the endpoint from this study is the most relevant and used for the risk assessment.
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Pvyraclostrobin (BAS 500 F) and metabolites

The EU agreed endpoints for the active substance pyraclostrobin (BAS 500 F) and its major metabolites
(endpoints from new studies are currently evaluated in the Annex I renewal process of pyraclostrobin) are
used for the risk assessment on aquatic organisms.

Besides the standard fish species O. mykiss, six further fish species were tested in acute 96 h laboratory
studies with pyraclostrobin and an SSD analysis based on the 96 h NOEC and LCsp values was conducted
(for details on SSD calculations see "Refined Risk Assessment for pyraclostrobin (BAS 500 F)" which is
provided below).

Besides acute and chronic studies with the standard species D. magna, a mesocosm study that includes a
great number of different and more relevant freshwater invertebrate species is available and used in a
higher-tier assessment to address the risk to aquatic invertebrates and the clearly less sensitive primary
producers (for details see "Refined Risk Assessment for pyraclostrobin (BAS 500 F)" which is provided
below).

In addition to the standard ELS study on O. mykiss, used for tier 1 level risk assessment, ELS studies on
two other fish species have been performed (i.e. C. variegatus and P. promelas) and are currently under
evaluation in the AIR3 submission process of pyraclostrobin (summaries of these new studies are attached
in Appendix 2). The NOECs for the three tested fish species can be used to calculate a geometric mean,
which is one of the options for refining the chronic risk to fish. Alternative approaches are also presented
(for details see "Refined Risk Assessment for pyraclostrobin (BAS 500 F)" provided below).

Furthermore, spiked sediment Chironomus studies were performed with the soil (sediment) metabolites
BF 500-3, BF 500-6 and BF 500-7 (BASF DoclDs 2013/1237446, 2014/1001481 and 2014/1001482).
These studies were submitted for the Annex | renewal process of pyraclostrobin and are currently in the
evaluation phase on EU level. Study summaries are provided in Appendix 2 of this dossier and the results
are considered for the risk assessment below.

The results from toxicity tests with representative aquatic species conducted with the active substance
pyraclostrobin and its metabolites found in aquatic systems are summarized in Table 9.5.1-3.

Table 9.5.1-3: Endpoints and effect values relevant for the risk assessment for aquatic
organisms — pyraclostrobin and relevant metabolites
Species Substance Exposure |Results Reference /
System BASF DoclD
Oncorhynchus mykiss | pyraclostrobin 96 h, s LCs0 =0.00616 EU Review Report
mg a.s./L mm (SANCO/1420/2001-
final, September 2004) /
1999/11414
Cyprinus carpio pyraclostrobin 96 h, s LCso =0.0177 Monograph (Vol. 3,
mg a.S./L mm Annex B.9, August
2001) /
1998/11580
Danio rerio pyraclostrobin 96 h, s LCso = 0.0619 Monograph (Vol. 3,
mg a.S./L mm Annex B.9, August
2001) /
1999/11834
Lepomis macrochirus | pyraclostrobin 96 h, s LCso = 0.0254 Monograph (Vol. 3,
mg a.s./L mm Annex B.9, August
2001) /
1998/10951
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Species Substance Exposure |Results Reference /
System BASF DoclD
Leuciscus idus pyraclostrobin 96 h, s LCso = 0.0191 Monograph (Vol. 3,
melanotus ¥ mg a.s./L mm Annex B.9, August
2001) /
1999/11835
Oryzias latipes ¥ pyraclostrobin 96 h, s LCso = 0.0533 Monograph (Vol. 3,
mg a.s./L mm Annex B.9, August
2001) /
1999/11821
Pimephales pyraclostrobin 96 h, s LCso = 0.0161 Monograph (Vol. 3,
promelas mg a.s./L mm Annex B.9, August
2001) /
1999/11833
O. mykiss pyraclostrobin 284d, f NOEC = 0.00464 EU Review Report
mg a.s./L nom (SANCO/1420/2001-
final, September 2004) /
1999/11249
O. mykiss pyraclostrobin 98d, f NOEC = 0.00235 EU Review Report
(ELS study) mg a.s./L mm (SANCO/1420/2001-
final, September 2004) /
1999/11343
O. mykiss pyraclostrobin 974d, f NOEC = 0.005 Monograph (Vol. 3,
(ELS study with mg a.S./L nom Annex B.9, August
multiple exposure) 2001) /
1999/11537
+ amendment:
2018/1123384
L. macrochirus pyraclostrobin BCF
(whole
fish) 675 (chlorophenyl
label) T m——
eview Repor
ecl{felyillabel) (SANCO/1420/2001-
final, September 2004)
1999/11348
Daphnia magna pyraclostrobin 48 h, s ECs0 = 0.0157 EU Review Report
mg a.s./L nom (SANCO/1420/2001-
final, September 2004) /
1999/10444
+ amendment:
1999/10739
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Species Substance Exposure |Results Reference /
System BASF DoclD
D. magna pyraclostrobin 214, ss NOEC = 0.0040 EU Review Report
mg a.s./L nom (SANCO/1420/2001-
final, September 2004) /
1999/11864
Chironomus pyraclostrobin 28d, s, NOEC =0.040 EU Review Report
riparius spiked mg a.s./L nom (SANCO/1420/2001-
water (=0.12 mg/kg dry final, September 2004) /
sediment #) 2000/1000010
+ recalculated endpoint
C. riparius pyraclostrobin 28d, NOEC =1.37 New study — not EU
spiked mg a.s./kg dry evaluated; submitted for
sediment | sediment evaluation under AIR3 /
2012/1185699
Pseudokirchneriella | pyraclostrobin 72h,s ErCso > 0.843 EU Review Report
subcapitata % mg a.s./L mm ¥ (SANCO0/1420/2001-
EyCs0=0.148 final, September 2004) /
mg a.s./L mm ¥ 1999/11020
+ supplement:
2009/1037148
Outdoor mesocosm | pyraclostrobin 6 mo, s NOEC = 0.008 Monograph (Vol. 3,
(multiple spray mg a.S./L nom Annex B.9, August
application) ® 2001) /
2000/1000011
O. mykiss BF 500-11 96 h, s LCs0> 100 mg/L mm EU Review Report
(SANCO/1420/2001-
final, September 2004) /
1999/11909
O. mykiss BF 500-13 96 h, s LCs0> 50 mg/L nom EU Review Report
<100 mg/L nom (SANCO/1420/2001-
final, September 2004) /
1999/11913
O. mykiss BF 500-14 96 h, s LCs0>39.4 mg/L mm |EU Review Report
< 82.6 mg/L mm (SANCO/1420/2001-
final, September 2004) /
1999/11837
D. magna BF 500-11 48 h, s ECs0> 100 mg/L nom | EU Review Report
(SANCO/1420/2001-
final, September 2004) /
1999/11917
D. magna BF 500-13 48 h, s ECs0> 100 mg/L nom | EU Review Report
(SANCO/1420/2001-
final, September 2004) /
1999/11921
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Species Substance Exposure |Results Reference /
System BASF DoclD
D. magna BF 500-14 48 h, s ECs0>60.9 mg/L mm | EU Review Report
(SANCO/1420/2001-
final, September 2004) /
1999/11910
C. riparius Y BF 500-3 28 d, NOEC > 16.0 mg/kg | New study — not EU
spiked dry sediment evaluated; submitted for
sediment evaluation under AIR3 /
2013/1237446
Scenedesmus BF 500-11 72h,s E/Cs0 & ExCso> 100 EU Review Report
subspicatus Mo/L nom (SANCO/1420/2001-
final, September 2004) /
1999/11918
S. subspicatus ¥ BF 500-13 72h,s E/Cs0> 100 mg/L nom | EU Review Report
EbCso = 66.0 mg/L nom | (SANCO/1420/2001-
final, September 2004) /
1999/11922
S. subspicatus BF 500-14 72h,s E/Cs0> 100 mg/L nom | EU Review Report
EbCso = 46.6 mg/L nom | (SANCO/1420/2001-
final, September 2004) /
1999/11914

Abbreviations: ELS: early life stage; BCF: bioconcentration factor; s: static; ss: semi-static; f: flow-through; nom: based on nominal
concentrations; mm: based on mean measured concentrations; im: based on initial measured concentrations

Note: There are additional new studies with marine species performed for registration in the US. However, a mesocosm study is
available, which provides exhaustive information on a large variety of relevant freshwater species.

Bold figures: Endpoint used in standard tier 1 risk assessment if more than one endpoint is available for the respective group or

#
D

2)

3)
4)

5)

organism.

Based on sediment concentration in spiked water study.
Study was not submitted during the Annex | inclusion process of pyraclostrobin, but is currently evaluated in the Annex |
renewal process of pyraclostrobin
Marine / saltwater species

Study was performed with a previous representative solo-formulation BAS 500 00 F; however, results are given in mg a.s./L.
In accordance to recent guidelines (EFSA, 2013; OECD, 2011), the 72-h endpoints of the EU agreed study on the green alga
have been (re-)calculated from original data. The re-calculated values are presented here and are used in the aquatic risk
assessment; for details on these calculations please refer to the supplement. A summary of this study and the re-calculations is

provided in chapter 8.2 of the MCA dossier part for Annex | renewal.

According to the EFSA Aquatic Guidance (EFSA, 2013) as well as according to the PRAPeR meeting (Sept 2015) endpoints
based on growth rate are relevant for risk assessment of primary producers.
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Formulated product (BAS 758 00 F)

The results from the toxicity tests with representative aquatic species conducted with the formulation
BAS 758 00 F found in aquatic systems are summarized in Table 9.5.1-4.

Table 9.5.1-4: Endpoints and effect values relevant for the risk assessment for aquatic
organisms — BAS 758 00 F
Species Substance Exposure Results Reference /
System BASF DocID
Oncorhynchus mykiss | BAS 758 00 F 9% h, s LCso = 0.0884 New study — not EU
mg/L nom evaluated
2020/2033900
Daphnia magna BAS 758 00 F 48 h, s ECs0=0.362 New study — not EU
mg/L nom evaluated
2020/2033902
Pseudokirchneriella |BAS 758 00 F 72h,s E/Cso = 3.82 mg/L nom | New study — not EU
subcapitata EyCs0=1.43 evaluated
mg/L nom 2020/2033904

Abbreviations: s: static; nom: based on nominal concentrations
D According to the EFSA Aquatic Guidance (EFSA, 2013) as well as according to the PRAPeR meeting (Sept 2015) endpoints
based on growth rate are relevant for risk assessment of primary producers.

9.5.1.1 Justification for new endpoints

Mefentrifluconazole and metabolites

In general, for mefentrifluconazole and its metabolites the EU agreed endpoints are used for the risk
assessment. A new acute study on P.promelas conducted using the active substance is available.
Additionally, a new acute study on toxicity of M750F005 (metabolite of mefentrifluconazole) to fish is
available. This study was conducted post Annex | inclusion for a different region. The study is provided to
support the risk assessment of metabolites.

In line with the EFSA conclusion (EFSA Journal 2018;16(7):5379), the chronic endpoints for fish and
invertebrates based on mean measured values are considered for the risk assessment.

Review Comments:

ZRMS agrees with Applicant proposal. The acute study on toxicity of M750F00F to fish is essential for
the risk assessment.

Metrafenone

Several studies with aquatic organisms exposed to the active substance (metrafenone) were submitted for
the first EU review and were considered to be acceptable. However, to ensure that the supporting data base
complies with current guidelines, for most aquatic endpoints, either repeat testing of the same species or
studies with additional species has produced lower values. Therefore, for the aquatic risk assessment, RAC
values have been derived from the lowest endpoints taken from either the original or updated data sets. All
studies referred to were submitted to support the renewal of active substance approval for metrafenone.
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Furthermore, the 96-h ECso (based on shell deposition) in oyster is not considered to be an adequate measure
for acute toxicity because it is not based on mortality (or immobilization as a surrogate for mortality) but
on shell growth. The relevant endpoint of acute studies on aquatic vertebrates and invertebrates (used for
acute aquatic RAS) is mortality or immobilization as a surrogate for mortality (i.e. in the OECD guidelines
acute endpoints do not contain any growth endpoint (e.g. OECD 202 and 203)) and thus using a growth
endpoint is not in line with the OECD guidelines. Furthermore, the EU Regulation 283/2013 (European
Commission, 2013) defining the data requirements for active substances advices to use a 48-h (not a 96-h)
endpoint for acute RA for additional aquatic invertebrate species. In conclusion, the 48-h LCs value (>
0.33 mg a.s./L) should be considered for the acute RA for C. virginica.

Review Comments:

The zRMS is of the opinion that the endpoints given in the current LOEP of metrafenone should be
considered for the risk assessment, unless it is necessary to take account of new data to demonstrate the
safe application of the measure.

The first EU review of metrafenone was in 2006, resulting in a very limited data set of toxicity to aquatic
organisms (tests were performed on four standard species). Therefore, as an exception to the general rule,
the Applicant’s approach was accepted. New studies with additional species will be considered in the
risk assessment (Cyprinodon variegatus, Crassostrea virginica, Americamysis bahia). Additionally, the
ELS study with Pimephales promelas and Chironomus riparius (sediment exposure) will be included for
the comprehensive of the evaluation.

Pyraclostrobin and metabolites

All new studies are currently in the evaluation phase of the Annex I renewal process of pyraclostrobin.

In addition to the EU agreed ELS study on O. mykiss, ELS studies on two other fish species have been
performed (i.e. C. variegatus (DoclD 2000/5247) and P. promelas (DoclD 2000/5053) as requested by US-
EPA. The results for the three tested fish species can be used to calculate a geometric mean of 4.72 g
a.s./L (for details on the Geometric mean calculations see "Refined Risk Assessment for pyraclostrobin
(BAS 500 F)", which is provided below).

Also, a Lemna gibba study was conducted as part of the submission data package requested by US-EPA
(BASF DoclD 2000/5037) and resulting data is considered here for the sake of completeness.

Regarding the risk resulting from sediment exposure a new study with Chironomus riparius (DoclD
2012/1185699) covering exposure via sediment was conducted according to requirements for the active
substance. In addition, spiked sediment Chironomus studies were performed with the soil (sediment)
metabolites BF-500-3, BF-500-6 and BF 500-7 (BASF DoclDs 2013/1237446, 2014/1001481 and
2014/1001482). These studies were submitted for the Annex | renewal process of pyraclostrobin and are
currently in the evaluation phase on EU level.

Summaries of these new studies are attached in Appendix 2.
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Review Comments:

Regarding the risk resulting from sediment exposure a new studies with Chironomus was conducted for
the active substance and its metabolites. However, these studies were submitted within AIR 3
(pyraclostrobin) renewal process and are currently in the evaluation phase on EU level. Therefore, only
studies essential for the risk assessment were evaluated.

Since pyraclostrobin and BF-500-3 reached > 10 % in sediment, they are considered in the risk
assessment by the zRMS.

The new studies with BF-500-6 and BF-500-7 metabolites are available. Regarding the low occurrence
and immobility of the metabolites in soil and low water solubility, it can be concluded that BF 500-6 and
BF 500-7 will not enter surface water to any relevant amount. Based on this assumption, new studies
with BF 500-6 and BF 500-7 are not evaluated by the ZRMS in the present dossier.

95.2 Risk assessment

The evaluation of the risk for aquatic organisms was performed in accordance with the recommendations
of the “Guidance document on tiered risk assessment for plant protection products for aquatic organisms in
edge-of-field surface waters (EFSA Aquatic GD) in the context of Regulation (EC) No 1107/2009”, as
provided by the Commission Services (SANTE-2015-00080, 15 January 2015).

In accordance with the EFSA AGD, risk assessment for algae and higher aquatic plants was performed
considering only the more relevant endpoint “growth rate” (E.Cso) where possible.

Furthermore, according to the EFSA Aquatic GD, the risk to aquatic life-stages of amphibians shall be
addressed. In general, regarding the aquatic risk assessment, several data analyses indicate that the risk
assessment for aquatic organisms (and fish in particular) covers the risk assessment for aquatic phases of
amphibians (Fryday S. and Thompson H., 2012, Weltje et al., 2013). Based on these extensive data reviews,
it can be concluded that the acute and chronic risk to aquatic life stages of amphibians can be addressed by
the currently requested and conducted risk assessment for aquatic organisms. This is also acknowledged in
the Aquatic Guidance Document (EFSA, 2013).
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Risk assessment for mefentrifluconazole (BAS 750 F)

For mefentrifluconazole EU agreed endpoints are considered for the tier 1 risk assessment.

Refined risk assessment for mefentrifluconazole (BAS 750 F)

The tier 1 ETR calculations (see below) demonstrate an acceptable risk for all groups of aquatic organisms
following all proposed uses of BAS 758 00 F.
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Acceptability of risk

The relevant worst-case predicted environmental concentrations in surface water bodies (PECs, and
PEC:eq), regulatory acceptable concentrations (RAC) for aquatic organisms and the resulting PEC/RAC
ratios (ETR) for the single and twofold application of mefentrifluconazole in “spring and winter cereals’
are given per intended use and each organism group and are presented in Table 9.5-6 - Table 9.5-9. Worst-
case PEC values for either ‘spring or winter cereals’ are considered in a risk envelope approach. For details
on the PEC calculations please refer to Part B, Section 8.9.
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Table 9.5-6: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for mefentrifluconazole for each organism group based on standard FOCUS
Step 1 - 3 calculations for single and twofold application (1x and 2x 67 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Group Fish acute Fish prolonged | Inverteb. acute [)I?(;/I%I:gesd Algae Higher-Plant | Group ?)?’?).Igr\:\gl]?g
Test species O. mykiss (FEérgtrliJc()jy) D. magna D. magna S. costatum L. gibba Test species C. riparius
Endpoint LCso NOEC ECso ECyo E/Cso E/Cso Endpoint NOEC
(Hg/L) 532 22 944 16.1 679 > 2017 (Hg/kg) > 1158
AF 100 10 100 10 10 10 AF 10
RAC (pg/L) 5.32 2.2 9.44 1.61 67.9 > 201.7 RAC (ug/kg) >115.8
PEC gi-sw
Step 1
13.728 2.6 6.2 1.5 8.5 0.2 <0.07 420.381 <36

Step 2

N-Europe 2.216 0.4 1.01 0.2 1.4 -- -- 72.548 <0.6
S-Europe 4.048 0.8 1.8 0.4 25 -- -- 135.574 <12
Step 3

D3 ditch 0.424 -- 0.2 -- 0.3 -- -- 0.345 <0.003
D4 pond 0.038 -- 0.02 -- 0.02 -- -- 0.351 <0.003
D4 stream 0.346 - 0.2 - 0.2 - - 0.126 <0.001
D5 pond 0.021 -- 0.01 -- 0.01 -- -- 0.205 <0.002
D5 stream 0.356 -- 0.2 -- 0.2 -- -- 0.024 <0.0002
R4 stream 0.495 - 0.2 - 0.3 - - 2.073 <0.02

Abbreviations: FLC: Full life cycle; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios above

the relevant trigger of 1 are shown in bold
D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.
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For the intended single and twofold application of BAS 758 00 F at 1x and 2x 67 g a.s./ha in *spring cereals’, the calculated PEC/RAC ratios for mefentrifluconazole
indicate an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore, no further
assessment is necessary.
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Table 9.5-7: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for mefentrifluconazole for each organism group based on standard FOCUS
Step 1 - 3 calculations for single and twofold application (1x and 2x 67 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Group Fish acute Fish prolonged | Inverteb. acute plp(\)lli':gga Algae Higher-Plant | Group ?Jer((j).l(?r\wlézl(lj.
Test species O. mykiss (FECrstrliJ%y) D. magna D. magna S. costatum L. gibba Test species C. riparius
Endpoint LCso NOEC ECso ECuwo E/Cso E/Cso Endpoint NOEC
(Hg/L) 532 22 944 16.1 679 > 2017 (Hg/kg) > 1158
AF 100 10 100 10 10 10 AF 10
RAC (ug/L) 5.32 2.2 9.44 1.61 67.9 >201.7 RAC (ug/kg) >115.8
oo [recug PECiRAC (€T ecan | e
Step 1
13.728 2.6 6.2 15 8.5 0.2 <0.07 420.381 <36

Step 2

N-Europe 2.216 0.4 1.01 0.2 14 -- -- 72.548 <0.6
S-Europe 4.048 0.8 1.8 0.4 25 -- -- 135.574 <1.2
Step 3

D3 ditch 0.423 -- 0.2 -- 0.3 -- -- 0.327 <0.003
D4 pond 0.039 -- 0.02 -- 0.02 -- -- 0.347 <0.003
D4 stream 0.313 -- 0.1 -- 0.2 -- -- 0.132 <0.001
D5 pond 0.023 -- 0.01 -- 0.01 -- -- 0.211 <0.002
D5 stream 0.338 -- 0.2 -- 0.2 -- -- 0.028 <0.0002
R1 pond 0.079 -- 0.04 -- 0.05 -- -- 1.082 <0.009
R1 stream 0.393 -- 0.2 -- 0.2 -- -- 1.408 <0.01
R3 stream 0.392 -- 0.2 - 0.2 -- - 1.292 <0.01
R4 stream 0.551 -- 0.3 - 0.3 -- - 1.513 <0.01
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Abbreviations: FLC: Full life cycle; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios above
the relevant trigger of 1 are shown in bold
D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 67 g a.s./ha in “‘winter cereals’, the calculated PEC/RAC ratios for mefentrifluconazole
indicate an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore, no further
assessment is necessary.
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Table 9.5-8: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for mefentrifluconazole for each organism group based on standard FOCUS
Step 1 - 3 calculations for single and twofold application (1x and 2x 100 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Group Fish acute Fish prolonged | Inverteb. acute ;p&%ﬁgg& Algae Higher-Plant |Group ?Jer((j).l(?r\wl\éil(ljl
Test species O. mykiss (FECrstrliJc():iy) D. magna D. magna S. costatum L. gibba Test species C. riparius
Endpoint LCso NOEC ECso ECuwo E/Cso E/Cso Endpoint NOEC
(ug/L) 532 22 944 16.1 679 > 2017 (na/kg) >1158
AF 100 10 100 10 10 10 AF 10
RAC (ug/L) 5.32 2.2 9.44 1.61 67.9 >201.7 RAC (ug/kg) >115.8
oo [recug PECiRAC (€T recan | TESmaS
Step 1
13.728 2.6 6.2 15 8.5 0.2 <0.07 420.381 <36
Step 2
N-Europe 2.216 0.4 1.01 0.2 14 -- -- 72.548 <0.6
S-Europe 4.048 0.8 1.8 0.4 25 -- -- 135.574 <1.2
Step 3
D3 ditch 0.632 -- 0.3 -- 0.4 -- -- 0.514 <0.004
D4 pond 0.057 -- 0.03 -- 0.04 -- -- 0.529 <0.005
D4 stream 0.517 -- 0.2 -- 0.3 -- -- 0.191 <0.002
D5 pond 0.032 -- 0.01 -- 0.02 -- -- 0.309 <0.003
D5 stream 0.531 - 0.2 - 0.3 -- - 0.036 <0.0003
R4 stream 0.742 -- 0.3 -- 0.5 -- -- 3.057 <0.03

Abbreviations: FLC: Full life cycle; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration;

the relevant trigger of 1 are shown in bold
D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

ETR: exposure-toxicity ratio; PEC/RAC ratios above

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 100 g a.s./ha in ‘spring cereals’, the calculated PEC/RAC ratios for mefentrifluconazole




BAS 758 00 F / Revyflex Plus Page 96 /547
Part B — Section 9 - Core Assessment
ZRMS version

indicate an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore, no further
assessment is necessary.
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Table 9.5-9: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for mefentrifluconazole for each organism group based on standard FOCUS
Step 1 - 3 calculations for single and twofold application (1x and 2x 100 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Group Fish acute Fish prolonged | Inverteb. acute plp(\)lli':gga Algae Higher-Plant | Group ?Jer((j)ll(()jr\wl\gl;?el(lj.
Test species O. mykiss (FECrstrliJc():iy) D. magna D. magna S. costatum L. gibba Test species C. riparius
Endpoint LCso NOEC ECso ECuwo E/Cso E/Cso Endpoint NOEC
(Hg/L) 532 22 944 16.1 679 > 2017 (Hg/kg) > 1158
AF 100 10 100 10 10 10 AF 10
RAC (ug/L) 5.32 2.2 9.44 1.61 67.9 >201.7 RAC (ug/kg) >115.8
ocus [recugm pEciRAC (€T recan | e
Step 1
13.728 2.6 6.2 15 8.5 0.2 <0.07 420.381 <36
Step 2
N-Europe 2.216 0.4 1.01 0.2 14 -- -- 72.548 <0.6
S-Europe 4.048 0.8 1.8 0.4 25 -- -- 135.574 <1.2
Step 3
D3 ditch 0.632 -- 0.3 -- 0.4 -- -- 0.486 <0.004
D4 pond 0.059 -- 0.03 -- 0.04 -- -- 0.522 <0.005
D4 stream 0.467 -- 0.2 -- 0.3 -- -- 0.200 <0.002
D5 pond 0.034 -- 0.02 -- 0.02 -- -- 0.319 <0.003
D5 stream 0.504 - 0.2 -- 0.3 -- -- 0.041 <0.0004
R1 pond 0.118 -- 0.05 -- 0.07 -- -- 1.612 <0.01
R1 stream 0.589 -- 0.3 -- 0.4 -- -- 2.087 <0.02
R3 stream 0.585 - 0.3 -- 0.4 -- -- 1.923 <0.02
R4 stream 0.827 - 0.4 -- 0.5 -- -- 2.240 <0.02
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Abbreviations: FLC: Full life cycle; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios
above the relevant trigger of 1 are shown in bold
D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 100 g a.s./ha in ‘winter cereals’, the calculated PEC/RAC ratios for mefentrifluconazole
indicate an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore, no further
assessment is necessary.
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Risk assessment for the metabolites of mefentrifluconazole (BAS 750 F)

The acute toxicity to fish of the metabolites M750F003, M750F005, and M750F008 has been estimated
using a QSAR (ECOSAR version 1.11) during the Annex | inclusion process to avoid unnecessary
vertebrate testing. The QSAR data for fish were assessed as valid in the DAR (please refer to VVolume 3
B.9 (AS), Chapter B.9.12.) and using a QSAR model for metabolite risk assessment is in line with the
proposed non-testing methods according to the EFSA Aquatic Guidance Document; specifically, to reduce
vertebrate toxicity testing (please refer to Chapter 10.1 of the Aquatic GD). Furthermore, there is clear
evidence from the available toxicity data for daphnia and algae that the metabolites are less toxic in
comparison to the parent. This is further shown by the new available acute toxicity study on O. mykiss with
M750F005 conducted for a different region post Annex | inclusion. The study shows a ~ 10 times lower
toxicity of the metabolite M750F005 (i.e. LCso > 5 mg/L) compared to the active substance and therewith
confirming the QSAR calculations. Additionally, in some cases in the algae and daphnia studies,
metabolites did not show any toxicity up to the solubility limit (in most cases metabolites are 10-times less
toxic than the parent). Finally, comparing the available data for daphnia and algae to the QSAR predictions
for these groups of organisms, confirms the appropriateness of the approach.

Similarly, for sediment dwellers, there is no indication of increased toxicity from the available data set.

Based on EFSA request during the EU review the aquatic risk assessment for metabolites of
mefentrifluconazole was performed assuming a 10-times increased toxicity to fish. Similarly, 10-times
increased toxicity to sediment dwellers was assumed. This approach is deemed overly conservative and
scientifically not justified as discussed above.

Nevertheless, the risk assessment for metabolites is shown below assuming a 10-times increased toxicity
to fish for M750F008 and similar toxicity in comparison to the parent compound for M750F003. For
sediment dwelling organisms, similar toxicity in comparison to the parent compound is assumed for
M750F001, M750F005, M750F006, M750F007, and M750F008.

Acceptability of risk

In Table 9.5-10, the exposure-toxicity ratios (ETRS) for aquatic organisms are given for the use of
BAS 758 00 F in “spring and winter cereals’ and for each organism group for the relevant metabolites of
mefentrifluconazole. Worst-case PECswied Values from single and twofold application (1x and 2x
100 g a.s./ha) in “spring and winter cereals’ are used for risk assessment and cover all intended uses.

Table 9.5-10: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for metabolites of
mefentrifluconazole for each organism group based on worst-case FOCUS Step
1-2 calculations following single and twofold application ¥ (1x _and
2x 100 g a.s./ha) of BAS 758 00 F in ‘spring and winter cereals’

Grou Fish Fish Inverteb. Alaae Grou Sed. dwell.

P acute |prolonged| acute g P prolonged
. 0. . P. . —
Test species mykiss O. mykiss | D. magna subcapitata Test species C. riparius
AF 100 10 100 10 AF 10
1,2,4-triazole (M750F001)

Endpoint LC50 NOEC ECso ErC50 Endpoint NOEC

(Hg/L) 498000 | 3200 | >100000 | >22500 |(Hg/kg) >1158 2

RAC (ug/L) 4980 320 > 1000 > 2250 RAC >115.8

(Hg/kg)
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Grou Fish Fish Inverteb. Algae Grou Sed. dwell.
P acute |[prolonged| acute g P prolonged
FOCUS PEC gl-max, sw P PEC gl-sed max PEC/RAC
Scenario (ug/L) PEC/RAC ratio (= ETR) (ug/ka) (= ETR)
Step 1
|2.154 | 00004 | 0007 | <0002 | <0001 [1783 <0.02
M750F003
Endpoint LCso NOEC ECso E:Cso Endpoint NOEC
(Hg/L) 5322 n.a. >100000 | >100000 |(Hg/kg) >1944
RAC (ug/L) 5.32 . >1000 | >10000 E@ig) >104.4
FOCUS PEC gl-max, sw P PEC gl-sed max PEC/RAC
Scenario | (ug/L) PEC/RAC ratio (= ETR) (ug/kg) (=ETR)
Step 1
|2.872 | o5 | - | <0003 | <00003 |16.854 <0.09
M750F005
_ LCss | NOEC ECso ECso | Endpoint NOEC
Endpoint (ug/L
point (Hg/L) >5000 | na >g580 | >8570 |(Morkg) > 11582
RAC (ug/L) > 50 - >85.8 > 857 i@ig) >115.8
FOCUS PEC gl-max, sw s PEC gl-sed max PEC/RAC
Scenario | (ug/L) PEC/RAC ratio (= ETR) (g/kg) (=ETR)
Step 1
|2.347 | <005 | - | <003 | <0003 [143.931 <12
Step 2
N-Europe |0.339 -- -- -- -- 24.968 0.2
S-Europe | 0.613 -- -- -- -- 46.547 <04
M750F006
_ LCss | NOEC ECso ECs | Endpoint NOEC
Endpoint (ug/L
point (/L) 6200 na. 4420 1420 (Hg/kg) >11582
RAC (ug/L) 62 - 44.2 142 (F:g/ig) >115.8
FOCUS PEC gl-max, sw s PEC gl-sed max PEC/RAC
Seenario | (ugiL) PEC/RAC ratio (= ETR) (Lg/kg) =ETR)
Step 1
|2.927 | oos | - | o007 | o002 [122329 <1.06
Step 2
N-Europe |0.457 -- -- -- -- 21.220 <0
S-Europe [0.830 -- -- -- -- 39.560 <
M750F007
_ LCss | NOEC ECso ECso | Endpoint NOEC
Endpoint (ug/L
point (Hg/L) >7200 | na >9900 | >10000 |(Mgrkg) > 11582
RAC (ug/L) >72 - >99 > 1000 E@ig) >1158
FOCUS PEC gl-max, sw s PEC gl-sed max PEC/RAC
Scenario (Lg/L) PEC/RAC ratio (= ETR) (g/kq) (=ETR)
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Grou Fish Fish Inverteb. Algae Grou Sed. dwell.
P acute |[prolonged| acute g P prolonged
Step 1
4.655 | <006 | - <0.05 <0.005 |160.566 <14
Step 2
N-Europe |0.747 -- -- -- -- 27.853
S-Europe |1.358 -- -- -- -- 51.926 <
M750F008
_ LCso | NOEC ECso ECso  |Endpoint NOEC
Endpoint (pg/L
point (o/L) 53.23) na. > 8070 4080 | (nglkg) >1158 2
RAC
RAC (ug/L 0.532 -- >80.7 408 >115.8
e (Hg/k) §
FOCUS PEC gl-max, sw s PEC gl-sed max PEC/RAC
Scenario (ug/L) PEC/RAC ratio (= ETR) (Lg/kg) (= ETR)
Step 1
0.302 | 06 | - | <ooo4 | 00007 [32120 | <03

Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration;
ETR: Exposure-toxicity ratio; n.a.: no study available; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to
Part B, Section 8.9.

2 The endpoint for the active substance is used since the toxicity of the metabolite is not expected to be greater than the active

substance from supporting data.

3 10-fold higher toxicity compared to the active substance is assumed.

For the intended single and twofold application of BAS 758 00 F in ‘spring and winter cereals’, the
calculated PEC/RAC ratios for the mefentrifluconazole metabolites indicate an acceptable risk for all
groups of aquatic organisms based on worst-case FOCUS Step 1 - 2 assumptions. Therefore, no further
assessment is necessary.
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Risk assessment for metrafenone (BAS 560 F)

The selection of studies and endpoints for the risk assessment for metrafenone is generally in line with the
results of the EU review process. Justifications for any deviations are provided above.

Acceptability of risk

The relevant worst-case predicted environmental concentrations in surface water bodies (PECs, and
PEC.cq), regulatory acceptable concentrations (RAC) for aquatic organisms and the resulting PEC/RAC
ratios (ETR) for the single and twofold application of metrafenone in ‘spring and winter cereals’ are given
per intended use and each organism group and are presented in Table 9.5-11 - Table 9.5-14. Worst-case
PEC values for either ‘spring or winter cereals’ are considered in a risk envelope approach. For details on
the PEC calculations please refer to Part B, Section 8.9.
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Table 9.5-11: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for metrafenone for each organism group based on standard FOCUS Step 1 - 3
calculations for single and twofold application (1x and 2x 100 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Group Fish Fish Inverteb. Inverteb. Algae Sed. dwell. Group Sed. dwell.
acute prolonged acute prolonged prolonged prolonged
Test species C.variegatus | P.promelas C. virginica A. bahia P. subcapitata C.riparius | Test species C. riparius
Endpoint LCso NOEC LCso NOEC E(Cso NOEC Endpoint NOEC
(ng/L) > 350 204 > 330 22 > 870 1000 (ng/kg) 296000
AF 100 10 100 10 10 10 AF 10
RAC (ug/L) >35 20.4 >33 2.20 > 87 100 RAC (ug/kg) 29600
Soorario |y s PECIRAC (= ETR) waia | "CeTRy
Step 1
15.876 <45 0.8 <48 7.2 < 02 0.2 394.722 0.01

Step 2

N-Europe 2.486 <0.7 -- <0.8 11 -- -- -- 66.420 --
S-Europe 4.665 <13 -- <l4 2.1 -- -- -- 127.694 -~
Step 3

D3 ditch 0.632 <0.2 -- <0.2 0.3 -- -- -- 0.466 --

D4 pond 0.062 <0.02 -- <0.02 0.03 -- -- -- 0.351 --

D4 stream 0.516 <0.1 -- <0.2 0.2 -- -- -- 0.251 --

D5 pond 0.028 <0.008 - <0.008 0.01 - - - 0.151 -

D5 stream 0.530 <0.2 -- <0.2 0.2 -- -- -- 0.033 --

R4 stream 0.663 <0.2 -- <0.2 0.3 -- -- -- 1.660 --

Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios above the relevant trigger
of 1 are shown in bold

D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.
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For the intended single and twofold application of BAS 758 00 F at 1x and 2x 100 g a.s./ha in “spring cereals’, the calculated PEC/RAC ratios for metrafenone indicate
an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECsuised Values. Therefore, no further assessment is
necessary.
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Table 9.5-12: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for metrafenone for each organism group based on standard FOCUS Step 1 - 3
calculations for single and twofold application (1x and 2x 100 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Group alf:ij'[]e proﬁ(i)snhge d In;/;:'tcgb. ;p&%ﬁgg& Algae Higher plant dsvsglll. Group d?/\(/et(ejl.l.
prolonged prolonged
Test species C.variegatus | P.promelas C. virginica A. bahia P. subcapitata L. gibba C.riparius | Test species C. riparius
Endpoint LCso NOEC LCso NOEC E(Cso E/Cso NOEC Endpoint NOEC
(Hg/L) > 350 204 > 330 22 > 870 > 327 1000 (Hg/kg) 296000
AF 100 10 100 10 10 10 10 AF 10
RAC (pg/L) >3.5 20.4 >3.3 2.20 > 87 >32.7 100 RAC (ug/kg) 29600
ocus [eEc ey PECIRAC (ETR rECu | PECRAC
Step 1
15.876 <45 0.8 <48 7.2 < 02 <0.5 0.2 394.722 0.01

Step 2

N-Europe 2.486 <0.7 -- <0.8 11 -- -- -- 66.420 --
S-Europe 4.665 <13 -- <l4 21 -- -- -- 127.694 --
Step 3

D3 ditch 0.631 <0.2 - <0.2 0.3 - - - 0.463 -

D4 pond 0.068 <0.02 -- <0.02 0.03 -- -- -- 0.376 --

D4 stream 0.466 <0.1 -- <0.1 0.2 -- -- -- 0.274 --

D5 pond 0.031 <0.009 - <0.009 0.01 - - - 0.176 -

D5 stream 0.504 <0.1 -- <0.2 0.2 -- -- -- 0.040 --

R1 pond 0.082 <0.02 -- <0.02 0.04 -- -- -- 0.448 --

R1 stream 0.515 <0.1 -- <0.2 0.2 -- -- -- 1.526 --

R3 stream 0.584 <0.2 -- <0.2 0.3 -- -- -- 1.758 --

R4 stream 0.732 <0.2 -- <0.2 0.3 -- -- -- 1.421 --
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Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios above the relevant trigger
of 1 are shown in bold
D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 100 g a.s./ha in “winter cereals’, the calculated PEC/RAC ratios for metrafenone indicate
an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECsuised Values. Therefore, no further assessment is
necessary.
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Table 9.5-13: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for metrafenone for each organism group based on standard FOCUS Step 1 - 3
calculations for single and twofold application (1x and 2x 150 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Group Fish Fish Inverteb. Inverteb. Algae Higher plant Sed. dwell. Group Sed. dwell.
acute prolonged acute prolonged prolonged prolonged
Test species C.variegatus | P.promelas | C.virginica A. bahia P. subcapitata L. gibba C. riparius | Test species C. riparius
Endpoint LCso NOEC LCso NOEC E/Cso E/Cso NOEC Endpoint NOEC
(Hg/L) > 350 204 > 330 22 > 870 > 327 1000 (Ha/kg) 296000
AF 100 10 100 10 10 10 10 AF 10
RAC (pg/L) >3.5 20.4 >3.3 2.20 > 87 >32.7 100 RAC (ug/kg) 29600
Soonario | (i) d PECIRAC (= ETR) wis | CETR)
Step 1
23.815 <6.8 1.2 <72 11 < 02 <0.7 0.2 592.083 0.02

Step 2

N-Europe 3.729 <1.07 0.2 <11 1.7 -- -- -- 99.630 --
S-Europe 6.998 <20 0.3 <21 3.2 -- -- -- 191.542 --
Step 3

D3 ditch 0.948 <0.3 - <0.3 0.4 - - - 0.694 -

D4 pond 0.100 <0.03 -- <0.03 0.05 -- -- -- 0.559 --

D4 stream 0.775 <0.2 -- <0.2 0.4 -- -- -- 0.400 --

D5 pond 0.043 <0.01 - <0.01 0.02 - - - 0.225 -

D5 stream 0.796 <0.2 -- <0.2 0.4 -- -- -- 0.050 --

R4 stream 1.020 <0.3 -- <0.3 0.5 -- -- -- 2.457 --

Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR:

of 1 are shown in bold
D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

exposure-toxicity ratio; PEC/RAC ratios above the relevant trigger
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For the intended single and twofold application of BAS 758 00 F at 1x and 2x 150 g a.s./ha in “spring cereals’, the calculated PEC/RAC ratios for metrafenone indicate
an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECsuised Values. Therefore, no further assessment is
necessary.
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Table 9.5-14: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for metrafenone for each organism group based on standard FOCUS Step 1 - 3
calculations for single and twofold application (1x and 2x 150 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Group alf:ij'[]e proﬁ(i)snhge d In;/;:'tcgb. ;p&%ﬁgg& Algae Higher plant dsvsglll. Group d?/\(/et(ejl.l.
prolonged prolonged
Test species C.variegatus | P.promelas C. virginica A. bahia P. subcapitata L. gibba C.riparius | Test species C. riparius
Endpoint LCso NOEC LCso NOEC E(Cso E/Cso NOEC Endpoint NOEC
(Hg/L) > 350 204 > 330 22 > 870 > 327 1000 (Hg/kg) 296000
AF 100 10 100 10 10 10 10 AF 10
RAC (pg/L) >3.5 20.4 >3.3 2.20 > 87 >32.7 100 RAC (ug/kg) 29600
ocus [eEc ey PECIRAC (ETR rECu | PECRAC
Step 1
23.815 <6.8 1.2 <72 10.8 < 02 <0.7 0.2 592.083 0.02

Step 2

N-Europe 3.729 <1.07 0.2 <11 1.7 -- -- -- 99.630 --
S-Europe 6.998 <20 0.3 <21 3.2 -- -- -- 191.542 --
Step 3

D3 ditch 0.947 <0.3 -- <0.3 0.4 - -- - 0.690 -

D4 pond 0.109 <0.03 -- <0.03 0.05 -- -- -- 0.599 --

D4 stream 0.700 <0.2 -- <0.2 0.3 -- -- -- 0.438 --

D5 pond 0.047 <0.01 -- <0.01 0.02 - -- - 0.263 -

D5 stream 0.756 <0.2 -- <0.2 0.3 -- -- -- 0.060 --

R1 pond 0.126 <0.04 -- <0.04 0.06 -- -- -- 0.674 --

R1 stream 0.792 <0.2 -- <0.2 0.4 -- -- -- 2.240 --

R3 stream 0.876 <03 - <03 0.4 - - - 2.606 -

R4 stream 1.127 <03 -- <0.3 0.5 -- -- -- 2.072 --
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Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios above the relevant trigger
of 1 are shown in bold
D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 150 g a.s./ha in “winter cereals’, the calculated PEC/RAC ratios for metrafenone indicate
an acceptable risk for all groups of aquatic organisms based on tier 1 toxicity data and standard FOCUS Step 1-3 PECsuised Values. Therefore, no further assessment is
necessary.
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Risk assessment for the metabolites of metrafenone (BAS 560 F)

Though the metabolite CL 377160 was observed in soil photolysis studies at concentrations up to 18.9 %
AR the first EU evaluation concluded that no metabolites required risk assessment in surface water and
sediment.

Acute fish, acute Daphnia and algae studies with the potentially relevant metabolites CL 375816 and
CL 4084564 were submitted during the initial Annex | review and were considered to be acceptable. The
results are presented in Table 9.5.1-2 for completeness. However, no risk assessment is necessary. No
additional aquatic studies with metabolites are being submitted.
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Risk assessment for pyraclostrobin (BAS 500 F)

Pyraclostrobin shows acute toxicity to fish. Thus, besides the standard fish species O. mykiss, six further
fish species were tested in acute 96 h laboratory studies with pyraclostrobin and an SSD analysis based on
the 96 h NOEC values was conducted (for details on SSD calculations see "Refined Risk Assessment for
pyraclostrobin (BAS 500 F)", which is provided below).

Besides acute and chronic studies with the standard aquatic invertebrate species D. magna, a mesocosm
study including a large number of different and more relevant freshwater invertebrate species is available
and used in a higher-tier assessment to address the risk to aquatic invertebrates (for details see "Refined
Risk Assessment for pyraclostrobin (BAS 500 F)" provided below).

Refined risk assessment for pyraclostrobin (BAS 500 F)

Based on standard ETR calculations (see below) a potential risk from the active substance pyraclostrobin
cannot be excluded for applications close to surface waters. Therefore, a refined assessment has been
performed based on a range of additional and higher-tier studies, which allows reducing potential
uncertainties significantly and provides the basis for a sound risk assessment for aquatic organisms with
specific consideration of the risk to fish.

First tier risk assessment schemes usually use very cautious, conservative approaches. The lowest endpoint
observed in worst-case laboratory tests is compared to an environmental concentration, which itself is based
on worst-case assumptions. In Europe, additional uncertainty factors are applied on this ratio between
toxicity and exposure (TER). It is 100 for acute and 10 for chronic tests, which is mainly based on the
uncertainty that other species/endpoints than those which have been tested in the laboratory studies may be
more sensitive to the test item.

Increasing the number of test species can therefore significantly reduce this uncertainty. For acute tests, the
TER should be above 100, because in addition to the uncertainty with respect to differential species
sensitivity, longer exposure may enhance toxicity and sub-lethal harmful effects are usually observed
significantly below the LCso. There are a number of further uncertainties with respect to extrapolating from
laboratory results to the field situation; however, due to the conservative nature of such tests, most of these
uncertainties are usually more than covered by the worst-case conditions of the laboratory tests.

Pyraclostrobin shows a very low acute-to-chronic ratio (ACR) and a very steep concentration-effect-
relationship, which demonstrates that an additional safety factor of three to four is sufficient and safe for
extrapolation from acute LCso/ECso data to chronic NOECs. NOEC values determined in acute studies for
sensitive fish species, are almost at the same level as those from long-term chronic studies (rainbow trout:
NOEC (96 h) =4.1 pg a.s./L, NOEC (98 d) = 2.35 ug a.s./L; fathead minnow: NOEC (96 h) =7 ug a.s./L,
NOEC (36 d) =4.14 ug a.s./L; i.e. the factor between acute and chronic NOEC values is < 2). This is further
supported by the higher-tier ELS study with trout simulating 8 contamination events with respective
degradation during the exposure peaks. In this case, simulating more realistic worst-case exposure, the
NOEC was 5 ug a.s./L, i.e. slightly above the level of the acute 96 h study.

To satisfactorily address remaining uncertainty and allow a more refined risk assessment, a range of
additional studies has been performed, such as additional species testing with fish and a complex mesocosm
study.
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A mesocosm study provides a complex and compelling impression of the potential effects of a test
substance under realistic conditions. For regulatory purposes it has been defined as a tool to negate
presumptions of unacceptable risks based on comparisons between estimates of Predicted Environmental
Concentrations (PEC) and No Observed Effect Concentrations (NOEC) derived from laboratory data and
to provide descriptive information on the duration and magnitude of adverse impacts (Touart, 1988). A
complex mesocosm study allows a general conclusion on aquatic ecosystems since major direct effects will
be quite comparable within different systems (Leeuwangh, 1994).

The results of the mesocosm study showed that pyraclostrobin can have effects on few species at
concentrations of 24 ug a.s./L. For all plankton species the effects were found to be reversible; they are
thus not considered to pose a significant (ecologically unacceptable) risk to planktonic communities in
aquatic ecosystems. However, fish and molluscs may also be affected at this concentration. No effects on
any species or endpoint were observed at the second highest test concentration, 8 g a.s./L, constituting the
ecosystem NOEC.

The multitude of endpoints and species and environmental conditions in this mesocosm study show clearly
that at this (and lower) concentration no adverse effects on aquatic communities can be expected even after
multiple applications. Following the EFSA AGD (2013), an assessment factor of 2 - 3 is applied to the
NOEC; employing the AF of 3 results in a RAC of 2.67 ug a.s./L, which will be used in the refined risk
assessment for invertebrates and primary producers.

Review Comments:

Although, the mesocosms has been provided for the EU evaluation and was adequate to the vineyard
application, in zZRMS opinion the study should be considered relevant for the present risk assessment.
The dose used in the mesocosm experiment clearly cover the present GAP. Application timing is a worst-
case in comparison with the present GAP for both number of applications and frequency (8 applications
with 14 d intervals and rates increasing from 60 to 160 g a.s./ha vs. 2 applications with 14 days interval
at rate of 150 g a.s./ha), Moreover, concentrations corresponding to amounts are multiple greater than
the maximum expected PEC values used in the risk assesment.

In orginal DAR following conclusion was presented: “The effects of pyraclostrobin (applied as
formulated product BAS 500 00 F) on the aquatic environment were investigated in an outdoor
mesocosm study under more realistic conditions. Four concentration levels ranging from 0.9 pg a.s./L
to 24 ug a.s./L were investigated. Approximately 260 different taxa were determined in the study. For
phytoplankton only insignificant transient effects were observed in some of the taxa with recovery taking
place until the end of the study. No significant treatment-related long lasting effects were observed on
abundance and species diversity of the zooplankton. In case of transient effects, recovery was observed.
Whereas for most benthic organisms no clear treatment-related effects were observed, molluscs
(Bithynia tentaculata and Valvata sp.) and a mussel species (Dreissena polymorpha) appeared affected
at the highest treatment level (24 pg a.s./L). No treatment-related effects appeared with aquatic insects™

The overall NOEC, accepted on EU level, is 8 pg a.s./L.

Since it is not clear whether the NOEC is from an Effect Class 1 or 2 and the reporting is not clear enough
to fully judge the reliability of the study the higher assessment factor of 3 will be used to derive the RAC.

Whereas the aquatic community within the mesocosm study was present with a high diversity of species
(in total ca. 260 different taxa), only one species of fish (carp) has been investigated under outdoor
conditions in additional ponds in parallel to the mesocosm study. Here the first application with 24 pg a.s./L
did not, however the second application (resulting in a measured concentration of 29 ug a.s./L) did cause
fish mortality (under concurring adverse conditions, i.e. low oxygen content). Lower concentrations had no
effect on fish performance. This is in accordance with the laboratory results for carp, for which the 96-h
laboratory LCso was 17.7 pg a.s./L.
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Acute refinement for fish

To address uncertainties regarding differences in species sensitivities of fish, a number of different species
has been studied under standard laboratory conditions to allow direct comparison of the species sensitivity
distribution (SSD). In addition to three standard fish species (rainbow trout, bluegill sunfish, and carp)
tested with the active substance pyraclostrobin, four more fish species were tested in 96 h laboratory tests.
The results obtained in these studies are presented in the following table. To ease test item application (due
to the low water solubility the addition of solvents is appropriate anyway), the additional tests were
conducted using pyraclostrobin in the form of the EC solo formulation BAS 500 00 F (250 g a.s./L).
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Table 9.5-15: Sensitivity of different fish species to pyraclostrobin

Species LCso NOEC/LCo LCs0/NOEC Reference
P [ug a.s./L] [ug a.s./L]

Rainbow trout _ 6.2 * 45 1.38 1999/11414
Oncorhynchus mykiss

Bluegill sunfish 254 * 2.33

Lepomis macrochirus (23.3-27.5) 109 1998/10951
Carp 177+ 1.46

Cyprinus carpio >12.1<258 121 1998/11580
Fathead minnow 16.1* 2.30

Pimephales promelas (14.1-18.1) 7.0 1999/11833
Medaka 53.3* 3.23

Oryzias latipes (44.4 - 62.2) 16.5 1999/11821
Zebrafish 61.9 * 2.65

Danio rerio (55.8 - 68.0) 234 1999/11834
Golden orfe 19.1° 141

Leuciscus idus melanotus >13.5<27.0 135 1999/11835
mean 211

*  Spearman-Karber estimate of LCso plus 95% confidence limits.
*  Geometric mean plus corresponding LCo (>) and LCio0 (<) values.

As mentioned above, the concentration-response relationship is very steep. Therefore, in several cases no
effect was observed at one concentration whereas 100% mortality was found at the next higher
concentration. In the other studies, only one mortality measurement could be made between 0% and 100%
mortality. To obtain relevant figures for the LCsp calculations, in the first case the LCso was determined as
geometric mean between the two concentrations (cf. OECD TG 203); in the latter case a Spearman-Kaerber
estimate of the LCso was made using the original mortality and analytical measurements for the relevant
concentrations from the study reports. (Thereby the results may deviate slightly from those given in the
reports where no corresponding statistical analysis was performed. The results were corrected for
analytically determined concentrations).

These data can be used in a probability distribution; assuming a logistic or normal distribution and a sigmoid
curve for the cumulative probability. The following results were obtained using the method of Aldenberg
and Slob (1993).

The data were calculated using the RIVM software program "ETX 1.3a". The 95% protection level is called
HCs (hazardous concentration 5%). The data presented in the following table summarize the 95% protection
levels (plus the corresponding 95% confidence limits).

Table 9.5-16: HCs calculations for fish

Endpoint HCs
LCso [ug a.s./L] 5.9
(95% limit) (1.49)
NOEC [pg a.s./L] 4.2
(95% limit) (1.57)

The PPR Panel recommends to use acute NOEC/LCa values to construct the SSD for fish, since a higher
protection level is desired for vertebrates than for invertebrates and plants. Thus, the median HCs for fish
can be determined to be 4.2 ug a.s./L.
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According to the recommendation given in the EFSA Aquatic GD (2013), an assessment factor (AF) of 3
should be applied on the median HCs from an SSD constructed with acute NOEC values for fish for
derivation of an SSD-RAC (Regulatory Acceptable Concentration), when latency of effects is not to be
expected, which is clearly the case for pyraclostrobin (compare chronic risk assessment for fish below). In
this case, the use of an AF of 3 is considered warranted also taking into account the various aspects
mentioned in the aquatic GD:

e The quality of the acute toxicity data used to construct the SSD is high. All data are based on
endpoints from GLP studies meeting all the listed criteria and including analytical support. A wide
taxonomical range has been covered with seven species from different fish families (exceeding the
minimum requirement of 5 species).

e The SSD-RAC is not higher than the tier 3 RAC derived from the mesocosm study; in fact, it is
about six times lower (might indicate the appropriateness of a lower assessment factor).

e Since sufficient information is available for the substance, read-across information for compounds
with a similar mode of action is not needed.

e The acute to chronic ratio is significantly smaller than 10 (might indicate the appropriateness of a
lower assessment factor).

Accordingly, an assessment factor of three is well justified and still sufficiently conservative.

Following the EFSA AGD (p. 100-101): “Acute LCyo and acute NOEC values may be used to construct the
SSD and to calculate the HCs and lower limit of the confidence interval of the HCs (LLHCs) for fish (and/or
amphibians), since a higher protection level is desired for vertebrates than for invertebrates and plants.
Another option is to apply an extra AF to the HCs based on acute LCsp or ECs data.*

The recommended AF on the HCs from a NOEC-based SSD is 3, leading to an SSD-RACcute 0f 4.2/3 =
1.4 pg a.s./L.

The extra AF for an LCso-based SSD is 3 (reflecting the ratio of the LCs and the acute NOEC (EFSA,
2013, p. 101)) and so an AF of 9 (= 3 x 3) is proposed for use on an HCs from an LCso-based SSD. However,
the extra AF in the case of pyraclostrobin can be calculated for 7 fish species and is on average 2.11 (see
Table 9.5-2). Obviously, the value is lower than 3, due to the steep concentration-response curve. Thus, an
AF of 6.33 (= 3 x 2.11) should be applied to the HCs from the LCso-based SSD, which leads to an SSD-
RACcute 0f 5.9/6.33 = 0.93 g a.s./L. As the latter value is lower and thus more conservative than the RAC
from the NOEC-based SSD, it will be used in the refined acute risk assessment for fish.

Review Comments:

In line with the current guidance an AF of 9 as stated in the Aquatic Guidance Document was considered
for the RAC derivation based on median HCs with LCs, values and an AF of 3 was considered for the
RAC derivation based on median HCs with NOEC values. Taking to consideration, that for most of the
acute fish toxicity studies presented in the DAR it was not possible to obtain an accurate LCsp (the results
are presented as a range), in zZRMS opinion in rafined risk assessment HCs with NOEC values should be
used. Furthermore, considering the very low acute to chronic ratio and fact that the SSD calculation was
based on only one cold water species, next to the regular AF presented in the Guidnace Document an
additional factor of 2 was included.

ZRMS agreed to use the SSD-RAC e 0f 0.7 g a.s./L in the refined acute risk assessment for fish.

Chronic risk refinement for fish

The long-term risk assessment to fish is based on a humber of chronic fish studies. Next to a 28-d juvenile
growth test (OECD TG 215) with rainbow trout, a higher-tier ELS study on rainbow trout with a variable
exposure pattern covering numerous peaks, there are three standard ELS studies available. In addition to
the ELS study on rainbow trout, standard ELS studies on fathead minnow and sheepshead minnow have
been performed to satisfy registration requirements in the US (summaries of these new studies are attached
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in Appendix 2). Based on this comprehensive data package, we present three possible refinement options
here.

All three standard ELS studies were conducted according to the same test guideline (OECD TG 210) and
cover the same phase of the life cycle of these three fish species. Also, all three NOECs are based on effects
on survival, which is typical for pyraclostrobin due to the very low acute-to-chronic ratio (ACR). Due to
the steep concentration-response curves, in which the NOECs had < 10% and the next higher treatments
close to 100% mortality, no meaningful ECo values could be calculated. Since the NOECs have very
similar, low effect percentages and the studies employ similar spacing factors of 2 - 3 between the
concentrations, the numbers can easily be combined in a geometric mean calculation. Furthermore, since
in these studies ECi values would be higher than NOECs, the NOEC-based geometric mean value
(4.72 pg a.s./L) is in fact more conservative than one that would be based on ECy, values. Employing a
standard AF of 10, the resulting geometric mean chronic fish RAC is 0.472 pg a.s./L.

The higher-tier ELS study (BASF DoclID 1999/11537) was considered to be not valid in the ECCO peer
review based on “low survival in the control” (ECCO Peer Review Program, Full Report on Pyraclostrobin,
2002). However, this appears to be based on a misunderstanding. Therefore, a GLP report amendment
(BASF DoclD 2018/1123384) and associated statement (BASF DoclD 2018/1140960) were written to
explain the data and the implications on study validity. Based on BASF DocID 2018/1123384, the study is
valid for the assessment of chronic toxicity to fish from a realistic worst-case, multiple peak exposure
scenario, and covers all relevant chronic endpoints. The higher-tier rainbow trout ELS study can be used to
refine the long-term risk assessment for fish. This study employed a slightly more realistic but still worst-
case exposure and resulted in a NOEC of 5 ug a.s./L. Applying the standard assessment factor of 10 would
derive a refined exposure chronic fish RAC of 0.5 pg a.s./L. Regardless of the study validity, the
information can always be used in a weight-of-evidence approach (see below).

As a third possibility for refinement, a weight-of-evidence (WoE) approach can be used to derive a chronic
RAC for fish. This approach combines all available data on fish: the 3 standard ELS studies, the juvenile
growth test, the higher-tier ELS, the carp observations in the mesocosm study and the acute data on seven
different fish species from different families. Such an approach does justice to the wealth of information
and recognizes the added value of these vertebrate studies in the risk assessment.

Since the acute NOECs were within a factor of 2 from the chronic NOECs, they provide valuable
information on comparative acute and chronic fish sensitivity and confirm the low acute-to-chronic ratio
(ACR). Furthermore, both the acute and chronic data confirm that rainbow trout is the most sensitive
species. Considering the extensive information regarding the fish species sensitivity distribution and the
variety of chronic studies, it seems justified to apply a 2-fold reduced assessment factor on the lowest
standard chronic tier 1 endpoint, i.e. applying a factor of 5 on the rainbow trout ELS NOEC of
2.35 g a.s./L, which generates a WoE chronic fish RAC of 0.47 ug a.s./L. It should also be noted that
with 98 days, the trout ELS is in fact the longest study in the fish data package and that such long exposure
durations are not expected for pyraclostrobin, due to adsorption and degradation of this lipophilic, non-
persistent substance.

That all three chronic risk refinement options lead to a very similar RAC, lends further credibility to the
derived values and confirms their robustness. The lowest chronic RAC proposal of 0.47 ug a.s./L will be
used in the refined risk assessment.

In conclusion, peak concentrations of up to 8 g pyraclostrobin/L will not have a negative impact on aquatic
invertebrates and aquatic plants. A significant number of additional and higher-tier studies with fish show,
that no acute or chronic risk to fish is to be expected at concentrations below 0.93 pg a.s./L or 0.47 pug a.s./L,
respectively.

Review Comments:

According the recommendation of “Working document on Risk Assessment of Plant Protection Products
in Central Zone Ecotoxicology” (May 2021), point 3.3.12, is no agreement for using a geometric mean
for chronic data. Therefore, the risk assessment will be based on lowest available endpoint of 2.35 pg/L.
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Acceptability of risk

The relevant worst-case predicted environmental concentrations in surface water bodies (PECs, and
PEC.q), regulatory acceptable concentrations (RAC) for aquatic organisms and the resulting PEC/RAC
ratios (ETR) for the single and twofold application of pyraclostrobin in “spring and winter cereals’ are given
per intended use and each organism group and are presented in Table 9.5-17 - Table 9.5-24. Worst-case
PEC values for either “spring or winter cereals’ are considered in a risk envelope approach. For details on
the PEC calculations please refer to Part B, Section 8.9.

The chronic risk to aquatic insects resulting from water exposure can be addressed with a C. riparius study
(BASF DoclID 2000/1000010) that obtained a NOEC of 40 ug a.s./L. To assess the risk from sediment
exposure, the concentration of pyraclostrobin in sediment at the NOEC treatment in the spiked water study
was estimated considering the partitioning of the active substance between sediment and the overlying
water as observed in the water-sediment study with *4C-labelled pyraclostrobin. After 7 days of exposure
to 80 pg a.s./L and 320 pg a.s./L (initial water concentrations), the parent substance was found at 68.3%
and 63.1% of the total applied radioactivity in the sediment, respectively. Considering that on average about
65.7% of the applied parent substance was found in the sediment, the concentration of pyraclostrobin at the
NOEC concentration in the Chironomus spiked water study is about 120 ug a.s./kg dry sediment.

Instead of using the extrapolated sediment value for C. riparius, a more reliable NOEC can be obtained
from a spiked sediment study, which is now available. This study provides a NOEC of 1.37 mg a.s./kg dry
sediment, which is used in the risk assessment.
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Table 9.5-17: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for pyraclostrobin for each organism group based on standard FOCUS Step 1
- 3 calculations for single and twofold application (1x and 2x 80 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Sed.
Fish Fish Inverteb. Inverteb. Higher | dwell. . L . Sed.
Group prolonge Algae Higher-tier information Group dwell.
acute |prolonged| acute d plant | prolonge
d prolonged
Fish acute: Inverteb.:
SSD based Outdoor
0 O. mykiss P c on 96 h mesocosm
Test species m k.iss (ELS |D. magna|D. magna subca.itata L. gibba fi ar.ius (multiple | Test species |C. riparius
y study) P P NOECs for spray appl.)
7 fish
species
Endpoint LCso NOEC ECso NOEC E.Cso E.Cso NOEC HCs NOEC Endpoint NOEC
(ng/L) 6.16 2.35 15.7 4.0 > 843 > 1077 40 4.2 8.0 (ng/kg) 1370
AF 100 10 100 10 10 10 10 6 3 AF 10
RAC (pg/L) 0.0616 0.235 0.157 0.4 >84.3 >107.7 4.0 0.7 2.67 RAC (ug/kg) 137
PEC 4.

FOCUS PEC gisedmax | PEC/RAC
- sw max PEC/RAC (= ETR) 9 2) ~
Scenario (Lg/L)? (na/kg) (FETR)

Step 19

10.567 172 45 67 26 <0.1 <0.1 2.6 15.1 4.0 693.739 5.1
Step 2 ¥
N-Europe |1.380 22 5.9 8.8 35 - - 0.3 2.0 0.5 88.061 0.6
S-Europe | 1.934 31 8.2 12 4.8 - - 0.5 2.8 0.7 163.138 1.2
Step 3
D3 ditch 0.502 8.1 2.1 3.2 1.3 - - - 0.7 - 0.507 0.004
D4 pond 0.023 0.4 0.1 0.1 0.06 - -- - 0.03 - 0.208 0.002
D4 stream | 0.434 7.0 1.8 2.8 1.09 - - - 0.06 - 0.094 0.0007
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. . Inverteb . Sed. Sed
Fish Fish Inverteb. | Higher | dwell. . L . y
Group prolonge Algae Higher-tier information Group dwell.
acute |[prolonged| acute d plant | prolonge
d prolonged
D5 pond 0.021 0.3 0.09 0.1 0.05 - -- - 0.03 - 0.203 0.001
D5 stream | 0.464 7.5 2.0 3.0 1.2 - -- - 0.7 - 0.100 0.0007
R4 stream | 0.332 5.4 1.4 2.1 0.8 - - - 0.5 - 3.346 0.02

Abbreviations: ELS: Early life stage; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios
above the relevant trigger of 1 are shown in bold

D More details on the derivation of the refined chronic fish RAC can be found under “Refined risk assessment for pyraclostrobin (BAS 500 F)” above.

2 Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

3 Worst-case Step 1 - 2 PECs are derived from either single or twofold application of 120 g a.s./ha in ‘spring or winter cereals’ in a risk envelope approach. For details, please refer to Part B, Section
8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 80 g a.s./ha in ‘spring cereals’, the calculated PEC/RAC ratios for pyraclostrobin did
not indicate an acceptable acute and chronic risk for fish and invertebrates based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore,
further PEC/RAC ratios were calculated considering the available higher-tier information. Based on these approaches, acceptable acute risk for fish (based on SSD)
and aquatic invertebrates (based on mesocosm data) can be demonstrated considering FOCUS Step 3 PECswised Values. The calculated PEC/RAC ratios for chronic risk
for fish indicate the need for some mitigation measures . Respective FOCUS Step 4 calculations for pyraclostrobin were carried out considering

mitigation measures, considering the overall aquatic RAC of 0.235 g a.s./L based on
chronic fish
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Table 9.5-18: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)

for pyraclostrobin based on FOCUS Step 4 calculations and the overall aquatic

RAC of 0.235 pg a.s./L with mitigation of spray drift for single and twofold
application (1x and 2x 80 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Intended use ‘spring cereals’
Active substance pyraclostrobin
Application rate (g/ha) 1x and 2x 80 g a.s./ha D
PECsw (ng/L)
Nozzle_ No-spray buffer Edge of field 5
reduction | (m)
None 0.502 0.136
50 % D3 ditch 0.251
75% 0.126 -
RAC (ug/L
(ol PEC/RAC ratio
0.235
None 214 0.58
D3 ditch
75% 0.54 -
Nozzle_ No-spray buffer Edge of field 5
reduction | (m)
None -- 0.159
D4 stream
50 % 0.217 -
RAC (ug/L
el PEC/RAC ratio
0.235
None -- 0.68
D4 stream
50 % 0.92 -
Nozzle_ No-spray buffer Edge of field 5
reduction | (m)
None -- 0.169
D5 stream
50 % 0.232 -
RAC (ug/L
(ol PEC/RAC ratio
0.235
None -- 0.72
D5 stream
50 % 0.99 -
PECsw (ng/L)
No-spray buffer
Nozzle_ and vegetative Edge of field 10 +10
reduction | . .
filter strip (m)
None R4 stream -- 0.132
RAC (ug/L
el PEC/RAC ratio
0.235
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None R4 stream -- 0.56

4Abbreviations: PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above

the relevant trigger of 1 are shown in bold

D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to
Part B, Section 8.9.

Based on the overall higher-tier RAC of 0.235 pg a.s./L, the calculated higher-tier PEC/RAC ratios
indicate an acceptable risk for all groups of aquatic organisms in the critical FOCUS Step 4 scenario if a
non-sprayed buffer zone of 5 m or 50% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in ‘spring cereals’ for scenarios D4 and D5. A non-sprayed buffer zone of 5 m or 75% drift
reducing nozzles are considered for the intended use of BAS 758 00 F in “spring cereals’ for scenarios D3
For scenario R4 non-sprayed, vegetated buffer zone of 10 m is required. For details on the chronic risk for
fish, see "Refined risk assessment for pyraclostrobin (BAS 500 F)", which is provided above.
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Table 9.5-19: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for pyraclostrobin for each organism group based on standard FOCUS Step 1
- 3 calculations for single and twofold application (1x and 2x 80 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Sed.
Fish Fish Inverteb. Inverteb. Higher | dwell. . L . Sed.
Group prolonge Algae Higher-tier information Group dwell.
acute |prolonged| acute d plant | prolonge
d prolonged
Fish acute: Inverteb.:
SSD based Outdoor
0 O. mykiss P c on96h mesocosm C
Test species m k.iss (ELS |D.magna|D. magna subca ) itata L. gibba fi allius (multiple | Test species fi ar.ius
y study) P P NOECs for spray appl.) P
7 fish
species
Endpoint LCso NOEC ECso NOEC E/Cso E/Cso NOEC HCs NOEC Endpoint NOEC
(Hg/L) 6.16 2.35 15.7 4.0 > 843 > 1077 40 4.2 8.0 (Hg/kg) 1370
AF 100 10 100 10 10 10 10 6 3 AF 10
RAC (ug/L) 0.0616 | 0.235 0.157 0.4 >843 |>107.7 4.0 0.7 2.67  |RAC (ug/kg) 137
PEC g- PEC/RA
gzg;‘f’o o max PEC/RAC (= ETR) (PEfkg';e;; max c
(ug/L)? HOo (ZETR)
Step 19
10.567 172 45 67 26 <0.1 <0.1 2.6 15.1 4.0 693.739 51
Step 2 ¥
N-Europe 1.380 22 5.9 8.8 35 -- -- 0.3 2.0 0.5 88.061 0.6
S-Europe 1.934 31 8.2 12 4.8 -- -- 0.5 2.8 0.7 163.138 1.2
Step 3
D3 ditch 0.502 8.1 2.1 3.2 1.3 - - - 0.72 - 0.487 0.004
D4 pond 0.021 0.3 0.09 0.1 0.05 -- -- -- 0.03 -- 0.228 0.002
D4 stream |0.371 6.0 1.6 2.4 0.9 -- -- -- 0.53 -- 0.016 0.0001
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. . Inverteb . Sed. Sed
Fish Fish Inverteb. | Higher | dwell. . L . '
Group prolonge Algae Higher-tier information Group dwell.
acute |prolonged| acute d plant | prolonge
d prolonged
D5 pond 0.024 0.4 0.1 0.2 0.06 -- - -- 0.03 -- 0.228 0.002
D5 stream | 0.401 6.5 1.7 2.6 1.003 -- - -- 0.57 -- 0.034 0.0002
R1 pond 0.032 0.5 0.1 0.2 0.08 - - - 0.05 - 0.472 0.003
R1 stream |0.331 5.4 1.4 2.1 0.8 -- - -- 0.47 -- 3.010 0.02
R3 stream | 0.464 75 2.0 3.0 1.2 -- - -- 0.66 -- 2.525 0.02
R4 stream | 0.332 5.4 1.4 2.1 0.8 - - - 0.47 - 4.006 0.03

Abbreviations: ELS: Early life stage; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios
above the relevant trigger of 1 are shown in bold

D More details on the derivation of the refined chronic fish RAC can be found under “Refined risk assessment for pyraclostrobin (BAS 500 F)” above.

2 Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

3 Worst-case Step 1 - 2 PECs are derived from either single or twofold application of 120 g a.s./ha in ‘spring or winter cereals’ in a risk envelope approach. For details, please refer to Part B, Section
8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 80 g a.s./ha in ‘winter cereals’, the calculated PEC/RAC ratios for pyraclostrobin did
not indicate an acceptable acute and chronic risk for fish and invertebrates based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore,
further PEC/RAC ratios were calculated considering the available higher-tier information. Based on these approaches, acceptable acute risk for fish (based on SSD)
and aquatic invertebrates (based on mesocosm data) can be demonstrated considering FOCUS Step 3 PECswised Values. The calculated PEC/RAC ratios for chronic risk
for fish indicate the need for some mitigation measures . Respective FOCUS Step 4 calculations for pyraclostrobin were carried out considering

mitigation measures, considering the overall aquatic RAC of 0.235 pg a.s./L based on
chronic fish
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Table 9.5-20: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)

for pyraclostrobin based on FOCUS Step 4 calculations and the overall aquatic

RAC of 0.235 pg a.s./L with mitigation of spray drift for single and twofold
application (1x and 2x 80 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Intended use ‘winter cereals’
Active substance pyraclostrobin
Application rate (g/ha) 1x and 2x 80 g a.s./ha D
PECsw (ug/L)
Nozzle_ No-spray buffer Edge of field 5
reduction | (m)
None 0.502 0.136
D3 ditch
75% 0.126 0.068
RAC (ug/L
(ol PEC/RAC ratio
0.235
None 0.69
D3 ditch
75% 0.54 -
Nozzle No-spray .
reduction |buffer (m) Selzs i Tl .
None -- 0.135
D4 stream
50 % 0.185 -
RAC (ug/L
(ho/L) PEC/RAC ratio
0.235
None -- 0.57
D4 stream
50 % 0.79 -
Nozzle No-spray .
reduction |buffer (m) Selzs i Tl .
None -- 0.146
D5 stream
50 % 0.200 -
RAC (ug/L
(ho/L) PEC/RAC ratio
0.235
None -- 0.62
D5 stream
50 % 0.85 -
Nozzle No-spray .
reduction |buffer (m) Felze el el g
None -- 0.171
R1 stream
50% 0.171
RAC (ug/L
el PEC/RAC ratio
0.235
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None -- 0.73
R1 stream

50% 0.73 --

Nozzle No-spray .

reduction |buffer (m) Felze el el g

None -- 0.187
R3 stream

50% 0.232

RAC (ug/L

(halL) PEC/RAC ratio

0.235

None -- 0.80
R3 stream

50% 0.99
No-spray

Nozzle_ buffer qnd Edge of field 10 + 10

reduction |vegetative
filter strip (m)

None R4 stream -- 0.136

RAC (ug/L

(halL) PEC/RAC ratio
0.235
None R4 stream -- 0.58

Abbreviations: PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above
the relevant trigger of 1 are shown in bold

D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to
Part B, Section 8.9.

Based on the overall higher-tier RAC of 0.235 pg a.s./L, the calculated higher-tier PEC/RAC ratios
indicate an acceptable risk for all groups of aquatic organisms in the critical FOCUS Step 4 scenario if a
non-sprayed buffer zone of 5m or 50% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in “winter cereals’ for scenarios D4, D5, R1 and R3. A non-sprayed buffer zone of 5 m or
75% drift reducing nozzles are considered for the intended use of BAS 758 00 F in ‘winter cereals’ for
scenarios D3. For scenario R4 non-sprayed, vegetated buffer zone of 10 m is required.. For details on the
chronic risk for fish, see "Refined risk assessment for pyraclostrobin (BAS 500 F)", which is provided
above.
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Table 9.5-21: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for pyraclostrobin for each organism group based on standard FOCUS Step 1
- 3 calculations for single and twofold application (1x and 2x 120 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Sed.
Fish Fish Inverteb. Inverteb. Higher | dwell. . L . Sed.
Group prolonge Algae Higher-tier information Group dwell.
acute |prolonged| acute d plant | prolonge
d prolonged
Fish acute: Inverteb.:
SSD based Outdoor
0 O. mykiss P c on96h mesocosm C
Test species m k.iss (ELS |D.magna|D. magna subca ) itata L. gibba fi allius (multiple | Test species fi ar.ius
y study) P P NOECs for spray appl.) P
7 fish
species
Endpoint LCso NOEC ECso NOEC E/Cso E/Cso NOEC HCs NOEC Endpoint NOEC
(Hg/L) 6.16 2.35 15.7 4.0 > 843 > 1077 40 4.2 8.0 (Hg/kg) 1370
AF 100 10 100 10 10 10 10 6 3 AF 10
RAC (ug/L) 0.0616 | 0.235 0.157 0.4 >843 |>107.7 4.0 0.7 2.67  |RAC (ug/kg) 137
PEC g- PEC/RA
gzg;‘f’o o max PEC/RAC (= ETR) (PEfkg';e;; max c
(ug/L)? HOo (ZETR)
Step 19
10.567 172 45 67 26 <0.1 <0.1 2.6 15.1 4.0 693.739 51
Step 2 ¥
N-Europe 1.380 22 5.9 8.8 35 -- -- 0.3 2.0 0.5 88.061 0.6
S-Europe 1.934 31 8.2 12 4.8 -- -- 0.5 2.8 0.7 163.138 1.2
Step 3
D3 ditch 0.754 12 3.2 4.8 1.9 - - - 1.01 - 0.758 0.006
D4 pond 0.035 0.6 0.1 0.2 0.09 -- -- -- 0.05 -- 0.311 0.002
D4 stream | 0.616 10 2.6 3.9 15 -- -- -- 0.88 -- 0.081 0.0006
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. . Inverteb . Sed. Sed
Fish Fish Inverteb. | Higher | dwell. . L . '
Group prolonge Algae Higher-tier information Group dwell.
acute |prolonged| acute d plant | prolonge
d prolonged
D5 pond 0.032 0.5 0.1 0.2 0.08 -- - -- 0.05 -- 0.293 0.002
D5 stream | 0.633 10 2.7 4.0 1.6 -- - -- 0.90 -- 0.173 0.001
R4 stream | 0.498 8.1 2.1 3.2 1.2 - - - 0.71 - 4.928 0.04

Abbreviations: ELS: Early life stage; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios

above the relevant trigger of 1 are shown in bold

D More details on the derivation of the refined chronic fish RAC can be found under “Refined risk assessment for pyraclostrobin (BAS 500 F)” above.
2 Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.

3)
8.9.

Worst-case Step 1 - 2 PECs are derived from either single or twofold application of 120 g a.s./ha in ‘spring or winter cereals’ in a risk envelope approach. For details, please refer to Part B, Section

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 120 g a.s./ha in “spring cereals’, the calculated PEC/RAC ratios for pyraclostrobin did
not indicate an acceptable acute and chronic risk for fish and invertebrates based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore,
further PEC/RAC ratios were calculated considering the available higher-tier information. Based on these approaches, acceptable acute risk for fish (based on SSD)
and aquatic invertebrates (based on mesocosm data) can be demonstrated considering FOCUS Step 3 PECswised Values. The calculated PEC/RAC ratios for chronic risk
for fish indicate the need for some mitigation measures for D3 ditch and D4, D5 and R4 stream scenarios. Respective FOCUS Step 4 calculations for pyraclostrobin
were carried out considering

0.235 pg a.s./L based on chronic fish

mitigation measures, considering the overall aquatic RAC of
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Table 9.5-22:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for pyraclostrobin based on FOCUS Step 4 calculations and the overall aquatic

RAC of 0.235 pg a.s./L with mitigation of spray drift for single and twofold
application (1x and 2x 120 g a.s./ha) of BAS 758 00 F in ‘spring cereals’
Intended use ‘spring cereals’
Active substance pyraclostrobin
Application rate (g/ha) 1x and 2x 120 g a.s./ha V
PECsw (ng/L)
Nozzle_ No-spray buffer Edge of field 5
reduction | (m)
None 0.754 0.204
50 % D3 ditch 0.377 0.102
75% 0.188 -
None 0.616 0.225
50 % D4 stream 0.308 0.112
75% 0.154 --
None 0.633 0.231
50 % D5 stream 0.316 0.116
75% 0.158 --
No-spray buffer
:\Iegiilt?on and vegetative Edge of field 10 + 10
filter strip (m)
None R4 stream -- 0.114
RAC (ug/L
(hofl) PEC/RAC ratio
0.235
None -- 0.87
D3 ditch
75 % 0.80 -
None -- 0.96
D4 stream
75 % 0.66 -
None -- 0.98
D5 stream
75 % -
No-spray buffer
NOZZI? and vegetative Edge of field 10 + 10
reduction | .. ;
filter strip (m)
None -- 0.49
R4 stream
50 %

Abbreviations: PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above

the relevant trigger of 1 are shown in bold

D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to

Part B, Section 8.9.
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Based on the overall higher-tier RAC of 0.235 pg a.s./L, the calculated higher-tier PEC/RAC ratios
indicate an acceptable risk for all groups of aquatic organisms in the critical FOCUS Step 4 scenario if a
non-sprayed buffer zone of 5m or 75 % drift reducing nozzles are considered for the intended use of
BAS 758 00 F in ‘spring cereals’ for scenarios D3, D4 and D5. For scenario R4 non-sprayed, vegetated
buffer zone of 10 m is required.. For details on the chronic risk for fish, see "Refined risk assessment for
pyraclostrobin (BAS 500 F)", which is provided above.
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Table 9.5-23: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for pyraclostrobin for each organism group based on standard FOCUS Step 1
- 3 calculations for single and twofold application (1x and 2x 120 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Sed.
Fish Fish Inverteb. Inverteb. Higher | dwell. . L . Sed.
Group prolonge Algae Higher-tier information Group dwell.
acute |prolonged| acute d plant | prolonge
d prolonged
Fish acute: Inverteb.:
SSD based Outdoor
0 O. mykiss P c on96h mesocosm C
Test species m k.iss (ELS |D.magna|D. magna subca ) itata L. gibba fi allius (multiple | Test species fi ar.ius
y study) P P NOECs for spray appl.) P
7 fish
species

Endpoint LCso NOEC ECso NOEC E/Cso E/Cso NOEC HCs NOEC Endpoint NOEC
(Hg/L) 6.16 2.35 15.7 4.0 > 843 > 1077 40 4.2 8.0 (Hg/kg) 1370
AF 100 10 100 10 10 10 10 6 3 AF 10
RAC (ug/L) 0.0616 | 0.235 0.157 0.4 >843 |>107.7 4.0 0.7 2.67  |RAC (ug/kg) 137

PEC g- PEC/RA
gzg;‘f’o o max PEC/RAC (= ETR) (PEfkg';e;; max c

(ug/L)? HOo (ZETR)
Step 19

10.567 172 45 67 26 <0.1 <0.1 2.6 15.1 4.0 693.739 51
Step 2 ¥
N-Europe 1.380 22 5.9 8.8 35 -- -- 0.3 2.0 0.5 88.061 0.6
S-Europe 1.934 31 8.2 12 4.8 -- -- 0.5 2.8 0.7 163.138 1.2
Step 3
D3 ditch 0.753 12 3.2 4.8 1.9 - - - 1.08 - 0.728 0.005
D4 pond 0.031 0.5 0.1 0.2 0.08 -- -- -- 0.04 -- 0.340 0.002
D4 stream | 0.556 9.0 2.4 35 14 -- -- -- 0.79 -- 0.023 0.0002
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. . Inverteb . Sed. Sed
Fish Fish Inverteb. | Higher | dwell. . L . '
Group prolonge Algae Higher-tier information Group dwell.
acute |prolonged| acute d plant | prolonge
d prolonged
D5 pond 0.036 0.6 0.2 0.2 0.09 -- - -- 0.05 -- 0.340 0.002
D5 stream | 0.601 9.8 2.6 3.8 1.5 -- - -- 0.86 -- 0.051 0.0004
R1 pond 0.048 0.8 0.2 0.3 0.1 - - - 0.07 - 0.710 0.005
R1 stream | 0.496 8.1 2.1 3.2 1.2 -- - -- 0.71 -- 4.473 0.03
R3 stream | 0.697 11 3.0 4.4 1.7 -- - -- 0.10 -- 3.777 0.03
R4 stream | 0.498 8.1 2.1 3.2 1.2 - - - 0.71 - 5.934 0.04

Abbreviations: ELS: Early life stage; AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; ETR: exposure-toxicity ratio; PEC/RAC ratios

above the relevant trigger of 1 are shown in bold

D More details on the derivation of the refined chronic fish RAC can be found under “Refined risk assessment for pyraclostrobin (BAS 500 F)” above.
2 Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to Part B, Section 8.9.
3 Worst-case Step 1 - 2 PECs are derived from either single or twofold application of 120 g a.s./ha in ‘spring or winter cereals’ in a risk envelope approach. For details, please refer to Part B, Section

8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 120 g a.s./ha in ‘winter cereals’, the calculated PEC/RAC ratios for pyraclostrobin did
not indicate an acceptable acute and chronic risk for fish and invertebrates based on tier 1 toxicity data and standard FOCUS Step 1-3 PECswised Values. Therefore,
further PEC/RAC ratios were calculated considering the available higher-tier information. Based on these approaches, acceptable acute risk for fish (based on SSD)
and aquatic invertebrates (based on mesocosm data) can be demonstrated considering FOCUS Step 3 PECswised Values. The calculated PEC/RAC ratios for chronic risk
for fish indicate the need for some mitigation measures for the D3 ditch and D4, D5, R1, R3 and R4 stream scenarios. Respective FOCUS Step 4 calculations for
mitigation measures, considering the overall

pyraclostrobin were carried out considering

aquatic RAC of

0.235 ug a.s./L based on chronic fish
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Table 9.5-24:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for pyraclostrobin based on FOCUS Step 4 calculations and the overall aquatic

RAC of 0.235 pg a.s./L with mitigation of spray drift for single and twofold
application (1x and 2x 120 g a.s./ha) of BAS 758 00 F in ‘winter cereals’
Intended use ‘winter cereals’
Active substance pyraclostrobin
Application rate (g/ha) 1x and 2x 120 g a.s./ha V
PECsw (ug/L)
Nozzle_ No-spray buffer Edge of field 5
reduction | (m)
None 0.753 0.204
50 % D3 ditch 0.376 0.102
75% 0.188 --
None 0.556 0.203
50 % D4 stream 0.278 0.102
75% 0.139 --
None 0.601 0.219
50 % D5 stream 0.301 0.110
75% 0.150 --
No-spray buffer
:\Iegiilt?on and vegetative Edge of field 10+ 10
filter strip (m)
None R1 stream -- 0.119
None R2 stream - 0.135
None R4 stream - 0.208
RAC (ug/L
(/L) PEC/RAC ratio
0.235
None -- 0.87
D3 ditch
75 % 0.80 --
None -- 0.86
D4 stream
75 % 0.59 --
None -- 0.93
D5 stream
75 % 0.64 --
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Nozzle No-spray buffer

reduction apd veggtative Edge of field 10 + 10
filter strip (m)

None R1 stream -- 0.51

None R2 stream -- 0.57

None R4 stream -- 0.89

Abbreviations: PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above
the relevant trigger of 1 are shown in bold

D Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to
Part B, Section 8.9.
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Based on the overall higher-tier RAC of 0.235 pg a.s./L, the calculated higher-tier PEC/RAC ratios
indicate an acceptable risk for all groups of aquatic organisms in the critical FOCUS Step 4 scenario if a
non-sprayed buffer zone of 5 m or 75 % drift reducing nozzles are considered for the intended use of
BAS 758 00 F in “winter cereals’ for scenarios D3, D4 and D5. For scenarios R1, R3 and R4 non-sprayed,
vegetated buffer zone of 10 m is required. For details on the chronic risk for fish, see "Refined risk
assessment for pyraclostrobin (BAS 500 F)", which is provided above.

Risk assessment for the metabolites of pyraclostrobin (BAS 500 F)

Next to the parent, the metabolites BF 500-3, BF 500-6 and BF 500-7 occurred as major metabolites (see
section B08) in the dark water/sediment study. Additionally, BF 500-3, BF 500-11, BF 500-13 and
BF 500-14 occurred in relevant amounts in the aquatic photolysis, respectively the irradiated
water/sediment study.

The aerobic soil metabolites BF 500-6 and BF 500-7 show very high sorption indicating that they are non-
mobile in soil (BF 500-6: Ko > 3300 mL/g; BF 500-7: Ko > 4000 mL/g); (see section B08). Considering
the high sorption, the low mobility in soil and the very low water solubility, it can be concluded that BF 500-
6 and BF 500-7 will not enter surface waters in any ecotoxicologically relevant amount. Furthermore,
studies with these metabolites and soil organisms indicate very low toxicity and overall low
ecotoxicological potential.

The pyraclostrobin metabolite BF 500-3 was not observed in standard aerobic soil metabolism studies, but
only in soil under anaerobic conditions (see section B08). However, aerobic conditions are predominant in
soil. The sorption behavior of BF 500-3 was investigated in the context of the EU review of pyraclostrobin
and Koc-values ranged from 4240 to 12000 mL/g (see section BO8) with an arithmetic mean Ko of 9315
mL/g. Due to its non-occurrence under more relevant aerobic conditions and its high Ko, this metabolite
will not be relevant for drainage or runoff entry into surface waters. BF 500-3 was observed in sediment
with a maximum occurrence of 16.9% TAR in an irradiated water/sediment study (please refer to section
B08). The highest amount of BF 500-3 in the water phase never exceeds 5.0% TAR and thus, the metabolite
is only relevant in the sediment phase. As a major sediment metabolite, it has been tested in a 28-d spiked
sediment study with Chironomus riparius and the results are used in the respective ETR calculations (see
below).

Acceptability of risk

In Table 9.5-25, the exposure-toxicity ratios (ETRs) for aquatic organisms are given for the use of
BAS 758 00 F in “spring and winter cereals’ and for each organism group for the relevant metabolites of
pyraclostrobin. Worst-case PECswiseq Values from single and twofold application (1x and 2x 150 g a.s./ha)
in ‘winter cereals’ are used for risk assessment and cover all intended uses.
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Table 9.5-25: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for metabolites of
pyraclostrobin for each organism group based on worst-case FOCUS Step 1 - 2
calculations following single and twofold application  (1x and 2x 150 g a.s./ha)
of BAS 758 00 F in ‘winter cereals’ ?, covering all intended uses

Group Fish acute In;g;:gb. Algae Group ?Jer((j)llgr\:éeelcli.
Test species 0. mykiss D. magna | S. subspicatus | Test species C. riparius
AF 100 100 10 AF 10
BF 500-3
Endpoint LCso ECso E:Cso Endpoint NOEC
(Mg/L) n.a. n.a. n.a. (Hg/kg) > 16000
RAC (ug/L) - - - RAC (ug/kg) > 1600
ggg;lso ?“'zﬁ_g)"max' " PEC/RAC ratio (= ETR) Fui(/:kgglised e P(E:CE/_FEQ)C
Step 1
440173
n.c. -- -- -- 443116 0.3
BF 500-6
Endpoint LCso ECso E:Cso
(Hg/L) n.a. n.a. n.a.
RAC (pg/L) -- -- --
E;E;ISO ?“%?Lg)"m“ W PEC/RAC ratio (= ETR)
Step 1
e, n S
Step 2
N-Europe |n.c. -- -- --
S-Europe | n.c. -- -- --
BF 500-7
Endpoint LCso ECso E(Cso
(Mg/L) n.a. n.a. n.a.
RAC (ug/L) - - -
FOCUS f“'zﬁ_g)"max’ w PEC/RAC ratio (= ETR)
Step 1
e - - 1 -
BF 500-11
Endpoint LCso ECso E:Cso Endpoint NOEC
(Hg/L) > 100000 > 100000 > 100000 | (Hg/kg) na.
RAC (ug/L) > 1000 > 1000 >10000 |RAC (ug/kg) -
gciﬁjnso ?“%?Lg)"m“ SW PEC/RAC ratio (= ETR) Fuilckg;e“ e P(ECE/_'EQ)C
Step 1
| 8824 <0.009 20008 | 200008 |nc. -
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. Inverteb. Sed. dwell.
Group Fish acute acute Algae Group prolonged
| 8.818 <0.008 <0.008 < 0.0008
BF 500-13
LC EC E.C NOEC
Endpoint . 50;(80 * 0 Endpoint
/L /k

(g/L) < 100000 > 100000 >100000 | (Mg/kg) na.
RAC (ug/L) > 500 < 1000 > 1000 > 10000 RAC (ug/kg) -
FOCUS PEC gl-max, sw s PEC gl-sed max PEC/RAC
Scenario (Lg/L) PEC/RAC ratio (= ETR) (ug/ka) (=ETR)
Step 1

1668

11.664 <0.02>0.01 <0.01 <0.001 n.c. -

BF 500-14
. LCso ECso E:Cso . NOEC
Endpoint - 39400 Endpoint
/L /k

(Mg/L) < 82600 > 60900 >100000 | (Mg/kg) n.a.
RAC (ug/L) > 394 < 826 > 609 > 10000 RAC (ug/kg) -
FOCUS PEC gl-max, sw P PEC gl-sed max PEC/RAC
Scenario (ug/L) PEC/RAC ratio (= ETR) (Mg/kg) (=ETR)
Step 1

12.444

12434 <0.03>0.02 <0.02 <0.001 n.c. -

Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration;
ETR: Exposure-toxicity ratio; n.a.: no study available; n.c.: not calculated; PEC/RAC ratios above the relevant trigger of 1 are
shown in bold

1 Worst-case PECs are derived from either single or twofold application in a risk envelope approach. For details, please refer to
Part B, Section 8.9.

2 At Steps 1 and 2 only the crop ‘winter cereals’ was considered, representing the worst-case in the context of a risk envelope
approach. For details, please refer to Part B, Section 8.9.

For the intended single and twofold application of BAS 758 00 F in ‘winter cereals’ (covering all intended
uses), the calculated PEC/RAC ratios for the pyraclostrobin metabolites indicate an acceptable risk for all
groups of aquatic organisms based on worst-case FOCUS Step 1 - 2 assumptions. Therefore, no further
assessment is necessary.
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Risk assessment for the formulated product (BAS 758 00 F)

Studies with the formulated product (BAS 758 00 F) were conducted with fish, Daphnia and algae. A fish
study was conducted, because fish are the most sensitive group of aquatic organisms based on the available
acute toxicity data for the active ingredients mefentrifluconazole and pyraclostrobin. Furthermore, in case
of another EC formulation containing mefentrifluconazole (BAS 750 01 F), increased toxicity of the
formulation to fish in comparison to the toxicity data available for the active substance was observed. As
the other groups of aquatic organisms (i.e. invertebrates and algae) were not clearly more sensitive than
fish based on the active substance data and to exclude potential increase in toxicity due to co-formulants,
an acute toxicity study with fish and the formulated product BAS 758 00 F is deemed justified.

In the following a mixture toxicity RA for the formulated product is conducted in accordance with the
EFSA AGD (2013). Measured and calculated mixture toxicity should be compared to determine synergistic,
additive or antagonistic effects of the formulation. In the following the concentration addition (CA) model
is used. To determine the respective formulation effect, EFSA proposes to calculate the model deviation
ratio (MDR), which divides the calculated mixture toxicity (LCsomix-ca; ECsomix-ca) by the measured
mixture toxicity (LCsoppp; ECsoppp). If the MDR is between 0.2 and 5 the observed and calculated mixture
toxicities are considered in agreement. Respective MDR calculations for BAS 758 00 F are presented in
Table 9.5.2-26.

Table 9.5.2-26: Comparison of the measured toxicity of the formulated product BAS 758 00 F
and the calculated mixture toxicity of the active substances mefentrifluconazole,
metrafenone and pyraclostrobin

Measured Calculated
Measured toxicity of the a.s. toxicity of mixture MDR
. Test . BAS 758 00 F toxicity )
Test species system Endpoint (ECxas.) (ECxper) (ECxmixca) (ECx mix-ca
a.s./L X X mbe /| ECx
lhgas/] [ug [ug PP
product/L] | mixture/L] Y
LC mefentrifluconazole | 532 88.4 605
H 50 2) . .
O. mykiss acute (96 h) metrafenon? > 820 (200 pg as/L) | (22.2 ug as/L) 0.9
pyraclostrobin 6.16
EC mefentrifluconazole | 944 262 207
50 3)
D. magna acute (48 h) metrafenoné > 920 (81.8 g as./L) | (46.8 g as./L) 0.6
pyraclostrobin 15.7
EC mefentrifluconazole | 1352 4 2820 2486
. r~50
P. subcapitata | - (72 h) metrafenone > 339 (863 ug a.s/L) | (562 g a.s/L) 0.7
pyraclostrobin > 843

Abbreviations: PPP: Plant Protection Product; CA: concentration addition; MDR: model deviation ratio

D The theoretical mixture toxicity of the formulation was re-calculated assuming concentration addition based on the measured
toxicity data of the active substances, their nominal contents within the formulation (i.e. 66.7 g mefentrifluconazole/L,
100 g metrafenone/L and 80 g pyraclostrobin/L) and the product density of 1.092 g/cm?.

2 For metrafenone, the slightly higher fish endpoint of the study with O. mykiss is considered, since the formulation study and
the studies with mefentrifluconazole and pyraclostrobin (providing the lowest endpoint for fish) were conducted with this fish
species as well.

3 For metrafenone, the slightly higher invertebrate endpoint of the study with D. magna is considered, since the formulation
study and the studies with mefentrifluconazole and pyraclostrobin (providing the lowest endpoint for invertebrates) were
conducted with this fish species as well.

4 For mefentrifluconazole, the slightly higher algae endpoint of the study with the green algae P. subcapitata is considered, since
the formulation studies and the study with pyraclostrobin and metrafenone (providing the lowest endpoint for algae) were
conducted with this green alga species as well.
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The calculated MDR values are between 0.6 and 0.9 for all organisms, indicating that the mixture does not
show synergistic or antagonistic toxicity compared to the active substances but instead follows the expected
toxicity for all groups of aquatic organisms (i.e. the CA model provides a reliable estimate of the toxicity
of the given mixture). Furthermore, based on the calculations it can be concluded that chronic studies on
fish and invertebrates using the formulations are not required, since the product is not by a factor >10
acutely more toxic than the active substances. As the formulation will break down rapidly once in the
environment, no chronic exposure to the formulated product is expected. Therefore, the chronic risk to fish
and invertebrates is sufficiently addressed by the risk assessment for the active substances and no further
chronic risk assessment is necessary.

With regard to the mixture risk assessment, the EFSA Aquatic GD further states that if the toxicity of the
mixture is largely explained by the toxicity of a single active substance and the CA model provides a reliable
estimate of the toxicity of the given mixture, a sufficient protection level might be achieved by simply
basing the risk assessment on the toxicity data for that “single driver”. Whether one a.s. is driving the
toxicity of the given mixture can be verified by the “Toxic Unit (TU)” approach. The EFSA Aquatic GD
states that if more than 90% of the sum of toxic units calculated for the formulation comes from a single
a.s., the risk assessment is sufficiently addressed by the risk assessment for the active substances. TU
calculations for BAS 758 00 F are presented in Table 9.5.2-27.

Table 9.5.2-27: Toxic Unit calculations for BAS 758 00 F based on the content of the active
substances mefentrifluconazole, metrafenone and pyraclostrobin in the
formulated product and the toxicity of the active substances

. Measured
Nominal content e
- toxicity of the . . .
Group Test substance | Test system of as. in a.s. (LCsoas. / Toxic Unit Toxic
BAS 758 00 F ' .EC ) > (TU) Unit [%0]
Xa.s
[o/L] [ug a.s./L]
i 96-h LC
mefentriflucon “%0 66.7 532 125376 1.0
azole O. mykiss
i 96-h LC
Fish, metrafenone . * 100 > 820 121951 0.9
acute 0. mykiss
. 96-h LCso
pyraclostrobin . 80 6.16 12987013 98.1
O. mykiss
SUM TU 13234340
i 48-h EC
mefentriflucon 50 66.7 944 70657 13
azole D. magna
48-h EC
Invertebrate, | o afenone » 100 > 920 108696 2.1
acute D. magna
. 48-h ECso
pyraclostrobin 80 15.7 5095541 96.6
D. magna
SUM TU 5274894
i 72-h E.C
mefentriflucon o0 66.7 1352 49334 11.2
azole P. subcapitata
72-h E(Cso
Algae metrafenone . 100 > 339 294985 67.2
P. subcapitata
. 72'h ErCSO
pyraclostrobin . 80 > 843 94899 21.6
P. subcapitata
SUM TU 439219
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. Measured
Nominal content toxicity of the
Group Test substance | Test system of as. in a.s (LBE:SO&\s / Toxic Unit T_oxic
BAS 758 00 F ' .EC ) > (TU) Unit [%6]
Xa.s
[9/L] [Mg a.s./L]
i 7-d E.C
mefentriflucon —%0 66.7 > 2017 33069 8.0
azole L. gibba
; 7-d E.C
Aquatic metrafenone ~o0 100 > 327 305810 74.0
plants L. gibba
) 14-d E/Cso
pyraclostrobin . 80 > 1077 74280 18.0
L. gibba
SUM TU 413160

Bold values: Toxic units > 90% for a single a.s.

TU calculations for algae and aquatic plants indicate that none of the active substances solely accounts for
the toxicity of the formulated product BAS 758 00 F. However, for the risk to fish and invertebrates,
pyraclostrobin is driving the toxicity (i.e. > 96.6%) of the formulated product. Therefore, in line with the
EFSA Aquatic GD (2013), the risk assessment for the risk to fish and invertebrates is sufficiently addressed
by the risk assessment for the active substance that drives the toxicity (i.e. pyraclostrobin).

For algae and aquatic plants, a tier 1 risk assessment considering PECnix Values and measured endpoints
from formulation studies (recalculated to content of a.s.) and calculated mixture toxicity following
concentration addition (E:Cso mix-ca) is provided in Table 9.5-28 and Table 9.5-29.

Table 9.5-28: Agquatic organisms: acceptability of risk (PECmix/RACppp/mix-ca <1) for the
formulation BAS 758 00 F for algae and aquatic plants based on worst-case
PECnmix values following single and twofold application (1x and 2x 1.0L
product/ha) of BAS 758 00 F in ‘spring and winter cereals’

Group Algae Aguatic plants

Test species P. subcapitata I. gibba

Endpoint ErCsoprp ErCso mix-ca

(ug sum a.s./L) 863 597 9

AF 10 10

RAC (ug sum

as/L) 86.3 59.7

FOCUS PECmix-max —

Scerario (Lg/L)? PEC/RAC (= ETR)

Step 1

40.171 0.5 0.7

Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration;
ETR: Exposure-toxicity ratio; PEC/RAC ratios (= ETR) above the relevant trigger of 1 are shown in bold
D The theoretical mixture toxicity of the formulation was re-calculated assuming concentration addition based on the measured
toxicity data of the active substances, their nominal contents within the formulation (i.e. 66.7 g mefentrifluconazole/L,
100 g metrafenone/L and 80 g pyraclostrobin/L) and the product density of 1.092 g/cm?.
9 Worst-case PECs are derived from either single or twofold application in ‘spring and winter cereals’ in a risk envelope
approach. For details, please refer to Part B, Section 8.9.
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For the intended single and twofold application of BAS 758 00 F at 1x and 2x 1.0 L product/ha in *spring
and winter cereals’ the calculated PECnix/RACrpr/mix-ca ratios indicate an acceptable risk for all algae and
aquatic plants based on tier 1 toxicity data and Step 1 PECsw mix Values. Therefore, no further assessment is
necessary.

Table 9.5-29: Aquatic organisms: acceptability of risk (PECmix’/RACppp/mix-ca <1) for the
formulation BAS 758 00 F for algae and aquatic plants based on worst-case
PECnmix values following single and twofold application (1x and 2x 15L
product/ha) of BAS 758 00 F in ‘spring and winter cereals’

Group Algae Aguatic plants
Test species P. subcapitata I. gibba
Endpoint ErCso pep ErCso mix-ca
(Mg sum a.s./L) 863 597 9
AF 10 10
RAC (ug sum
as/L) 86.3 59.7
FOCUS PECmix-max —
Scenario (ug/L)? PEC/RAC (= ETR)
Step 1

48.110 0.6 0.8

Abbreviations: AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration;
ETR: Exposure-toxicity ratio; PEC/RAC ratios (= ETR) above the relevant trigger of 1 are shown in bold

D The theoretical mixture toxicity of the formulation was re-calculated assuming concentration addition based on the measured
toxicity data of the active substances, their nominal contents within the formulation (i.e. 66.7 g mefentrifluconazole/L,
100 g metrafenone/L and 80 g pyraclostrobin/L) and the product density of 1.092 g/cm?.

9 Worst-case PECs are derived from either single or twofold application in ‘spring and winter cereals’ in a risk envelope
approach. For details, please refer to Part B, Section 8.9.

For the intended single and twofold application of BAS 758 00 F at 1x and 2x 1.5 L product/ha in ‘spring
and winter cereals’ the calculated PECnmix/RACerer / mix-ca ratios indicate an acceptable risk for all algae and
aquatic plants based on tier 1 toxicity data and Step 1 PECsw mix vValues. Therefore, no further assessment is
necessary.
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Residue data in fish

Mefentrifluconazole

The log Pow Of the active substance mefentrifluconazole was determined to be 3.34. In the BCF study
(BASF DoclD 2015/1122811) the steady state after exposure of O. mykiss to mefentrifluconazole at a
nominal exposure level of 0.01 mg/L, was reached after 2.6 days. After exposure termination, radioactivity
levels in fish tissues decreased rapidly with a half-life of ca. 0.59 days. After 7 days in clean water the
whole-body residues in fish had declined to 3% of the mean steady state concentration (CFss). The BCFk.q
(lipid content and growth corrected) was determined to be 385.

Despite the relatively high lipophilicity of mefentrifluconazole, it is concluded that there is no risk of
bioaccumulation due to the low accumulation and rapid excretion of the active substance from fish. Thus,
residues of mefentrifluconazole in fish are of no concern and no accumulation in the food chain is to be
expected.

Metrafenone

The logP.w of the active substance metrafenone was determined to be 4.3 (EFSA Scientific report No. 58,
1-72 (2006)). Hence, a bioconcentration study in fish has been performed (BASF DocID 2001/7000274).
The BCF for the total [**C] metrafenone-derived radioactivity and the parent metrafenone in whole fish
were in the range of 470 and 530 and 140 to 180, respectively. The time to reach 95% clearance (CTygs) in
the total [**C] metrafenone-derived radioactivity and the parent metrafenone in whole fish was 1.8 to 2.3
days and 2.3 to 2.7 days, respectively. There was no bioconcentration of the metrafenone metabolites and
degradation products, which indicated an intensive metabolic clearance of metrafenone. The potential for
accumulation in fish is low, because of the rapid excretion of the parent compound and its metabolites.

Pyraclostrobin

The logPow Of the active substance pyraclostrobin was determined to be 3.99 (EU Review Report,
SANCO/1420/2001-final, September 2004). Hence, a bioconcentration study in fish has been performed
(BASF DoclID 1999/11348). An apparent steady state was reached after 2 - 4 days of exposure. The
bioconcentration factors for parent compound in whole fish were 379 and 507 L/kg (two labels). The half-
life for elimination was 0.9 days. The time for elimination of 90% of the activity varied between 2.8 and
3.0 days. The nature of radioactivity in fish tissues after 28 days of exposure consisted of the parent
substance (39 - 74%) and 4 metabolites (2 - 9%). Due to the limited bioaccumulation and the rapid
metabolization and excretion of the active substance (and its metabolites), there is no risk of
bioaccumulation. In addition, pyraclostrobin dissipates rapidly in water preventing continuous exposure.

Thus, residues of the active substances of BAS 758 00 F in fish are not of concern and no
accumulation in the food chain is to be expected.

95.3 Overall conclusions

The standard and refined risk assessment for the fungicidal product BAS 758 00 F, the active
substances mefentrifluconazole, metrafenone and pyraclostrobin as well as their major metabolites
demonstrates that the application of BAS 758 00 F in ’spring and winter cereals’ according to good
agricultural practice is of low risk to aquatic ecosystems if a

risk mitigation measures are employed.
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Review Comments:

The relevant predicted environmental concentrations in water (PECsy) for risk assessments covering the
proposed use pattern are taken from Part B Section 8 (Environmental Fate). The initial risk assessment
was based on the worst case PECsw values and the results of laboratory toxicity testing.

For active substances and relevant metabolites PECy,, calculations were performed with FOCUS STEPS
1-2 (active substances and metabolites) and FOCUS STEP 3 (all active substance) and STEP 4
(pyraclostrobin).

For pyraclostrobin the mesocosms study was taken to consideration in the refined risk assessment.

For all active substances and their metabolites for the intended single and twofold application of
BAS 758 00 F in cereals, the calculated PEC/RAC ratios indicate an acceptable risk for all groups of
aquatic organisms without any mitigation measures.

Based on the mixure toxicity assessment, it can be concluded that the mitigation measures based on the
risk assessment of pyraclostrobin will be sufficient to protect aquatic organisms.

Single and twofold application (1x and 2 x 1 L/ha) of BAS 758 00 F

A non-sprayed buffer zone of 5 m or 50% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in “spring cereals’ for scenarios D4 and D5. A non-sprayed buffer zone of 5 m or 75%
drift reducing nozzles are considered for the intended use of BAS 758 00 F in ‘spring cereals’ for
scenarios D3. For scenario R4 non-sprayed, vegetated buffer zone of 10 m is required.

Single and twofold application (1x and 2 x 1.5 L/ha) of BAS 758 00 F

A non-sprayed buffer zone of 5 m or 75% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in ‘spring cereals’ for scenarios D3, D4 and D5. For scenario R4 non-sprayed, vegetated
buffer zone of 10 m is required.

Single and twofold application (1x and 2 x 1 L/ha) of BAS 758 00 F

A non-sprayed buffer zone of 5 m or 50% drift reducing nozzles are considered for the intended use of
BAS 758 00 F in ‘winter cereals’ for scenarios D4, D5, R1 and R3. A non-sprayed buffer zone of 5 m or
75% drift reducing nozzles are considered for the intended use of BAS 758 00 F in “winter cereals’ for
scenarios D3. For scenario R4 non-sprayed, vegetated buffer zone of 10 m is required.

Single and twofold application (1x and 2 x 1.5 L/ha) of BAS 758 00 F

A non-sprayed buffer zone of 5 m or 75 % drift reducing nozzles are considered for the intended use of
BAS 758 00 F in “winter cereals’ for scenarios D3, D4 and D5. For scenarios R1, R3 and R4 non-
sprayed, vegetated buffer zone of 10 m is required.
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9.54 Effects on bees (KCP 10.3.1)

9.55 Toxicity data

Acute contact and oral toxicity studies on honey bees have been carried out with BAS 758 00 F, the active
substances mefentrifluconazole (BAS 750 F), metrafenone (BAS 560 F) and pyraclostrobin (BAS 500 F)
and relevant metabolites.

Additionally, chronic toxicity studies on adult honey bees and toxicity studies on honey bee larvae have
been carried out with BAS 758 00 F.

All studies are listed in Table 9.5-30, Table 9.5-31, Table 9.5-32 and Table 9.5-33. Full details of already
EU evaluated studies can be found in the respective EU documents of the active substances. New data
submitted with this application are listed in Appendix 1 and summarized in Appendix 2.
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Table 9.5-30: Endpoints and effect values for mefentrifluconazole relevant for the risk
assessment for bees
Species Substance Exposure Results Reference
System
Apis mellifera mefentrifluconazole | acute oral LDso (48 h) > 100 pg a.s./bee EFSA Journal
(adults) 2018;16(7):5379
2015/1128674
Apis mellifera mefentrifluconazole | acute contact |LDso (48 h) > 100 g a.s./bee EFSA Journal
(adults) 2018;16(7):5379
2015/1128674
Apis mellifera mefentrifluconazole | chronic oral LDDs (10 d) > 110.5 pg EFSA Journal
(adults) a.s./bee/day 2018;16(7):5379
NOEDD (10 d)>110.5 pg 2013/1235086
a.s./bee/day
Apis mellifera mefentrifluconazole | single NOED (8 d) =29.7 ug a.s./larva |EFSA Journal
(larvae) exposure LDso (8 d) =43.9 ug a.s./larva 2018;16(7):5379
2013/1235087
Apis mellifera mefentrifluconazole | repeated NOED (21 d) > 50.1 pg a.s./larva | Draft Assessment
(larvae) exposure EDso (21 d) >50.1 pg a.s./larva | Report (DAR) of

mefentrifluconazole
(Apr. 2017), Vol. 3,

B.9
2014/1327676 *
Apis mellifera mefentrifluconazole | repeated NOED (22 d) = 25 ug a.s./larva
(larvae) exposure EDsp (22 d) > 50 pg a.s./larva
NOEC (22 d) = 162.4 ug a.s./kg
food Draft Assessment
ECso (22 d) > 324.8 mg a.s./kg Report (DAR) of
food mefentrifluconazole
(January 2018),
Vol. 3CA, B.9
Bombus terrestris | mefentrifluconazole | acute oral LDso (96 h) > 195.4 ug EFSA Journal
(adults) a.s./bumble bee 2018;16(7):5379
2014/1275250
Bombus terrestris | mefentrifluconazole | acute contact |LDs (96 h) > 200.0 pg EFSA Journal
(adults) a.s./bumble bee 2018;16(7):5379
2014/1275250

#  According to the Draft Assessment Report (DAR) of mefentrifluconazole (April 2017), Vol. 3, B.9, the study is not reliable
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Table 9.5-31: Endpoints and effect values for metrafenone relevant for the risk assessment
for bees
Species Substance Exposure Results Reference
System
Apis mellifera metrafenone acute oral LDso > 114 g a.s./bee EFSA Scientific
(adults) report No. 58, 1-72
(2006)

Apis mellifera metrafenone acute contact LDsp > 100 g a.s./bee EFSA Scientific
(adults) report No. 58, 1-72

(2006)

)



BAS 758 00 F / Revyflex Plus Page 148 /547
Part B — Section 9 - Core Assessment
ZRMS version

Table 9.5-32: Endpoints and effect values for pyraclostrobin relevant for the risk assessment
for bees
Species Substance Exposure Results Reference
System
Apis mellifera pyraclostrobin acute oral LDso (48 h) > 73.1 pg/bee EC Review report,
(adults) SANCO0/1420/200
1- 2004
1999/11457
Apis mellifera pyraclostrobin acute contact | LDsp (48 h) > 100.0 ug/bee EC Review report,
(adults) SANCO/1420/200
1- 2004

1999/11457
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Table 9.5-33: Endpoints and effect values of BAS 758 00 F relevant for the risk assessment
for bees
Species Product Exposure Results Reference
System
Apis mellifera BAS 758 00 F acute oral LDso (48 h) = 249 pg/bee not EU evaluated
(adults) (corresponding to 56.2 ug total 2020/2037657
a.s./bee)
Apis mellifera BAS 758 00 F acute contact | LDsg (48 h) = 700 pg/bee not EU evaluated
(adults) (corresponding to 158.1 pg total 2020/2037657
a.s./bee)
Apis mellifera BAS 758 00 F chronic oral LDDsp (10 d) = 21.4 pg/bee/day not EU evaluated
(adults) (corresponding to 4.84 g total 2021/2008152
a.s./bee/day)
NOEDD (10 d) = 12.7 ug/bee/day
(corresponding to 2.86 ug total
a.s./bee/day)
Apis mellifera BAS 758 00 F repeated EDso (22 d) > 97.7 pg/larva not EU evaluated
(larvae) exposure (corresponding to 22.1 g total 2021/2008153
a.s./larva)
NOED (22 d) > 97.7 pg/larva
(corresponding to 22.1 ug total
a.s./larva)
Higher-tier studies (tunnel test, field studies)
Apis mellifera BAS 758 00 F semi-field Semi-field tunnel test (Phacelia not EU evaluated
(colonies) tanacetifolia): no unacceptable 2021/2047630
lethal or sublethal effects on honey
bee colonies exposed to 407 g total
a.s./ha
9551 Justification for new endpoints

Effects of the formulation BAS 758 00 F on honey bees were not evaluated as part of the EU assessment
of the active substances mefentrifluconazole, metrafenone or pyraclostrobin. Hence, all relevant data and
assessments considering this formulation are provided here and are considered adequate.

All chronic studies on bees which were previously not evaluated on EU level, were checked for their
potential to calculate L/ECi020 Values in accordance with Commission Regulations (EU) 283/2013 and
284/2013, respectively. If a calculation was possible, the L/EC1o20 are provided in the corresponding study
summary in Appendix 2. However, since these values are not relevant for the risk assessment, they are not
listed in chapter.
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9.5.6 Risk assessment

The evaluation of the risk for bees was performed in accordance with the recommendations of the
“Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services
(SANCO0/10329/2002 rev.2 (final), October 17, 2002) and the EPPO 2010 risk assessment scheme
(OEPP/EPPO, 2010: Environmental risk assessment scheme for plant protection products, Chapter 10:
Honey bees, PP 3/10 (3), Bulletin OEPP/EPPO Bulletin 40, 323-331). The EFSA bee guidance document
(EFSA Journal 2013; 11(7):3295) was not used as it has not been adopted by the Standing Committee on
Plants, Animals, Food and Feed at the time of application.

The application of BAS 758 00 F is envisioned in cereals. The following risk assessment is based on the
worst-case maximum single application rate of 1.5L BAS 758 00 F/ha (equivalent to 0.100 kg
mefentrifluconazole /ha, 0.150 kg metrafenone/ha and 0.120 kg pyraclostrobin/ha; see Section 9 Chapter
9.1 for details).

9.5.6.1 Hazard quotients for bees

The risk to honey bees from the use of mefentrifluconazole, metrafenone, pyraclostrobin and BAS 758 00 F
was assessed using the maximum single application rate and the LDso values to calculate hazard quotients
(HQ) for oral exposure (Qro) and contact exposure (Qnc) (OEPP/EPPO, 2010: Chapter 10: Honey bees, PP
3/10 (3)) as follows.

Maximum application rate [g/ha]

Hazard Quotient (HQ) = Acute LDs, [ug/bee]

A hazard quotient of less than 50 indicates a low risk to honey bees colonies in the field (see Table 9.5-34
to

Table 9.5-37).
Table 9.5-34: First-tier assessment of the risk for bees due to the use of mefentrifluconazole as
contained in BAS 758 00 F according to the proposed use pattern

Intended use cereals

Active substance mefentrifluconazole

Application rate (g 2 x 100

a.s./ha)

Test design LDso (lab.) Single application rate QHo, QHe

(ug a.s./bee) (g a.s./ha) criterion: Qu<50
Oral toxicity > 100 <1.0
100
Contact toxicity > 100 <1.0

Qro, Qne: Hazard quotients for oral and contact exposure.
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Table 9.5-35: First-tier assessment of the risk for bees due to the use of metrafenone as
contained in BAS 758 00 F according to the proposed use pattern

Intended use cereals

Product metrafenone

Application rate (g 2 x 150

a.s./ha)

Test design LDso (lab.) Single application rate QHo, QHe

(ug/bee) (g9/ha) criterion: Qu<50
Oral toxicity > 114 <13
150
Contact toxicity > 100 <15

Table 9.5-36:

First-tier assessment of the risk for bees due to the use of pyraclostorbin as

contained in BAS 758 00 F according to the proposed use pattern

Intended use

cereals

Active substance

pyraclostrobin

Application rate (g 1x120
a.s./ha)
Test design LDso (lab.) Single application rate QHo, QHe
(ug a.s./bee) (g9/ha) criterion: Qu<50
Oral toxicity > 73.1 < 16
— 120
Contact toxicity > 100 <12

Table 9.5-37 First-tier assessment of the risk for bees due to the use of BAS 758 00 F
according to the proposed use pattern

Intended use cereals

Product BAS 758 00 F

Application rate (L/ha) 2x15

Test design LDso (lab.) Single application rate QHo, QHe

(ug/bee) (g9/ha) criterion: Qu<50
Oral toxicity 249 6.6
— 1638 Y
Contact toxicity 700 2.3

Qro, Qnc: Hazard quotients for oral and contact exposure.

D Taking into account a single application of 1.5 L product/ha and the density of BAS 758 00 F of 1.092 g/cm?.
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Under Regulation (EC) No 1107/2009, no adopted risk assessment scheme currently exists for chronic
honey bee or honey bee larvae studies. Nevertheless, additional studies were carried out with
mefentrifluconazole (BAS 750 F), as well as
BAS 758 00 F. For mefentrifluconazole, chronic toxicity study on honey bees resulted ina NOEDD > 110.5
Hg a.s./bee/day. The NOED derived from the repeated exposure study on honey bee larvae was 25 pg
a.s./larva.

For BAS 758 00 F, the chronic toxicity study on honey bees resulted in a NOEDD of
2.86 pg total a.s./bee/day. The NOED derived from the repeated exposure study on honey bee larvae was
> 22.1 pg total a.s./larva. In the absence of clear guidance (noted and agreed by member states) a
preliminary risk assessment according to the current legal requirements (SANCO/10329/2002 and EPPO
2010) has been conducted and is presented below.

Repeated exposure of adult honey bees and immature life stages within the hive is realistic for active
substances but not for the formulated product (formulants have different physical and chemical properties
with different dissipation/degradation). Conclusively, chronic exposure of adult bees for 10 days and
repeated exposure of honey bee larvae to the original product at a constant dose is unlikely. Hence, focus
in the risk assessment provided below should be on the active substance. The data obtained for
BAS 758 00 F is considered less relevant for the risk assessment but is presented as a worst-case scenario.
Please note that the intended uses of BAS 758 00 F are in cereals which are a non-bee attractive crops
(USDA (2017), Attractiveness of Agricultural Crops to Pollinating Bees for the Collection of Nectar and/or
Pollen). Therefore, the following assessment is considered an unrealistic worst case.

For the chronic risk assessment for adult honey bees and honey bee larvae, the revised EPPO scheme
(2010) suggests calculating the ratio between the NOEL (oral) and the exposure. This approach has been
originally proposed for seed treatments, but can be directly applied to foliar applications as well. For adult
bees, the exposure is assessed through the amount of residues that may be ingested by a bee in one day.
The ratio between the NOEL (= NOED in pg a.s./bee/day) and the exposure (also in g a.s./bee/day) is then
calculated as follows:

NOED, q; [1g a.s./bee/day]
Amount of residues ingested by a bee in one day [ug a.s./bee/day]

TERchronic,adult =

For the risk assessment the exposure of larvae is estimated as the amount of residues that may be ingested
by the larvae during their complete larval stage (feeding period of five days) as a worst case assumption.
For larvae, the ratio between the NOEL (in pg a.s./larva) and the exposure (residues ingested over the five-
day feeding period in pg a.s./larva) is calculated by the following equation:

NOELyyqi[ng a.s./larva]

TER ; =
chroniclarvae = Amount of residues ingested by a larva [ug a.s./larva]
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Following EPPO (2010) the expected worst-case residue consumption of larvae and adult bees was
calculated. For pyraclostrobin, RUD residue values reported in the recently published external EFSA
supporting publication on residues in bee relevant matrices (EFSA 2017) have been used to estimate the
exposure. For mefentrifluconazole and metrafenone, no specific RUD values are reported. Therefore,
overall RUD residue values for spray applications have been used for exposure estimation as reported in
EFSA (2017). In order to be protective, we suggest using the 3™ Quantile data which are well above the
more realistic median values. Expected residues in nectar and pollen are calculated using the maximum
single application rate of BAS 758 00 F (100 g mefentrifluconazole/ha, 150 g metrafenone/ha and 120 g
pyraclostrobin/ha; see Table 9.5-38).

Table 9.5-38: Residue values of the active substances in pollen and nectar

rd . Expected residues based on
3" quartile RUD proposed GAP
Pollen
mefentrifluconazole 2)
(Application rate 100 g a.s./ha) 63.70 mg as./kg 6.37 mg as./kg
metrafenone 2)
(Application rate 150 g a.s./ha) 63.70 mg as./kg 9.56 mg as./kg
pyraclostrobin 1
(Application rate 120 g a.s./ha) 60.88 mg as./kg 7.31mgas./kg
BAS 758 00 F 63.70 mg a.s./kg for
(Application rate 100 g mefentrifluconazole and
mefentrifluconazole/ha, 150 g metrafenone 2 _ 23.23 mg total a.s./kg
metrafenone/ha and 120 g 60.88 mg a.s./kg for pyraclostrobin
pyraclostrobin/ha) 2
Nectar
mefentrifluconazole 2)
(Application rate 100 g a.s./ha) 3.99mg as./kg 0.40 mg as./kg
metrafenone 2)
(Application rate 150 g a.s./ha) 3.99mg as./kg 0.6 mg a.s./kg
pyraclostrobin 1
(Application rate 120 g a.s./ha) 2.16 mg as./kg 0.26 mg as./kg
BAS 758 00 F (Application rate 3.99 mg a.s./kg for
100 g mefentrifluconazole/ha, 150 mefentrifluconazole and 1.26 ma total a.s./k
g metrafenone/ha and 120 g metrafenone 2 ' g S1K9
pyraclostrobin/ha) 2.16 mg a.s./kg for pyraclostrobin ¥

D Specific RUD values for pyraclostrobin from EFSA supporting publication on residues in bee relevant matrices (EFSA 2017).
2 Qverall RUD values from EFSA supporting publication on residues in bee relevant matrices (EFSA 2017).
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To calculate the expected consumption of the relevant matrixes EPPO 2010 refers to a review by Rortais et
al. (2005). For adult honey bees, only nectar consumption is relevant as adult bees do not consume pollen.
In Rortais et al. (2005) the maximum amount of sugar an adult bee consumes per day is given as
128 mg/bee/day. Based on nectar sugar concentration of 30% this corresponds to a total consumption of
approximately 426.7 mg/bee/day, which can be considered an unrealistic worst-case scenario. In the
absence of clear guidance, the nectar sugar concentration was taken from Rortais et al. (2005), which cite
a range of sugar concentrations in nectars between 5-80% specifically mentioning 40% as representative in
bee attractive crops. This range suggests that 30% sugar concentration can be considered conservative for
crop plants, which is well supported by the literature (Pamminger et al. 2019). For honey bee larvae Rortais
et al. (2005) gives a maximum of 59.4 mg sugar/5days, which corresponds to a nectar consumption of
198 mg/5days based on 30% sugar concentration in nectar. In addition to their nectar requirements honey
bee larvae consume up to 2 mg pollen/5days (Babendreier et al. 2004). It is to be noted that the pollen
consumption values mentioned in Rortais et al. (2005) based on a citation of Babendreier et al. (2004) are
not the values which are mentioned in the original publication Babendreier et al. (2004).

To calculate the residue intake of mefentrifluconazole (BAS 750 F), metrafenone (BAS 560 F),
pyraclostrobin (BAS 500 F) and BAS 758 00 F by adult honey bees and honey bee larvae, the consumed
amounts of pollen and nectar are multiplied with relevant measured residue in nectar and pollen after
application of BAS 758 00 F (see Table 9.5-39 to Table 9.5-42). The calculated chronic TER values are
given in Table 9.5-43 to Table 9.5-46. These TERs are compared to the trigger of 1 as proposed in the
revised EPPO scheme (2010). Given the protective worst-case assumptions underlying this risk
assessment (detailed above), as well as the fact that all calculated TERs far exceed the suggested
trigger by at least a factor of 5, it can be concluded that the risk for chronic adult and developmental
exposure to honey bees can be considered acceptable.

Table 9.5-39: Total residue intake for adult honey bees and larvae following exposure to BAS 750 F
according to the proposed uses

Honey bee stage Adult Larva (over 5 days)
S 6.37 mg a.s./kg 6.37 mg a.s./kg
Residue in pollen (= 0.00637 pg a.s./mg) (= 0.00637 pug a.s./mg)
Pollen consumption 0 2.0 mg/larva
Residue intake through pollen 0 pg a.s./bee/day 0.013 pg a.s./larva
S 0.40 mg a.s./kg 0.40 mg a.s./kg
Residue in nectar (= 0.00040 ug a.s./mg) (= 0.00040 ug a.s./mg)
Nectar consumption 426.7 mg/bee/day 198.0 mg/larva
Residue intake through nectar 0.17 pg a.s./bee/day 0.079 pg a.s./larva
Total residue intake 0.17 g a.s./bee/day 0.092 pg a.s./larva
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Table 9.5-40: Total residue intake for adult honey bees and larvae following exposure to BAS 560 F

according to the proposed uses

Residue in nectar

(= 0.00060 pg a.s./mg)

Honey bee stage Adult Larva (over 5 days)
o 9.56 mg a.s./kg 9.56 mg a.s./kg
Residue in pollen (= 0.00956 ug a.s./mg) (= 0.00956 ug a.s./mg)
Pollen consumption 0 2.0 mg/larva
Residue intake through pollen 0 ug a.s./bee/day 0.019 pg a.s./larva
0.60 mg a.s./kg 0.60 mg a.s./kg

(= 0.00060 pg a.s./mg)

Nectar consumption

426.7 mg/bee/day

198.0 mg/larva

Residue intake through nectar

0.26 ug a.s./bee/day

0.13 pg a.s./larva

Total residue intake

0.26 pg a.s./bee/day

0.14 pg a.s./larva

Table 9.5-41: Total residue intake for adult honey bees and larvae following exposure to BAS 500 F

according to the proposed uses

Honey bee stage

Adult

Larva (over 5 days)

Residue in pollen

7.31 mg a.s./kg
(=0.00731 pg a.s./mg)

7.31 mg a.s./kg
(=0.00731 ug a.s./mg)

Residue in nectar

(= 0.00026 pg a.s./mg)

Pollen consumption 0 2.0 mg/larva
Residue intake through pollen 0 ug a.s./bee/day 0.015 pg a.s./larva
0.26 mg a.s./kg 0.26 mg a.s./kg

(= 0.00026 pg a.s./mg)

Nectar consumption

426.7 mg/bee/day

198.0 mg/larva

Residue intake through nectar

0.11 pg a.s./bee/day

0.051 pg a.s./larva

Total residue intake

0.11 pg a.s./bee/day

0.066 pg a.s./larva
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Table 9.5-42: Total residue intake for adult honey bees and larvae following exposure to
BAS 758 00 F according to the proposed uses

Honey bee stage

Adult

Larva (over 5 days)

Residue in pollen

23.23 mg total a.s./kg
(= 0.02323 g total a.s./mg)

23.23 mg total a.s./kg
(= 0.02323 g total a.s./mg)

Pollen consumption

0

2.0 mg/larva

Residue intake through pollen

0 Mg total a.s./bee/day

0.046 pg a.s./larva

Residue in nectar

1.26 mg total a.s./kg
(=0.00126 ug total a.s./mg)

1.26 mg total a.s./kg
(=0.00126 g total a.s./mg)

Nectar consumption

426.7 mg/bee/day

198.0 mg/larva

Residue intake through nectar

0.54 g a.s./bee/day

0.25 pg a.s./larva

Total residue intake

0.54 pg a.s./bee/day

0.30 pg a.s./larva

Table 9.5-43: Chronic risk to adult bees and larvae following the use of BAS 750 F in cereals using

TER approach
Honey bee Exposur NOED Worst_case residue TERG, Trigger
stage e route intake value
Adult Oral >110.5 pg a.s./bee/day 0.17 ug a.s./bee/day > 650 1
Larvae Oral 25 ug a.s/larva 0.092 pg a.s./larva 272 1
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Table 9.5-46: Chronic risk to adult bees and larvae following the use of BAS 758 00 F in cereals
using TER approach

Honey bee Exposure NOED Worst.case residue TERw: Trigger
stage route intake value
Adult Oral 2.86 ug total a.s./bee/day 0.54 ug a.s./bee/day 5 1
Larvae Oral >22.1 pg total a.s./larva 0.30 pg a.s./larva > 74 1

The underlying assumptions of the revised EPPO (2010) risk assessment for chronic adult bees and honey
bee larvae largely comply with the proposals presented in the EFSA bee guidance document:

- in both approaches the chronic adult and larvae endpoints are set into relation to exposure which is
based on pollen and nectar consumption.

- in both approaches the assumed amount of pollen and nectar consumption and the relevant time-
frame is identical as it is based on the same literature references.

- the RUD values used from the EFSA supporting publication 2017 are based on a review and quality
evaluation of available residue studies. The request of EFSA for the supporting publication was the
limited availability of residue data at the time of the finalization of the EFSA bee guidance
document. The EFSA supporting publication 2017 reflects therefore the current knowledge status.

- the possibility to refine exposure by using a time-weighted-average factor is a common refinement
option for risk assessment of non-target organisms which is also mentioned in the EFSA bee
guidance document.

However, in some respects this proposal deviates from the EFSA bee guidance document. Main differences
lie in the endpoints and triggers used. In the EFSA bee guidance document it is proposed to use the LDDsg
endpoint for chronic adult and the NOED for honey bee larvae. At the same time the proposed chronic adult
trigger in the EFSA bee guidance document for the ETR (exposure toxicity ratio) based on LDDsy is 0.03,
corresponding to a TER trigger (toxicity exposure ratio) of 33.3. The ETR trigger for the larvae risk
assessment in the EFSA bee guidance document is 0.2 (corresponding to a TER trigger of 5). In EPPO 2010
the proposed TER trigger is 1 based on NOED endpoint for the chronic adult and the larvae risk assessment.
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9.5.6.2 Higher-tier risk assessment for bees (tunnel test, field studies)

Under Regulation (EC) No 1107/2009, no risk assessment scheme exists currently for chronic honey bee
or honey bee larvae studies. Based on the preliminary risk assessment according to SANCO/10329/2002
and EPPO 2010 that BASF provided, all TER values exceed the trigger of 1.

Nevertheless, in addition to the laboratory studies, a higher-tier semi-field tunnel test with BAS 758 00 F
(BASF DoclD 2021/2047630) has been performed according to OECD guidance document No. 75 (2007),
EPPO Standard PP 1/170(3) (2010), OCSPP 850.3040: Field Testing for Pollinators (2012),
recommendations of the AG Bienenschutz (2011), ICPPR (2014), recommendations of the EFSA Guidance
Document on the risk assessment of plant protection products on bees (2013) and Pistorius et al. (2012),
SANTE/2020/12830 rev. 1 (14/02/21), OECD ENV/IM/MONO(2007)17-Guidance Document on
Pesticide Residue Analytical Methods. The study was carried out to gain additional information about the
potential toxicity of BAS 758 00 F covering effects on honey bee larvae and bee brood development under
more realistic conditions. BAS 758 00 F was applied at a rate of 1.65 L/ha (407 g total a.s./ha) during active
foraging of the honey bees onto flowering Phacelia tanacetifolia enclosed within a tunnel. A study
summary is presented in Appendix 2.

The application of BAS 758 00 F caused no unacceptable effects on honey bee mortality, foraging
conditions, behaviour, colony development, colony strength and bee brood development when applied at a
rate of 1.65 L/ha (equivalent to 407 g total a.s./ha) under semi-field conditions (tunnel) to P. tanacetifolia
during active foraging conditions.

The results of this higher tier study confirms the results of the laboratory studies and demonstrates no
unacceptable risk from BAS 758 00 F to honey bees at all life stages. Therefore, the proposed use of
BAS 758 00 F, according to good agricultural practice, presents low risk to honey bees at all life stages and
will not adversely affect honey bee colonies.

957 Effects on bumble bees

For bumble bees no specific data requirement exists under regulation (EC) No 1107/2009. Nevertheless, to
support the application an acute oral and contact study was conducted with the active substance
mefentrifluconazole . The oral and contact LDso were determined to be
>195.4 ug a.s./bumble bee and > 200 pg a.s./bumble bee, respectively for mefentrifluconazole.

9.5.8 Effects on solitary bees

No reliable and validated testing methods for solitary bees are currently available and no specific data
requirement exists under regulation (EC) No 1107/2009. The EFSA bee guidance document (EFSA Journal
2013; 11(7):3295) has not been adopted at the time of application. Therefore, no studies with solitary bees
have been performed.
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95.9 Overall conclusions

The hazard quotients for BAS 758 00 F and the active substances mefentrifluconazole, metrafenone
and pyraclostrobin for acute oral and acute contact exposure of honey bees are considerably below
the Commission Regulation (EU) 546/2011 trigger value of 50. Based on the available information it
can be concluded that no unacceptable risk to honey bees is expected from applications of
BAS 758 00 F according to the proposed uses. This is confirmed by a risk assessment following EPPO
(2010) for chronic exposure to adult honey bees and repeated exposure to honey bee larvae.

Review Comments:

The evaluation of the acute risk for bees was performed in accordance with the recommendations of the
“Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services
(SANCO/10329/2002 rev.2 (final), October 17, 2002). The submitted risk assessment, based on
laboratory studies, has been accepted. It can therefore be concluded that there will be negligible acute
risk associated with the exposure of Apis mellifera to BAS 758 00 F.

The data requirements in accordance with Commission Regulation (EU) No 284/2013 for the chronic
toxicity to adult honeybees and honeybee larvae are fulfilled.

There is not harmonized approach for the chronic risk assessment for bees, therefore, Concerned Member
States must decide on the acceptability of EPPO 2010 approach at national level.
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9.6 Effects on arthropods other than bees (KCP 10.3.2)

9.6.1 Toxicity data

The toxicity of BAS 758 00 F to non-target arthropods has been investigated by carrying out Tier | tests on
Typhlodromus pyri and Aphidius rhopalosiphi and Tier Il tests on A. rhopalosiphi and Chrysoperla carnea
as well as an aged residue study on C. carnea. All studies are listed in Table 9.6-1. New data submitted
with this application are listed in Appendix 1 and summarized in Appendix 2.

Table 9.6-1:  Endpoints and effect values for BAS 758 00 F relevant for the risk assessment for non-
target arthropods

Species Product Exposure Results Reference
System

Typhlodromus pyri BAS 758 00 F | laboratory test LRsp =1.748 L/ha not EU evaluated

(protonymphs) glass plates 2020/2037663
2D exposure Corrected mortality: Y

-1.0% at 0.28125 L/ha
1.0% at 0.5625 L/ha
20.4% at 1.125 L/ha
72.4% at 2.25 L/ha
93.9% at 4.5 L/ha

Aphidius rhopalosiphi |[BAS 758 00 F | laboratory test LRso = 0.61621 L/ha not EU evaluated
(adults) glass plates 2020/2037662
2D exposure Corrected mortality:

0% at 0.28125 L/ha
36.8% at 0.5625 L/ha
100% at 1.125 L/ha
100% at 2.25 L/ha
100% at 4.5 L/ha

Aphidius rhopalosiphi |[BAS 758 00 F | extended laboratory test | LRso > 3.0 L/ha not EU evaluated
(adults) barley plants, ERso > 3.0 L/ha 2021/2015154
3D exposure
Corrected mortality: Y
0% at 0.5 L/ha

-3.6% at 0.75 L/ha
-3.6% at 1.0 L/ha

0% at 1.5 L/ha

3.6% at2.0 L/ha

0% at 3.0 L/ha

Effects on reproduction: V
-3.3% at 0.5 L/ha

5.6% at 0.75 L/ha
3.7%at 1.0 L/ha

-4.2% at 1.5 L/ha

6.1% at 2.0 L/ha

11.7% at 3.0 L/ha
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Species

Product

Exposure
System

Results

Reference

Chrysoperla carnea
(larvae)

BAS 758 00 F

extended laboratory test
bean leaves,
2D exposure

LRsp = 1.37 L/ha
ER50 >15L/ha

Corrected mortality:
12.8% at 0.5 L/ha
25.5% at 0.75 L/ha
40.4% at 1.0 L/ha
55.3% at 1.5 L/ha
74.5% at 2.0 L/ha
70.2% at 3.0 L/ha

Hatching rate:
74.7% in the control
74.6% at 0.5 L/ha
75.0% at 0.75 L/ha
73.0% at 1.0 L/ha
72.7% at 1.5 L/ha

not EU evaluated
2021/2015155

Chrysoperla carnea
(larvae)

BAS 758 00 F

aged residue test
bean plants,
3D exposure

0 DAT:
LRsg > 3.0 L/ha
ERsg > 3.0 L/ha

Corrected mortality:
20.9% at 1.5 L/ha
32.6% at 2.0 L/ha
39.5% at 3.0 L/ha

Hatching rate:
74.4% in the control
74.3% at 1.5 L/ha
73.7% at 2.0 L/ha
72.3% at 3.0 L/ha

7 DAT:
LR50 > 3.0 L/ha
ER50 > 3.0 L/ha

Corrected mortality:
2.2% at 2.0 L/ha
4.4% at 3.0 L/ha

Hatching rate:
73.8% in the control
74.1% at 2.0 L/ha
74.0% at 3.0 L/ha

not EU evaluated
2021/2027050

D Positive values indicate a decrease in survival or reproduction; negative values indicate an increase in survival or reproduction,
compared to the control.
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9.6.1.1 Justification for new endpoints

Effects of BAS 758 00 F on non-target arthropods other than bees were not evaluated as part of the EU
assessment of the active substances mefentrifluconazole, pyraclostrobin and metrafenone. Hence, all
relevant data and assessments considering this formulation are provided here and are considered adequate.

9.6.2 Risk assessment

The testing and risk assessment strategy used here follow the approach recommended in the ESCORT 2
guidance document, ESCORT 3, and the EC Guidance Document on Terrestrial Ecotoxicology
(SANCO/10329, 17 October 2002).

9.6.2.1 Risk assessment for in-field exposure

The application of BAS 758 00 F is envisioned in cereals. The following risk assessment is based on the
worst-case field application rate of 2 x 1.5 L/ha (see Section 9 Chapter 9.1 for details).

The in-field exposure (Predicted Environmental Rate, PER) is calculated according to the ESCORT 2
Guidance Document using the following equation:

PER;,_fielqa = Application rate [L/ha] * MAF

Default foliar and soil MAF values following multiple applications are given in the ESCORT 2 Guidance
Document and are the following for BAS 758 00 F and its application scheme.

MAF (leaf substrate) = 1.7
MAF (soil) = 1.9

As a pre-emergence or early post-emergence application is not intended for the use of BAS 758 00 F (see
Section 9 Chapter 9.1 for details), the MAF (soil) will not be considered in the following risk assessment.
Thus, the PERin-fielq 1S 2.55 L/ha.

The potential risk for non-target arthropods exposed in-field to BAS 758 00 F was assessed by calculating
the hazard quotient (HQ = exposure/toxicity, see Table 9.6-2) for tier | standard laboratory studies
according to the formula:

PERjn-fielg [L/ha]
LR50 [L/ha]

HQj, fiels =

For higher tier laboratory studies risk is acceptable if the PERinieid is below the relevant endpoint (see Table
9.6-2).
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Table 9.6-2: First- and higher-tier assessment of the in-field risk for non-target arthropods due
to the use of BAS 758 00 F according to the proposed use pattern
Intended use cereals
Product BAS 758 00 F
Application rate (L/ha) 2x15
MAF 1.7 (vegetation)
Test species Tier |
LRso (lab.) PERin-field HQin-field
[L/ha] [L/ha] criterion: HQ <2
Typhlodromus pyri 1.748 555 1.46
Aphidius rhopalosiphi 0.61621 ' 4.14
Higher-tier
Test species Endpoint PERin-field PERin-field below rate with
[L/ha] [L/ha] <50% effect?
Aphidius rhopalosiphi LRso > 3.0 yes
ERso > 3.0 yes
Chrysoperla carnea LRsp =1.37 no
ERso > 1.5 255 no
Chrysoperla carnea no unacceptable effects on yes
survival and reproduction on DAT acceptable risk at DAT 0
0 at 3.0 L/ha and DAT 7 at
3.0 L/ha

Criteria values shown in bold reach the relevant trigger.

For C. carnea, in-field risk cannot be excluded based on the results of the extended laboratory study.
However, an aged residue study is available that resulted in no unacceptable effects on survival and
reproduction at a rate higher than the PERinsieid after exposure to freshly dried residues (i.e. DATO).
Therefore, no unacceptable risk in in-field habitats is to be expected if BAS 758 00 F is applied according
to the proposed uses.

9.6.2.2 Risk assessment for off-field exposure

Exposure of non-target arthropods living in off-field areas to BAS 758 00 F will mainly be due to spray
drift from field applications. Off-field areas are assumed to be densely vegetated and thus spray drift is
unlikely to reach bare ground. Therefore, evaluation of exposure via soil residues in off-field areas was not
considered. Off-field foliar PER values were calculated from in-field foliar PER values in conjunction with
drift values listed in Appendix IV of the ESCORT 2 guidance document:

maximum PER;field * (% drlﬂ/lOO)
vegetation distribution factor

PERGft.field =

A vegetation distribution or dilution factor is included in the equation when calculating PER values from
toxicity endpoints derived from two-dimensional studies (Table 9.6-3). A dilution factor of 10 is
recommended by ESCORT 2.

For 2 applications of BAS 758 00 F in cereals, the drift value at 1 m distance is 2.38% of the application
rate (82" percentile drift). The drift factor (% drift/100) is therefore 2.38/100 = 0.0238.
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Table 9.6-3:  PERGstsield Values following application of BAS 758 00 F

Study type gﬂé‘é?m_um Drift factor Vegetation distribution | PERott-field
[Exposure scenario] L /h;i'f'e'd [% drift/100] factor [L/ha]
0.00607
2D 10/5
255 0.0238 /0.01214
3D -- 0.0607

To assess the potential risk of BAS 758 00 F to off-field non-target arthropods (see Table 9.6-4), the PER+
field (Table 9.6-3) is compared to the toxicity endpoints of tier | standard laboratory studies according to the
following equation:

_ PERG#tfieid [L/a]

HQoff-fieId = LR50 [L/ha] *x correction factor

For higher tier laboratory studies risk is acceptable if the PERos.sield IS below the relevant endpoint.

ESCORT 2 recommends a correction factor of 10 for Tier | and 5 for higher Tier data in the off-field risk
assessment to account for extrapolation from testing just few representative species to the species diversity
expected in off-field areas.



BAS 758 00 F / Revyflex Plus Page 165 /547
Part B — Section 9 - Core Assessment
ZRMS version

Table 9.6-4: First- and higher-tier assessment of the off-field risk for non-target arthropods due
to the use of BAS 758 00 F according to the proposed use pattern
Intended use cereals
Product BAS 758 00 F
Application rate (L/ha) [2x 1.5
MAF 1.7 (vegetation)
vdf 10 or 5 (2D exposure) / - (3D exposure)
Test species Tier |
LRso (lab.) Drift rate | PERoftfield CF HQoft-field
[L/ha] (%) [L/ha] criterion: HQ <
2
Typhlodromus pyri 1.748 0.03
yp. - Py — 2.38 0.00607 10
Aphidius rhopalosiphi 0.61621 0.1
Higher-tier
Test species Endpoint Drift rate | PEROoft-field CF corr. PERoftfield
[L/ha] (%) [L/ha] below rate with
<50 % effect?
Aphidius rhopalosiphi LRso > 3.0 yes
ERg > 3.0 0.0607 yes
Chrysoperla carnea LRso =1.37 yes
ERep> 1.5 0.00607/0.01214 ves
2.38 5
Chrysoperla carnea no unacceptable yes
effects on survival
and repro on DAT 0.0607
7 at 3.0 L/ha (aged
residue)

MAF: Multiple application factor; vdf: Vegetation distribution factor; (corr.) PER: (corrected) Predicted environmental rate; CF:
Correction factor; HQ: Hazard quotient.

9.6.2.3 Additional higher-tier risk assessment

Not relevant.

9.6.24 Risk mitigation measures

No risk mitigation needed.

9.6.3 Overall conclusions

Based on the results of the conducted first and higher tier risk assessments it can be concluded that
low risk for non-target arthropods is expected from the use of BAS 758 00 F according to the
proposed use pattern. No unacceptable effects on non-target arthropods are expected in in-field and
off-field habitats.
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Review Comments:

Based on the results of the conducted risk assessment it can be concluded that low risk for non-target
arthropods is expected from the use of BAS 758 00 F according to the proposed use pattern. No
unacceptable effects on non-target arthropods are expected in in-field and off-field habitats.

9.7 Effects on non-target soil meso- and macrofauna (KCP 10.4)

9.7.1 Toxicity data

Studies on the toxicity to earthworms and other non-target soil organisms (meso- and macrofauna) have
been carried out with mefentrifluconazole, metrafenone, pyraclostrobin and relevant metabolites. Full
details of these studies are provided in the respective EU documents. Additionally, new toxicity studies on
earthworms and other non-target meso- and macrofauna have been conducted with metrafenone,
pyraclostrobin and their relevant metabolites as well as BAS 758 00 F. All studies are listed in Table 9.7-1,
Table 9.7-2, Table 9.7-3 and Table 9.7-4.

New data submitted with this application are listed in Appendix 1 and summarized in Appendix 2.
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Table 9.7-1: Endpoints and effect values of mefentrifluconazole and metabolites relevant for the
risk assessment for earthworms and other non-target soil organisms (meso- and
macrofauna)

Species Substance/metabolite | Exposure System | Results Reference

Acute *

Eisenia fetida mefentrifluconazole | Mixed into substrate | LCso > 1000 mg/kg dry  |EFSA Journal
14d soil 2018;16(7):5379
10% peat content LCso, corr = 500 mg/kg | 2015/1003342
dry soil *
Chronic
Eisenia fetida mefentrifluconazole | Mixed into substrate | NOEC = 8.0 mg/kg dry  |EFSA Journal
56 d soil 2018;16(7):5379
10% peat content EC10 = 5.3 mg/kg dry soil |2013/1235075
NOECCORR =40 mg/kg
dry soil *
ECio, corr= 2.65 mg/kg
dry soil
Eisenia fetida Metabolite, Mixed into substrate | NOEC > 1.0 mg/kg dry |EFSA Journal
Reg. No. 87 084 56 d soil 2018;16(7):5379
1.2 A-triazole 10% peat content 2004/1041154
Folsomia candida | mefentrifluconazole | Mixed into substrate | NOEC > 400 mg/kg dry |EFSA Journal
28d soil 2018;16(7):5379
5% peat content NOECcorr > 200 mg/kg |2013/1235081
dry soil *
Folsomia candida | Metabolite, Mixed into substrate | NOEC = 1.8 mg/kg dry |EFSA Journal
Reg. No. 87 084 28 d soil 2018;16(7):5379
1.2 4-triazole 10% peat content 2002/1007851
Hypoaspis aculeifer | mefentrifluconazole | Mixed into substrate | NOEC > 1000 mg/kg EFSA Journal
14d dry soil 2018;16(7):5379
5% peat content NOECcorr > 500 mg/kg 2013/1235082
dry soil *
Hypoaspis aculeifer | Metabolite, Mixed into substrate | NOEC = 171 mg/kg dry | EFSA Journal
Reg. No. 87 084 14d soil 2018;16(7):5379
1.2 4A-triazole 5% peat content 2014/1326895

Values shown in bold are relevant for the conclusion of the risk assessment.
#  Acute studies listed for reference only but not used in the risk assessment according to Commission Regulation (EU) 283/2013.

* Corrected value derived by dividing the endpoint by a factor of 2 due to a log Pow >2.
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Table 9.7-2: Endpoints and effect values of metrafenone and metabolites relevant for the risk
assessment for earthworms and other non-target soil organisms (meso- and
macrofauna)

Species Substance/metabolite | Exposure Results Reference

System
Acute #
Eisenia fetida metrafenone Mixed into LCso, corr > 500 mg/kg dry | EFSA Scientific
substrate soil” report No. 58, 1-72
14d (2006)
10% peat content
Eisenia fetida metrafenone Mixed into LCso, corr > 150 mg a.s./kg | EFSA Scientific
(tested as substrate dry soil” report No. 58, 1-72
BAS 560 00 F) ¥ 14 d acute (2006)
10% peat content
Eisenia fetida Metabolite, CL 377160 | Mixed into LCso, corr > 500 mg/kg dry |EFSA Scientific
substrate soil” report No. 58, 1-72
14d (2006)
10% peat content
Chronic

Eisenia fetida metrafenone (tested as

NOECcorr = 3.0 mg/kg dry | EFSA Scientific

BAS 560 00 F) soil” report No. 58, 1-72
(2006)
Eisenia fetida metrafenone (tested as |-- NOECcorr = 10.44 mg/kg |EFSA Scientific
BAS 560 02 F) dry soil” report No. 58, 1-72
(2006)

Values shown in bold are relevant for the conclusion of the risk assessment.
Acute studies listed for reference only but not used in the risk assessment according to Commission Regulation (EU) 283/2013.

* Corrected value derived by dividing the endpoint by a factor of 2 due to a log Pow >2.

1) BAS 560 02 F is the representative solo-formulation in the ongoing active substance renewal process of metrafenone containing
500 g metrafenone/L (nominal).

2 In accordance with the ongoing AIR process, endpoint based on the content of the active substance (nominal) and taking into
account a density of the test batch.

) Metabolite not considered relevant according to the evaluation in section 8 (E-fate). For details please refer to chapter 9.1.3.
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Table 9.7-3:  Endpoints and effect values of pyraclostrobin and metabolites relevant for the risk
assessment for earthworms and other non-target soil organisms (meso- and macrofauna)

Species Substance/metabolite | Exposure System Results Reference

Acute #

Eisenia fetida

pyraclostrobin

Mixed into substrate 14
d, acute
10% peat content

LCso = 567 mg/kg dry soil
LCso, corr: = 283 mg/kg dry
soil *

EC Review report,
SANCO/1420/2001-
2004

Monograph (2001) 1,1-
651

1999/10708

Eisenia fetida

Metabolite,
Reg. No. 364 380

500M01

Mixed into substrate 14
d, acute
10% peat content

LCso > 1000 mg/kg dry soil
LCso, corr: > 500 mg/kg dry
soil *

EC Review report,
SANCO0/1420/2001-
2004

Monograph (2001) 1,1-

500M02
(BF 500-7)

(BF 500-6) 651
1999/11308
Eisenia fetida Metabolite, Mixed into substrate 14 | LCso > 1000 mg/kg dry soil | EC Review report,
Reg. No. 369 315 d, acute LCso, corr: > 500 mg/kg dry | SANCO/1420/2001-
10 % peat content soil * 2004

Monograph (2001) 1,1-
651
1999/11309

Chronic

Eisenia fetida

pyraclostrobin

Mixed into substrate 56
d, chronic
10% peat content

NOEC = 23.1 mg/kg dry soil
NOECcorr =11.6 mg/kg dry
soil *

EC10 = 22.2 mg/kg dry soil
ECio, corr = 11.1 mg/kg
dry soil *

not EU evaluated
2014/1000461

Values shown in bold are relevant for the conclusion of the risk assessment.
# Acute studies listed for reference only but not used in the risk assessment according to Commission Regulation (EU) 283/2013.
* Corrected value derived by dividing the endpoint by a factor of 2 due to a log Pow >2.

D A statistical re-evaluation was conducted confirming that the calculation of an L/ECxo is not feasible.
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Table 9.7-4: Endpoints and effect values of BAS 758 00 F relevant for the risk assessment
for earthworms and other non-target soil organisms (meso- and macrofauna)
Species Product Exposure System | Results Reference
Chronic
Eisenia andrei BAS 758 00 F | Mixed into NOEC = 84.4 mg/kg dry soil not EU evaluated
substrate, 56 d (equivalent to 5.1 mg 2020/2037658

10% peat content | mefentrifluconazole, 7.7 mg
metrafenone and 6.2 mg
pyraclostrobin/kg dry soil)
EC10 = 86.6 mg/kg dry soil
(equivalent to 5.3 mg
mefentrifluconazole, 7.9 mg
metrafenone and 6.3 mg
pyraclostrobin/kg dry soil)

NOEC corr = 9.5 mg total a.s./kg

dry soil V™
ECiocorr = 9.8 mg total a.s./kg
dry soil 0™*
Folsomia candida BAS 758 00 F | Mixed into NOEC = 151.9 mg/kg dry soil not EU evaluated
substrate, 28 d (equivalent to 9.3 mg 2020/2037659

5% peat content mefentrifluconazole, 13.9 mg
metrafenone and 11.1 mg
pyraclostrobin/kg dry soil)
ECi0 = 191.7 mg/kg dry soil
(equivalent to 11.7 mg
mefentrifluconazole, 17.6 mg
metrafenone and 14.0 mg
pyraclostrobin/kg dry soil)

NOEC corr = 17.2 mg total
a.s./kg dry soil ¥~
EC10corr = 21.6 mg total a.s./kg

dry soil U~
Hypoaspis aculeifer |BAS 758 00 F | Mixed into NOEC = 262.1 mg/kg dry soil not EU evaluated
substrate, 14 d (equivalent to 16.0 mg 2020/2037660

5% peat content mefentrifluconazole, 24.0 mg
metrafenone and 19.2 mg
pyraclostrobin/kg dry soil)
EC10 =397.5 mg/kg dry soil
(equivalent to 24.2 mg
mefentrifluconazole, 36.4 mg
metrafenone and 29.1 mg
pyraclostrobin/kg dry soil)

NOEC corr = 29.6 mg total
a.s./kg dry soil V™

EC10corr = 44.9 mg total a.s./kg
dry soil V™

Values shown in bold are relevant for the conclusion of the risk assessment.

* Corrected value derived by dividing the endpoint by a factor of 2 due to a log Pow >2.
D Endpoint based on sum of active substances (nominal) and taking into account a density of BAS 758 00 F of 1.092 g/cm?.
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9.7.11 Justification for new endpoints

Effects of the formulation BAS 758 00 F on earthworms and other non-target soil organisms (meso- and
macrofauna) were not evaluated as part of the EU assessment of the active substances mefentrifluconazole,
metrafenone or pyraclostrobin. Hence, all relevant data and assessments considering this formulation are
provided here and are considered adequate.

The endpoints for Folsomia and Hypoaspis were corrected in the EFSA conclusion for mefentrifluconazole.
This is not in accordance with the current guidance (EPPO scheme 2002) because the tests were conducted
with a substrate carbon content of 5%. EFSA proposed the correction in its technical report on the outcome
of the pesticides peer review meeting on general recurring issues in ecotoxicology (EFSA supporting
publication 2015: EN 924. 62 pp.). However, this correction is not justified by specific data and is not
adopted by all member states. Therefore, both values are given in the following risk assessment and the
conclusion are based on the non-corrected values.

For the active substance pyraclostrobin , hew chronic studies
which were not evaluated as part of the EU assessment of the active substances pyraclostrobin on
earthworms have been carried out. The studies are currently evaluated in the ongoing active substance
renewal process of the active substance. The data are provided here and considered adequate.

All chronic studies on earthworms and collembolans after guidelines OECD 222 and OECD 232
respectively, were checked for their potential to calculate ECio20 Values. If a calculation was possible, the
ECio120 are provided in the corresponding study summary in Appendix 2 and the ECyy is listed in Chapter
9.7.1.

For the risk assessment, both values (if available) are used. The conclusion, however, will be based on the
ECyo if reliable. If the ECyo is not reliable or could not be calculated the NOEC is considered the relevant
endpoint for the risk assessment.
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9.7.2 Risk assessment

The evaluation of the risk for earthworms and other non-target soil organisms (meso- and macrofauna) was
performed in accordance with the recommendations of the “Guidance Document on Terrestrial
Ecotoxicology”, as provided by the Commission Services (SANCO/10329/2002 rev 2 (final), October 17,
2002).

For substances with a log Pow > 2 an endpoint correction by a soil factor of 2 (foc) must be considered. The
EPPO earthworm scheme 2002 recommends an endpoint correction for earthworm studies with 10% peat
content only. According to EPPO there is no need to correct endpoints derived from studies conducted with
5% peat. It should be noted that EFSA proposed an endpoint correction for 5% peat studies in its technical
report on the outcome of the pesticides peer review meeting on general recurring issues in ecotoxicology
(EFSA supporting publication 2015: EN 924. 62 pp.). However, this correction is not justified by specific
data and is not adopted by all member states. Therefore, corrected and uncorrected values are given in the
following risk assessment and the conclusion is based on endpoints which are in line with the EPPO
earthworm scheme 2002.

The log Pow values of the mefentrifluconazole metabolite 1,2,4-triazole is < 2. Therefore, the endpoint was
not corrected. The active substances mefentrifluconazole, metrafenone, pyraclostrobin and the relevant
metabolites of the latter two active substances have a log Pow > 2.

9721 First-tier risk assessment

The relevant predicted environmental concentrations in soil (PECsi) for risk assessments covering the
proposed use pattern are taken from Part B Section 8 (Environmental Fate), Chapter 8.7.2. According to
the assessment of environmental-fate data, multi-annual accumulation in soil does not need to be considered
for pyraclostrobin and the metrafenone metabolite CL 377160. In contrast, multi-annual accumulation
needs to be considered for the metrafenone, mefentrifluconazole and its metabolite 1,2,4-triazole and the
metabolites of pyraclostrobin, BF 500-6 and BF 500-7.

The potential risk of BAS 758 00 F, mefentrifluconazole, metrafenone, pyraclostrobin and relevant
metabolites to earthworms and other non-target soil macro-organisms was assessed by comparing the
maximum PECs; values with NOEC or ECyg values, to generate long-term TER values (TERy, Table 9.7-5
to Table 9.7-8).

The TER was calculated as follows:

Endpoint [mg/kg dry soil]

TER = PEC,; [mg/Kkg dry soil]
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Table 9.7-5:

First-tier assessment of the chronic risk for earthworms and other non-target

soil organisms (meso- and macrofauna) due to the use of mefentrifluconazole as
contained in BAS 758 00 F according to the proposed use pattern

Intended use

2 x 100 g mefentrifluconazole/ha in cereals

Chronic effects on earthworms

Metabolite, Reg. No. 87 084
1,2,4-triazole

Active substance/metabolite Endpoint PECsil TERt
(mg/kg dry soil) (mg/kg dry soil) (criterion TER > 5)
mefentrifluconazole NOEC = 8.0 0.205 " 39
EC10 =53 26
NOEC CORR = 4.0 20
EC10 corr=2.65 13
Metabolite, Reg. No. 87 084 NOEC=>1.0 0.001" > 1000
1,2,4-triazole
Chronic effects on other soil meso- and macrofauna
Collembola (Folsomia candida)
Active substance/metabolite Endpoint PECsil TER
(mg/kg dry soil) (mg/kg dry soil) (criterion TER > 5)
mefentrifluconazole NOEC > 400 0.205" > 1951
NOEC corr > 200 >976
Metabolite, Reg. No. 87 084 NOEC =18 0.001 " 1800
1,2,4-triazole
Springtail (Hypoaspis aculeifer)
mefentrifluconazole NOEC > 1000 0.205 " > 4878
NOEC corr > 500 > 2439
NOEC =171 0.001" 171000

Underlined values are relevant for the conclusion of the risk assessment.

*

PECsil, accu. FOr details please refer to section 8, chapter 8.7.
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Table 9.7-6: First-tier assessment of the chronic risk for earthworms and other non-target
soil organisms (meso- and macrofauna) due to the use of metrafenone as
contained in BAS 758 00 F according to the proposed use pattern

Intended use 2 x 150 g metrafenone/ha in cereals

Chronic effects on earthworms

Product/active substance Endpoint PECsil TERt
(mg/kg dry soil) (mg/kg dry soil) (criterion TER > 5)
metrafenone (based on NOEC corr > 3.0 0.158 * >19

BAS 560 00 F)

Underlined values are relevant for the conclusion of the risk assessment.
* PECsoil, accu. For details please refer to section 8, chapter 8.7.

#  PECsoil, ini. For details please refer to section 8, chapter 8.7.
1)
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Table 9.7-7: First-tier assessment of the chronic risk for earthworms and other non-target
soil organisms (meso- and macrofauna) due to the use of pyraclostrobin as
contained in BAS 758 00 F according to the proposed use pattern

Intended use 2 x 120 g pyraclostrobin/ha in cereals

Chronic effects on earthworms

Active substance/metabolite Endpoint PECsil TERt
(mg/kg dry soil) (mg/kg dry soil) (criterion TER > 5)
pyraclostrobin NOEC =23.1 0.057-0.059 © 405 392
NOECCORR =116 204 197
EC10=22.2 389 376
EC10 CORR = 11.1 195 188

Underlined values are relevant for the conclusion of the risk assessment.

*

PECsoil, ini. For details see chapter 8.7.
#  PECsoil accu. For details see chapter 8.7.
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Table 9.7-8:

according to the proposed use pattern

First-tier assessment of the chronic risk for earthworms and other non-target
soil organisms (meso- and macrofauna) due to the use of BAS 758 00 F

Intended use 2 x 1.5 kg BAS 758 00 F/ha in cereals

Chronic effects on earthworms

Product Endpoint PECsil TERt
(mg a.s./kg dry soil) V (mg a.s./kg dry soil) (criterion TER > 5)

(total) a.s. in BAS 758 00 F NOEC =19.1 0-42020.4222 45
EC10 =19.6 47 46
NOEC CORR = 9.6 23
ECi0corr =9.8 23

Chronic effects on other soil meso- and macrofauna

Product Endpoint PECsil TERt
(mg a.s./kg dry soil) V (mg a.s./kg dry soil) (criterion TER > 5)

Collembola (Folsomia candida)

(total) a.s. in BAS 758 00 F NOEC = 34.3 0.4202 82
EC10=43.3 103
NOEC CORR = 17.2 41
ECiocorr=21.6 51

Soil mites (Hypoaspis aculeifer)

(total) a.s. in BAS 758 00 F NOEC =59.2 0.4202 141
EC10 =89.8 Zﬁ
NOEC CORR = 29.6 70
ECi0corr=44.9 107

Underlined values are relevant for the conclusion of the risk assessment.
D Endpoint based on the content of the active substances (nominal) and taking into account a density of BAS 758 00 F of
1.092 g/cm?.

2 Based on the sum of the worst-case active substance PECsoil values. PECsoil, accu for mefentrifluconazole and metrafenone,
PECsil, ini for pyraclostrobin.

9.7.2.2 Higher-tier risk assessment

Not relevant.

9.7.3 Overall conclusions

All TER values for BAS 75800 F, the active substances mefentrifluconazole, metrafenone,
pyraclostrobin and relevant metabolites for chronic exposure of earthworms and other non-target
soil organisms (meso- and macrofauna) are considerably higher than the Commission Regulation
(EU) 546/2011 trigger value of 5. This indicates that BAS 758 00 F poses no unacceptable risk to
earthworms and other non-target soil organisms (meso- and macrofauna) when applied according to
the proposed use pattern.
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Review Comments:

The long-term risks of BAS 758 00 F to soil meso- and macro-organisms were assessed from toxicity
exposure ratios between toxicity endpoints and maximum PECsi. The relevant predicted environmental
concentration in soil (PECsi) for risk assessment covering the proposed use pattern was taken from Part
B Section 8 (Environmental Fate).

Safe use of BAS 758 00 F was confirmed based on TER_r calculations for formulation (endpoints based
on the nominal content of the active substances) and active substances.

9.8 Effects on soil microbial activity (KCP 10.5)

9.8.1 Toxicity data

Studies on the effects on soil microorganisms have been carried out with the active substances
mefentrifluconazole, metrafenone and pyraclostrobin and their relevant metabolites. Full details of these
studies are provided in the respective EU documents.

New data submitted with this application are listed in Appendix 1 and summarized in Appendix 2.

All studies are listed in Table 9.8-1, Table 9.8-3, Table 9.8-2 and Table 9.8-4.

Table 9.8-1: Endpoints and effect values of mefentrifluconazole and relevant metabolites
relevant for the risk assessment for soil microorganisms
Endpoint Substance/metabolite Exposure Results Reference
System
N-mineralization | mefentrifluconazole 28 d, aerobic Nitrate formation rate | EFSA Journal
loamy sand at 2.53 mg/kg dry soil |[2018;16(7):5379
+2.1% 2015/1108623
Metabolite, 28 d, aerobic Nitrate formation rate | EFSA Journal
Reg. No. 87 084 sandy loam at 0.333 mg/kg dry 2018;16(7):5379
1,2 4-triazole soil 2000/1021861
+8.3%
C-mineralization ¥ | mefentrifluconazole 28 d, aerobic CO; formation rate or |EFSA Journal
loamy sand 0O, consumption 2018;16(7):5379
at 2.53 mg/kg dry soil |2015/1108621
-1.1%

+ = stimulation, - = inhibition
D Carbon transformation studies are listed for reference only but are not used in the risk assessment according to Commission
Regulation (EU) No 283/2013.
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Table 9.8-2: Endpoints and effect values of metrafenone and relevant metabolite relevant
for the risk assessment for soil microorganisms
Endpoint Substance Exposure Results Reference
System
N-mineralisation metrafenone 28 d, aerobic Nitrate formation rate | EFSA Scientific
(tested as sandy loam at 2.00 mg a.s./kg dry |report No. 58, 1-72
BAS 560 00 F) » soil (equivalentto | (2006)
8.19 mg product/ha)
<25%
Metabolite, CL 377160 |28 d, aerobic Nitrate formation rate | EFSA Scientific
loamy sand at 0.31 mg/kg dry report No. 58, 1-72
soil (2006)
<25%

D Study was conducted with the metrafenone solo-formulation BAS 560 00 F (300.0 g metrafenone/L (nominal), please refer to
Part C).

2 Metabolite not considered relevant according to the evaluation in section 8 (E-fate). For details, please refer to chapter 9.1.3.
However, the results are shown as additional information.

Table 9.8-3: Endpoints and effect values of pyraclostrobin and relevant metabolites
relevant for the risk assessment for soil microorganisms
Endpoint Substance/metabolite Exposure Results Reference
System
N-mineralization | pyraclostrobin 49 d, aerobic Nitrate formation rate |EC Review report,
(tested as BAS 500 00 F) | loamy sand at 3.33 mg/kg dry soil | SANCO/1420/2001-
+5.0% 2004
1998/11260
tested in combination: 28 d, aerobic Nitrogen turnover EC Review report,
Metabolite, Reg. No. loamy sand 1.0 mg/kg dry soail SANCO0/1420/2001-
364 380 (BF500-6) 2004
500M01 (BF 500-6) 1999/11311
Metabolite, Reg. No. 0.5 mg/kg dry soil
369 315 (BF500-7)
500M02 (BF 500-7) -9.8%
C-mineralization ? |tested in combination: 28 d, aerobic CO, formation EC Review report,
Metabolite, Reg. No. loamy sand 1.0 mg/kg dry soil SANCO0/1420/2001-
364 380 (BF500-6) 2004
500M01 (BF 500-6) 1999/11120
Metabolite, Reg. No. 0.5 mg/kg dry soil
369 315 (BF500-7)
500M02 (BF 500-7) 0%

+ = stimulation, - = inhibition
D Study was conducted with the pyraclostrobin solo-formulation BAS 500 00 F (250.0 g pyraclostrobin/L (nominal), please refer
to Part C).

2 Carbon transformation studies are listed for reference only but are not used in the risk assessment according to Commission
Regulation (EU) No 283/2013.
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Table 9.8-4: Endpoints and effect values of BAS 758 00 F relevant for the risk assessment
for soil microorganisms
Endpoint Product Exposure System | Results Reference
N-mineralization BAS 758 00 F 28 d, aerobic Nitrate formation rate | not EU evaluated
loamy sand 40 mg/kg dry soil 2020/2037661

(equivalent to 9.03
mg total a.s./kg dry
soil) D
+4.4%

+ = stimulation, - = inhibition
D Calculated, based on the nominal content of the a.s. and considering a density of BAS 758 00 F of 1.092 g/cm?.

9.8.11 Justification for new endpoints

Effects on soil microbial activity of BAS 758 00 F were not evaluated as part of the EU review of
mefentrifluconazole, metrafenone or pyraclostrobin. Therefore, all relevant data and assessments are
provided here and are considered adequate.

9.8.2 Risk assessment

The evaluation of the risk for soil microorganisms was performed in accordance with the recommendations
of the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services
(SANCO0/10329/2002 rev 2 (final), October 17, 2002).

The relevant predicted environmental concentrations in soil (PECsi) for risk assessments covering the
proposed use pattern are taken from Section 8 (Environmental Fate), Chapter 8.7.2, and were already used
in the risk assessment for earthworms and other non-target soil organisms (meso- and macrofauna) (see
Section 9 Chapter 9.8).

The potential risk of BAS 758 00 F, mefentrifluconazole, metrafenone, pyraclostrobin and relevant
metabolites to soil micro-organisms was assessed by comparing the maximum PECs; values with the
maximum concentration with effects <25 % (see Table 9.8-5, Table 9.8-7, Table 9.8-6 and Table 9.8-8).
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Table 9.8-5:

use pattern

Assessment of the risk for effects on soil micro-organisms due to the use of
mefentrifluconazole as contained in BAS 758 00 F according to the proposed

Intended use

cereals

Active substance

mefentrifluconazole

Application rate (g a.s./ha)

2x100

N-mineralization

1,2,4-triazole

Active substance/metabolite Max. conc. with effects | PECsoil Risk acceptable?
<25 % (mg/kg dry soil) | (mg/kg dry soil)

mefentrifluconazole 2.53 (at 28 d) 0.205 * yes

Metabolite, Reg. No. 87 084 0.333 (at 28 d) 0.001 * yes

* PECsoiI, accu

Table 9.8-6:

pattern

Assessment of the risk for effects on soil micro-organisms due to the use of
metrafenone as contained in BAS 758 00 F according to the proposed use

Intended use

cereals

Active substance

metrafenone

Application rate (g a.s./ha)

2x150

N-mineralization

Active substance/metabolite

Max. conc. with effects
<25 % (mg/kg dry soil)

PECsil
(mg/kg dry soil)

Risk acceptable?

metrafenone (tested as 2.00 0.158 * yes
BAS 560 00 F)
Metabolite, CL 377160 0.31 <0.001% yes

PECsoiI, accu
#  PECsoil,ini
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Table 9.8-7: Assessment of the risk for effects on soil micro-organisms due to the use of
pyraclostrobin as contained in BAS 758 00 F according to the proposed use
pattern

Intended use cereals

Active substance pyraclostrobin

Application rate (g a.s./ha) 2x120

N-mineralization

Active substance/metabolite Max. conc. with effects | PECsoil Risk acceptable?
<25 % (mg/kg dry soil) | (mg/kg dry soil)
# #

pyraclostrobin 3.33 (at 49 d) 6-657"0.059 yes

Metabolite, Reg. No. 364 380 1.0 (at 28 d) 0.065 * yes

500M01 (BF 500-6)

Metabolite, Reg. No. 369 315 [0.5 (at 28 d) 0.026 * yes

500M02 (BF 500-7)
# PECsoil,ini

* PECsoiI, accu

Table 9.8-8: Assessment of the risk for effects on soil micro-organisms due to the use of
BAS 758 00 F according to the proposed use pattern

Intended use cereals

Product BAS 758 00 F

Application rate (L/ha) 2x15

N-mineralization

Product Max. conc. with effects | PECsoil Risk acceptable?

<25 % (mg/kg dry soil) | (mg/kg dry soil)
BAS 758 00 F 9.03 (at28 d) Y 0:42020.422 2 yes

D Calculated, based on the nominal content of the a.s. and considering a density of BAS 758 00 F of 1.092 g/cm?,

2 Based on the sum of the worst-case active substance PECsil values. PECsoil, accu for mefentrifluconazole and metrafenone,
PECsil, ini for pyraclostrobin.

9.8.3 Overall conclusions

For the formulation BAS 758 00 F, the active substances mefentrifluconazole, metrafenone and
pyraclostrobin as well as for the relevant metabolites, the maximum concentration with effects < 25%
(SANCO/10329/2002 trigger) are all above the maximum PECs; values. Therefore, it is concluded
that the use of BAS 758 00 F will not pose an unacceptable risk to non-target soil micro-organisms,
if applied according to good agricultural practice.
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Review Comments:

BAS 758 00 F had no significant effect on soil micro-organisms at 9.03 mg sum a.s./kg dry soil. This is
approximately 21 times higher than the maximum PECs.; of 0.422 mg sum a.s./kg dry soil following the
worst-case application to cereals. Moreover, the acceptable risk was confirm for mefentrifluconazole,
metrafenone, pyraclostrobin and their relevant metabolites. This supports the conclusion that under field
conditions, use of BAS 751 00 F at the proposed rates poses no unacceptable risk to non-target soil
micro-organisms.

9.9 Effects on non-target terrestrial plants (KCP 10.6)

9.9.1 Toxicity data

Vegetative vigour and seedling emergence studies have been conducted with BAS 758 00 F. New data
submitted with this application are listed in Appendix 1 and summarized in Appendix 2.

An overview of the endpoints and effects values of the formulation BAS 758 00 F is provided in Table
9.9-1 below.

Table 9.9-1: Endpoints and effect values of BAS 758 00 F relevant for the risk assessment
for non-target terrestrial plants
Species Product Exposure Results Reference
System

Daucus carota 4 (carrot) |BAS 758 00 F 21d ERso emergence not EU evaluated
Lactuca sativa 4 (lettuce) Seedling emergence |>1.5L/ha 2020/2037664
Brassica napus q (oilseed ERso plant weight

rape) >15L/ha

Brassica oleracea ¢ ERso plant height

(cabbage) >15L/ha

Glycine max 4 (soybean)
Solanum lycopersicum 4
(tomato)

Allium cepa m (onion)
Lolium multiflorum
(ryegrass)

Triticum aestivum
(wheat)

Zea mays m (corn)

Daucus carota g (carrot)

Glycine max ¢ (soybean)
Solanum lycopersicum ¢
(tomato)

Allium cepam (onion)
Lolium multiflorum
(ryegrass)

Triticum aestivum n,
(wheat)

Zea mays m (corn)

BAS 758 00 F

21d

ERso plant weight

not EU evaluated

Lactuca sativa 4 (lettuce) Vegetative vigour >15L/ha 2020/2037665
Brassica napus q (oilseed ERs plant height

rape) >15L/ha

Brassica oleracea g

(cabbage)

m: monocotyledonous; d: dicotyledonous
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9.9.11 Justification for new endpoints

Effects on non-target plants of BAS 758 00 F were not evaluated as part of the initial Annex I inclusion or
the Annex | renewal process of mefentrifluconazole, pyraclostrobin or metrafenone. Hence, all relevant
data and assessments considering this formulation are provided here and are considered adequate.

9.9.2 Risk assessment

9.9.21 Tier-1 risk assessment (based screening data)

The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicology”,
(SANCO0/10329/2002 rev.2 final, 2002). It is restricted to off-field areas, as non-target plants are non-crop
plants located outside the treated area.

The application of BAS 758 00 F is envisioned in cereals. The following risk assessment is based on the
worst-case single application rate of 1.5 L BAS 758 00 F/ha (see Section 9 Chapter 9.1 for details).

The amount of spray drift reaching off-crop habitats is calculated using the 90" percentile estimates in
Appendix IV of ESCORT 2. The predicted rate reaching the off-crop environment (PER ost-ieid) is calculated
as:

PERft.fie;g = maximum single application rate (L/ha) * (% drift/100)

For a single application to field crops (i.e. cereals), 2.77% of the application rate was assumed to reach
areas at 1 m from the edge of the field (worst-case scenario). The highest single application rate of
BAS 758 00 Fis 1.5 L product/ha. The maximum off-field predicted environmental rate (PERoft-field) 1S thus
calculated to be 0.0416 L product/ha.

The potential risk of BAS 758 00 F to non-target plants was assessed by comparing the calculated PER
value to the ERso values in order to generate the toxicity exposure ratio (TER) as follows.

Endpoint [L/ha]
TER =
PERf-fielq [L/ha]

The results of the risk assessment are presented in Table 9.9-2.
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Table 9.9-2:

Assessment of the risk for non-target plants due to the use of BAS 758 00 F

according to the proposed use pattern

Intended use

cereals

Product

BAS 758 00 F

Application rate (L/ha)

2x15

MAF

n/a

Test species

ERso
(L/ha) Y

Drift rate
(%)

PERoft-field
(L/ha)

TER
criterion: TER > 5

Daucus carota ¢
(carrot)

Lactuca sativa q
(lettuce)

Brassica napus g
(oilseed rape)
Brassica oleracea g
(cabbage)

Glycine max ¢
(soybean)

Solanum
lycopersicum g
(tomato)

Allium cepam (onion)
Lolium multiflorum
(ryegrass)

Triticum aestivum p,
(wheat)

Zea mays m (corn)

>15

2.77

0.0416

> 36

MAF: Multiple application factor; PER: Predicted environmental rate; TER: toxicity to exposure ratio.

1) Worst case endpoint derived from vegetative vigour and seedling emergence.

9.9.2.2

Not relevant.

9.9.2.3

Not relevant.

9.9.24

No risk mitigation needed.

Higher-tier risk assessment

Risk mitigation measures

Tier-2 risk assessment (based on dose-response data)
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9.9.3 Overall conclusions

Based on the risk assessment it can be concluded that BAS 758 00 F poses no unacceptable risk to
non-target plants, if applied according to the recommended use pattern. Particular precautions to
reduce the environmental concentrations resulting from BAS 758 00 F applications are not required
for the protection of terrestrial non-target plants.

Review Comments:

The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicology”,
(SANCO/10329/2002 rev.2 final, 2002).

Based on the risk assessment it can be concluded that the proposed use of BAS 758 00 F poses no
unacceptable risk to non-target plants, if applied according to the recommended use pattern. Particular
precautions to reduce the environmental concentrations resulting from BAS 758 00 F applications are
not required for the protection of terrestrial non-target plants.
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9.10 Effects on other terrestrial organisms (flora and fauna) (KCP 10.7)

Not relevant.
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9.11 Monitoring data (KCP 10.8)

According to the knowledge of the applicant, there are currently no monitoring studies available which
assess ecotoxicological effects on BAS 758 00 F or one of the active substances.



BAS 758 00 F / Revyflex Plus Page 188 /547
Part B — Section 9 - Core Assessment
ZRMS version

9.12 Classification and Labelling

According to (EC) No 1272/2008 (CLP) plant protection products must be classified for their
environmental hazard (acute and chronic). Classification is based on acute and chronic product data if
adequate data is available. When sufficient product data is not available, the summation method is carried
out instead.

For the product BAS 758 00 F acute data (LCso/ECso) are available for all trophic levels. Regarding chronic
toxicity, adequate data are available for algae only, thus chronic classification will be based on the
summation method using data on the active substance. In Annex IV of Commission Regulation (EC)
1272/2008 (CLP), mefentrifluconazole is listed with chronic hazard category 1 (H410), and M = 1.
Pyraclostrobin is also listed in Annex IV with the chronic category 1 (H410) and M = 100. Metrafenone is
currently not listed in Annex IV, thus chronic classification is based on the lowest endpoint for the active
substance. The relevant data for classification purposes has been shown in Table 9.12-1.

Table 9.12-1: Ecotoxicology/Environment data relevant for classification of BAS 758 00 F
Triggered
Substance tested S(;cudy Type Findings classification and Reference
(duration) labelling
Acute (short-term) aquatic hazard
Oncorhynchus .
. _ Aguatic acute hazard |BASF DoclD
BAS 758 00 F Eg)ék:]s)s LCso = 0.0884 mg/L cat. 1 (H400) 2020/2033900
Daphnia magna _ No aquatic acute BASF DocID
BAS 758 00 F (48 h) ECso = 0.362 mg/L hazard cat. 2020/2033902
N ti t
Pseudokirchneriell |E:Cso = 3.82 mg/L haoz:?dugaltc acute BASF DoclD
BAS 758 00 F a subcapitata S oc
(72 h) NOEG = 0.16 ma/L Aquatic chronic 2020/2033904
e g hazard cat. 2 (H411)

Chronic (long-term) aquatic hazard

Aquatic chronic Legal classification
. -- -- hazard cat. 1 (H410); |according to Annex IV
Mefentrifluconazole M=1 of (EC) 1272/2008
(BAS750F) BASF DoclD
. . I oc
Biodegradation not readily biodegradable |-- 2014/1239574
Aguatic chronic Legal classification
| bi -- -- hazard cat. 1 (H410); |according to Annex IV
Pé’ﬁ; gggoF " M = 100 of (EC) 1272/2008
( ) Biodegradation not readily biodegradable |-- BASF DoclD
1999/10655
. . Aguatic chronic
Americamysis BASF DoclD

Metrafenone bahia (28 d) NOEC = 0.022 mg/L t,:/filz:arld cat. 1 (H410); 2007/7009454

(BAS 560 F) ¥

EFSA Scientific Report
(2006) 58, 1- 72

Biodegradation not readily biodegradable

1 Nominal contents within the formulated product: 66.6 g/L (6.1% w/w).
2 Nominal contents within the formulated product: 80.0 g/L (7.33% w/w).
%) Nominal contents within the formulated product: 100.0 g/L (9.16% w/w).
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Based on the lowest acute aquatic toxicity endpoint obtained with BAS 758 00 F aquatic acute hazard
category 1 (H400) is given according to (EC) No 1272/2008 (CLP).

Regarding chronic classification, mefentrifluconazole (a.s. content of 6.1% w/w within the product)
classified as chronic hazard cat. 1 (M=1), pyraclostrobin (a.s. content of 7.33% w/w within the product)
classified as chronic hazard cat. 1 (M=100) and metrafenone (a.s. content of 9.16% w/w within the product)
classified as chronic hazard cat. 1 (M=1), are considered for the summation method in the 1%equation
according to CLP (M x hazard cat. 1), yielding a value which is above the trigger of 25%. Hence,
BAS 758 00 F is classified as aquatic chronic hazard category 1 (H410). Chronic classification of
BAS 758 00 F using the summation method is summarized in Table 9.12-2.

Table 9.12-2: Chronic classification of BAS 758 00 F using the summation method according
to (EC) No 1272/2008

Chronic classification of BAS 758 00 F

Formulation component

Result
. Content in (% Content
Name Chronic —\/ roctor  BASCODE ¢ M-Factor)
Category
[%]
BAS 750 F 1 1 6.1 6.1
BAS 500 F 1 100 7.33 733
BAS 560 F 1 1 9.16 9.16
BAS 758 00 F:
1%t equation SUM (M x Chronic 1) 748.26 >25% Aquatic Chronic

Hazard Category 1

Conclusion

Based on the data obtained with the product and the lowest chronic aquatic toxicity endpoints of the
classified compounds within the formulated product the following classification and labelling is proposed
for BAS 758 00 F: aquatic acute hazard category 1 (H400); aquatic chronic hazard category 1 (H410)
according to GHS following Regulation (EC) No 1272/2008.
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Appendix 1  Lists of data considered in support of the evaluation

Tables considered not relevant can be deleted as appropriate.

MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

Title

Company Report No.

Data point Author(s) Year |Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.1.1.1/3

XXXXXXXXX

2021

BAS 758 00 F: An Acute Oral Toxicity Study with the Northern Bobwhite Using a Sequential Testing Procedure
2021/2037989

:9,9,.9,9,9.9.9,9,9.9.9.0.9.9,9,9,0.9,9,0.¢

yes

Unpublished

Yes

BASF

KCP
10.1.2/1

Anonymous

2014

Pyraclostrobin - Ecologically relevant reproductive toxicity endpoint for the wild mammal risk assessment
2014/1010736

BASF SE, Limburgerhof, Germany Fed.Rep.

no

Unpublished

No

BASF

KCP
10.1.2.2/1

Moreno, S.

2013

Study on the residue behaviour of Pyraclostrobin (BAS 500 F) on wheat (young plants) after treatment with BAS
500 06 F under field conditions in North and South Europe, season 2012

2013/1045207
Agriculturay Ensayo S.L., Alcala de Guadaira, Spain
yes

Unpublished

No

BASF
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.1.2.2/2

Martin, T.

2013

Study on the residue behavior of Pyraclostrobin (BAS 500 F) on pea (young plants) after the application of BAS
500 06 F under field conditions in France (North), Germany, United Kingdom, Italy and Spain, 2012

2013/1044539

Agrologia SL, Utrera, Spain
yes

Unpublished

No

BASF

KCP
10.1.2.2/3

Erzgraeber, B.

2013

Dissipation of BAS 500 F - Pyraclostrobin on young plants (wheat and peas) - Trials conducted in the Northern
Zone of Europe - Calculation of DT50 / DT90 dissipation times

2013/1078114
BASF SE, Limburgerhof, Germany Fed.Rep.
no

Unpublished

No

BASF

KCP
10.1.2.2/4

Kramm, R.

2017

Study on the residue behaviour of BAS 500 F (Pyraclostrobin) in young wheat plants after a foliar application with
BAS 500 06 F at growth stage 25/29 under field conditions in Northern Europe, in spring 2016

2017/1029774

BASF SE, Limburgerhof, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.1.2.2/5

Schroeder, T.

2017

Dissipation of BAS 500 F - Pyraclostrobin on young wheat plants from field trials conducted in Northern zone of
Europe - Calculation of DT50 dissipation times

2017/1037247
BASF SE, Limburgerhof, Germany Fed.Rep.
no

Unpublished

No

BASF
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner
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Kusebauch, B.

midge Chironomus riparius - A spiked sediment study
2017/1044237

BASF SE, Limburgerhof, Germany Fed.Rep.

yes

Unpublished

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP 10.2/3 | Backfisch, K., 2017 | Amendment No. 1: Chronic toxicity of Reg.No. 5924326 (M750F003; metabolite of BAS 750 F) to the non-biting No BASF
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.2.1/2

XXXXXXXXX

2019

Reg.No. 6003433 (metabolite of BAS 750 F) - Acute toxicity study in the rainbow trout (Oncorhynchus mykiss)
2019/1022695

:9,9.9,9,9.9,9,9,9.9.9.0,0.9.9,9.0.9,9,0,0,4

yes

Unpublished

Yes

BASF

KCP
10.2.1/3

XXXXXXXXX

2005

BAS 560 F: A 96-hour flow-through acute toxicity test with the sheepshead minnow (Cyprinodon variegatus)
2005/7003439

:9,9.9,9,9.9,9,9,9.9.9.0,0,.9,.9,9.0.9,9,0,0.4

yes

Unpublished

Yes

BASF

KCP
10.2.1/4

XXXXXXXXX

2021

BAS 758 00 F — Acute Toxicity to Rainbow trout (Oncorhynchus mykiss) in a static 96-Hour Test
2020/2033900

:9,:9.9,9,0.9,9,9,9.9,9.0,0.9,.9,0.9.9,9,0,0,

yes

Unpublished

Yes

BASF

KCP
10.2.1/5

Palmer, S.

2005

BAS 560 F: A 96-hour shell deposition test with the eastern oyster (Crassostrea virginica)
2005/7003442

Wildlife International Ltd., Easton MD, United States of America

yes

Unpublished

No

BASF
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2020/2033904

IES - Innovative Environmental Services Ltd., Witterswil, Switzerland
yes

Unpublished

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP Eckenstein, H. 2021 |BAS 758 00 F - Effect on Daphnia magna in a static 48-Hour Immobilization Test No BASF
10.2.1/6 2020/2033902
IES - Innovative Environmental Services Ltd., Witterswil, Switzerland
yes
Unpublished
KCP Eckenstein, H. 2021 |BAS 758 00 F - Effect on Pseudokirchneriella subcapitata in a 72 Hour Algal Growth Inhibition Test No BASF
10.2.1/8
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.2.2/7

Cafarella, M.

2007

BAS 560 F - Life-cycle toxicity test with mysids (Americamysis bahia)
2007/7009454

Springborn Smithers Laboratories, Wareham MA, United States of America
yes

Unpublished

No

BASF

KCP
10.2.2/9

Kuhl, R.

2013

Effects of Reg.No. 340266 (metabolite of BAS 500 F (Pyraclostrobin), synonymous: 500M07, BF 500-3) on the
development of sediment dwelling larvae of Chironomus riparius in a sediment-water system - exposed via spiked
sediment

2013/1237446

Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes

Unpublished

No

BASF




BAS 758 00 F / Revyflex Plus
Part B — Section 9 - Core Assessment
ZRMS version

Page 201 /547

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP Backfisch, K., Weltje, | 2011 |Chronic toxicity of Reg.No. 4037710 (BAS 560 F; Metrafenone) to the non-biting midge Chironomus riparius - A No BASF
10.2.2/12 L. spiked sediment study

2010/1145509
BASF SE, Limburgerhof, Germany Fed.Rep.
yes

Unpublished
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2020/2037657

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/IN
Published or not
KCP Franke, M. 2020 |Acute toxicity of BAS 758 00 F to the honeybee Apis mellifera L. under laboratory conditions No BASF
10.3.1.1.1/3 2020/2037657
BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes
Unpublished
KCP Franke, M. 2020 | Acute toxicity of BAS 758 00 F to the honeybee Apis mellifera L. under laboratory conditions No BASF
10.3.1.1.2/3
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.3.1.2/4

Dressler, K.

2021

Chronic toxicity of BAS 758 00 F to the honey bee Apis mellifera L. under laboratory conditions
2021/2008152

BioChem agrar GmbH, Gerichshain, Germany Fed.Rep.

yes

Unpublished

No

BASF
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.3.1.3/4

Schmidt, K.

2022

Repeated exposure of honey bee (Apis mellifera L.) larvae - to BAS 758 00 F under laboratory conditions
2021/2008153

BioChem agrar GmbH, Gerichshain, Germany Fed.Rep.

yes

Unpublished

No

BASF
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Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP Schnurr, A. 2022 | Effects of BAS 758 00 F on the honeybee Apis mellifera L. under semi-field conditions (tunnel test) with additional No BASF
10.3.1.5/1 assessments on colony and brood development
2021/2047630

BioChem agrar GmbH, Gerichshain, Germany Fed.Rep.
yes
Unpublished

KCP Roehlig, U. 2020 |Effects of BAS 758 00 F on the predatory mite Typhlodromus pyri Scheuten in a laboratory test No BASF
103211 2020/2037663

BioChem agrar GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

KCP Roehlig, U. 2020 |Effects of BAS 758 00 F on the parasitic wasp Aphidius rhopalosiphi (DESTEFANI-PEREZ) in a laboratory test No BASF
1032172 2020/2037662

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Machern OT Gerichshain, Germany
Fed.Rep.

yes
Unpublished

KCP Roehlig, U. 2021 |Effects of BAS 758 00 F on the parasitic wasp Aphidius rhopalosiphi (DESTEFANI-PEREZ) in an extended No BASF
10.3.2.2/1 laboratory test

2021/2015154
BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.3.2.2/2

Roehlig, U.

2021

Effects of BAS 758 00 F on the green lacewing Chrysoperla carnea STEPH. in an extended laboratory test
2021/2015155

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.3.2.2/3

Roehlig, U.

2021

Effects of BAS 758 00 F on the green lacewing Chrysoperla carnea STEPH. In an extended laboratory test (under
semi-field conditions aged residues on potted bean plants)

2021/2027050
BioChem agrar GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.4.1.11

Friedrich, S.

2014

Sublethal toxicity of BAS 500 F (Pyraclostrobin) to the earthworm Eisenia fetida in artificial soil
2014/1000461

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

No

BASF
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner
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2020/2037658

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP Friedrich, S. 2021 |Effects of BAS 758 00 F on the reproduction of the earthworm Eisenia andrei in artificial soil No BASF
10.4.1.1/7
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP
10.4.2.1/6

Friedrich, S.

2020

Effects of BAS 758 00 F on the reproduction of the collembolan Folsomia candida

2020/2037659

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.4.2.1/7

Schulz, L.

2020

Effects of BAS 758 00 F on the reproduction of the predatory mite Hypoaspis aculeifer
2020/2037660

BioChem agrar GmbH, Gerichshain, Germany Fed.Rep.

yes

Unpublished

No

BASF
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Owner

KCP 10.5/2

Schulz, L.

2020

Effects of BAS 758 00 F on the activity of soil microflora (Nitrogen Transformation test)
2020/2037661

BioChem agrar GmbH, Gerichshain, Germany Fed.Rep.

yes

Unpublished

No

BASF

KCP
10.6.2/1

Teresiak-Baumgart, P.

2020

Effects of BAS 758 00 F on vegetative vigour of ten species of terrestrial plants under greenhouse conditions
2020/2037665

Agro-Check Dr. Teresiak & Erdmann GbR, Lentzke, Germany Fed.Rep.

yes

Unpublished

No

BASF

KCP
10.6.2/2

Teresiak-Baumgart, P.

2020

Effect of BAS 758 00 F on seedling emergence and seedling growth of ten species of terrestrial plants under
greenhouse conditions

2020/2037664
Agro-Check Dr. Teresiak & Erdmann GbR, Lentzke, Germany Fed.Rep.
yes

Unpublished

No

BASF
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

Please refer to Part A
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The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

KCP
10.1.1.11

XXXXXXXXX

2014

BAS 500 F (Pyraclostrobin) - Acute toxicity in the canary (Serinus canaria) after single oral administration (LD50)
2013/1400375

0,9,9,9.9,9,9,9,9,9,0.9.9,9,9.9,9,0,0.9,9,0,9,9,0,.0.0,9.4

yes

Unpublished

Yes

BASF

KCP
10.1.1.1/2

KXXXXXXXX

2011

BAS 560 F (Metrafenone) - Acute toxicity in the zebra finch (Taeniopygia guttata) after single oral administration
(LD50)

2011/1263863
0,9,9.9,9,0,9,.9,9,9,0.9,9,9.9,:9,9,9.9,.9,9,0.9,9,0,0.0,0.¢
yes

Unpublished

Yes

BASF

KCP
10.1.1.2/1

XXXXXXXXX

2006

BAS 560 F - 1-generation reproduction study on the mallard duck (Anas platyrhynchus) by administration in the diet
2006/1018046

0,9,9,9.9,9,9,9,9,9,0.9.9,9,9.9,9,9,0.9,9,0,9,9,0,.0.0,9.4

yes

Unpublished

Yes

BASF

KCP
10.1.2.2/6

Galvez, O., Moreno, S.

2019

Study on the residue behaviour of Mefentrifluconazole (BAS 750 F) on wheat (young plants) after treatment with
BAS 750 05 F under field conditions in North and South Europe, season 2018

2018/1205816

No

BASF
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

Agricultura y Ensayo S.L., Alcala de Guadaira, Spain
yes

Unpublished

KCP
10.1.2.2/7

Moreno, S.

2019

Study on the residue behaviour of Mefentrifluconazole (BAS 750 F) on pea (young plants) after treatment with BAS
750 05 F under field conditions in North and South Europe, season 2018

2018/1205813

Agriculturay Ensayo S.L., Alcala de Guadaira, Spain
yes

Unpublished

No

BASF

KCP
10.1.2.2/8

Szegedi, K.

2019

Calculation of DT50 dissipation times for BAS 750 F - Mefentrifluconazole on wheat plants under field conditions in
North and South Europe

2019/2034648

BASF SE, Limburgerhof, Germany Fed.Rep.
no

Unpublished

No

BASF

KCP
10.1.2.2/9

Szegedi, K.

2019

Calculation of DT50 dissipation times for BAS 750 F - Mefentrifluconazole on pea plants under field conditions in
North and South Europe

2019/2034650
BASF SE, Limburgerhof, Germany Fed.Rep.
no

Unpublished

No

BASF

KCP
10.1.2.2/10

XXXXXXXXX

2014

Field study on the acute and long-term effects of a Pyraclostrobin formulation (BAS 500 06 F) applied as foliar spray
in spring to cereals on populations of small mammals (wood mice and common voles) in Central Europe (Germany)

Yes

BASF
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Title
Company Report No. Vertebrate
Author(s) Year |Source (where different from company) study owner
GLP or GEP status Y/N
Published or not

Data
point

2014/1000041
:9,9.9,9,0,9.9,9,0,9.9,9,9.9.9,9,0.9,9,9,.9,9,9,0,04
yes

Unpublished

KCP XXXXXXXXX 2016 Field study on the acute and long-term effects of a Pyraclostrobin formulation (BAS 500 06 F) applied as foliar spray | Yes BASF
10.1.2.2/11 on meadows to populations of common voles in Central Europe (Germany)

2015/1126803
,9,9,9.9,9,9.9,9,9,9.9,9,0.9,9,9,0,0,9,9,0,0,9,0,04
yes

Unpublished

KCP 10.2/1 | Janson, G. 2015 Report Amendment No.1 - Chronic toxicity of BAS 750 F (Reg.No. 5834378) to Daphnia longispina in a 21 day No BASF
semi-static test

2015/1251197

BASF SE, Limburgerhof, Germany Fed.Rep.
yes

Unpublished

KCP 10.2/2 | Backfisch, K., 2017 Report Amendment 1: Chronic toxicity of Reg.No. 5834378 to the non-biting midge Chironomus riparius - A spiked | No BASF
Kusebauch, B. sediment study

2017/1044236
BASF SE, Limburgerhof, Germany Fed.Rep.
yes

Unpublished

KCP 10.2/4 | Rzodeczko, H. 2018 Amendment No. 1: BAS 750 F (Reg.No. 5834378) - Lemna gibba CPCC 310, Growth inhibition test No BASF
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Title
Company Report No. Vertebrate
Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not

Data
point

2018/1220943

Institute of Industrial Organic Chemistry, Pszczyna, Poland
yes

Unpublished

KCP XXXXXXXXX 2016 BAS 750 F - Acute toxicity study in the fathead minnow (Pimephales promelas) Yes BASF
10211 2016/1155889
0,9,9,9,9,9,9,9,9,9,0.9.9,9,9.9,9,9,0.9,9,0,9,9,0,.0.0,9.4
yes

Unpublished

KCP Hoffmann, F. 2012 Effect of BAS 560 F (Metrafenone, Reg.No. 4037710) on the growth of the green alga Pseudokirchneriella No BASF
10.2.1/7 subcapitata

2011/1254828

BASF SE, Limburgerhof, Germany Fed.Rep.
yes

Unpublished

KCP Boeri, R., Ward, T., 2000 Growth and reproduction toxicity test with BAS 500 F and the duckweed, Lemna gibba G3 No BASF
10.2.1/9 Magazu, J. 2000/5037

T.R. Wilbury Laboratories Inc., Marblehead MA, United States of America
yes

Unpublished

KCP Anonymous 2019 Addendum to study BASF DoclD: 2000/5037 - Growth and Reproduction Toxicity with BAS 500 F and the No BASF
10.2.1/10 Duckweed, Lemna gibba G3
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

2019/2036269

BASF SE, Limburgerhof, Germany Fed.Rep.
no

Unpublished

KCP
10.2.1/11

Hoffmann, F.

2012

Effect of BAS 560 F (Metrafenone, Reg.No. 4037710) on the growth of Lemna gibba
2011/1254832

BASF SE, Limburgerhof, Germany Fed.Rep.

yes

Unpublished

No

BASF

KCP
10.2.2/1

XXXXXXXXX

1999

BAS 500 F - Early life-stage toxicity test on the rainbow trout (Oncorhynchus mykiss WALBAUM 1792) in a flow
through system with variable concentrations

1999/11537
,9,9.9,9.0,9.9,9,9,9.9,9,9.9,9,9,0.9,9,0,9.9,9,0,0,9,9,0.¢
yes

Unpublished

Yes

BASF

KCP
10.2.2/2

KXXXXXXXX

2018

Amendment 1: BAS 500 F - Early life-stage toxicity test on the rainbow trout (Oncorhynchus mykiss WALBAUM
1792) in a flow through system with variable concentrations

2018/1123384
,9,9,9,9.9,9.9,9,9,0.9,0,9.9.9,9,0.0,9,0,9.9,9,9.0,9,9,0.¢
yes

Unpublished

Yes

BASF

KCP
10.2.2/3

XXXXXXXXX

2001

Early life stage toxicity of BAS 500 F to the sheepshead minnow, Cyprinodon variegatus

Yes

BASF
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

2000/5247
0,9,9.9,9,0,9.9,9,9,0.9,9,9.9,9,9,0,0.9,9,0.9,9,0,0.0,
yes

Unpublished

KCP
10.2.2/4

KXXXXXXXX

2000

Early life stage toxicity of BAS 500 F to the fathead minnow, Pimephales promelas
2000/5053

,9,9,9.9,9,9.9,9,9,9.9,9,9,9,9,9,9,0,9,9,0,9,9,0,.0,0.4

yes

Unpublished

Yes

BASF

KCP
10.2.2/5

XXXXXXXXX

2012

BAS 560 F (Metrafenone) - Early life-stage toxicity test on the fathead minnow (Pimephales promelas) in a flow
through system

2012/1009601
0,9,9.9,9,0,9.9,9,9,0.9,9,9.9,9,9,0,0,9,9,0.9,9,0,0.0,
yes

Unpublished

Yes

BASF

KCP
10.2.2/6

Obermann, M.

2012

Concentration control analysis of BAS 560 F (Metrafenone) in mixing-water, GV/T project-no. 50F0437/01E002
2012/1016030

BASF SE, Limburgerhof, Germany Fed.Rep.

yes

Unpublished

No

BASF

KCP
10.2.2/8

Kuhl, R.

2013

Effects of BAS 500 F (Pyraclostrobin) on the development of sediment dwelling larvae of Chironomus riparius in a
sediment-water system - Exposed via spiked sediment

No

BASF
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

2012/1185699

Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes

Unpublished

KCP
10.2.2/10

Backfisch, K.

2014

Chronic toxicity of Reg. No. 364380 (BF 500-6; metabolite of Pyraclostrobin) to the non-biting midge Chironomus
riparius - A spiked sediment study

2014/1001481
BASF SE, Limburgerhof, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.2.2/11

Backfisch, K.

2014

Chronic toxicity of Reg.No. 369315 (BF 500-7; Metabolite of Pyraclostrobin) to the non-biting midge Chironomus
riparius - A spiked sediment study

2014/1001482

BASF SE, Limburgerhof, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.3.1.1.1/1

Sekine, T.

2013

Effects of BAS 500 F (Acute Contact and Oral) on Honey Bees (Apis mellifera L.) in the Laboratory
2013/1003210

IBACON GmbH

yes

Unpublished

No

KCP
10.3.1.1.1/2

Amsel, K.

2016

Acute toxicity of BAS 500 F to the bumblebee Bombus terrestris L. under laboratory conditions

No

BASF
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

2016/1000530

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

KCP
10.3.1.1.2/1

Sekine, T.

2013

Effects of BAS 500 F (Acute Contact and Oral) on Honey Bees (Apis mellifera L.) in the Laboratory
2013/1003210

IBACON GmbH

yes

Unpublished

No

KCP
10.3.1.1.2/2

Amsel, K.

2016

Acute toxicity of BAS 500 F to the bumblebee Bombus terrestris L. under laboratory conditions
2016/1000530

BioChem agrar Labor fuer biologische und chemische Analytik GmbH, Gerichshain, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.3.1.2/1

Altenburg, M.,
Obermann, M.

2017

Honey bee (Apis mellifera), chronic oral toxicity test with BAS 500 F (Pyraclostrobin) under laboratory conditions
2017/1142796

BASF SE, Limburgerhof, Germany Fed.Rep.

yes

Unpublished

No

BASF

KCP
10.3.1.2/2

Altenburg, M.,
Obermann, M.

2019

Amendment 1: Honey bee (Apis mellifera), chronic oral toxicity test with BAS 500 F (Pyraclostrobin) under
laboratory conditions

2019/1024628

No

BASF
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Title
Data Company Report No. Vertebrate
oint Author(s) Year |Source (where different from company) study Owner
P GLP or GEP status YIN
Published or not
BASF SE, Limburgerhof, Germany Fed.Rep.
yes
Unpublished
KCP Verge, E. 2014 BAS 560 02 F and BAS 560 AA F blank formulation - Assessment of effects on the adult honey bee, Apis mellifera | No BASF
10.3.1.2/3 L., in 10 days chronic feeding test under laboratory conditions
2014/1093920
Eurofins Agroscience Services EcoChem GmbH, Niefern-Oeschelbronn, Germany Fed.Rep.
yes
Unpublished
KCP Royer, S. 2017 Repeated exposure of BAS 500 F (Pyraclostrobin) to honey bee (Apis mellifera) larvae under laboratory conditions | No BASF
10.3.1.3/1 (in vitro)
2017/1142794
BASF SE, Limburgerhof, Germany Fed.Rep.
yes
Unpublished
KCP Royer, S. 2017 Amendment No. 1: Repeated exposure of BAS 500 F (Pyraclostrobin) to honey bee (Apis mellifera) larvae under No BASF
10.3.1.3/2 laboratory conditions (in vitro)
2017/1142798
BASF SE, Limburgerhof, Germany Fed.Rep.
yes
Unpublished
KCP Eckert, J. 2015 BAS 560 02 F and BAS 560 AA F blank formulation - Honey bee (Apis mellifera L.) larval toxicity test (repeated No BASF
10.3.1.3/3 feeding exposure)
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Data -CI:,I(;[:?lpany Repor_t No. Vertebrate
. Author(s) Year |Source (where different from company) study Owner
point GLP or GEP status Y/N
Published or not
2014/1093921
Eurofins Agroscience Services EcoChem GmbH, Niefern-Oeschelbronn, Germany Fed.Rep.
yes
Unpublished
KCP Ganssmann, M. 2013 Effects of Reg.No. 364380 (metabolite of BAS 500 F, Pyraclostrobin) on reproduction and growth of earthworms No BASF
10.4.1.1/2 Eisenia fetida in artificial soil
2013/1003174
Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes
Unpublished
KCP Ganssmann, M. 2013 Effects of Reg.No. 369315 (metabolite of BAS 500 F, Pyraclostrobin) on reproduction and growth of earthworms No BASF
10.4.1.1/3 Eisenia fetida in artificial soil with 10% peat
2013/1224029
Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes
Unpublished
KCP Witte, B. 2011 Effects of BAS 560 02 F on reproduction and growth of earthworms Eisenia fetida in artificial soil with 5% peat No BASF
104.1.1/4 2011/1000384
Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes
Unpublished
KCP / McCormac, A. 2014 CL377160 - Determination of chronic toxicity to the earthworm Eisenia andrei in an artificial soil substrate No BASF
10.4.1.1/5
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Data -CI:,I(;[:?lpany Repor_t No. Vertebrate
. Author(s) Year |Source (where different from company) study Owner
point GLP or GEP status Y/N
Published or not
2014/1093923
Mambo-Tox Ltd., Southampton SO16 7NP, United Kingdom
yes
Unpublished
KCP McCormac, A. 2015 CL 3000402 - Determination of chronic toxicity to the earthworm Eisenia andrei in an artificial soil substrate No BASF
104.1.1/6 2015/1041971
Mambo-Tox Ltd., Southampton SO16 7NP, United Kingdom
yes
Unpublished
KCP Ganssmann, M. 2013 Effects of Reg.No. 364380 (metabolite of BAS 500 F, Pyraclostrobin) on reproduction of the collembola Folsomia | No BASF
10.4.2.11 candida in artificial soil with 5% peat
2013/1068054
Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes
Unpublished
KCP Braaker, S. 2019 Addendum to study BASF DoclD: 2013/1068054 - Effects of Reg. No. 364380 (Metabolite of BAS 500 F, No BASF
10.4.2.1/2 Pyraclostrobin) on Reproduction of the Collembola Folsomia candida in Artificial Soil with 5% Peat
2019/2034464
BASF SE, Limburgerhof, Germany Fed.Rep.
no
Unpublished
KCP Ganssmann, M. 2013 Effects of Reg.No. 364380 (metabolite of BAS 500 F, Pyraclostrobin) on reproduction and growth of earthworms No BASF
10.4.1.1/2 Eisenia fetida in artificial soil
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

2013/1003174

Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes

Unpublished

KCP
10.4.1.1/3

Ganssmann, M.

2013

Effects of Reg.No. 369315 (metabolite of BAS 500 F, Pyraclostrobin) on reproduction and growth of earthworms
Eisenia fetida in artificial soil with 10% peat

2013/1224029
Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCP
10.4.1.1/4

Witte, B.

2011

Effects of BAS 560 02 F on reproduction and growth of earthworms Eisenia fetida in artificial soil with 5% peat
2011/1000384

Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.

yes

Unpublished

No

BASF

KCP
10.4.1.1/5

McCormac, A.

2014

CL377160 - Determination of chronic toxicity to the earthworm Eisenia andrei in an artificial soil substrate
2014/1093923

Mambo-Tox Ltd., Southampton SO16 7NP, United Kingdom

yes

Unpublished

No

BASF

KCP
10.4.1.1/6

McCormac, A.

2015

CL 3000402 - Determination of chronic toxicity to the earthworm Eisenia andrei in an artificial soil substrate
2015/1041971

No

BASF




BAS 758 00 F / Revyflex Plus Page 224 /547
Part B — Section 9 - Core Assessment
ZRMS version

Title
Data Company Repor_t No. Vertebrate
. Author(s) Year |Source (where different from company) study Owner
point GLP or GEP status Y/N
Published or not
Mambo-Tox Ltd., Southampton SO16 7NP, United Kingdom
yes
Unpublished
KCP Braaker, S. 2019 Addendum to study BASF DoclD: 2013/1224030 - Effects of Reg. No 369315 (Metabolite of BAS 500 F, No BASF
10.4.2.1/4 pyraclostrobin) on Reproduction of the Collembola Folsomia candida in Artificial Soil with 5% Peat
2019/2034467
BASF SE, Limburgerhof, Germany Fed.Rep.
no
Unpublished
KCP Ganssmann, M. 2013 Effects of BAS 560 02 F on reproduction of the Collembola Folsomia candida in artificial soil with 5% peat No BASF
10.4.2.1/5 2013/1003203
Institut fuer Biologische Analytik und Consulting IBACON GmbH, Rossdorf, Germany Fed.Rep.
yes
Unpublished
KCP 10.5/1 | Schoebinger, U. 2015 CL3000402: Effects on the activity of the soil microflora under laboratory conditions (nitrogen transformation) No BASF
2015/1132053
Eurofins Agroscience Services EcoChem GmbH, Niefern-Oeschelbronn, Germany Fed.Rep.
yes
Unpublished
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List of data relied on not submitted by the applicant but necessary for evaluation

Title

Data Company Report No. Vertebrate

point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not

KCP XX | Author YYYY |Title Y/N Owner

Company Report N
Source

GLP/non GLP/GEP/non GEP
Published/Unpublished
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Appendix 2  Detailed evaluation of the new studies

A2l KCP 10.1 Effects on birds and other terrestrial vertebrates
A211 KCP 10.1.1 Effects on birds
A2111 KCP10.1.1.1 Acute oral toxicity

A21111 Study 1

The study is currently under evaluation in the course of the EU renewal process of pyraclostrobin (RAR of
pyraclostrobin Rev. 1 — 10 January 2020 Vol. 3 — B9).

Comments of ZRMS: [Study not evaluated.

Reference: CpP10.11.1/1

Report: BAS 500 F (Pyraclostrobin) - Acute toxicity in the canary (Serinus
canaria) after single oral administration (LDsy),
XXXXXXXXX

Report No 15W0494/96W003
BASF DoclID 2013/1400375
Authority registration No

Guideline(s): EPA OCSPP 850.2100, EPA 850.2000, EPA 712-C-025
Deviations: No
GLP: Yes

(certified by Landesamt fuer Umwelt, Wasserwirtschaft und
Gewerbeaufsicht, Mainz, Germany),
Acceptability: Yes

Duplication No
(if vertebrate study):
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Executive Summary

An avian acute oral toxicity test with the active substance pyraclostrobin (BAS 500 F) was conducted. The
objective of the study was to evaluate the acute toxicity of the substance in canaries (Serinus canaria) and
to determine the oral LDso in the canary after a single oral administration of the test substance and a 14-day
post observation period.

The test substance was administered via a single oral dose of 0 (control), 210, 340, 551, 893 and 1446 mg
a.s./kg body weight to groups of 28 weeks old canaries. Ten birds (5 males and 5 females) were used in
each test substance group. The doses were administered undiluted in two gelatin capsules directly into the
crop. Birds that have been fasted for about 3 to 5 hours were administered the test substance. Birds of all
groups received food and water ad libitum throughout the test. All groups were observed for mortality,
signs of clinical toxicity, impact on food consumption and body weight for 14 consecutive days post dosing.
Gross-pathological examinations were conducted on all birds sacrificed at the termination of the test.

No regurgitation was observed during the first hour after dosing in any of the dose groups, thus all birds
received the full dose. No mortality occurred throughout the duration of the study in the control and in the
210, 893 and 1446 mg a.s./kg b.w. dose groups. There was one male mortality in each of the dose groups
of 340 and 551 mg a.s./kg b.w, which was considered not to be treatment related as there was no mortality
in the higher dose groups. No substance-related impairment of food uptake in comparison to the control
was observed in any of the dose groups. No statistically significant substance-related reduction of the body
weights in the male and female birds was observed in any of the dose groups compared to the control. The
body weight development of the females was not statistically different from the control in any of the dose
groups. In males the body weight development on some occasions was higher than in the control group,
however, without any dose-response pattern and it was not considered to be treatment-related. All birds
were examined macroscopically (post-mortem) after study termination. No abnormalities caused by the test
substance were observed in birds that died or in sacrificed birds.

In an acute oral toxicity test with the canary (Serinus canaria), the LDso of pyraclostrobin was >1446
mg a.s./kg b.w. The NOEL was > 1446 mg a.s./kg b.w.
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I. MATERIAL AND METHODS
A. MATERIALS

Test item: BAS 500 F (Reg. No. 304428), batch no. COD-001236, purity: 99.02%
(tolerance + 1.0%).

B. STUDY DESIGN

Test species: Canary (Serinus canaria), visually indistinguishable from wild birds; adults,
age: approx. 28 weeks old (before beginning of first egg-laying period);
supplier: Zoowelt, Bechtheim, Germany.

Test design: Birds were administered single doses of 210, 340, 551, 893 and 1446 mg a.s./kg
body weight of the test substance pyraclostrobin (BAS 500 F) undiluted in two
gelatin capsules directly into the crop; 5 males and 5 females per dose group
were used. The birds were observed for regurgitation for 1 - 3 hours after dosing.
An observation period of 14 days followed, during which mortalities and signs
of toxicity were recorded, four times on day of dosing and daily thereafter;
assessment of body weight was carried out on the day before dosing and on days
7 and 14 after dosing; mean food consumption (g/bird/day) was calculated from
the daily food consumption per cage separately for male and female birds after
dosing. Gross-pathological post-mortem examinations of all birds at study
termination on day 14 after dosing.

Endpoints: Mortality, clinical signs, feed consumption, body weight (b.w.), and gross-

pathological examinations were conducted on all birds sacrificed at the
termination of the test. Calculation of LDs; and NOEL.

Test concentrations: 0 (Control), 210, 340, 551, 893, and 1446 mg a.s./kg body weight (nominal).
Test conditions: Birds fasted for about 3 h to 5 h before administration of the test substance;
temperature: 19.9°C + 0.4°C; relative humidity: 51.3% + 8.5%; photoperiod: 8

hours light : 16 hours dark, light intensity: 20 - 38 lux.

Analytics: No analytical determinations of the test substance in the carrier were necessary
since the test substance was applied without carrier.

Statistics: No statistical calculation of the LDsy was performed since no substance-related
mortality was observed in the tested doses. Dunnett’s test was used for body
weight data and Fisher's exact test for pair-wise comparison of mortality data.

C. DESCRIPTION OF THE ANALYTICAL PROCEDURES

Not applicable, no analysis of the test-substance preparations was carried out.
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Il. RESULTS AND DISCUSSION

Biological results:

No mortality occurred throughout the duration of the study in the control and in the 210, 893 and 1446 mg
a.s./kg b.w. dose groups. There was one male mortality in each of the dose groups of 340 and 551 mg a.s./kg
b.w, which was considered not to be treatment related as there was no mortality in the higher dose groups.
No regurgitation was observed during the first hour after dosing in any of the dose groups, thus all birds
received the full dose. No substance-related impairment of food uptake in comparison to the control was
observed in any of the dose groups. No statistically significant substance-related reduction of the body
weights in the male and female birds was observed on day 7 and at day 14 (sacrifice) in any of the dose
groups compared to the control. The body weight development of the females was not statistically different
from the control in any of the dose groups. In males the body weight development on some occasions was
higher than in the control group, however, without any dose-response pattern and it was not considered to
be treatment-related. All birds were examined macroscopically (post-mortem) after study termination. No
abnormalities caused by the test substance were observed in birds that died or sacrificed birds. The relevant
data and endpoints are summarized in the table below.

Table A 1: Acute toxicity of pyraclostrobin (BAS 500 F) to the canary (Serinus canaria)
Dose rate [mg a.s./kg b.w.]
0 (control) 210 340 551 893 1446
Number of birds per dose 10 10 10 10 10 10
group
Number of dead birds 0 0 19 19 0 0
Dead birds percentage [%] 0 0 10 10 0 0
Endpoints [mg a.s./kg b.w.]
Highest dose causing no substance-related mortality 1446
LDs (14 d) >1446
NOEL > 1446

b.w. = body weight

D One male bird at 340 mg/kg bw died five days after dosing and one male bird at 551 mg/kg bw died one day after dosing.
According to the test guideline, 10% mortality is acceptable for the control group. Because the mortality in both these groups
did not exceed 10% and in the higher dose groups (893 and 1446 mg/kg body weight) no mortality was observed, it was
concluded that the mortality can be clearly not attributed to the test substance.

Validity criteria:

o . Study value Criteria o
Criteria Trigger value and page no. | met? Y/N Guideline
Birds assignment to treatment and control Random Random v OCSPP
pens p. 19 850.2100

. . . 0% OCSPP
0,
Control birds died or became moribund <10% 0. 27 Y 850.2100
Number of birds used for each dose level of ~ 10 10 v OCSPP
the test substance and control - p. 22 850.2100
Orally, by
C ! Capsule OCSPP
Test substance method of administration capsule or 0. 23 Y 850.2100
gavage
. 5 dose levels
In a definitive test only, number of treatments OCSPP
tested > 5 + control + control, p. Y 850.2100
22
0
Non-incidental control mortality ¥ 0% 2/027 Y OECD 223
0
Incidental control mortality ¥ <10% 2/027 Y OECD 223

D Incidental = self-inflicted, e.g., abrasions or broken legs. Non-incidental mortality is things like disease or mishandling of
animals that indicate poor health of the test population or poor study conduct.
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In Commission Regulation (EU) No. 283/2013, acute bird studies are required to be conducted using either
US EPA OCSPP 850.2100 (2012) or OECD 223 (2010). This study was conducted under OCSPP 850.2100.
All validity criteria for OCSPP 850.2100 and OECD 223 (included for completeness) are fulfilled.

111. CONCLUSION

In an acute oral toxicity test with the canary (Serinus canaria), the LDsg of pyraclostrobin was >1446
mg a.s./kg b.w. The NOEL was > 1446 mg a.s./kg b.w.
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A2111.2 Study 2

The study is currently under evaluation in the course of the EU renewal process of metrafenone (RAR of
metrafenone — October 2018 Vol. 3 — B9).

[Comments of zZRMS: | Study not evaluated. |

Reference: CP10.1.1.1/2

Report: BAS 560 F (Metrafenone) - Acute toxicity in the zebra finch
(Taeniopygia guttata) after single oral administration (LDso),
XXX XXXXXX

Report No EU-376971,EU-15W0437/01W001
BASF DoclID 2011/1263863
Authority registration No

Guideline(s): EPA 71-1, EPA 850.2100
Deviations: No
GLP: Yes

(certified by Landesamt fuer Umwelt, Wasserwirtschaft und
Gewerbeaufsicht, Mainz, Germany ),
Acceptability: Yes

Duplication No
(if vertebrate study):
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Executive Summary

A laboratory study was conducted to evaluate the acute toxicity of BAS 560 F (metrafenone technical)
administered to the zebra finch (Taeniopygia guttata) as a single oral dose. Ten zebra finch, five males and
five females, were assigned to each of the treatment groups (500, 1000 or 2000 mg a.s./kg bw) and the
control group. Birds were observed for mortality, signs of clinical toxicity, impact on food consumption
and body weight for 14 consecutive days after exposure.

Analytical verification of the test substance concentration in the diet demonstrated that measured
concentrations were within a range of 92.3% to 97.5% of the nominal concentrations during the test. The
biological results are therefore based on the nominal concentrations.

No substance-related mortality, impairment of feed uptake or reduction in body weights occurred
throughout the duration of the study in all treatment groups. Clinical signs were only observed in the highest
test group, where five birds per sex were observed to be tumbling during the first hour of observation only.
All birds were free of substance-related findings during the post-mortem examinations. Although one bird
died, in the treatment group exposed to 1000 mg a.s./kg, this was not considered substance related. Hence,
the highest dose causing no substance related mortality was 2000 mg a.s./kg bw for males and females.

In an acute oral toxicity test with the zebra finch (Taeniopygia guttata), the LDso of metrafenone was found
to be > 2000 mg a.s./kg bw. The highest dose without mortality was determined to be 2000 mg a.s./kg bw.
A no-observed-effect level (NOEL) based on signs of toxicity (tumbling) was established to be
1000 mg a.s./kg bw.

I. MATERIALS AND METHODS

A. MATERIALS

1. Test material: BAS 560 F
Batch number: AC12053-29
Purity: 94.2% metrafenone
Description: Solid, beige

2. Test concentrations: 0 (control), 500, 1000 or 2000 mg a.s./kg body weight (bw)
3. Vehicle: 0.5% aqueous carboxy methyl cellulose

4. Test organism

Species: Zebra finch (Taeniopygia guttata)

Age: Approximately two months old, before their first breeding season
Source: Kolle-Zoo, Ludwigshafen, Germany

Acclimation period: Approximately six weeks

Diet: Commercial diet for exotic birds in grain form, supplied by ‘Versale-Laga

nv’, Deinze, Belgium. The birds received the food ad libitum, except for a
fasting period of 19 to 21 hours prior to dosing

Housing: Cages composed of stainless steel with stainless steel floors and covered
with card board, measuring 1.67 m deep x 0.76 m wide x 0.76 m high (total
area: 1.3 m?)
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B. STUDY DESIGN

1. Environmental conditions:

Temperature: 19.8-26.1°C
Relative humidity: 42-99%
Photoperiod: 8h light : 16h darkness, with light intensity between 52 and 138 lux

2. Animal assignment and treatment:

Fifteen days prior to dosing, birds were weighed individually and then randomly allocated to the test groups.
Per test group, ten birds were included; five males and five females. At test initiation, birds were
administered the test substance by gavage into the crop. The birds were observed for at least one hour after
dosing for regurgitation and then the next fourteen days. During these fourteen days, the birds were offered
feed ad libitum.

3. Dose preparation:

For each test item group, 50 g of a preparation of the test substance in carboxy methyl cellulose (CMC) in
drinking water was prepared separately. The test substance was suspended in 0.5% CMC with an ultra
turrax stirrer. The birds were administered single doses of 500, 1000 or 2000 mg a.s./kg bw. The control
group received CMC dispersion only.

4. Measurements/observations:

During the observation period of fourteen days, assessment of mortality and signs of clinical toxicity was
carried out four times on the day of dosing and daily thereafter. Assessment of body weight was carried out
on the day of dosing and on day seven and fourteen. Mean food consumption was calculated from the
weekly food consumption, separately for male and female birds. Gross-pathological post-mortem
examinations of all birds were performed at study termination on day fourteen after dosing.

For analysis of test item concentration, a sample was obtained from each test item concentration and the
control dispersions. The analysis was performed using HPLC.

5. Statistics:

No statistical calculation of the LDso was performed, since no substance related mortality (above 50%) was
observed. Food consumption was not examined statistically, since the food consumption was evaluated
only per cage and not per bird. Body weight data were statistically analyzed using the Dunnett’s test, with
the program ToxData of the PDS Pathology Data Systems Ltd.

I1. RESULTS AND DISCUSSION
MORTALITIES AND BEHAVIOURAL OBSERVATIONS

No substance related mortality occurred throughout the duration of the study in the control and in all test
substance groups. The single mortality (female bird on Day 13) in the test group exposed to 1000 mg a.s./kg
b.w. was considered not substance related. The highest concentration causing no substance related mortality
was 2000 mg a.s./kg bw for males and females. No substance related clinical signs were observed in the
control and in all test substance concentration groups, except in the highest test group where five birds per
sex were observed to be tumbling during the first hour of observation. These symptoms were no longer
noted after the 2-hour post dosing observation period.
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FOOD CONSUMPTION AND BODY WEIGHT

There was no substance-related impairment of feed uptake in comparison to the control observed in any of
the dose groups. There was no statistically significant substance-related reduction of the body weights in
any of the dose groups at day 7 and day 14 (sacrifice), and the body weight development was not impaired
in comparison to the control group. The results are presented in the table below.

Table A 2: Mean food consumption per day and body weight change of zebra finch

(Taeniopygia guttata) exposed to BAS 560 F

Nominal concentration Mean fooc_i consumption Overall mean body weight gain (g)
(mg a.s./kg bw) (g/bird/day) compared between day 0 and day 14
o Males Females Males Females
Negative control 3.8 3.9 1.0 1.1
500 4.1 3.8 15 0.8
1000 3.9 3.6 15 0.2
2000 3.6 4.0 1.0 1.1

POST-MORTEM EXAMINATIONS

One surviving female of the control group had a high-grade enlarged liver. All other surviving birds were
free of findings. The bird that died on day 13 (dose group 1000 mg/kg bw) had a grey white encrustation
on the liver, which was not considered to be treatment-related.

ANALYSIS

The results of the analytical verification of the test substance concentration in the diet were within a range
of 92.3% to 97.5% of the nominal concentrations during the test. The biological results are therefore based
on the nominal concentrations. The concentrations of the test substance BAS 560 F in stock solutions
observed in the analysis are shown in the table below.

Table A 3: Measured concentrations of BAS 560 F in stock solutions of test samples
Nominal concentration Nominal concentration | Measured concentration Measured as % of
(g a.s./50 @) (g test substance/50 g)* (mg test substance/L) nominal
2.500 2.650 2.445 92.3
5.000 5.300 4,999 94.3
10.000 10.600 10.331 97.5

* The concentration of the test substance BAS 560 F, containing 94.2% of the active substance metrafenone

DEFICIENCIES

None.

111. CONCLUSION

The LDsy for the zebra finch (Taeniopygia guttata) exposed to BAS 560 F was found to be
> 2000 mg a.s./kg body weight. The no-observed-effect level (NOEL) was 1000 mg a.s./kg body
weight, based on signs of toxicity (tumbling).
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A21113 Study 3

Comments of zZRMS: [The study was conducted according to OECD 223 and the principles of GLP. No
deviations to the guideline were noted.
The study is considered to be reliable and suitable for the risk assessment.

Reference: CP 10.1.1.1/3

Report: BAS 758 00 F: An Acute Oral Toxicity Study with the Northern
Bobwhite Using a Sequential Testing Procedure,
XXX XXXXXX

Report No 147B-391, 876355, S21-05617
BASF DoclID 2021/2037989
Authority registration No

Guideline(s): OECD 223

Deviations: No. All validity criteria are fulfilled. Study is valid for use in risk
assessment.

GLP: Yes

(certified by United States Environmental Protection Agency )

Acceptability: Yes

Duplication No
(if vertebrate study):

Executive Summary

An acute oral avian toxicity test with the formulation BAS 758 00 F containing the active substances
mefentrifluconazole, metrafenone and pyraclostrobin was conducted to evaluate the acute toxicity of
BAS 758 00 F administered orally to the northern bobwhite (Colinus virginianus).

The test substance was administered via a single oral dose of 0 (control) and 2000 mg/kg bw to 47-week-
old bobwhite quails. Five birds (mixed sex) were used in each test group. After fasting for about 17 hours,
the test substance was administered once by gavage into the crop of each bird. The animals of the control
group received reverse osmosis deionized water only. Each bird was carefully observed five times on Day
0 after dosing and two times during the remaining period for regurgitation (Day 0), mortality, general
condition, overt signs of toxicity, and abnormal behavior. The birds were offered food and water ad libitum.
The test was terminated after 14 days. Mortality, general condition, overt signs of toxicity, and abnormal
behavior were recorded once daily during the observation period. Gross-pathological examinations were
conducted on all birds.

No regurgitation was observed among the birds in the control or treatment group. When compared to the
control group, there was an apparent treatment-related loss of mean body weight in the 2000 mg/kg dosage
level from Day 0 to Day 3. From Day 3 to Day 7 and Day 7 to Day 14 the treatment group had greater gains
in mean body weight than the control group but it was not large enough to fully compensate for the previous
loss. Overall, from Day 0 to Day 14, the 2000 mg/kg treatment group had a loss of mean body weight when
compared to the control group. When compared to the control group, there was a reduction in feed
consumption for each of the first three days for the 2000 mg/kg dosage level.
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For all feeding intervals from Day 3 to Day 14 the feed consumption for the 2000 mg/kg dosage group was
comparable to the control group.

A gross necropsy was performed on all birds from the control group and all birds from the 2000 mg/kg
treatment level at test termination. There were no remarkable findings for any of the birds in the control or
treatment group.

No mortality was observed during the study. The LDso was empirically estimated to be > 2000 mg/kg bw,
the highest concentration tested.

In an acute toxicity test with the bobwhite quail (Colinus virginianus), the 14-day LDs, of
BAS 758 00 F was > 2000 mg BAS 758 00 F/kg bw.

l. MATERIAL AND METHODS
A. MATERIALS

Test item: BAS 758 00 F; batch No. FD-200124-0004; content of a.s.. metrafenone
(BAS760F, Reg. No. 4037710): 949¢9/L (nominal: 100.0 g/L),
mefentrifluconazole (BAS 750 F, Reg. No. 5834378): 66.7 g/L (nominal:
66.6 g/L), pyraclostrobin (BAS 500 F, Reg. No. 304428): 81.0 g/L (nominal:
80.0 g/L); density: 1.092 g/cms.

B. STUDY DESIGN

Test species: Northern Bobwhite (Colinus virginianus), young adults before their first
breeding season, visually indistinguishable from wild birds; all birds were from
the same hatch, pen-reared; age: 47 weeks old at dosing; source: Trace
Pheasantry, Douglassville, PA 19518, United States.

Test design: Five birds of mixed sex (2 males and 3 females) were randomly assigned each
to the treatment group and the control group. Prior to the administration, the
birds were fasted for about 17 hours. Thereafter birds were administered a
single dose of the test item BAS 758 00 F once by gavage into the crop.
Controls received reverse osmosis deionized water only. Each animal was
carefully observed post-dosing for regurgitation, mortality, general condition,
over signs of toxicity and abnormal behavior, then at five time points on Day 0.
An observation period of 14 days followed, with observations conducted twice
daily. The birds were offered food and water ad libitum. Body weights were
measured individually on the day of dosing (Day 0) and on Days 3, 7 and 14
post-dosing. Mean food consumption (g/animal/day) was then determined from
Days 3to 7 and Days 7 to 14. All animals were sacrificed at the termination of
the observation period. The post-mortem examination included evaluation of
general physical condition, and an examination of the thoracic and abdominal
cavities, including cardiovascular and respiratory systems, liver, spleen, gastro-
intestinal tract, and urogenital system.

Endpoints: Mortality, clinical signs, feed consumption, body weight (bw), and gross-
pathological examinations were conducted. Determination of LDs; was
conducted.

Test concentrations: 0 (control) and 2000 mg BAS 758 00 F/kg bw
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Birds fasted for about 17 hours before administration of the test substance.
Mean temperature: 22.4°C (21.7 - 23.0°C); mean relative humidity: 73%
(61 - 82%). Photoperiod: 8 hours light, 16 hours dark, lighting provided by
fluorescent bulbs; light intensity: approx. 357 lux.

Test conditions:

Analytics: The analysis of the test item preparations has not been performed.

Statistics: Descriptive statistics; no statistical calculation of the LDsywas performed since
no bird died.

C. DESCRIPTION OF THE ANALYTICAL PROCEDURES

Not applicable, no analysis of the test-substance preparations was carried out.

1. RESULTS AND DISCUSSION
Biological results:

No mortality occurred during the study in the control or treatment group. No regurgitation was observed
among the birds in the control or treatment group.

When compared to the control group, there was an apparent treatment-related loss of mean body weight in
the 2000 mg/kg dosage level from Day 0 to Day 3. From Day 3 to Day 7 and Day 7 to Day 14 the treatment
group had greater gains in mean body weight than the control group but it was not large enough to fully
compensate for the previous loss. Overall, from Day 0 to Day 14, the 2000 mg/kg treatment group had a
loss of mean body weight when compared to the control group.

When compared to the control group, there was a reduction in feed consumption for each of the first three
days for the 2000 mg/kg dosage level. For all feeding intervals from Day 3 to Day 14 the feed consumption
for the 2000 mg/kg dosage group was comparable to the control group.

A gross necropsy was performed on all birds from the control group and all birds from the 2000 mg/kg
treatment level at test termination. There were no remarkable findings for any of the birds in the control or
treatment group.

Table A 4: Acute toxicity of BAS 758 00 F to the bobwhite quail (Colinus virginianus)
Mortality Dose [mg BAS 758 00 F/kg bw]
LDso (14 d) > 2000
Abbreviations: bw = body weight
Validity criteria:
N . Study value and | Criteria N
Criteria Trigger value page no. met? Y/N Guideline
0,
Non-incidental control mortality » 0% 3/011—12 Y OECD 223
. . 0%
iy
Incidental control mortality <10% 0. 11-12 Y OECD 223

D Incidental = self-inflicted, e.g., abrasions or broken legs. Non-incidental mortality is things like disease or mishandling of

animals that indicate poor health of the test population or poor study conduct.
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In Commission Regulation (EU) No. 283/2013, acute bird studies are required to be conducted using either
US EPA OCSPP 850.2100 (2012) or OECD 223 (2016). This study was conducted under OECD 223 (2016)
and met all validity criteria for OECD 223. Therefore, this study should be considered fully valid and
reliable for use in the risk assessment.

I11. CONCLUSION

In an acute toxicity test with the bobwhite quail, the 14-day LDs, of BAS 758 00 F was > 2000 mg
BAS 758 00 F/kg bw.

A2112 KCP 10.1.1.2 Higher tier data on birds

The study is currently under evaluation in the course of the EU renewal process of metrafenone (RAR of
metrafenone — October 2018 Vol. 3 — B9).

[Comments of zZRMS: | Study not evaluated.

Reference: CP10.1.1.2/1

Report: BAS 560 F - 1-generation reproduction study on the mallard duck
(Anas platyrhynchus) by administration in the diet,
XXXXXXXXX

Report No EU-72W0437/015097
BASF DoclID 2006/1018046
Authority registration No

Guideline(s): EPA 540/9-82-024, EPA 540/9-86-139, EPA 71-4, EPA 850.2300,
OECD 206

Deviations: No

GLP: Yes

(certified by Landesamt fuer Umwelt, Wasserwirtschaft und
Gewerbeaufsicht, Mainz, Germany )
Acceptability: Yes

Duplication No
(if vertebrate study):
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Executive Summary

The reproductive toxicity of BAS 560 F to mallard duck (Anas platyrhynchos) was determined in a one-
generation reproduction study, for 22 weeks. Groups of sixteen male/female pairs were exposed to dietary
concentrations of 450, 900 and 1350 mg a.s./kg (corresponding to 50.9, 114.7, 167.7 mg a.s./kg bw), in
parallel with a control. During the study, the effects of adult exposure to the test item were evaluated for
adult health, body weight and feed consumption. In addition, the number of eggs laid, eggshell thickness
and egg fertility, embryo viability, hatch rates, offspring survival and offspring weight were assessed.

The measured concentration of test substance in the diet ranged from 92.7% to 98.9% of the nominal
concentration. Hence, the biological results were based on the nominal concentrations.

No substance-related effects in the parent generation on mortality, birds' health, food consumption and body
weight could be detected in any treatment group. Avoidance of feed was not observed. In the offspring, no
biologically relevant substance-related effects were observed in the 450 and 900 mg a.s./kg diet groups. In
the highest test group, effects noted were a reduction in the number of eggs laid per female per week and
the survival during hatching, and an increase of the number of chicks found dead in shell.

The no-observed-effect concentration (NOEC) during this study was 900 mg/kg feed (114.7 mg a.s./kg
bw/d) and the lowest-observable-effect concentration (LOEC) was 1350 mg/kg diet (167.7 mg a.s./kg
bw/d), based on reproductive performance.

I. MATERIAL AND METHODS

A. MATERIALS

1. Test material: BAS 560 F
CAS number/ Batch number:  220899-03-6/ COD-000610
Purity: 99.4% metrafenone
Description: Solid, beige

2. Test concentrations: 0 (control), 450, 900 and 1350 mg a.s./kg diet (corresponding to 0, 50.9,
114.7 and 167.7 mg a.s./kg bw)

3. Vehicle: None, as the test item was immediately mixed through the diet

4. Test organism

Species: Mallard duck (Anas platyrhynchus)

Age: Approximately five months old and approaching their first breeding season
Source: Geflugelhof Knerr, Rieschweiler-Mihlback, Germany

Acclimation period: Two weeks

Diet: Experimental diet, feed for ducks in meal form, supplied by Provimi kliba

SA, Basel, Switzerland. Additionally, adult birds were offered mussel shell
grit ad libitum. Municipal drinking water was offered ad libitum and during
the exposure period additionally with a water bath.

Housing: Adults: Cages composed of galvanized or stainless steel wire, with
stainless steel wire floors, measuring 1.3 m deep x 0.65 m width x 1.3 m
high (total area: 0.85 m?). Hatchlings: Pens made of galvanized or stainless
steel wire with stainless steel wire mesh.
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B. STUDY DESIGN

1. Environmental conditions:

Temperature: Adults: 16.3-22.7°C; Eggs: 37.8 + 0.1°C; Hatchlings: 37.7-38.1°C
Relative humidity: Adults: 28-93%; Eggs: 60-70%; Hatchlings: 80-90%
Photoperiod: Adults: 7h light : 17h darkness (week one to seven); 14h light : 10h

darkness (week eight and nine); 17h light : 7h darkness (week ten to
twenty-two). Hatchlings: 17h light : 7h darkness

2. Animal assignment and treatment:

Sixteen replicates per concentration group, with one male and one female per replicate, were exposed during
a pre-egg period of ten weeks and a subsequent egg-laying period of twelve weeks. During these twenty-
two weeks, the birds were offered feed with test substance ad libitum. The eggs were incubated using a
commercial incubator with automatic egg rotation. After hatching, the chicks were moved to pens and
observed for fourteen days. These chicks received the same feed as the adult birds (without test item) in
pelleted form, ad libitum.

3. Dose preparation:

The concentrations used in the test were 450, 900 and 1350 mg a.s./kg diet, which were mixed separately
with diet. The test substance was weighed and then mixed with the diet using a laboratory mixer, for ten
minutes. The diet/test substance mixtures were prepared once a week. The control group received feed
without test substance.

4. Measurements/observations:

For the adult birds, observations were made daily for mortality and clinical observations (general condition,
signs of toxic effects and abnormal behavior). Food consumption was determined weekly, along with
routine observations concerning palatability. In addition, body weights were recorded at test initiation, at
the end of weeks two, four, six and eight of the pre-egg production period, and at test termination. All birds
which died during the test or were sacrificed at the end of the test were necropsied and subjected to gross-
pathological assessment.

All eggs produced were collected daily during the 12-week egg-laying period starting at the beginning of
week 11 and ending at the end of week 22. These eggs were also weighed per cage and examined visually
for their quality. One egg per pair was collected in the weeks 1, 3, 5, 7, 9 and 11 of the egg-laying period
and was examined for egg shell thickness. All eggs (not cracked, broken, abnormal or taken for egg shell
measurements) were placed in an incubator at weekly intervals and were candled on days 14 and 21 of the
incubation period for evaluation of infertilities, as well as early and late embryonic deaths.

For the chicks, the number hatched and any abnormalities were recorded. These chicks were reared until
fourteen days old, and mortality and symptoms (toxic signs) were checked daily during this period. In
addition, their body weights were recorded when the chicks were removed from the hatcher and fourteen
days after hatching.

To verify if the samples were homogeneously mixed, samples were collected at the beginning of the
exposure period from the upper, middle and lower layer of the highest and lowest test item concentration
diets. Otherwise, samples (from freshly made diets) were obtained from each test item concentration and
the control diets, at three different time points (1: test initiation (start of substance feeding), 2: start of egg-
laying period (ten weeks after test initiation) and 3: eighteen weeks after test initiation), for analysis of test
item concentration. The analysis was performed using HPLC with variable wavelength detection set at 205
nm.
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5.  Statistics:

For body weight and food consumption of the adult birds, as well as for egg weight, egg shell thickness and
chicks’ body weight, a comparison between each test item concentration group and the control group was
performed using the Dunnett’s test. For count data (i.e. number of eggs and hatched chicks) and proportions
(number of fertile eggs of eggs initially set) the Wilcoxon test was used. The SAS-System was used for the
statistical analyses. For the analyses of body weight and food consumption of the adult birds, the
DATATOX F1-System was used.

Il. RESULTS AND DISCUSSION
A. MORTALITIES AND BEHAVIOURAL OBSERVATIONS

Only one bird died during the pre-egg-laying period; a female exposed to 900 mg a.s./kg diet. This was not
considered to be related to the test substance exposure. No abnormalities in appearance and behavior were
observed in any of the groups during the study.

B. FOOD CONSUMPTION AND BODY WEIGHT

The food consumption was in the normal range during both the pre-egg and the egg-laying period. The
uptake was only statistically significantly different (increased) from the control group for adult birds
exposed to 900 mg a.s./kg diet during weeks 4 and 7. No rejection of food was observed. Body weight did
not differ significantly between male and female birds exposed to BAS 560 F and the birds in the control
group. The results are presented in the table below.

Table A5: Mean food consumption and body weight change of mallard duck (Anas
platyrhynchus) exposed to BAS 560 F for 22 days
Nominal concentration Mean feed Overall mean body weight change (%) compared
(Mg a.s./kg diet) consumption between day 0 and day 22
gas/kg (g/bird/day) Males Females

Negative control 139.0 -5.66 +1.85
450 133.6 -3.91 +4.56
900 150.9 -4.26 +2.63
1350 146.0 -1.50 -0.90

C. REPRODUCTIVE RESULTS

The groups exposed to 450 and 900 mg a.s./kg diet did not show statistically significant differences to the
control group for any of the reproduction parameters. For the group exposed to 1350 mg a.s./kg diet,
statistically significant differences to the control group were observed for number of eggs laid/female/week,
survival during hatch and number of chicks ‘dead-in-shell’. The results are presented in the following
tables:



BAS 758 00 F / Revyflex Plus
Part B — Section 9 - Core Assessment
ZRMS version

Page 242 /547

Table A 6:
BAS 560 F

Reproductive performance of mallard duck (Anas platyrhynchus) exposed to

Reproductive parameter

Experimental group
(mg a.s./kg diet)

Control 450 900 1350
No. of eggs laid/group 870 819 811 640
No. of cracked and broken eggs/group 14 17 2 5
Mean egg weight (g) 56.5 55.4 57.5 58.2
Mean egg shell thickness (mm) 0.39 0.39 0.39 0.40
No. of eggs incubated/group 785 739 742 583
No. of fertile eggs/group 577 568 538 524
No. of infertile eggs/group 208 171 204 59
No. of early embryonic mortalities/group 26 11 35 19
No. of viable 14-day old embryos/group 551 557 504 505
No. of late embryonic mortalities/group 4 5 14 8
No. of viable 21-day old embryos/group 547 552 490 497
No. of total embryonic mortalities/group 30 16 48 27
No. of ‘dead-in-shell’/group 109 120 90 158
No. of chicks hatched/group 438 432 400 339
No of 14-day surviving chicks/group 438 422 396 336
No. of eggs laid/female/week 4.5 4.3 4.2 3.3*
No of chicks hatched/female/week 2.3 2.3 2.1 1.8
No of 14-day surviving chicks/female/week 2.3 2.2 2.1 1.8
Mean body weight of chicks at hatching (g) 33.8 32.8 34.5 33.3
Mean body weight of chicks 14 days after hatching (g) 280.9 283.5 286.8 290.2

* Statistically significantly different to the control group (p<0.05)

Table A7:

BAS 560 F expressed as percentages

Reproductive performance of mallard duck (Anas platyrhynchus) exposed to

Experimental group

Reproductive parameter (mg a.s./kg diet)

Control 450 900 1350
% fertile eggs of incubated eggs 72.4 82.0 69.2 89.7
% viable 14-day old embryos of eggs incubated 68.9 80.2 65.1 85.5
% viable eggs at day 21 of eggs incubated at day 14 99.4 99.2 96.8 98.0
% hatched chicks of eggs incubated at day 21 83.1 70.5 79.0 60.4*
% 14-day survivors of chicks hatched 99.4 97.5 99.2 99.2
% cracked and broken eggs of eggs laid 1.7 1.8 0.2 1.0
% early embryonic mortalities of fertile eggs 6.7 2.2 6.4 4.3
% late embryonic mortalities of fertile eggs 0.5 0.7 25 1.9
% ‘dead-in-shell’ of fertile eggs 15.7 28.6 16.7 36.8*
Hatchability (% chicks hatched of total eggs incubated) 55.5 56.3 51.9 52.6
Hatchability (% chicks hatched of fertile eggs) 77.0 68.5 74.4 57.0*

* Statistically significantly different to the control group (p<0.05)
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D. ANALYSIS

Analysis of the samples collected from the upper, middle and lower layer of the diets showed measured
concentrations of 445.2, 434.6 and 448.4 mg test substance/kg for the lowest test substance concentration
and 1307.5, 1349.2 and 1302.7 mg/kg for the highest test substance concentration for the respective layers.
These values demonstrate a homogeneous distribution of the test substance in the diet.

The measured concentration of test substance in the diet (with samples taken at three time points) ranged
from 92.7% to 98.9% of the nominal concentrations. The biological results are therefore based on the
nominal concentrations. The concentrations of the test substance BAS 560 F observed in the analysis are
shown in the table below.

Table A 8: Measured concentrations of BAS 560 F in test samples
Nominal Nomina_l _ Measureq Measur_ed as% | Mean mea_sured as
. concentration* Time | concentration | of nominal test % of nominal test
concentration .
(mg a.s./kg) (mg test point (mg test substanc_e substancg
substance/kg) substance/L) concentration concentration
0 0 ; <LO
(negative control) | (negative control) 3 Q i i
1 442.7 97.7
450 453 2 448 98.9 97.4
3 433 95.6
1 850.8 94.0
900 905 2 839 92.7 94.2
3 869 98.6
1 1319.8 97.2
1350 1358 2 1312 96.6 97.5
3 1339 98.6

* The concentration of the test substance BAS 560 F, containing 99.4% of the active substance metrafenone

** Samples were taken from freshly made diets at three different time points (1: test initiation (start of substance feeding), 2: start
of egg-laying period (ten weeks after test initiation) and 3: eighteen weeks after test initiation)

LOQ = Limit of quantification (1.86 mg/L, corresponding to 18.6 mg/kg feed)

E. DEFICIENCIES

None.

I11. CONCLUSION

In the study with the mallard duck (2006/1018046) 3 concentrations were tested besides control: 450
ppm, 900 ppm and 1350 ppm. The LOEC is at the highest concentration tested. As only 3
concentrations are available (and several of these concentrations show no effect) an ECioro
calculation is not appropriate.

The no-observed-effect concentration (NOEC) for the mallard duck (Anas platyrhynchos) exposed to
BAS 560 F was 900 mg a.s./kg diet (114.7 mg a.s./kg bw/d) and the lowest-observable-effect
concentration (LOEC) was 1350 mg a.s./kg diet (167.7 mg a.s./kg bw/d), based on reproductive
performance.
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A22 KCP 10.1.2

A221 KCP 10.1.2.1

No studies conducted.

A2211 KCP 10.1.2.2

A22111 Study 1

Effects on terrestrial vertebrates other than birds

Acute oral toxicity to mammals

Higher tier data on mammals

The study is currently under evaluation in the course of the EU renewal process of pyraclostrobin (RAR of
pyraclostrobin Rev. 1 — 10 January 2020 Vol. 3 — B9).

Comments of zZRMS: | Study was evaluated and accepted for the regulatory use in RR for BAS 751 00 F.

Reference: CP10.1.2.2/1

Report Study on the residue behaviour of Pyraclostrobin (BAS 500 F) on wheat
(young plants) after treatment with BAS 500 06 F under field conditions
in North and South Europe, season 2012,

Moreno S., 2013

Report No: 421980

BASF DoclID 2013/1045207
Authority registration No

Guideline(s): EEC 87/18 (No. L 15/29) 1986, International guidelines for distribution
and pesticides application AEPLA FAO 1985, EC 1107/2009 of the
European Parliament and of the Council of 21 Oct 2009, EEC 79/117,
EEC 91/414, EEC 7029/V1/95 rev. 5 Appendix B, EEC 7525/V1/95 rev.

9 (March 2011)
Deviations: No
GLP: Yes

(certified by ENAC, Entidad Nacional de Acreditacion, Madrid, Spain)

Acceptability: Yes

Duplication No
(if vertebrate study)
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Executive Summary

The objective of the study is to determine the magnitude of residues of pyraclostrobin (BAS 500 F) and the
analyte 500MO07 after one application of BAS 500 06 F carried out on wheat. The selected application rates,
frequency and spray interval cover the Good Agricultural Practice (critical GAP).

I. MATERIAL AND METHODS
A. MATERIALS

Test item and application
The trial consisted of a control plot (untreated) and two treated plots (plot 2 and plot 3) without replication.
No product containing the test item was used on the test plots during the season 2012.

The test item BAS 500 06 F (EC) was foliar applied on plot 2 at a nominal rate of 250 g pyraclostrobin/ha
in a nominal spray volume of 200 L/ha at three leaves unfolded growth stage (BBCH 13) according to Good
Laboratory Practice. The test item BAS 500 06 F (EC) was also foliar applied on plot 3 at a nominal rate
of 100 g pyraclostrobin/ha in a nominal spray volume of 200 L/ha at three leaves unfolded growth stage
(BBCH 13) according to Good Laboratory Practice.

B. STUDY DESIGN

Study site
During the 2012 growing season a total of nine trials were conducted in representative wheat growing areas
in Germany, The Netherlands, The United Kingdom, Spain and Italy.

Sampling information

For this study specimens were collected as wheat whole plants without roots 1 hour after application as
well as 1, 2, 3, 4,5, 7, 10, 12 and 14 days thereafter. All specimens were sampled from the untreated, and
from both treated plots. Untreated specimens were obtained prior to treated specimens at each sampling
occasion. All specimens were transferred to freezer storage on the day of sampling and were then stored
frozen (< -18°C).

Residue analysis

All specimens were analyzed for pyraclostrobin (BAS 500 F) and its metabolite 500M07 (BF 500-3) using
BASF method no. 535/1 (L0076/01). The method has a limit of quantitation of 0.01 mg/kg for both
analyses.

C. Description of the analytical procedures

For analysis of plant materials, BASF method no. 535/1 (L0076/01) was used, which determines the analyte
by means of HPLC-MS/MS. Validation of the analytical method was performed on plant matrices in a
separate study (BASF DoclD 2006/1039427). Pyraclostrobin and its metabolite 500M07 (BF 500-3) are
extracted with a mixture of methanol, water and hydrochloric acid. An aliquot of the extract is centrifuged
and partitioned at alkaline conditions against cyclohexane. The method has a limit of quantitation (LOQ)
of 0.01 mg/kg. The maximum storage interval from harvest until analysis was 229 days. It was investigated
earlier (BASF DoclD 2001/5000232) that residues were stable during the period of frozen storage prior to
analysis.
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Procedural recoveries (overall mean) were 90.6% for pyraclostrobin and 89.5% for the metabolite 500MO07
(BF 500-3) in wheat plants using fortification levels between 0.01-100 mg/kg. The results are summarized

in the following table.

Table A 9: Summary of wheat plant matrix recoveries for pyraclostrobin and its
metabolite 500M07 (BF 500-3)
. Fortification Level Mean SD RSD n
Test System Matrix [ma/kg] [%] [£] [%]
BAS 500 F
906 | 70 | 77 | 29
Wheat Whole plant 0.01,0.10, 1.0, 10 and 500M07 (BF 500-3)
no roots 100
895 | 74 | 82 | 29

Il. RESULTS AND DISCUSSION

Table A 10: Summary of Residues of pyraclostrobin (BAS 500 F) and 500M0Q7 in wheat
Plot 2
Sampling Portion 1y | Growth BAS 500 F 500M97 2) Sum?
No. analyzed DALA stage n [ma/kg] (BF 500-3) [ma/kg]
[ma/kg]
1 19 13-14 9 13-35 0.036 - 1.5 14 - 36
2 1 13-14 9 2.4 -26 0.41-3.0 2.8-27
3 2 13-14 9 4.2-25 1.0-29 52-28
4 3 13-21 9 25-18 0.83-3.2 3.3-22
5 Wr\]’x :‘eegtla o 4 13-21 9 17-22 0.64-4.6 2.3-26
6 no roots 5 13-21 9 1.4-19 0.59-54 2.0-24
7 7 13-23 9 0.38 - 12 0.17-4.3 0.55 - 17
8 10 13-30 9 0.13-10 0.040 - 4.2 0.17-14
9 12 13-31 9 0.043-5.0 0.021-2.7 0.067 - 7.6
10 14 13-31 9 0.028 - 5.5 0.012-25 0.040 - 8.0
Plot 3
Sampling Portion y | Growth BAS 500 F SOOM(_N 2 Sum?
No. analyzed DALA stage n [ma/kg] (BF 500-3) [ma/kg]
[mg/kg]
1 14 13-14 9 4.6-11 0.021 - 0.33 49-12
2 1 13-14 9 3.0-10 0.21-0.82 3.4-11
3 2 13-14 9 2.0-9.6 041-13 2.6-11
4 3 13-21 9 15-7.0 0.35-17 2.0-8.7
5 wr\mlx :‘ee;tl’a o 4 13-21 9 0.95-83 0.28-2.0 1.3-10
6 no roots 5 13-21 9 0.45-6.5 0.19-20 0.64-85
7 7 13-23 9 0.23-45 0.091-1.7 0.32-6.2
8 10 13-30 9 0.079 - 3.3 0.028 - 1.5 0.11-48
9 12 13-31 9 0.028 - 1.9 <0.01-1.1 0.038- 3.0
10 14 13-31 9 <0.01-18 <0.01-1.0 <0.02-2.8
1 days after last application
2 conversion factor for calculation of 500M07 (BF 500-3) to parent BAS 500 F is 1.084
3 for residues < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum
4 HALA: hours after last application
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I11. CONCLUSION

In whole plant samples collected from plot 2 directly after the application (BBCH 13-14) residues of
pyraclostrobin (BAS 500 F) ranged between 13 and 35 mg/kg. At the last sampling at 14 DALA
(BBCH 13-31) residues decreased to a range of 0.028 — 5.5 mg/kg.

In whole plant samples collected from plot 3 directly after the application (BBCH 13-14) residues of
pyraclostrobin ranged between 4.6 and 11 mg/kg. At the last sampling at 14 DALA (BBCH 13-31)
residues decreased to a range of < 0.01 — 1.8 mg/kg. No residues of pyraclostrobin > 0.01 mg/kg were
present in control specimens.
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A22112 Study 2

The study is currently under evaluation in the course of the EU renewal process of pyraclostrobin (RAR of
pyraclostrobin Rev. 1 — 10 January 2020 Vol. 3 - B9).

Comments of zZRMS: | Study was evaluated and accepted for the regulatory use in RR for BAS 751 00 F.

Reference: CP 10.1.2.2/2

Report Study on the residue behavior of Pyraclostrobin (BAS 500 F) on pea
(young plants) after the application of BAS 500 06 F under field
conditions in France (North), Germany, United Kingdom, Italy and
Spain, 2012,

Martin T., 2013

Report No: 421989

BASF DocID 2013/1044539
Authority registration No

Guideline(s): EC 1107/2009 of the European Parliament and of the Council of 21 Oct
2009, EEC 79/117, EEC 91/414, EEC 7029/VI1/95 rev. 5, EEC
7525/V1/95 rev. 7

Deviations: No

GLP: Yes
(certified by ENAC, Entidad Nacional de Acreditacion, Madrid Spain )
Acceptability: Yes

Duplication -
(if vertebrate study)

Executive Summary

The objective of the study was to determine the residue level of pyraclostrobin (BAS 500 F) in or on young
pea plants after one application of BAS 500 06 F.
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I. MATERIAL AND METHODS
A. MATERIALS

Test item and application

Each trial consisted of a control plot (untreated) and two treated plots. All applications were made as foliar
sprays, using commercial ground equipment or equipment which simulated commercial applications. No
product containing the test item was used on the test plots during the year 2012. BAS 500 06 F was the test
item used in this study. The actual application rates were within 10% of the nominal values.

The selected application rates, frequency and spray interval cover the Good Agricultural Practice (critical
GAP), which will be defined by the label directions.

BAS 500 06 F (200 g/L of pyraclostrobin, EC) was foliar applied once on plot 2 at a rate equivalent to 250
g/ha of pyraclostrobin (1.25 L of formulated product /ha) and once on plot 3 at a rate equivalent to 100 g/ha
of pyraclostrobin (0.5 L of formulated product /ha). The spray volume used was 200 L/ha and the
application timing was at BBCH 12 - 13.

B. STUDY DESIGN

Study site
During the 2012 growing season, eight trials in peas were conducted in different representative growing
areas in France (North), Germany, The United Kingdom, Italy and Spain.

Sampling information

Specimens of whole plant without roots were collected on plot 1 at the day of the application and 5 and 14
days thereafter. Specimens of whole plant without roots were collected on plot 2 and plot 3, 1 hour after
the applicationand 1, 2, 3, 4, 5, 7, 10, 12 and 14 days thereafter.

Control (untreated) specimens were taken at every time point, and were collected prior to collection of the
treated specimens to avoid contamination. Generally the specimens were frozen within 6 hours of being
taken, and remained frozen at or below -18°C, including during transportation, until analysis. The maximum
storage interval from harvest until analysis was 188 days. Data indicate that residues were stable during the
period of frozen storage prior to analysis.

Residue analysis

Specimens were analysed for pyraclostrobin (BAS 500 F) and its metabolite 500M07 (BF 500-3) using
BASF method No. 535/1 (L0076/01). The method has a limit of quantitation of 0.01 mg/kg for both
analytes.

C. Description of the analytical procedures

For analysis of plant materials, BASF method no. 535/1 (L0076/01) was used, which determines the analyte
by means of HPLC-MS/MS. Validation of the analytical method was performed on plant matrices in a
separate study (BASF DoclD 2006/1039427). Pyraclostrobin and its metabolite 500M07 (BF 500-3) are
extracted with a mixture of methanol, water and hydrochloric acid. An aliquot of the extract is centrifuged
and partitioned at alkaline conditions against cyclohexane. The method has a limit of quantitation (LOQ)
of 0.01 mg/kg. The maximum storage interval from harvest until analysis was 188 days. It was investigated
earlier (BASF DoclD 2001/5000232) that residues were stable during the period of frozen storage prior to
analysis.
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Procedural recoveries (overall mean) were 95.5% for pyraclostrobin and 94.6% for the metabolite 500MO07
(BF 500-3) in young pea plants using fortification levels between 0.01-100 mg/kg. The results are
summarized in the following table.

Table A 11: Summary of pea plant matrix recoveries for pyraclostrobin and its metabolite
500M07 (BF 500-3)
. Fortification Level Mean SD RSD n
Test System Matrix [ma/kg] [%] [£] [%6]
BAS 500 F
55 | 58 | 61 | 29
Pea Whole plant 0.01, 0.10, 1.0, 10 and 500M07 (BF 500-3)
no roots 100
“e6 | 11 | 12 | 29

Il. RESULTS AND DISCUSSION

Table A 12: Summary of Residues of pyraclostrobin (BAS 500 F) and 500M07 in peas
Plot 2
Residues expressed as parent equivalents
Samp. Portion analysed | DALAY Growth n BAS 500 F S00M07 Sum?
No. stage [ma/kg] (BF 500-3)? [mg/kg]
[mg/kg]
1 19 12-13 8 11-23 0.026 - 0.41 11-23
2 1 12-13 8 9.4-19 0.53-25 10 - 22
3 2 12-14 8 29-11 0.64 - 3.6 35-15
4 3 12-14 8 3.2-8.7 1.2-37 48-12
5 Pea, whole plant no 4 13-15 8 2.7-5.9 1.1-28 41-8.0
6 roots 5 13-16 8 2.1-51 0.83-3.1 3.6-8.1
7 7 13-17 8 14-3.6 0.68 - 2.6 2.7-6.3
8 10 13-19 8 0.16- 2.2 0.13-14 0.29-3.6
9 12 14-21 8 0.38-2.0 0.23-14 0.71-35
10 14 14-23 8 0.14-14 0.062 - 0.89 0.20-2.1
Plot 3
Residues expressed as parent equivalents
Samp. Portion analysed | DALAY Growth n BAS 500 F S00MO7 2 Sum?
No. stage [markg] (BF 500-3)? [mg/kg]
[mg/kg]
1 14 12-13 8 39-6.2 0017-0.11 40-6.3
2 1 12-13 8 14-53 0.12-0.78 15 5.6
3 2 12-14 8 1.6-8.0 0.40-1.9 2.1-9.9
4 3 12-14 8 1.0-24 0.46-1.1 15-35
5 Pea, whole plant no 4 13-15 8 0.95-15 0.43-0.73 15-20
6 roots 5 13-16 8 0.60-1.6 0.41-0.94 11-24
7 7 13-17 8 0.34-0.82 0.25-0.62 0.61-14
8 10 13-19 8 0.24 - 0.69 0.13-0.58 0.37-1.2
9 12 13-21 8 0.10- 0.43 0.040 - 0.37 0.14-0.80
10 14 14-23 8 0.043-0.29 | 0.023-0.27 0.066 - 0.53

D days after last application
9 conversion factor for calculation of 500M07 (BF 500-3) to parent BAS 500 F is 1.084
3 for residues < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum

4 HALA: hours after last application
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111. CONCLUSION

In whole plant samples collected from plot 2 directly after the application (BBCH 12-13) residues of
pyraclostrobin (BAS 500 F) ranged between 11 - 23 mg/kg. Residues has been decreasing over the
whole trial period and at last sampling at 14 DALA (BBCH 14-23) residues ranged between 0.14 - 1.4
mg/Kkg.

In whole plant samples collected from plot 3 directly after the application (BBCH 12-13) residues of
pyraclostrobin ranged between 3.9 - 6.2 mg/kg. Residues has been decreasing over the whole trial
period and at last sampling at 14 DALA (BBCH 14-23) residues ranged between 0.043 - 0.29 mg/kg.

No residues of pyraclostrobin > 0.01 mg/kg were present in control specimens.
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A22113 Study 3

The study is currently under evaluation in the course of the EU renewal process of pyraclostrobin (RAR of
pyraclostrobin Rev. 1 — 10 January 2020 Vol. 3 - B9).

Comments of zZRMS: | The report was evaluated and accepted for the regulatory use in RR for BAS 751

00 F.
Reference: CP10.1.2.2/3
Report Dissipation of BAS 500 F - Pyraclostrobin on young plants (wheat and

peas) - Trials conducted in the Northern Zone of Europe - Calculation of
DT50 / DT90 dissipation times,

Erzgraeber B., 2013

Report No not given

BASF DoclID 2013/1078114

Authority registration No
Guideline(s): No

Justification: No guidelines available

Deviations: No

GLP: No

Justification: for modelling calculations of DTsp dissipation times GLP
is not required

Acceptability: Yes

Duplication -
(if vertebrate study)

Executive Summary

This modelling report provides kinetic analysis and estimation of dissipation times (DTso, DTy values) for
pyraclostrobin on young plants.

The decline of pyraclostrobin residues on young plants was well described by this first order kinetics.
The DTso values of pyraclostrobin in young plants derived for the individual trials and plots ranged
between 1.25 and 3.75days.
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I. MATERIAL AND METHODS

Calculation of DTso and DTy values
The concentration time curves were described by a single first order (SFO) kinetic model, and this was
fitted against the results of the individual trials using non-linear parameter estimation methods.

The goodness-of-fit of the kinetic models was assessed by visual inspection and statistical measures. For
visual inspection, the recommended graphical representations of observed and modeled decline curves
versus time and the residuals versus time are presented. As goodness-of-fit measures, the %2 minimum error
level is provided.

I1. RESULTS AND DISCUSSION

Table A 13: DTso values of pyraclostrobin in young wheat plants and peas
Plant Trial Plot DTso [d] Kinetic model %2 error r?
wheat L120103 P29 2.67 SFO 10.3 0.97787
wheat L120103 P32 1.37 SFO 19.9 0.95564
wheat L120104 P2 1.40 SFO 11.2 0.98795
wheat L120104 P3 1.97 SFO 12.5 0.97825
wheat L120105 P2 2.18 SFO 9.3 0.98535
wheat L120105 P3 1.56 SFO 10.2 0.98748
wheat L120106 P2 1.26 SFO 7.0 0.99658
wheat L120106 P3 1.25 SFO 7.9 0.99416
peas L120073 P2 1.28 SFO 7.0 0.99504
peas L120073 P3 1.50 SFO 9.9 0.98735
peas L120074 P2 1.91 SFO 8.4 0.98946
peas L120074 P3 1.55 SFO 8.3 0.99175
peas L120075 P2 3.76 SFO 51 0.99011
peas L120075 P3 2.50 SFO 12.6 0.96317
peas L120076 P2 2.10 SFO 12.7 0.97268
peas L120076 P3 2.06 SFO 16.0 0.95846

Dand?  In 2012, BASF conducted 8 GLP field residue trials, with two individual plots P2 and P3 of different application rates
per trial, in the Northern Zone of Europe to obtain residue decline data in wheat and peas at early growth stages of the
crops. Wheat and peas were treated with either nominally 1.25 L (P2) or 0.5 L (P3) product BAS 500 06 F/ha. BAS
500 06 F contains 200 g pyraclostrobin/L, thus 250 g a.s./ha (P2) or 100 g a.s./ha were applied at BBCH 13 or 13/14
onto wheat and at BBCH 12-13 or 13 onto peas.

111. CONCLUSION

The decline of pyraclostrobin residues on young plants was well described by this first order kinetics.
The DTso values of pyraclostrobin in young plants derived for the individual trials and plots ranged
between 1.25 and 3.75 days.
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A22114 Study 4

The study is currently under evaluation in the course of the EU renewal process of pyraclostrobin.

Comments of ZRMS: | Three trials on young wheat plants under field conditions were conducted in
Germany. Each field trial consisted two plots. The application rate was 0.25 kg
a.s./ha. The samplings were carried out at 0, then 1, 2, 3, 4, 5, 7, 10, 12 and 14 days
after the application. The sampling schedule gave 9 data points for each trial, which
is sufficient to perform the reliable kinetic analysis.

The study is considered to be reliable and suitable for the risk assessment.

Reference: CP 10.1.2.2/4

Report Study on the residue behaviour of BAS 500 F (Pyraclostrobin) in young
wheat plants after a foliar application with BAS 500 06 F at growth stage
25/29 under field conditions in Northern Europe, in spring 2016,

Kramm R., 2017

report No EU-809785
BASF DoclID 2017/1029774
Authority registration No

Guideline(s): EEC 7029/V1/95 rev. 5 Appendix B, EC 1107/2009 of the European
Parliament and of the Council of 21 Oct 2009, EEC 7525/V1/95 rev. 9
(March 2011), OECD 509 Crop Field Trial (2009), SANCO/3029/99 rev.
4 (11 July 2000), OECD-ENV/IM/MONO/(2007)17

Deviations: No

GLP: Yes

(certified by Landesamt fuer Umwelt, Wasserwirtschaft und
Gewerbeaufsicht, Mainz, Germany)

Acceptability: Yes

Duplication -
(if vertebrate study)

Executive Summary

The objective of the study was to determine the magnitude of residues of pyraclostrobin (BAS 500 F) after
one application of BAS 500 06 F carried out on wheat at the growth stage “end of tillering” (BBCH 25-29).
The selected application rates, frequency and spray interval cover the Good Agricultural Practice (critical
GAP).

In whole plant samples collected from plot 2 directly after the application at the growth stage “end
of tillering” (BBCH 25-29) residues of pyraclostrobin (BAS 500 F) ranged between 18 and 25 mg/kg.
At the last sampling at 14 DALA (BBCH 31-32) residues decreased to a range of 0.35 - 0.87 mg/kg.




BAS 758 00 F / Revyflex Plus Page 255 /547
Part B — Section 9 - Core Assessment

ZRMS version

I. MATERIAL AND METHODS

A. MATERIAL

Test item and application

The trial consisted of a control plot (untreated) and one treated plot (plot 2) without replication. No product
containing the test item was used on the test plots during season 2015 and 2016.

The test item BAS 500 06 F (EC) was foliar applied on plot 2 at a nominal rate of 250 g pyraclostrobin/ha
in a nominal spray volume of 200 L/ha at growth stage “end of tillering” (BBCH 25-29) according to Good
Laboratory Practice.

B. STUDY DESIGN

Study site

During the 2016 growing season a total of three trials were conducted in representative wheat growing areas
in Germany.

Table 12: Trial Site Description '

Trial No.| Crop Variety* Region® | Country/ Name of Owner/
Region Address of Field Test Site
Gerrﬁan / BASF SE
.160146 Kadrilj Palatin a)tre Versuchsgarten 5
67117 Limburgerhof
Europe Jurgen Wintterle
L160147 | Vheat Chamsin North ﬁf:g;”;’ u’ Field No. 2261 74193
'chg - Stetten
Germany / Mathias Lehn
L160148 Chamsin Rhein- Field No. 3006 -
hessen 67294 Mauchenheim

*Non-GLP data _ )
® Climatic zone according to European Community Guideline SANCO 7525/M1/95 - rev.10.1, December 2015

Table 18: Average Air Temperature and Precipitation (Non GLP data)

Trial No.| Weather Station |[Distance from| Recorded Date | Average Air |Precipitation
Test Location Temperature| (monthly })
[km] [°C] [mm]
Agrarmeterologie
Rheinland-Pfalz;
L160146 Station 1.0 01.-31.05.2016 15.1 97.3
Schifferstadt
Agrarmeterologie
L160147 |Baden-Wirttemberg; ~1.5 01.-31.05.2016 13.8 84.2
Station Stetten
Agrarmeterologie
‘ Rheinland-Pfalz; * q*
L160148 Station 5.0 06.-20.05.2016 15.3* 12:1
Kettenheim

*Based on 06.-20.05.2016 only




BAS 758 00 F / Revyflex Plus Page 256 /547
Part B — Section 9 - Core Assessment
ZRMS version

Table 19: Precipitation (Data from pluviometer set at trial site — Non GLP)

Trial No. ' ' Rainfall from application until last sampling

DALA* | 1 2 | 3 4 5 7 | 10| 12| 14
L160146 -

Ifm? 0 0 0 0 0 50 [ 118 0 0

DALA | 1 2 3 4 5, 7 10 | 12 | 14
L160147 — - ' e

Vm? 0 0 0 0 35 | 05 | 100 | o0 25

DALA| 1 | 2 | 3 |4 | 5 | 7 | 10| 12| 14
L160148 | /m? 0 0 0 0 40 | 50 | 1.0 0 2.0

*DALA= Days After Last Treatment -> calculated values

Sampling information

For this study specimens were collected as wheat whole plants without roots 1 hour after application as
wellas 1, 2, 3, 4, 5, 7, 10, 12 and 14 days thereafter. All specimens were sampled from the untreated and
from the treated plots. Untreated specimens were obtained prior to treated specimens at each sampling
occasion. All specimens were transferred to freezer storage on the day of sampling and were then stored
frozen (< -18°C).

Residue analysis
All specimens were analyzed for pyraclostrobin (BAS 500 F) using BASF method no. 535/1 (L0076/01).
The method has a limit of quantitation of 0.01 mg/kg for both analyses.

C. Description of the analytical procedures

For analysis of plant materials, BASF method no. 535/1 (L0076/01) was used, which determines the analyte
by means of HPLC-MS/MS. Validation of the analytical method was performed on plant matrices in a
separate study (BASF DocID 2006/1039427). Pyraclostrobin was extracted with a mixture of methanol,
water and hydrochloric acid. An aliquot of the extract is centrifuged and partitioned at alkaline conditions
against cyclohexane. The method has a limit of quantitation (LOQ) of 0.01 mg/kg. The maximum storage
interval from harvest until analysis was 103 days. It was investigated earlier (BASF DocID 2001/5000232)
that residues were stable during the period of frozen storage prior to analysis.

Procedural recoveries (overall mean) were 106% for pyraclostrobin in wheat plants using fortification
levels between 0.01-50 mg/kg. The results are summarized in the following table.

Table A 14: Summary of wheat plant matrix recoveries for pyraclostrobin
Fortification Level Mean SD RSD n
Test System Matrix [%0] [£] [%]
[mg/kg] BAS 500 F
Wheat | Wholeplant |4 61 410 and 50 106 3.9 3.7 8
Nno roots
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Il. RESULTS AND DISCUSSION

Table A 7: Summary of residues of pyraclostrobin (BAS 500 F) in wheat
Sa'”,‘\‘lz"'”g ai%;';: \, | DALAY | Growth stage n BAS 500 F [mg/kg]

1 12 25-29 3 18 - 25

2 1 25-29 3 11-13

3 2 27-30 3 7.1-10

4 3 29-30 3 6.3-7.8

5 (wm:;tl'ant 4 30-31 3 23-49

6 no roots) 5 30-31 3 12-36

7 7 30-31 3 19-20

8 10 31 3 0.8-1.2

9 12 31-32 3 0.39-11

10 14 31-32 3 0.1-0.46 (0.35-0.87) *

D days after last application

) HALA: hours after last application

* The range of residue values, i.e. 0.35 — 0.87 mg /kg for sampling date at 14 DALA given in the table on page 6 of the study
report is incorrect. Correct values, i.e. 0.1 — 0.46, are presented in the table on page 17 of the study report.

I11. CONCLUSION

In whole plant samples collected from plot 2 directly after the application at the growth stage “end
of tillering” (BBCH 25-29) residues of pyraclostrobin (BAS 500 F) ranged between 18 and 25 mg/kg.
At the last sampling at 14 DALA (BBCH 31-32) residues decreased to a range of 0.35 - 0.87 mg/kg.
No residues of pyraclostrobin > 0.01 mg/kg were present in control specimens.
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A22115 Study 5

Comments of zZRMS: [The calculation is considered valid and acceptable for regulatory use.

FOCUS (2006, 2014) degradation kinetics guidance was applied to calculate DTsg
endpoints for pyraclostrobin modelling from residues measured in three plant
residue trials in Europe (L160146, L160147, L160148). The data were described
reasonably well by SFO kinetics and acceptable endpoints were derived for all
studies.

The error value for all trial is below 15%. Therefore, the results were considered to
be reliable and suitable for the risk assessment.

The calculation is considered valid and acceptable for regulatory use.

Reference: CP 10.1.2.2/5

Report Dissipation of BAS 500 F - Pyraclostrobin on young wheat plants from
field trials conducted in Northern zone of Europe - Calculation of DT50
dissipation times,

Schroeder T., 2017

report No EU-CALC-2133
BASF DoclID 2017/1037247
Authority registration No

Guideline(s): FOCUS degradation kinetics (2006 and 2014)
Deviations: No
GLP: No

Justification: for modelling calculations of DTsp dissipation times GLP
is not required

Acceptability: Yes

Duplication -
(if vertebrate study)

Executive Summary

The residue decline of BAS 500 F - pyraclostrobin in young wheat plants was investigated in a range of
field trials at different sites in Northern Europe during the 2016 growing season (Kramm, 2017, BASF
DoclID 2017/1029774). This modeling report provides kinetic analysis and estimation of the dissipation
times (DTso values) for pyraclostrobin for each field data set. The DTso values ranged between 1.17 — 2.22
d.

I. MATERIAL AND METHODS

Kinetic modeling strateqy
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Kinetic evaluation was performed in order to derive dissipation parameters for the residues of
pyraclostrobin in wheat plants. Since no specific recommendation is available how to carry out the kinetic
evaluation for plant residue decline studies, guidance of the FOCUS workgroup on degradation kinetics
was used in order to derive degradation parameters for modeling purposes. Recommended estimation
methods were applied in order to derive SFO (single first order) dissipation parameters for modeling
purposes. The appropriate kinetic model was identified based on visual and statistical assessment.
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According to FOCUS, a SFO kinetic model is considered appropriate, if the fit is visually acceptable and
passes the y?-test at an error level of 15% or less. Furthermore, the error term required to pass the y2-test
may be larger if there is a large scatter in the data like for field studies. In this case, a decision should be
based on visual assessment. If the overall pattern of decline in pesticide concentrations is represented
adequately by the model and the distribution of the residuals is random, the half-life from the SFO model
may be used for modeling.

The goodness-of-fit of the kinetic models was assessed by visual inspection and statistical measures, as
recommended by the FOCUS guidance (FOCUS, 2006) on degradation kinetics. For visual inspection, the
recommended graphical representations of observed and modeled decline curves versus time and the
residuals versus time are presented. As goodness-of-fit measures, the y> minimum error level is provided.

Il. RESULTS

The presented DTsp values derived under consideration of guidance from the FOCUS kinetics working
group are suitable endpoints for modeling purposes. The degradation rate constants of the different fits were
estimated significantly different from zero as indicated by low P values. The visual assessment of the
different fits showed that the x? error values were acceptable as the observations were generally well
described by the fitted curves and the residuals were randomly scattered around the zero line. The choice
of the SFO model resulted in the best fit for these trials.

Table A 8: Calculated DTso values for pyraclostrobin in wheat plants and statistical indices of
three different sites in Northern Europe (field trials from 2016)
Plant Trial Zone Kinetic model DTso [d] P (t-test) | x2 error[%]
wheat L160146 North SFO 2.22 p <0.001 4.2
wheat L160147 North SFO 1.17 p <0.001 14.9
wheat L160148 North SFO 211 p <0.001 9.3
I11. CONCLUSION

According to the recommendation of the FOCUS Kinetics guidance document reliable DTso values
could be derived from the experimental data obtained for all three trials. The kinetic evaluation
showed that the SFO model is appropriate to describe the residues of pyraclostrobin from the
experimental data obtained in the field trials. The DTso values ranged between 1.17 — 2.22 d.

References

Kramm, R. 2017. Study on the residue behaviour of pyraclostrobin (BAS 500 F) in young wheat plants
after foliar application with BAS 500 06 F at growth stage 25/29 under field conditions in Northern
Europe, in spring 2016. BASF DoclD 2017/1029774.

FOCUS. 2006. Guidance Document on Estimating Persistence and Degradation Kinetics from
Environmental Fate Studies on Pesticides in EU Registration. Report of the FOCUS Work Group on
Degradation Kinetics, EC Document Reference Sanco/10058/2005 version 2.0, 434pp
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A2211.6 Study 6

Comments of zZRMS: |Not evaluated by the ZRMS. The study was considered as not essential for the risk

assessment.
Reference: CP 10.1.2.2/6
Report Study on the residue behaviour of Mefentrifluconazole (BAS 750 F) on

wheat (young plants) after treatment with BAS 750 05 F under field
conditions in North and South Europe, season 2018,

Moreno, S., Galvez, O., 2019
Report No 849756,18/05/PF

BASF DoclID 2018/1205816

Authority registration No

Guideline(s): OECD 509 Crop Field Trial (2009), EEC 7029/V1/95 rev. 5 (July 22
1997), EEC 7525/VI1/95 rev. 10.1, International guidelines for
distribution and pesticides application AEPLA FAO 1985

Deviations: No

GLP: Yes
(certified by ENAC, Entidad Nacional de Acreditacion, Madrid, Spain)

Acceptability: Yes

Duplication -
(if vertebrate study)

The objective of the study was to determine the magnitude of residues of mefentrifluconazole (BAS 750 F)
on young wheat plants (BBCH 11-13) after one application of BAS 750 05 F at the application rate of 1 x
2.0 L product/ha (corresponding to 0.15 kg mefentrifluconazole/ha).

I. MATERIAL AND METHODS

A. MATERIALS

Test item and application

Each trial consisted of a control plot (untreated) and one treated plot without replication. All applications
were made as foliar sprays, using commercial ground equipment or equipment which simulated commercial
applications. No product containing the test item was used on the test plots during the year 2018.

The test item mefentrifluconazole was applied as BAS 750 05 F separately on each plot once at a nominal
application rate of 150 g active substance = 2.0 L product per ha with a spray volume of 200 L/ha according

to Good Laboratory Practice and Good Agricultural Practice. The actual application rates were within 10%
of the nominal values (0.143 — 0.156 kg a.s./ha).



BAS 758 00 F / Revyflex Plus Page 262 /547
Part B — Section 9 - Core Assessment
ZRMS version

B. STUDY DESIGN

Study site
During the 2018 growing season a total of eight trials were conducted in representative wheat growing areas
in Germany, Belgium, the Netherlands, Spain and Italy.

Sampling information

Specimens of whole plant without roots were generally collected at DALA (days after last application) +0,
+1, +2, +4, +7, +10£1, +14+1. Control (untreated) specimens were collected at DALA +0, +7 and +14+1,
and were obtained prior to collection of the treated specimens to avoid contamination. All specimens were
frozen within 6 hours of being collected and transferred to freezer storage on the day of sampling and were
then stored frozen (< -18°C).

The maximum storage interval from harvest until analysis was 196 days. Data indicate that residues were
stable during the period of frozen storage prior to analysis.

Information on additional irrigation and precipitation
Additional irrigation
No irrigation has been conducted on any of the trials.

Precipitation

On the day of application, no rainfall occurred before the test item had fully dried on the crop. Precipitation
was measured with a pluviometer set at the trial site. Precipitation data revealed that rainfall occurred at the
following field trial sites: L170451 (1.0 mm at 6 DALA and 5.0 mm at 11 DALA), L170452 (0.5 mm at 4
DALA and 0.5 mm at 14 DALA), L170453 (4 mm at 13 DALA, 17.0 mm at 14 DALA), L170454 (26 mm
at 4 DALA; during the first three days, from 26.04.2018 till 29.04.2018 afternoon, no rain at the trial site
was measured. In the evening/night of 29.04.2018, there was a heavy rain of 26 mm), 3.0 mm at 5 DALA),
L170455 (2 mm at 6 DALA), L170456 (4 mm at 6 DALA,; the quantity of rainfall measured on 30.04.2018
corresponds to the amount accumulated from 29.04.2018 at 3pm onwards (after last measure)).

Residue analysis
All specimens were analysed for mefentrifluconazole using BASF method no. L0076/09. The method has
a limit of quantitation of 0.01 mg/kg for the analyte.

C. Description of the analytical procedures

For analysis of plant materials, BASF method no. L0076/09 was used, which determines the analyte by
means of HPLC-MS/MS. Validation of the analytical method was performed on plant matrices in a separate
study (BASF DoclD 2015/3001681). Mefentrifluconazole is extracted with a mixture of methanol, water
and hydrochloric acid. An aliquot of the extract is centrifuged and partitioned at alkaline conditions against
cyclohexane. The method has a limit of quantitation (LOQ) of 0.01 mg/kg. The maximum storage interval
from harvest until analysis was 196 days. It was investigated earlier (BASF DocID 2016/1112644) that
residues were stable during the period of frozen storage prior to analysis.

Procedural recoveries (overall mean) were 96.6% for mefentrifluconazole in young wheat plants using
fortification levels between 0.01-30 mg/kg. The results are summarized in the following table.
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Table A 9: Summary of wheat plant matrix recoveries for mefentrifluconazole
. Fortification Level Mean SD RSD n
Test System Matrix [ma/kg] [%] [£] [%]
BAS 750 F
Wheat Whole plant | 4 51 .10 and 30 96.6 6.2 6.4 19
no roots

Il. RESULTS AND DISCUSSION

The mefentrifluconazole residues in the wheat specimens taken 0 DALA (1-3 HALA (hours after last
application)) ranged from 6.0 — 26 mg a.s./kg. They decreased to 5.5 - 20 mg a.s./kg in the specimens taken
1 DALA and further to 4.2 - 15 mg a.s./kg at 2 DALA. In the specimens taken at 4 DALA 2.9 - 10 mg/kg
were determined. The residue level in the specimens taken was 0.97 - 8.2 mg a.s./kg at 7 DALA, 0.33- 3.2
mg a.s./kg at 9-11 DALA, and 0.094 - 1.6 at 13-15 DALA. No residues of mefentrifluconazole at or above
the LOQ of 0.010 mg/kg were present in control specimens.

Table A-10: Summary of residues of mefentrifluconazole in young wheat plants from trials
conducted in Germany, The Netherlands, Belgium, Spain and ltaly

Crop growth Residues (mg
Trial details Sampling timing | Sampling no. Date stage a.5./kg)
(BBCH) >

Trial no. 1-3 HALA 1 17.04.2018 12-13 6.0
L170451 9 1 DALA 2 18.04.2018 12-13 5.9

_ 2 DALA 3 19.04.2018 13 42

Study site: 4 DALA 4 21.04.2018 14 2.9
C;f’r:fe‘ﬁ’g 7 DALA 5 24.04.2018 14 1.9
Palatinate, Bohl- 10 DALA 6 27.04.2018 21 1.2
Iggelheim 13 DALA 7 30.04.2018 21 1.0
Trial no. 1-3 HALA 1 27.04.2018 12 9.0
L170452 2) 1 DALA 2 28.04.2018 12 11

2 DALA 3 29.04.2018 12/21 9.8

Study site: 4 DALA 4 01.05.2018 12/21 6.9
Germany, 7 DALA 5 04.05.2018 13/21 4.6
Brandenburg, 10 DALA 6 07.05.2018 13/21 3.2
Lentzke 14 DALA 7 11.05.2018 13/22 1.6
Trial no. 1-3 HALA 1 16.04.2018 11 21
L170453 3 1 DALA 2 17.04.2018 11 17

2 DALA 3 18.04.2018 11 15

Study site: 4 DALA 4 20.04.2018 11-12 4.9
Belgium, 7 DALA 5 23.04.2018 11-12 0.97
Hainaut, Saint- 10 DALA 6 26.04.2018 12-13 0.33

Amand 14 DALA 7 30.04.2018 13 0.094

Trial no. 1-3 HALA 1 26.04.2018 13 17
L170454 4 1 DALA 2 27.04.2018 13 15

2 DALA 3 28.04.2018 13 15

Study site: The 4 DALA 4 30.04.2018 14-15 44
Netherlands, 7 DALA 5 03.05.2018 19 2.0
Limburg, Ven- 11 DALA 6 07.05.2018 23 1.3
Zelderheide 13 DALA 7 09.05.2018 23 0.55
Trial no. 1-3 HALA 1 02.05.2018 11-12 21
1170455 5 1 DALA 2 03.05.2018 11-13 15

2 DALA 3 04.05.2018 11-13 10

Study site: Spain, 4 DALA 4 06.05.2018 12-13 7.6
Seville, Alcala 7 DALA 5 09.05.2018 13/21 2.4
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Crop growth Residues (mg
Trial details Sampling timing | Sampling no. Date stage a./kg)
(BBCH) =
del Rio 9 DALA 6 11.05.2018 14/21 1.7
14 DALA 7 16.05.2018 16/21 0.76
_ 1-3 HALA 1 24.04.2018 11-12 26
mﬁ) 1 DALA 2 25.04.2018 11-12 20
L170456 2 DALA 3 26.04.2018 12-13 15
Study site: Spain 4 DALA 4 28.04.2018 13/21 10
—LNavarra’ ’ 7 DALA 5 01.05.2018 13/21 8.2
Fontellas 10 DALA 6 04.05.2018 20-21 2.6
15 DALA 7 09.05.2018 22/23 0.96
Trial no. 1-3 HALA 1 16.04.2018 12 6.3
L170457 1 DALA 2 17.04.2018 12 5.5
2 DALA 3 18.04.2018 12 4.8
Study site: Italy, 4 DALA 4 20.04.2018 13 3.4
Cuneo, 7 DALA 5 23.04.2018 13 2.6
Castagnito 10 DALA 6 26.04.2018 13 0.85
d’Alba 14 DALA 7 30.04.2018 14 1.6
Trial no. 1-3 HALA 1 19.04.2018 12-13 7.5
L170458 1 DALA 2 20.04.2018 13-14 7.6
2 DALA 3 21.04.2018 13-14 5.4
Study site: Italy, 4 DALA 4 23.04.2018 14 4.7
Taranto, 7 DALA 5 26.04.2018 15 3.4
Massafra 10 DALA 6 29.04.2018 16 2.6
13 DALA 7 02.05.2018 25 15

HALA: hours after last application; DALA: days after last application

1

2

3

Rainfall occurred at 6 DALA (1.0 mm) and 11 DALA (5.0 mm). Precipitation data from pluviometer set at trial site are given
in Table 21 of the study report.

Rainfall occurred at 4 DALA (0.5 mm) and 14 DALA (0.5 mm). Precipitation data from pluviometer set at trial site are given
in Table 21 of the study report.

Rainfall occurred at 13 DALA (4 mm) and 14 DALA (17.0 mm). Precipitation data from pluviometer set at trial site are
given in Table 21 of the study report.

Rainfall occurred at 4 DALA (26 mm; during the first three days, from 26.04.2018 till 29.04.2018 afternoon, no rain at the
trial site was measured. In the evening/night of 29.04.2018, there was a heavy rain of 26 mm) and 5 DALA (3.0 mm).
Precipitation data from pluviometer set at trial site are given in Table 21 of the study report.

Rainfall occurred at 6 DALA (2 mm). Precipitation data from pluviometer set at trial site are given in Table 21 of the study
report.

Rainfall occurred at 6 DALA (4 mm; the quantity of rainfall measured on 30.04.2018 corresponds to the amount accumulated
from 29.04.2018 at 3pm onwards (after last measure)). Precipitation data from pluviometer set at trial site are given in Table
21 of the study report.

1. CONCLUSION

In whole plant samples collected directly after the application (BBCH 11-13) residues of
mefentrifluconazole ranged between 6.0 — 26 mg a.s./kg. At the last sampling at 14 DALA (BBCH 13-
25) residues decreased to a range of 0.094 - 1.6 mg/kg. No residues of mefentrifluconazole > 0.010
mg/kg were present in control specimens.
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A22117 Study 7

Comments of zZRMS:

Not evaluated by the zZRMS. The study was considered as not essential for the risk
assessment.

Reference:
Report

Guideline(s):

Deviations:

GLP:

Acceptability:

Duplication
(if vertebrate study)

CP 10.1.2.2/7

Study on the residue behaviour of Mefentrifluconazole (BAS 750 F) on
pea (young plants) after treatment with BAS 750 05 F under field
conditions in North and South Europe, season 2018,

Moreno, S., Galvez, O., 2019
Report No 849757

BASF DoclID 2018/1205813
Authority registration No

EEC 79/117, EC 1107/2009 of the European Parliament and of the
Council of 21 Oct 2009, OECD consensus document Number 13
(ENV/JM/MONO(2002)9), OECD-ENV/JM/MONO(99)22, Real
Decreto 1369/2000, EEC 7029/V1/95 rev. 5 Appendix B (July 22 1997),
OECD 509 Crop Field Trial (2009), OECD Principles of Good
Laboratory Practice and Compliance Monitoring Number 4. Quality
Assurance and GLP ENV/JM/MONO(99)20, ENV/MC/CHEM(98)17,
EEC 7525/V1/95 rev. 10.1, 2004/10/EC (2004), International guidelines
for distribution and pesticides application AEPLA FAO 1985, EEC
91/414

No

Yes
(certified by ENAC, Entidad Nacional de Acreditacion, Madrid Spain)

Yes

The objective of the study was to determine the magnitude of residues of mefentrifluconazole (BAS 750 F)
on pea (young plants) after one application of BAS 750 05 F at the application rate of 1 x 2.0 L/ha
product/ha (corresponding to 0.15 kg mefentrifluconazole/ha).

I. MATERIAL AND METHODS

A. MATERIALS

Test item and application

Each trial consisted of a control plot (untreated) and one treated plot. All applications were made as foliar
sprays, using commercial ground equipment or equipment which simulated commercial applications. No
product containing the test item was used on the test plots during the year 2018.
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The test item mefentrifluconazole was applied as BAS 750 05 F separately on each plot once at a nominal
application rate of 150 g active substance = 2.0 L product per ha with a spray volume of 200 L/ha according
to Good Laboratory Practice and Good Agricultural Practice. The actual application rates were within 10%
of the nominal values (0.145 — 0.153 kg a.s./ha).

B. STUDY DESIGN

Study site
During the 2018 growing season a total of seven trials were conducted in representative pea growing areas
in Germany, The Netherlands, Spain and Italy.

Sampling information

Specimens of whole plant without roots were generally collected at DALA +0, +1, +2, +4, +7, +10£1,
+14+1. Control (untreated) specimens were collected at DALA +0, +7 and +14+1, and were obtained prior
to collection of the treated specimens to avoid contamination. Generally, the specimens were frozen within
6 hours of being taken and remained frozen at or below -18°C, including during transportation, until
analysis.

The maximum storage interval from harvest until analysis was 170 days. Data indicate that residues were
stable during the period of frozen storage prior to analysis.

Information on additional irrigation and precipitation

Additional irrigation

Irrigation has been conducted on trial L170450 (drip irrigation, 1 hour of duration, each on 20.4., 22.04.,
25.04. and 30.04.2018).

Precipitation

On the day of application, no rainfall occurred before the test item had fully dried on the crop. Precipitation
was measured with a pluviometer set at the trial site. Precipitation data revealed that rainfall occurred at
following field trial sites: L180497 (0.5 mm at 7 DALA and 2.0 mm at 13 DALA), L170444 0.5 mm at 4
DALA and 0.5 mm at 14 DALA), L170446 (39 mm at 4 DALA (Due to heavy rain, plots were covered
without touching the plants according to study plan during rainfall.), 3.0 mm at 5 DALA), L170447 (2 mm
at 6 DALA), L170448 (4 mm at 6 DALA (the quantity of rainfall measured on 30.04.2018 corresponds to
the amount accumulated from 29.04.2018 at 3pm onwards (after last measure)),, L170449 (3 mm at 9
DALA, 1.0 mm at 12 DALA, after the last sampling on 13 DALA precipitation was measured on 13.06.18
of 4 mm).

Residue analysis
All specimens were analysed for mefentrifluconazole using BASF method no. L0076/09. The method has
a limit of quantitation of 0.01 mg/kg for the analyte.

C. Description of the analytical procedures

For analysis of plant materials, BASF method no. L0076/09 was used, which determines the analyte by
means of HPLC-MS/MS. Validation of the analytical method was performed on plant matrices in a separate
study (BASF DoclD 2015/3001681). Mefentrifluconazole is extracted with a mixture of methanol, water
and hydrochloric acid. An aliquot of the extract is centrifuged and partitioned at alkaline conditions against
cyclohexane. The method has a limit of quantitation (LOQ) of 0.01 mg/kg. The maximum storage interval
from harvest until analysis was 170 days. It was investigated earlier (BASF DoclD 2016/112644) that
residues were stable during the period of frozen storage prior to analysis.
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Procedural recoveries (overall mean) were 78.1% for mefentrifluconazole in young pea plants using
fortification levels between 0.01-20 mg/kg. The results are summarized in the following table.

Table A 11: Summary of pea plant matrix recoveries for mefentrifluconazole
. Fortification Level Mean SD RSD n
Test System Matrix [ma/kg] [%0] [£] [%0]
BAS 750 F
Pea Whole plant |6 01 0,10 and 20 78.1 4.0 5.2 11
Nno roots

Il. RESULTS AND DISCUSSION

The mefentrifluconazole residues in the pea specimens taken 0 DALA (1-3 HALA) ranged from 7.5 - 12
mg a.s./kg. They decreased to 5.0 — 9.1 mg a.s./kg in the specimens taken 1 DALA. In the specimens taken
2 DALA 4.2 — 7.7 mg a.s./kg were determined. The residue level in the specimens taken 4 DALA was 1.1
—4.0 mg/kg mg a.s./kg, those taken 7 DALA was 0.59 — 3.2 mg a.s./kg. The residue level in the specimens
taken was 0.24 — 1.9 mg/kg at 9-11 DALA and 0.14 - 0.68 mg/kg at 13-15 DALA. No residues of
mefentrifluconazole > 0.010 mg/kg were present in control specimens.

Table A- 11: Summary of residues of mefentrifluconazole in young pea plants from trials
conducted in Germany, The Netherlands, Spain and Italy

. . S . Crop growth Residues (mg
Trial details Sampling timing | Sampling no. Date stage a.5./kg)
(BBCH) >

Trial no. 1-3 HALA 1 16.04.2018 13 75
180497 Y 1 DALA 2 17.04.2018 13-14 7.1
_ 2 DALA 3 18.04.2018 14/30 55
Study site: 4 DALA 4 20.04.2018 14/32 35
G:r:gfg 7 DALA 5 23.04.2018 15/34 1.7
Palatinate. 10 DALA 6 26.04.2018 16/36 1.0
Hessheim 14 DALA 7 30.04.2018 16/36 0.68
Trial no. 1-3 HALA 1 27.04.2018 13 75
L 170444 2 1 DALA 2 28.04.2018 13 5.0
2 DALA 3 29.04.2018 13 42
Study site: 4 DALA 4 01.05.2018 14/31 2.0
Germany, 7 DALA 5 04.05.2018 14/32 15
Brandenburg, 10 DALA 6 07.05.2018 15-16/33 0.85
Lentzke 14 DALA 7 11.05.2018 16-17/34 0.28
Trial no. 1-3 HALA 1 26.04.2018 13 10
L170446 ¥ 1 DALA 2 27.04.2018 13 6.0
2 DALA 3 28.04.2018 13 55
Study site: The 4 DALA 4 30.04.2018 14-15 1.1
Netherlands, 7 DALA 5 03.05.2018 15 0.59
Limburg, 11 DALA 6 07.05.2018 16 0.24
Wellerloi 13 DALA 7 09.05.2018 17-18 0.14
1-3 HALA 1 02.05.2018 12 8.8
Trial no. 1 DALA 2 03.05.2018 12 6.2
1170447 9 2 DALA 3 04.05.2018 12-13 56
Study site: Spain, 4 DALA 4 06.05.2018 13-14 3.4
—LSevi”e' Alcala 7 DALA 5 09.05.2018 14-15 1.3
del Rio 9 DALA 6 11.05.2018 15 0.76
14 DALA 7 16.05.2018 16 0.20
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Crop growth Residues (mg
Trial details Sampling timing | Sampling no. Date stage a./kg)
(BBCH) =

_ 1-3 HALA 1 24.04.2018 11-12 11
ms 1 DALA 2 25.04.2018 11-12 9.1
1170448 © 2 DALA 3 26.04.2018 11-12 77
Study site: Spain, 4 DALA 4 28.04.2018 11-13 4.0
—LNavarra' 7 DALA 5 01.05.2018 14/30 3.2
Fontellas 10 DALA 6 04.05.2018 14/31 1.9

15 DALA 7 09.05.2018 14/34 0.65

Trial no. 1-3 HALA 1 30.05.2018 13 12
L170449 © 1 DALA 2 31.05.2018 13 7.8

2 DALA 3 01.06.2018 14 5.0

Study site: Italy, 4 DALA 4 03.06.2018 15 3.2
Cuneo, 7 DALA 5 06.06.2018 15 2.4
Castagnito 9 DALA 6 08.06.2018 17 1.3
d’Alba 13 DALA 7 12.06.2018 30 0.24

. 1-3 HALA 1 19.04.2018 12-13 9.6

Trial no. 1 DALA 2 20.04.2018 13-14 7.3
1170450 2 DALA 3 21.04.2018 13-14 5.8
Study site: Italy 4 DALA 4 23.04.2018 14 3.4
#Taramo' ’ 7 DALA 5 26.04.2018 15 1.9
Palagiano 10 DALA 6 29.04.2018 16 15
13 DALA 7 02.05.2018 35 0.65

HALA: hours after last application; DALA: days after last application

1

2

3

Rainfall occurred at 7 DALA (0.5 mm) and at 13 DALA (2.0 mm). Precipitation data from pluviometer set at trial site are given
in Table 21 of the study report.

Rainfall occurred at 4 DALA (0.5 mm) and at 14 DALA (0.5 mm). Precipitation data from pluviometer set at trial site are given
in Table 21 of the study report.

Rainfall occurred at 4 DALA (39 mm; due to heavy rain, plots were covered without touching the plants according to study
plan during rainfall.) and at 5 DALA (3.0 mm). Precipitation data from pluviometer set at trial site are given in Table 21 of the
study report.

Rainfall occurred at 6 DALA (2 mm). Precipitation data from pluviometer set at trial site are given in Table 21 of the study
report.

Rainfall occurred at 6 DALA (4 mm; the quantity of rainfall measured on 30.04.2018 corresponds to the amount accumulated
from 29.04.2018 at 3 pm onwards (after last measure)) and at 5 DALA (3.0 mm). Precipitation data from pluviometer set at
trial site are given in Table 21 of the study report.

Rainfall occurred at 9 DALA (3 mm) and at 12 DALA (1.0 mm). Precipitation measured on 13.06.18 of 4 mm, is not relevant
for the outcome of the study as it occurred after the last sampling, which was conducted on 12.06.). Precipitation data from
pluviometer set at trial site are given in Table 21 of the study report.

1. CONCLUSION

In whole pea plant samples collected directly after the application (BBCH 11-13) residues of
mefentrifluconazole ranged between 7.5 - 12 mg/kg. At the last sampling at 13-15 DALA (BBCH 14-
36) residues decreased to a range of 0.14 - 0.68 mg/kg. No residues of mefentrifluconazole > 0.010
mg/kg were present in control specimens.
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A221138 Study 8

[Comments of zZRMS: | Not evaluated by the ZRMS.

Reference: CP10.1.2.2/8

Report Calculation of DT50 dissipation times for BAS 750 F -
Mefentrifluconazole on wheat plants under field conditions in North and
South Europe,

Szegedi, K., 2019

Report No CALC-2344
BASF DoclID 2019/2034648
Authority registration No

Guideline(s): FOCUS Degradation Kinetics (2006) SANCO/10058/2005 version 1.1
(December 2014)

Deviations: No

GLP: No.

This report does not describe experimental studies related to the
assessment of possible hazards for man or the environment and,
therefore, is not subject to GLP regulations.

Acceptability: Yes

Duplication -
(if vertebrate study)

This modeling report provides kinetic analysis and estimation of the dissipation times (DTso values) for
mefentrifluconazole on young wheat plants. The residue decline of mefentrifluconazole after foliar
application of the product BAS 750 05 F at growth stage BBCH 11-13 on young wheat plants has been
investigated at a range of field trials at eight different sites in Germany, Belgium, the Netherlands, Spain
and Italy, during the 2018 growing season (Moreno and Géalvez, 2018, BASF DoclD 2018/1205816).

I. MATERIAL AND METHODS

Kinetic modeling strategy

Kinetic evaluation was performed in order to derive dissipation parameters for the residues of
mefentrifluconazole in wheat plants. Since no specific recommendation is available how to carry out the
kinetic evaluation for plant residue decline studies, guidance of the FOCUS workgroup on degradation
kinetics (FOCUS 2006) was used in order to derive degradation parameters for modeling purposes. Thus,
the selected DTso values are suitable input parameters for models that require single first order (SFO) DTso
values or conservative substitutes.



BAS 758 00 F / Revyflex Plus Page 270 /547
Part B — Section 9 - Core Assessment
ZRMS version

The goodness-of-fit of the kinetic models was assessed by visual inspection and statistical measures, as
recommended by the FOCUS guidance (FOCUS 2006) on degradation kinetics. The recommended kinetic
models, i.e. the single first order kinetics (SFO) and the Gustafson-Holden model (FOMC) were applied.
Testing of further models was not necessary in the current evaluation. For visual inspection, the
recommended graphical representations of observed and modeled decline curves versus time and the
residuals versus time are presented in the report. As goodness-of-fit measures, the 2 error is provided. The
kinetic model was considered appropriate if the residuals are randomly distributed around zero, the y2 -
error value ideally < 15 % and the estimated degradation parameters differed from zero at a 5% significance
level (FOCUS, 2006).

According to FOCUS the 2 - error of 15 % should not be considered as an absolute cut-off criterion. For
cases of a larger 2 - error (e.g. based on a large scatter in the data as it might be the case for field studies),
the decision on the acceptability of the model was based on visual assessment, to evaluate if the fit still
represents a reasonable description of the degradation behavior (see FOCUS 2006). If the overall pattern
of decline in pesticide concentrations was represented adequately by the model and the distribution of the
residuals was random (no systematic deviations), the half-life from the respective model was considered
appropriate.

Il. RESULTS AND DISCUSSION

The presented DTso values derived under consideration of guidance from the FOCUS kinetics working
group are suitable endpoints for modeling purposes. The degradation rate constants of the different fits were
estimated significantly different from zero as indicated by low P values. The visual assessment of the
different fits showed that the x2 error values were acceptable as the observations were generally well
described by the fitted curves and the residuals were randomly scattered around the zero line.

Table A- 14: Calculated DTso values for mefentrifluconazole in wheat plants and statistical
indices

Plant Trial Country Kinetic model DTso [d] y2error [%0] p (t-test)
Wheat L170451 Germany SFO 4.1 7.6 <0.001
Wheat L170452 Germany SFO 6.0 121 0.002
Wheat L170453 Belgium SFO 2.3 14.4 <0.001
Wheat L170454 | The Netherlands SFO 2.8 18.7 0.004
Wheat L170455 Spain SFO 2.4 7.3 <0.001
Wheat L170456 Spain SFO 3.3 8.0 <0.001
Wheat L170457 Italy SFO 5.0 8.8 <0.001
Wheat L170458 Italy SFO 5.8 6.9 <0.001

I11. CONCLUSION

The decline of mefentrifluconazole residues on young wheat plants was well described by single first
order (SFO) kinetics and provided reliable DTso values for all trials. The DTsy values of
mefentrifluconazole in young wheat plants derived for the individual trials ranged between 2.3 and
6.0 days.
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A22119 Study 9

[Comments of zZRMS: | Not evaluated by the ZRMS.

Reference: CP10.1.2.2/9

Report Calculation of DT50 dissipation times for BAS 750 F -
Mefentrifluconazole on pea plants under field conditions in North and
South Europe,

Szegedi, K., 2019

Report No CALC-2345
BASF DoclID 2019/2034650
Authority registration No

Guideline(s): FOCUS Degradation Kinetics (2006) SANCO/10058/2005 version 1.1
(December 2014)

Deviations: No

GLP: No.

This report does not describe experimental studies related to the
assessment of possible hazards for man or the environment and,
therefore, is not subject to GLP regulations.

Acceptability: Yes

Duplication -
(if vertebrate study)

This modeling report provides kinetic analysis and estimation of the dissipation times (DTso values) for
mefentrifluconazole on young pea plants. The residue decline of mefentrifluconazole after foliar application
of the product BAS 750 05 F at growth stage BBCH 11-13 on young pea plants has been investigated at a
range of field trials at seven different sites in Germany, the Netherlands, Spain and Italy, during the 2018
growing season (Moreno and Galvez, 2018, BASF DoclD 2018/1205813).

I. MATERIAL AND METHODS

Kinetic evaluation was performed in order to derive dissipation parameters for the residues of
mefentrifluconazole in pea plants. Since no specific recommendation is available how to carry out the
Kinetic evaluation for plant residue decline studies, guidance of the FOCUS workgroup on degradation
kinetics (FOCUS 2006) was used in order to derive degradation parameters for modeling purposes. Thus,
the selected DTs values are suitable input parameters for models that require single first order (SFO) DTso
values or conservative substitutes.
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The goodness-of-fit of the kinetic models was assessed by visual inspection and statistical measures, as
recommended by the FOCUS guidance (FOCUS 2006) on degradation kinetics. The recommended kinetic
models, i.e. the single first order kinetics (SFO) and the Gustafson-Holden model (FOMC) were applied.
Testing of further models was not necessary in the current evaluation. For visual inspection, the
recommended graphical representations of observed and modeled decline curves versus time and the
residuals versus time are presented in the report. As goodness-of-fit measures, the 2 error is provided. The
kinetic model was considered appropriate if the residuals are randomly distributed around zero, the y2 -
error value ideally < 15 % and the estimated degradation parameters differed from zero at a 5% significance
level (FOCUS, 2006).

According to FOCUS the y? - error of 15 % should not be considered as an absolute cut-off criterion. For
cases of a larger 2 - error (e.g. based on a large scatter in the data as it might be the case for field studies),
the decision on the acceptability of the model was based on visual assessment, to evaluate if the fit still
represents a reasonable description of the degradation behavior (see FOCUS 2006). If the overall pattern
of decline in pesticide concentrations was represented adequately by the model and the distribution of the
residuals was random (no systematic deviations), the half-life from the respective model was considered
appropriate.

Il. RESULTS AND DISCUSSION

The presented DTso values derived under consideration of guidance from the FOCUS kinetics working
group are suitable endpoints for modeling purposes. The degradation rate constants of the different fits were
estimated significantly different from zero as indicated by low P values. The visual assessment of the
different fits showed that the x2 error values were acceptable as the observations were generally well
described by the fitted curves and the residuals were randomly scattered around the zero line.

Table A- 15: Calculated DTso values for mefentrifluconazole in pea plants and statistical indices
Plant Trial Country Ir(,iggteif DTso [d] y?error [%6] p (t-test)
Pea L180497 Germany SFO 3.5 6.5 <0.001
Pea L170444 Germany SFO 2.5 9.0 <0.001
Pea L170446 The Netherlands SFO 1.7 13.6 <0.001
Pea L170447 Spain SFO 2.8 5.9 <0.001
Pea L170448 Spain SFO 35 6.7 <0.001
Pea L170449 Italy SFO 2.1 12.2 <0.001
Pea L170450 Italy SFO 3.2 5.8 <0.001

111. CONCLUSION

The decline of mefentrifluconazole residues on young plants was well described by single first order
(SFO) kinetics and provided reliable DTso values for all trials. The DTsp values of mefentrifluconazole
in young plants derived for the individual trials ranged between 1.7 and 3.5 days.
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A221.1.10 Study 10

The study is currently under evaluation in the course of the EU renewal process of pyraclostrobin (RAR of
pyraclostrobin Rev. 1 — 10 January 2020 Vol. 3 - B9).

Comments of zZRMS: | Study was evaluated and accepted for the regulatory use in RR for BAS 751 00 F.
In the current evaluation, the study was considered as not essential for the risk

assessment.
Reference: CP 10.1.2.2/10
Report Field study on the acute and long-term effects of a Pyraclostrobin

formulation (BAS 500 06 F) applied as foliar spray in spring to cereals
on populations of small mammals (wood mice and common voles) in
Central Europe (Germany)

XXXXXXXXX
Report No EU-397737, EU-183, EU-P13035
BASF DoclD 2014/1000041
Authority registration No
Guideline(s): none
“no guidelines available”

Deviations: No

GLP: Yes

(certified by Landesamt fuer Umwelt, Messungen und Naturschutz
Baden Wuerttemberg, Karlsruhe, Germany)

Acceptability: Yes
Duplication No
(if vertebrate study)

Executive Summary

The study investigated the potential acute and long-term effects of pyraclostrobin (applied as BAS 500 06
F, as foliar spray to cereals), on wood mouse and common vole populations. Long-term effects were
investigated by comparing species abundance and population development in pyraclostrobin applied as
BAS 500 06 F —in treated winter cereal fields and untreated winter cereal fields over a period of six months.

This study showed no impacts of the fungicide pyraclostrobin applied as BAS 500 06 F to winter cereal
under field conditions on resident small mammal populations, of which eight different parameters
(captures/individuals in- and off-crop, trapping efficiency, minimum number alive, population growth rate,
percentage of reproductively active individuals, percentage of juveniles, percentage of females, and adult
body weight) were monitored for the whole growth period of winter cereal in Germany. This could clearly
be demonstrated for the resident wood mouse (Apodemus sylvaticus) populations. Although sample sizes
were low for the common vole (Microtus arvalis) populations, no impacts of the fungicide pyraclostrobin
applied as BAS 500 06 F on a low-density population of common voles could be shown.
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I. MATERIAL AND METHODS

Study site

The study was conducted between April 2013 and October 2013 in twelve winter cereal fields in the vicinity
of the villages of Limburgerhof and Altrip in the federal state of Rhineland-Palatinate in Germany. The size
of the study fields ranged between 2.0 ha and 5.5 ha.

Application

Six study fields were treated with the fungicide pyraclostrobin applied as BAS 500 06 F (treatment fields).
The first application was carried out at the early plant growth stage around BBCH stage 25 to 30, and the
second application was conducted 20 days after the first application which was according to the use pattern.
The remaining six study fields received no treatment (control fields).

Test organisms
Test organisms were free-living, wild populations of the wood mouse (Apodemus sylvaticus) and the
common vole (Microtus arvalis) naturally inhabiting the selected study fields and directly adjacent habitats.

Trapping: Live trapping (capture-mark-recapture) was carried out to compare the abundance and population
dynamics of small mammal species in treated and untreated winter cereal fields and adjacent off-crop areas.
Eighty Ugglan multiple-capture traps were set up in each study plot, with 60 traps placed inside the cereal
field and 20 traps placed in the off-crop area adjacent to the study field. Study plots were defined as the
area covered by the small mammal trapping grid. Captured individuals were marked with Passive Integrated
Transponders (PIT) for individual identification. A total of ten trapping sessions, each trapping session
consisting of three consecutive nights of trapping and one night of pre-baiting, were performed in each
study fields. Trapping commenced prior to the first application of pyraclostrobin applied as BAS 500 06 F
and continued until October 2013 in accordance with agricultural practice after harvest, crop rotation and
the development of the following crop on the study fields. This monitoring method allowed assessing the
trapping efficiency and Minimum Number Alive (MNA), the rate of population growth, the rate of
reproduction, the proportion of juveniles, the sex ratio and the development of the body weight throughout
the Field Phase. To assess whether the treatment with pyraclostrobin applied as BAS 500 06 F had any
effects on mice and vole species, the results of the above mentioned parameters of the six treatment fields
were compared with those of the six control fields.

Il. RESULTS AND DISCUSSION

a) Wood mouse (Apodemus sylvaticus)

The trapping efficiencies of wood mice in the in-crop habitats were comparable in treatment and control
plots over the course of the Field Phase. The trapping efficiencies in the in-crop habitats of the treatment
plots experienced a noticeable increase after the second application of pyraclostrobin applied as
BAS 500 06 F (after trapping session 3), while the trapping efficiencies in the in-crop habitats of the control
plots increased only gradually. The relatively high trapping efficiencies in the in-crop habitats of treatment
and control plots (trapping session 4 until trapping session 8) indicate that wood mice preferentially used
the in-crop habitats during the times of advanced crop development. After the study fields were harvested
there was a shift in habitat use from the in-crop habitat to the off-crop habitat.

The minimum number of individual wood mice alive (MNA) showed a similar pattern in control and
treatment plots over the course of the Field Phase. However, MNAs in the treatment plots increased
considerably until the population maximum was reached at trapping session 5 (mid-May). On the other
hand, MNAs in the control plots increased only gradually and reached the population maximum at a later
stage (trapping session 7; around end of June).
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Altogether, this also indicates that there are no acute effects of pyraclostrobin applied as BAS 500 06 F on
wood mouse populations, considering that MNAs increased even shortly after each application with
pyraclostrobin applied as BAS 500 06 F. The MNAs in the control plots never reached the maximum of the
MNAs in the treatment plots. The population growth rate showed a similar pattern to the MNA values in
control and treatment plots.

At the beginning of the trapping period, almost all individuals captured in treatment and control plots were
reproductively active. Over the course of the reproductive season of wood mice and after treatments with
pyraclostrobin applied as BAS 500 06 F the percentage of reproductively active individuals in control and
treatment plots followed an almost identical development from trapping session 3 until the end of the
trapping period.

The mean percentage of juvenile wood mice over the course of the Field Phase followed a similar pattern
in treatment and control plots. In treatment and control plots the percentage of juveniles was low during the
first trapping sessions (early April), as expected at the beginning of the reproductive season of small
mammals in Central Europe.

The percentage of female wood mice followed a similar pattern in control and treatment plots. The sex ratio
remained below 50% in control and treatment plots in all trapping sessions except for the trapping session
that was conducted after harvest (trapping session 9).

The development of the mean body weight of adult wood mice across all trapping sessions followed a
similar pattern in treatment and control plots. Mean body weight decreased in the last two trapping sessions
in both control and treatment plots, which reflects the normal development.

The mean recapture rate of marked wood mice was similar in treatment and control plots, indicating no
difference in survival of wood mice. From trapping session 2 until 8 was the rate of recapture was in parts
very high with almost 80%, but decreased after harvesting of the study fields (trapping session 9 and 10).

b) Common vole (Microtus arvalis)

The number of common voles captured was too low to infer any confident conclusions about abundance
and population parameters in the treatment and control plots.

The trapping efficiencies of common voles in the in-crop habitats followed a very similar pattern in the
treatment and control plots. Common voles were first trapped in in-crop habitats in trapping session 4
(beginning of May) after the second application of pyraclostrobin applied as BAS 500 06 F. Thereafter
numbers increased steadily until they reached a peak at trapping session 7 (around end of June) which was
followed by a continuous decrease until the completion of the Field Phase. On the contrary, trapping
efficiencies in the off-crop habitats of both treatment groups were very low, but showed a considerable
increase during the last trapping session in October after the study fields were harvested. The low trapping
efficiencies of common voles in the off-crop habitats reflect the low number of captured common voles in
these habitats and may indicate the potential habitat preferences for this species.

The minimum number of common vole individuals alive (MNA) was similar in control and treatment plots
throughout the trapping period. No common voles were captured in the first three trapping sessions in the
treatment or in the control plots. The population maximum of common voles was reached at trapping
session 7 (around end of June) at the time of high ground cover shortly before harvest. The population
growth rate of common voles showed a similar pattern to the MNA values in control and treatment plots.

The mean percentage of reproductively active individuals fluctuated in control and treatment plots probably
mainly due to the low number of individuals captured. In control and treatment plots the percentage of
reproductively active common voles was highest in trapping session 8, coinciding with the time of highest
ground cover. After harvest of the study fields the percentage of reproductively active individuals decreased
again potentially reflecting the increased emigration from the study fields.

The mean percentage of juvenile common voles was low over the course of the Field Phase in control and
treatment plots. In addition to the low number of juvenile captures, juveniles were not captured in all study
fields. Thus, no clear understandings of the dynamics of this parameter can be achieved due to the low
sample size.
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Meaningful statements on the development of the sex ratio of common voles cannot be made due to the sex
ratio being based on very small sample sizes in control and treatment plots likewise.

Mean body weight of adult common voles was similar in control and treatment plots across trapping
sessions. The body weight decreased slightly towards the end of the trapping period potentially indicating
the potential decline in the number of pregnant females.

Some common voles were recaptured despite the overall low number of captured common voles in
treatment and control plots.

I11. CONCLUSION

In conclusion, this study showed no impacts of the fungicide pyraclostrobin applied as BAS 500 06 F
applied to winter cereal under field conditions on resident small mammal populations, of which eight
different parameters (captures/individuals in- and off-crop, trapping efficiency, minimum number
alive, population growth rate, percentage of reproductively active individuals, percentage of
juveniles, percentage of females, and adult body weight) were monitored for the whole growth period
of winter cereal in Germany. This could clearly be demonstrated for the resident wood mouse
(Apodemus sylvaticus) populations. Although sample sizes were low for the common vole (Microtus
arvalis) populations, no impacts of the fungicide pyraclostrobin applied as BAS 500 06 F on a low-
density population of common voles could be shown.
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Executive Summary

The present study aims to investigate potential acute and long-term effects of the fungicide pyraclostrobin
applied as BAS 500 06 F (containing the active substance pyraclostrobin) on common voles (Microtus
arvalis) in agriculturally managed meadows. Meadows were used as a surrogate for other crop types to
ensure sufficient numbers of common voles being exposed to the test item pyraclostrobin applied as
BAS 500 06 F. Acute and long-term effects were investigated by comparing common vole abundance and
population parameters in pyraclostrobin applied as BAS 500 06 F — treated and untreated meadows over a
period that covered the reproductive season of common voles.

When applying pyraclostrobin applied as BAS 500 06 F following a use pattern of 2 x 250 g
pyraclostrobin/ha, no negative effects were detected in any of the many investigated parameters throughout
the study, i.e. no adverse acute and long-term effects of the fungicide pyraclostrobin applied as BAS 500 06
F on common vole populations were found. This second field effect study therefore confirms the outcome
of the first field effects study, and the result of the risk assessment presented in M-CP section 10.
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l. MATERIAL AND METHODS

The study was conducted in agriculturally used meadows (study fields) in the vicinity of Dornburg in the
Limburg-Weilburg district in Hessen, Germany, between May and October 2015. The size of the ten study
fields ranged from 1.0 ha to 3.0 ha.

Five study fields were treated twice with pyraclostrobin applied as BAS 500 06 F at a nominal application
rate of 1.25 L product/ha (250 g pyraclostrobin/ha) in a spray volume of 200 L/ha. The first application was
carried out on 08-11 June 2015 once common vole populations were large enough to ensure a sufficient
part of the population to be exposed to the test item. The second application was conducted approximately
three weeks later on 29 June - 04 July 2015. The remaining five study fields served as untreated control
fields.

Live trapping (capture-mark-recapture) was carried out to compare abundance, population dynamics, age
structure and reproduction of common voles in treated and untreated study fields. A total of 10 trapping
sessions, each session consisting of one night of pre-baiting and three consecutive nights of trapping were
performed.

Ugglan multiple-capture traps were used to live-trap small mammals. Sixty Ugglan multiple live capture
traps were set up in each study field. Captured individuals were marked with Passive Integrated
Transponders (PIT) for individual identification. All study fields were mowed before the trapping of
common voles commenced and again in late summer (after trapping session 8 at the end of August 2015).
This monitoring method allowed assessing the trapping success (number of captured animals and the
number of individuals), the minimum number alive (MNA), the recapture rate, the sex ratio, the rate of
reproduction, the proportion of juveniles, and the development of the body weight throughout the Field
Phase which covered the majority of the reproductive season of common voles. In order to assess whether
the treatment with pyraclostrobin applied as BAS 500 06 F had any effects on common voles, the results of
the above mentioned parameters of the five treatment fields were compared with those of the five control
fields.

Il. RESULTS

Overall, trapping success was high: 9161 captures of common voles were made in all study plots during
the Field Phase of this study, including a total of 2495 individually marked animals.

Three abundance parameters were evaluated: number of captures and of individuals, minimum number
of individuals alive (MNA) and recapture rate of marked individuals.

The number of individuals of common voles monitored was not statistically significantly different between
control and treatment plots in any trapping session.

The minimum number of individual common voles alive (MNA) in the treatment and the control plots
showed a similar pattern (Figure 1), and there were no statistically significant differences between the two
groups.
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Mean of the minimum number of common voles alive (MNA) in control and

treatment plots (the applications of pyraclostrobin applied as BAS 500 06 F
were conducted after trapping session 2 and 4. The error bars represent the

standard deviation of

the mean (£ SD))

The mean recapture rate of marked common voles showed a similar development in treatment and control
plots (Figure 2). The recapture rate of individuals exposed to pyraclostrobin applied as BAS 500 06 F in
the treatment plots was not statistically significantly different than the recapture rate of common voles in

the control plots.
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Four population parameters were evaluated: sex ratio (proportion of females and males), reproductive
activity (proportion of reproductively active animals), age structure (proportion of juveniles), and
bodyweight development.

The sex ratio of common voles was similar in treatment and control plots, and the proportion of females
fluctuated almost consistently between 50-60% throughout the trapping period. No statistically significant
differences in the percentage of female common voles were detected between control and treatment plots.

The proportion of reproductively active common voles followed a similar pattern in the control and
treatment plots over the course of the study (Figure 3), with most trapping sessions without statistically
significant differences between the two groups. After the second application of pyraclostrobin applied as
BAS 500 06 F, there was a marginal statistically significant difference (p=0.05) in trapping session no. 5,
where the proportion of reproducing animals was even higher in the treatment plots than in the controls.
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Figure A 3: Mean percentage (%) of reproductively active common voles in control and
treatment plots (legend as in Figure 1)

The pattern of the proportion of juveniles during the trapping period was similar in the control and
treatments plots (Figure 4). The differences observed in trapping session no. 1 (before the application) was
unrelated to treatment and likely biased by the low numbers of juveniles present at the early phases of the
reproduction season.
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(legend as in Figure 1)

The development of the mean body weight of adults (females and males) over the course of the trapping
period was similar in control and treatment plots (Figure 5). The difference in the mean body weight of
females and males was not statistically significant between control and treatment plots throughout the
trapping period. The mean body weight of juveniles (females and males) was similar in both experimental
groups throughout the trapping period (Figure 6). A decline in the mean body weight of juveniles after the
second application of pyraclostrobin applied as BAS 500 06 F occurred in both, control and treatment plots.
Juvenile body weight was not statistically significantly different between control and treatment plots in any
trapping session.
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Figure A 6:
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