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8

Fate and behaviour in the environment (KCP 9)

In the following document, data for active substance clopyralid was described during its renewal. Data matching and equivalent matching studies have been
evaluated by RMS. Therefore, Applicant is allowed to refer to the endpoints and input parameters determined at the European level.

8.1

Table 8.1-1:

Critical GAP and overall conclusions

Critical use pattern of the formulated product

1 2 3 4 5 6 l 7 ‘ 8 9 10 11 12 13 14 15
Use- | Member | Crop and/ | F, Pests or Application Application rate PHI | Remarks: Conclusion
No. |state(s) |or Fn, | Group of . - (days)
© situation | Fpn | pests Mthod Timing | Max. number Mm. kg or L product/hLL gorkgas/ha Water eg g PECgw

G, |controlled /Kind |/ a) per use interval a) max. rate per appl. L/ha safener/synergist
(crop Gn, Growth | b) per crop/ between b) max. total rate per a) max. rate per appl. per ha
destination | Gpn | (additionally: stage of | season applications | crop/season b) max. total rate per crop/season min / (0
/purpose |or |developmental crop & (days) max
of crop) 1 stages of the season
pest or pest
group)
Zonal uses (field or outdoor uses, certain types of protected crops)
1 PL, CZ, | Winter F broadleaf Spray, | Spring a) 1 n/a a) 04 a) 0.12 200- |n/a R**
RO, oilseed weeds medium | BBCH b)) 1 b) 04 b) 0.12 300
SLO, rape sprayer |30-51
HU, SK, | Brassica
LT,LV |napus,
(BRSNW)
2 PL, CZ, | Winter F annual and Spray, | Spring a)l n/a a) 0.078+0.3 a) 0.0234+0.09 200- |[n/a A
RO oilseed perennial medium | BBCH b) 1 b) 0.078+0.3 b) 0.0234 +0.09 300
rape broadleaf sprayer | 30-50 CHR/H/PCR* CHR/H/PCR*
Brassica weeds + +
napus, CHR/H/CPD* CHR/H/CPD*

(BRSNW)
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1 2 3 4 5 6 I 7 ‘ 8 9 10 11 12 13 14 15
Use- | Member | Crop and/ | F, Pests or Application Application rate PHI | Remarks: Conclusion
No. |state(s) |or Fn, | Group of . ) (days)
© situation | Fpn | pests Me'thod Timing | Max. number Mm. kg or L product/hL gorkgas/ha Water eg g PECgw

G, |controlled /Kind |/ a) per use interval a) max. rate per appl. L/ha safener/synergist
(crop Gn, Growth | b) per crop/ between_ b) max. total rate per a) max. rate per appl. ‘ per ha
destination | Gpn | (additionally: stage of | season applications | crop/season b) max. total rate per crop/season min / (
/ purpose |or |developmental crop & (days) max
of crop) | stages of the season
pest or pest
group)
3 PL, CZ, | Winter F broadleaf Spray, | Autumn a) 1 n/a a) 0.2 a) 0.06 200- |[n/a A
RO oilseed weeds medium b) 1 b) 0.2 b) 0.06 300
rape sprayer | BBCH
Brassica 20-21
napus,
(BRSNW)
4 PL, CZ, | Winter F annual and Spray, | Autumn a)l n/a a) 0.078+0.3 a)  0.0234+0.09 200- |n/a R**
RO oilseed perennial medium b) 1 b) 0.078+0.3 b) 0.0234 +0.09 300
rape broadleaf sprayer | BBCH CHR/H/PCR* CHR/H/PCR*
Brassica weeds B4 + +
napus, 20-21 CHR/H/CPT¥ CHR/H/CPD"
(BRSNW)
5 PL-CA | Winter E annuaband Sprav | Autumn a—7F nla a)—0078-03+15 a)—0:0234=-0.09-0.750 200- |nfa (&
rape broadleaf sprayer [13-14 CHR/H/PCR CHR/H/PCR
Brassica weeds * +
napus. CHR/H/CPD* CHR/H/CPD
BRSNWY + +
CHR/HMTC CHRAHMTC
6 PL, CZ, | Winter F broadleaf Spray | Spring a) 1 n/a a) 04 a) 0.12 200- |[n/a R**
RO, wheat weeds medium | BBCH b) 1 b) 04 b) 0.12 300
SLO Triticum sprayer |20-29
aestivum CZ:
(TRZAW); BBCH
21-29
7 PL,CZ, |Sugarbeet |F broadleaf Spray | BBCH a) 1 n/a a) 04 a) 0.12 200- |n/a R**
RO, Beta weeds medium | 12 - 14 a) 1 b) 04 b) 0.12 300
SLO, vulgaris sprayer
LT,LV |(BEAVP)
8 PL,CZ, |Sugarbeet |F broadleaf Spray | BBCH b) 3 6-10 a) 02 a) 0.06 200- |n/a R**
RO, Beta weeds medium | 12-14 c) 3 b) 0.6 b) 0.18 300
SLO, vulgaris sprayer
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1 2 3 4 5 6 I 7 I 8 9 10 11 12 13 14 15
Use- | Member | Crop and/ | F, Pests or Application Application rate PHI |Remarks: Conclusion
No. |state(s) |or Fn, | Group of . ) (days)
© situation | Fpn | pests Method | Timing | Max. number Min. kg or L product/hL gorkgas/ha Water eg g PECgw
G controlled /Kind |/ a) per use interval a) max. rate per appl. L/ha safener/synergist
(crop G;1 Growth | b) per crop/ between b) max. total rate per a) max. rate per appl. per ha
destination Gp;1 (additionally: stage of | season applications | crop/season b) max. total rate per crop/season min / (
/ purpose |or |developmental crop & (days) max
of crop) | stages of the season
pest or pest
group)
LT,LV |(BEAVP)
Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage
rooms)
7
8
Minor uses according to Article 51 (zonal uses)
9
10
Minor uses according to Article 51 (interzonal uses)
11
12
Remarks (a)  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
() gkgorg/l (f)  No authorization possible for uses where the line is highlighted in grey, Use should be crossed

out when the notifier no longer supports this use.
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Remarks
columns:

N —

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

For crops, the EU and Codex classifications (both) should be used; when 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.

Explanation for column 15 “Conclusion”

A

Safe use

R

Further refinement and/or risk mitigation measures required

To be confirmed by cMS

C
v

No safe use

11

12

13
14

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

The maximum number of application possible under practical conditions of use must be
provided.

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

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.

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

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

PHI - minimum pre-harvest interval

Remarks may include: Extent of use/economic importance/restrictions

*The risk assessment for CHR/H/PCR and CHR/H/MTC was covered by the individual registration process. CHR/H/PCR and CHR/H/MTC was evaluated and registered in Poland.

** The risk mitigation measures are required
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Table 8.1-2:

Assessed (critical) uses during approval of Clopyralid concerning the Section Environmental Fate (EFSA Journal 2018;16(7):5389)

F Pests or Preparation Application Application rate per treatment
Crop }Igmbel‘ P Group of Taterval PHI
I"md'f'_)r State Product or [Pk Cone. method — numbe: befween gas Water kgas/ha (davs) Remarks
situation or name controlle | Tvpe : growth stages min- - /bl ) . :
. _ 1 d- as. kind & season max applicati . g L/a min-max (m)
(Pl) C ountry () d (i (1) (f—h) . X on X min-max (D
Winter CEU/S GF- | F | Broad- | EC | 80g/L Over | BBCH 13- 1 n/a Clopyralid: 80- | Clopyralid | n/a | Dose: 1L GF-
cereal EU 1374 leaf Clopyrali all 39 (1" Feb 0.02 to 0.1 400 0.08 kg 1374/ha
whea weeds + 2.5 T0a to 3 s} g as/hl. as/ha Due to clopvralid
( t, d d+25 broad 30® of kg as/hL I pyr
barley oat, gL cast Tune) + + content, straw treated
rye, florasula foliar Florasulam Florasula with GF-1374 must
triticale, m+144.1 | spray 0.0000625 m 0.0025 not be used for
spelt) gL to kg astha + compost production
fluroxypy 0.0003125 (for cultivating
r meptyl kg as/hL. Fluroxypy susceptible
(eqlu;'g]g + r-meptyl vegetables).
Et£0 Fluroxypyr 0.144 kg
fluro meptyl: as/ha
; XYPy 0.036 to (0.100 kg
0.18kg ae/ha)
as/hL (0.025
0 0.125 kg
ae/hL)
Established | CEU/S GF- | F | Broadl | EC 80 gL | Over | 1¥Febto 1 n/a Clopyralid: | 100-400 | Clopyralid | 7to | Dose: 1.5L GF-
permanent EU 1374 eaf Clopyrali | all 30" 0.03 to 0.15 0.12 kg 14 | 1374/ha.
pasture weeds d+25 | broad | September kg as/hL as’ha days
g/L cast + + (see | Note 1:
florasula | foliar Florasulam Florasula note
m+144.1 | spray m 0.00375 1) PHI: 7 days for CEU
by ' ' 0.00009375 k ' i and 14 days for SEU
ﬂur%:lx to g asiia is the interval before
YPY 0.00046875 * any crop cutting or
r meptyl - Fli . -
(equivale kg as/hL HrOXYPY grazing. Fluroxypyr
nt(%co chU' + r-meptyl 1s the limiting factor.
o/L Fluroxypyr 0.216
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8.2 Metabolites considered in the assessment

Table 8.2-1: Metabolites of Clopyralid potentially relevant for exposure assessment

No metabolites. No relevant metabolites of clopyralid were identified during the EU peer review of the
active substance (EFSA Journal 2018; 16(7):5389).

8.3 Rate of degradation in soil (KCP 9.1.1)

Studies on degradation in soil with the formulation were not performed, since it is possible to extrapolate
from data obtained with the active substance.

8.3.1 Aerobic degradation in soil (KCP 9.1.1.1)
8.3.1.1 Clopyralid and its metabolites

Table 8.3-1: Summary of aerobic degradation rates for Clopyralid - laboratory studies (EFSA
Journal 2018;16(7):5389)

Parent Dark aerobic conditions
Biomass | pHY | t.°C/% DTsy DTey DT5sq (d) St Method of
Soil type mgC/100 MWHC (d) 20 °C {;,l:l calculation
g pF2/10kPa”
Parabraunerde 47 17
(s1lt loam) 20/18.63° 44471473 342 6.796 SFO
Marcham 170 83
(sandy clay
loam) 20/20.19° 34571147 324 5478 SFO
Castle Rising 313 g
(sandy loam) 20/6513° 263/873 263 §.284 SFO
Spever 2.1 NA 6.5
(sand) 20/12.58° 64.6 /214.6 64.6 5.466 SFO
Spever 2.2 110 6.3
(sand) 20/1856° 16.2/53.8 16.2 71.78 SFO
Marshall county 11.92 & .
(silt loam) 25/2342°¢ 86/285 116 6.49 SFO
A (sandy loam) 332 6.2 20/2428° 16.5/54.8 16.5 4856 SFO
B (clay loam) 782 7.6 20/28.05°¢ 237764 230 6.767 SFO
C (clay loam) 48.5 5.6 20/4817° 49/162 49 12.73 SFO
D (loam) 70.9 75 20/3530° 08/324 08 10.17 SFO
Geometric mean (1f not pH dependent) 19.1
pH dependence No

¥ Measured in water

t? Normalized using a Q10 of 2.58 and Walker equation coefficient of 0.7
* Reported soil moisture: 40% of maximum WHC

% Reported soil moisture: 75% of 1/3 bar WHC

® Reported soil moisture: 45% WHC

ZRMS comments:
Laboratory data on aerobic soil degradation of clopyralid and metabolites are in accordance with the LoEP (EFSA
Journal 2018; 16 (8):5389).
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8.3.2
Table 8.3-2:

Journal 2018;16(7):5389)

Anaerobic degradation in soil (KCP 9.1.1.1)

Summary of anaerobic degradation rates for Clopyralid - laboratory studies (EFSA

Parent Dark anaerobic conditions

Soil type Biomass | pH” | t.°C/% MWHC | DTsy/ DTsy | DTsq (d) St. Method of
mgC/100 (d) 20 °oC® (1) calculation

Sandy loam 8.9 7.4 20/ flooded >] year > lyear n/a First-order

Geometric mean (if not pH dependent)

* Measured in 0.01M CaC12
® Normalised using a Q10 of 2.58
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8.4

Field studies (KCP 9.1.1.2)

In satisfactory field dissipation studies carried out at four sites in France, three in Germany, and one each
in the UK, Denmark and Spain (spray application to the soil surface on bare soil plots in late spring or

in autumn), clopyralid exhibited low to moderate persistence. Field study DegT50 values were derived
following normalisation to FOCUS reference conditions (20°C and pF2 soil moisture) following the
EFSA (2014) DegT50 guidance ( EFSA Journal 2018;16(7):5389).

8.4.1 Soil dissipation testing on a range of representative soils (KCP 9.1.1.2.1)
8.4.1.1 Clopyralid and its metabolites
Table 8.3-3: Summary of soil dissipation for Clopyralid - field studies (EFSA Journal
2018;16(7):5389)
Parent
o Location pH" | Depth DTsp(d) | DTy St. DTsy | Method of
{301] type (indicate {country or USA {(cm) actual (d) (o) (d) calculation
if bare or cropped state) -
soil was used). ' actual _Z;;Innn
Loamy sand (bare) Bargstedt, 43 0-100 | 69.6 230 13 SFO
Germany
Loam (bare) Wilson, UK 6.2 0-100 16.7 556 226 135 SFO
Silty clay loam Sermaises, 7 0-100 16.3 54 193 135 SFO
{bare) France
Silty clay loam Ansonville, 82 0-20 0.16 121 536 | 2.07 DFOP /
{bare) France SFO
Norm
Clay loam (bare) Mambervilliers, | 7.1 0-20 6.04 283 722 2.7 DFOP /
France SFO
Norm
Silty clay loam Oederquart, 735 0-20 16.2 539 12 5.69 SFO
{bare) Germany
Sandy clay loam Middlefart, 75 0-20 237 787 131 8.46 SFO
{bare) Denmark
Clay loam (bare) Canals, Spain 80 0-100 13.7 455 192 123 SFO
Silty clay loam B. Wiirttemberg, | 74° | 0-100 10.2 339 794 034 SFO
{bare) Germany
Silt loam (bare) B. d’Islemade, | 7.3 | 0-100 911 303 17.6 141 SFO
France
Geometric mean (if not pH dependent) 7.05
pH dependence No

3 Measured in water

t:] Normalised nsing a Q10 of 2.58 and Walker equation coefficient of 0.7, values are DegT50matrmc

“ 030 em
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ZRMS comments:
Aerobic degradation data on clopyralid from field studies are in accordance with the LoEP (EFSA Journal 2018; 16
(8):5389).

8.4.2 Soil accumulation testing (KCP 9.1.1.2.2)
No accumulation observed in the field studies (EFSA Journal 2018;16(7):5389).
8.5 Mobility in soil (KCP 9.1.2)

Studies on mobility in soil with the formulation were not performed, since it is possible to extrapolate
from data obtained with the active substance.

8.5.1 Clopyralid and its metabolites
Table 8.5-1: Summary of soil adsorption/desorption for Clopyralid (EFSA Journal
2018;16(7):5389)
Parent
Soil Type OC % Snil_ E; Eioe | € Eroc 1/n
pHY | (mL/8) | (mlig) | (mL/g) | (mLig)
Merzenhausen 1.00 7.19 0051 | Not 0.0057 | 057" | 0o
Calculated
Kaldenkirchen 0.98 5.34 0.048 00267 | 272" | 09"
Lanna 2.06 6.62 0.151 0.0054 | 026° | gof
Overhetfeld 003 6.40 0.032 0.0125 134" | por
Calke sandy loam 315 5.7 0.130" | Not 0.01 05 | 0489
Calculated
Longwoods sandy loam 313 74 0.069° 0.08 25 |oof
LUFA 2.1 loamy sand 0.68 490 0.040° 0.03 41 | 006°
Quilen loam 402 6.9 0.356° 0.16 3.9 0.804
DU-L-PF clay loam 6.47 6.3 0.282° 0.14 21 | 0820
Geometric mean (if not pH dependent)® 0.028 141
Arithmetic mean (if not pH dependent) 0836
pH dependence No

¥ Measured calcium chloride solution

ti] Calculated and reported in M-CA_ not in the study report

* For modelling each soil was checked against OECD 106 reliability criterion (Kd = 0.1 for direct method and Ed = 0.3 for
mndirect method). Freundlich coefficient of soils not meeting the criterios was set to 0.9.

* Only relevant after implementation of the published EFSA guidance.

ZRMS comments:
The adsorption/desorption endpoints of clopyralid reflect the outcome of the EU peer-review and are in accordance
with EFSA Conclusion 2018.

8.5.2 Column leaching (KCP 9.1.2.1)
Not relevant (EFSA Journal 2018;16(7):5389)
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8.5.3 Lysimeter studies (KCP 9.1.2.2)

No new lysimeter studies were performed for the product formulation.

Four lysimeter studies were evaluated and reported in the EFSA conclusion for clopyralid (EFSA, 2018).
Occasional exceedances of 0.1 ug/L were detected in leachate samples, but the annual average
concentrations of clopyralid were below 0.1 pg/L in all studies. In one lysimeter, the annual average
concentration of unidentified radioactivity was 0.113 pg/L in one year.

According to EFSA Journal 2018;16(7):5389, the following Lysimeter/ field leaching study is available:
1) Germany, spring application of 150 or 200 g clopyralid/ha on oilseed rape + partly a second
application of 125 g a.s./ha on winter wheat 1 year later:

A total of 935 mm of precipitation was received in year 1 and 895.5 mm in year 2. 438 — 478 L of
leachate was collected in year 1 and 411-437 L in year 2.

In the first year of application the annual average concentration in leachate was < 0.050 pg/L ai
equivalent, however occasional exceedings of 0.10 pg/L were detected.

In the second year the annual average concentration in leachate was < 0.055 pg/L. In the soil cores the
majority of radioactivity remained in the top layers of 0 — 40 cm. 11.49 — 12.38 % of AR was found in
soil 2 years after the single application.

In the third year the annual average concentration in leachate was 0.001 — 0.019 pg/L. Maximum
concentration of ai equivalents in leachate of the third year was 0.043 pg/L in the lysimeter which
received two applications. In the soil cores 9.82 — 10.11 % of RA was found 2 years after the second
application. The total recovery of RA in the three year monitoring period was 12.81 — 17.53 % of the
applied RA, considering the both applications.

2) Germany, winter oilseed rape, 120 or 141 g clopyralid/ha, 847 and 1011 mm rain in years 1 and 204 —
417 mm of leachate was collected in two lysimeters in years 1 and 2. In the lysimeter with higher
application rate the annual average concentration of unidentified radioactivity was 0.127 pg/L equivalent
in year 1, but taken over the whole study period of two years, the average concentration was 0.064 —
0.078 pg/L equivalent. Occasional exceedings of 0.1 pg/L were detected soon after the application in both
lysimeters.

3) Germany, sugar beet, spring application of 118 g clopyralid/ha, 754 and 871 mm rainfall in years 1 and
2:113 and 196 mm of leachate was collected in years 1 and 2. Annual average concentrations of
clopyralid were 0.010 and 0.002 pg/L in years 1 and 2. Unidentified radioactivity was present in the
leachate at annual average concentrations of 0.113 and 0.031 pg/L equivalent in years 1 and 2,
respectively. Dissolved CO2 was the major metabolite observed in the leachate. 24.6 % of AR was
measured in soil after 111 days, and after 2 years 13.2 % of AR was recovered. (It was considered very
unlikely that a single unknown substance would exceed an annual concentration of 0.1 pg/L.)

4) Germany, sugar beet, spring application of 99 or 185 g clopyralid/ha, ca 700 mm rainfall/year: In year
1 the leachate volume was 180 and 248 mm, and in year 2 70 to 79 mm. Annual average concentrations in
the leachate were not calculated, but in individual samples the clopyralid concentrations up to 0.135 pg/L
were detected occasionally. 26 months after application 20 % of AR was recovered from the soil,
majority of it in tillage layer (0 — 30 cm).

8.54 Field leaching studies (KCP 9.1.2.3)

See 8.5.3.

8.6 Degradation in the water/sediment systems (KCP 9.2, KCP 9.2.1, KCP 9.2.2,
KCP 9.2.3)

Studies on degradation in water/sediment systems with the formulation were not performed, since it is
possible to extrapolate from data obtained with the active substance.
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8.6.1 Clopyralid and its metabolites

Table 8.6-1: Summary of degradation in water/sediment of 8.6.2 Clopyralid (EFSA Journal
2018;16(7):5389)

Parent Distribution: max in water 100.13 % at 0d, max. sediment 19 %% at 100 d (Loamy sand)
Clopyralid Distribution: max in water 99.0 % at 0 d, max sediment 26 %o at 100 d (Sandy silt loam)
Water / ]JH pH t. DTz DTep | St DTs St. DTz DTy | St Method of
sediment water |sed” | °C | wholesys. | 3 | DTw | () | sed () | calculation
system phase o | water ) ’

Loamy sand 6.5 35 20 =500 days | n/a 128 n/a | =500 days | na | First-order
Sandy silt loam | 8.16 17 20 =500 days | n/a 167 n/a | =500 days | na | First-order
Geometric mean at 20°C" 148

"f Measured in [medium to be stated, usually calcium chloride solution or water]
") Normalised using a Q10 of 2.58

Water / pH water | pH sed |Mineralisation Non-extractable residues in
sediment system phase x % after n d. (end of the study). sed max x % afternd
Loamy sand 6.5 35 2% after 100 d 5% at 100 d

Sandy silt loam | 8.1 77 5% after 100 d 5% at 100 d

(Hall & al. 2002)

e Hydrolytic degradation
Hydrolytic degradation of the active substance and metabolites > 10 %

pH 4. 50°C: DTsp>>1 vear (Smith 2000)

pH 7:50°C: DTsp=1 vear
pH9: 50°C: DT5p>1 year

e Aqueous photochemical degradation
Photolytic degradation of active substance and metabolites above 10 %

Xenon lamp for an equivalent of 41.6 days of summer sunlight at 40 °N, DT50 ca 38000 days, no
photolytic degradation products in aqueous sterile buffer could be observed. Photolysis is not a significant
route of degradation of clopyralid in waters

Quantum yield of direct phototransformation in water at > 290 nm

1.01 x- 10 —6 mol - Einstein -1 (Ponte 2014)

e Ready biodegradability

Clopyralid isn’t readily biodegradable.
In the Modified Sturm Test the cumulative CO2 production of clopyralid was 5-10% of the theoretical
maximum after 27 days. (Jenkins 1991)
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8.7 Predicted Environmental Concentrations in soil (PECsoi1) (KCP 9.1.3)

8.7.1 Justification for new endpoints

8.7.2 Active substance(s) and relevant metabolite(s)

Table 8.7-1: Input parameters related to application for PEC;, calculations

Use No. 1,2 34,5 6 7 8

Crop Winter oilseed Winter oilseed Winter wheat Sugar beet Sugar beet
rape rape

Application rate (g | 120 90 120 120 60

as/ha)

Number of 1 1 1 1 3/6d

applications/interval

Crop interception |40 40 20 20 20

(%)

Depth of soil layer |5 cm Scm Scm Scm Scm

(relevant for plateau

concentration) (cm)

Table 8.7-2: Input parameter for active substance(s) and relevant metabolite(s) for PECsi
calculation
Compound Molecular Max. occurrence DT50 Value in
weight (g/mol) (%) (days) accordance to
EU endpoint y/n/
Reference
Clopyralid 191.96 - 23.7d (EFSA Journal
representative 2018;16(7):5389)
worst case from
field studies
8.7.2.1 Clopyralid and its metabolites
Table 8.7-3: PECsoil for Clopyralid
PECsoil (mg/kg):
Sugar beet Sugar beet (3 x Winter wheat Winter oilseed Winter oilseed
(120ga.s/ha) 60 g a.s/ha) (120 g a.s/ha) (90g a.s/ha) (120g a.s/ha)
Initial
(CHR/H/CPD): 0.1280 0.1628 0.1280 0.0720 0.0320
Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
Actual TWA Actual TWA Actual TWA Actual TWA Actual TWA
Initial (active 0.1280 - 0.1628 - 0.1280 - 0.0720 - 0.0320 -
substance):
Short 24h 0.1243 | 0.1262 | 0.1581 | 0.1604 | 0.1243 | 0.1262 | 0.0699 | 0.0710 | 0.0311 | 0.0315
term 2d 0.1207 | 0.1243 | 0.1535 | 0.1581 | 0.1207 | 0.1243 | 0.0679 | 0.0699 | 0.0302 | 0.0311
4d 0.1139 | 0.1208 | 0.1448 | 0.1536 | 0.1139 | 0.1208 | 0.0641 0.0680 | 0.0285 | 0.0302
Long 7d 0.1043 0.1158 0.1326 0.1472 0.1043 0.1158 0.0587 0.0651 0.0261 0.0289
term 14 d 0.0850 0.1050 0.1081 0.1352 0.0850 0.1050 0.0478 0.0591 0.0212 | 0.0263
21d 0.0693 0.0956 0.0881 0.1265 0.0693 0.0956 0.0390 0.0538 0.0173 | 0.0239
28d 0.0564 0.0874 0.0718 0.1186 0.0564 0.0874 0.0317 0.0492 0.0141 0.0218
42d 0.0375 0.0737 0.0477 0.1031 0.0375 0.0737 0.0211 0.0415 0.0094 | 0.0184
50d 0.0297 0.0673 0.0377 0.0960 0.0297 0.0673 0.0167 0.0378 0.0074 | 0.0168
| 100d 0.0069 0.0414 0.0087 0.0620 0.0069 0.0414 0.0039 0.0233 0.0017 | 0.0104
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PECsoil (mg/kg):

Sugar beet Sugar beet (3 x Winter wheat Winter oilseed Winter oilseed

(120ga.s/ha) 60 g a.s/ha) (120 g a.s/ha) (90g a.s/ha) (120g a.s/ha)
Initial
(CHR/H/CPD): 0.1280 0.1628 0.1280 0.0720 0.0320

Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
Actual TWA Actual TWA Actual TWA Actual TWA Actual TWA
Plateau <0.0001 i <0.0001 i <0.0001 i <0.0001 i <0.0001 i
concentration (5
cm)
after year 10
PECaccumulation 0.1280 - 0.1628 - 0.1280 - 0.0720 - 0.0320 -
(PECact +PECsoil
plateau)
8.7.2.2 PECsoil of formulation
Table 8.7-4: PEC;soil for CHR/H/CPD
Crop Active Application | PECact PECwa21l Tillage | PECsoil,plateau| PECaccu=
substance/ |rate* (g/ha) (mg/kg) | d (mg/kg) |depth (cm) (mg/kg) PECact +
"
reparation PEC:soil,plateau
(mg/kg)

Winter Clopyralid 459.2 0.367 - - =
oilseed
rape(spring)
Winter Clopyralid 344.4 0.275 - - -
oilseed
rape(autumn)
Winter wheat | Clopyralid 459.2 0.4898 - - -
Sugar beet Clopyralid 459.2 0.4898 - - -
Sugar beet Clopyralid 3x229.6 0.735 - - -
*d=1.148g/ml
ZRMS comments:

The calculations of PECs; submitted by Applicant were accepted.
The degradation endpoint DT50 used for clopyralid corresponds to field studies in accordance with the LoEP

(EFSA, 2018).

The intended uses are covered by the presented PECsoil calculations.

Sugar beet Sugar beet (3 x Winter wheat Winter oilseed Winter oilseed
(120ga.s/ha) 60 g a.s/ha) (120 g a.s/ha) (90g a.s/ha) (120g a.s/ha)
Initial PECsoil (mg/kg) 0.1280 0.1628 0.1280 0.0720 0.0320
PECs accumulation 0.1280 0.1628 0.1280 0.0720 0.0320

The acceptable predicted environmental concentrations of clopyralid in soil are appropriate to be used for the
subsequent risk assessment
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8.8 Predicted Environmental Concentrations in groundwater (PECgw) (KCP
9.2.4)

8.8.1 Justification for new endpoints

8.8.2 Active substance(s) and relevant metabolite(s) (KCP 9.2.4.1)

Table 8.8-1: Input parameters related to application for PECgw calculations

Use No. 1,2 3,4,5 6 7 8

Crop Winter oilseed Winter oilseed Winter wheat Sugar beet Sugar beet

(spring) (autumn) (spring)

Application rate (g | Clopyralid: 120 | Clopyralid: 90 | Clopyralid: 120 | Clopyralid: 60 | Clopyralid: 120

as/ha)

Number of 1/ NA I/NA I/NA 3/6d I/NA

applications/interval

(d)

Relative application | +191(emergence)/ | +5(emergence)/ 04.04* +10(emergence)/ | +10(emergence)/

date

Crop interception 80 40 20 20 20

(%)

Frequency of annual annual annual annual annual

application

Models used for FOCUS PEARL |FOCUS PEARL |FOCUS PEARL |FOCUS PEARL |FOCUS PEARL

calculation v4.4.4, FOCUS |v4.44,FOCUS |v4.4.4,FOCUS |v4.44,FOCUS |v4.4.4, FOCUS
PELMO v5.5.3, |[PELMOv5.5.3, |PELMO v5.5.3, |PELMO v5.5.3, |PELMO v5.5.3,

*The absolute date (4™ April) was included in the calculation, since AppDate generated the autumn date
which is not in compliance with label.

Table 8.8-2: Input parameters related to Clopyralid and metabolite(s) for PECgw
calculations
Compound Clopyralid Value in accordance
with EU endpoint
y/n/
Reference*
Molecular weight (g/mol) 191.96 (EFSA Journal
2018;16(7):5389)
Water solubility (mg/L): 1.43 x 105 at pH 7 and 20°C (EFSA Journal
2018;16(7):5389)
Saturated vapour pressure set to 0 Pa as worst case (EFSA Journal
(Pa): 2018;16(7):5389)
DTsp in soil (d) Geometric mean parent DT50 field 7.05 d (n = 10) (EFSA Journal

(normalisation to pF2, 20°C with Q10 of 2.58)

2018;16(7):5389)

DTS5 in soil (d) lab/field

7.05

(EFSA Journal
2018;16(7):5389)

Transformation rate

Ko (mL/g)/Kfom

geometric mean 1.41 mL/g (n = 9), arithmetic mean

(EFSA Journal
2018;16(7):5389)
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Compound

Clopyralid

Value in accordance
with EU endpoint
y/n/

Reference*

1/n

1/n=0.836 (n=9)

(EFSA Journal
2018;16(7):5389)

Plant uptake factor

0/0.0002711/ 0.5

(EFSA Journal
2018;16(7):5389)

Formation fraction

o Delete row in case of no pH dependency

! Tier 1 / Tier 2; Tier 2 value according to Briggs equation (Briggs et al., 1982) with log(KOW) = -2.63 TSCF = 0.774 exp -

[(log KOW - 1.78)2/2.44] / Tier 3
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8.8.2.1

Clopyralid and its metabolites

Only scenarios relevant for MS according to GAP were taken into account — Chateaudun, Hamburg,
Kremsmiinster, Okehampton, Piacenza, Porto.

Table 8.8-4:

PECgw for Clopyralid (with FOCUS PEARL 4.4.4) — Tier 1 — every year

Scenario Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
80" Percentile 80™ Percentile PECgw | 80™ Percentile PECgw 80 Percentile 80™ Percentile
PECgw at 1 m soil at 1 m soil depth at 1 m soil depth PECgw at 1 m soil PECgw at 1 m soil
depth pg L' pg L' depth depth
pg L Sugar beet, 120 g Winter wheat, Spring pg L pg Lt
Sugar beet, 60 g a.s/ha, 1 application Appn 120 g a.s/ha Winter oilrappe, Winter oilrappe,
a.s/ha, 3 Autumn Appn., 90 Spring Appn., 120
applications ga.s/ha g a.s/ha
Chateaudun 0.250265 0.134030 0.005026 0.116898 0.003750
Hamburg 0.158848 0.086146 0.123394 0.999440 0.045209
Kremsmiinster 0.081318 0.048724 0.113612 0.227777 0.052700
Okehampton 0.093791 0.048899 0.125210 0.181367 0.044807
Piacenza 0.033238 0.024000 0.060766 0.620778 0.007771
Porto 0.053042 0.038555 0.011612 0.420980 0.002096

Table 8.8-5:

PECgw for Clopyralid (with FOCUS PELMO 5.5.3) — Tier 1 — every year

Scenario Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
80™ Percentile PECgw | 80™ Percentile PECgw | 80™ Percentile PECqw 80™ Percentile 80™ Percentile
at 1 m soil depth at 1 m soil depth at 1 m soil depth PECgw at 1 m soil PECgw at 1 m soil

pug L' ug L ug Lt depth depth
Sugar beet, 60 g Sugar beet, 120 g Winter wheat, 120 g pug L! ug L!

a.s’/ha, 3 applications a.s’ha, 1 application a.s’ha Winter oilseed Winter oilseed

rappe, Autumn rappe, Spring

Appn., 90 g a.s/ha | Appn., 120 g a.s/ha

Chateaudun 0.065 0.035 0.004 0.249 0.011
Hamburg 0.063 0.039 0.138 1.340 0.223
Kremsmiinster 0.128 0.077 0.181 0.482 0.140
Okehampton 0.230 0.123 0.242 0.348 0.624
Piacenza 0.360 0.241 0.090 1.687 0.015
Porto 0.460 0.454 0.012 0.497 0.122

In the tables above bolded values exceeded the trigger value of 0.1pg/L. Both PELMO and PEARL
simulations indicate exceedance in most scenarios. Therefore higher tier calculations taking into account
PUF 0.0002711 and application every other year were performed.

Table 8.8-6:

PECgw for Clopyralid (with FOCUS PEARL 4.4.4) — Tier 2 — every other year

Scenario

Clopyralid
80" Percentile
PECgw at 1 m soil
depth
pg L
Sugar beet, 60 g
a.s/ha, 3
applications

Clopyralid
80™ Percentile PECgw
at 1 m soil depth
pgL!
Sugar beet, 120 g
a.s/ha, 1 application

Clopyralid
80" Percentile PECgw
at 1 m soil depth
pgL!
Winter wheat, Spring
Appn 120 g a.s/ha

Clopyralid
80" Percentile
PECgw at 1 m soil
depth
pg L
Winter oilrappe,
Autumn Appn., 90
g a.s/ha

Clopyralid
80" Percentile
PECgw at 1 m soil
depth
pg L
Winter oilrappe,
Spring Appn., 120
g a.s/ha
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Chéateaudun 0.127408 0.062980 0.002469 0.040461
Hamburg 0.088424 0.044529 0.065073 0.473117
Kremsmiinster 0.038960 0.021492 0.062958 0.095600
Okehampton 0.057338 0.034459 0.063116 0.099135
Piacenza 0.019276 0.014745 0.034921 0.394661
Porto 0.025677 0.016839 0.006356 0.201231

There was no
exceedance in
Tier 1.
Therefore no
further
calculation were
presented.

Table 8.8-7:

PECgw for Clopyralid (with FOCUS PELMO 5.5.3) — Tier 2 — every other year

Scenario Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
80" Percentile PECgw | 80" Percentile PECgw | 80™ Percentile PECgw 80" Percentile 80" Percentile
at 1 m soil depth at 1 m soil depth at 1 m soil depth PECgw at 1 m soil PECgw at 1 m soil

pug L' ug L ug Lt depth depth
Sugar beet, 60 g Sugar beet, 120 g Winter wheat, 120 g ug L! ug L!

a.s/ha, 3 applications | a.s/ha, 1 application a.s/ha Winter oilseed Winter oilseed

rappe, Autumn rappe, Spring

Appn., 90 g a.s/ha | Appn., 120 g a.s/ha

Chéateaudun 0.042 0.023 0.002 0.106 0.006
Hamburg 0.034 0.020 0.064 0.615 0.142
Kremsmiinster 0.059 0.033 0.083 0.239 0.073
Okehampton 0.127 0.077 0.102 0.209 0.350
Piacenza 0.199 0.203 0.044 1.148 0.009
Porto 0.179 0.174 0.007 0.262 0.064

In the tables above bolded values still exceeds the trigger value of 0.1pg/L. Both PELMO and PEARL
simulations indicate exceedance in most scenarios. Therefore further risk refinement is required. Updated
calculations include application every third year. Additional comments to application are described

below:

1. Triple application on sugar beet — exceedance in both PELMO and PEARL calculations.
Further data available below.
2. Single application on sugar beet — exceedance only in PELMO calculations. The predicted
environmental concentration of clopyralid for scenarios relevant in Poland are
considered acceptable.
3. Application on winter wheat — exceedance only in PELMO -calculations. The predicted
environmental concentration of clopyralid for scenarios relevant in Poland are
considered acceptable.
4. Autumn application on winter oilseed rape - both PELMO and PEARL calculations indicate
exceedance of concentration of clopyralid in groundwater. Therefore further risk assessment is
provided.
5. Spring application on winter oilseed rape — PEARL calculations indicate an acceptable risk.
Only PELMO calculations were refined

Table 8.8-8:

PECgw for Clopyralid (with FOCUS PEARL 4.4.4) — Tier 2 — every third year

Scenario

Clopyralid
80™ Percentile
PECgw at 1 m soil
depth
pg L
Sugar beet, 60 g
a.s’ha, 3

Clopyralid
80™ Percentile PECgw
at 1 m soil depth
pg L
Sugar beet, 120 g
a.s/ha, 1 application

Clopyralid
80™ Percentile PECgw
at 1 m soil depth
pg L
Winter wheat, Spring
Appn 120 g a.s/ha

Clopyralid
80" Percentile
PECgw at 1 m soil
depth
pg L
Winter oilrappe,
Autumn Appn., 90

Clopyralid
80" Percentile
PECgw at 1 m soil
depth
pg L
Winter oilrappe,
Spring Appn., 120




CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL

Part B — Section 8 - Core Assessment
Applicant version

Page 21 /42

applications ga.s/ha g a.s/ha
Chateaudun 0.091538 There was no There was no 0.041622 There was no
Hamburg 0.057502 exceedance in exceedance in 0.360425 exceedance in
— - Tier 2. Therefore Tier 2. Therefore ’ Tier 1.
Kremsmiinster 0.028743 no further no further 0.065033 Therefore no
Okehampton 0.037556 calculation were calculation were 0.073500 further
= presented. presented. calculation were
Piacenza 0.017033 0.277940 presented.
Porto 0.015083 0.127977

Table 8.8-9:

PECgw for Clopyralid (with FOCUS PELMO 5.5.3) — Tier 2 — every third year

Scenario Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
80" Percentile PECgw | 80™ Percentile PECqw | 80™ Percentile PECgw 80™ Percentile 80™ Percentile
at 1 m soil depth at 1 m soil depth at 1 m soil depth PECgw at 1 m soil PECgw at 1 m soil
ug L pg Lt pg Lt depth depth
Sugar beet, 60 g Sugar beet, 120 g Winter wheat, 120 g pg L ug L'
a.s’/ha, 3 applications a.s’/ha, 1 application a.s’ha Winter oilseed Winter oilseed
rappe, Autumn rappe, Spring
Appn., 90 g a.s/ha | Appn., 120 g a.s/ha
Chateaudun 0.036 There was no There was no 0.097 0.004
Hamburg 0.026 f:xceedance in §Xceedance in 0.486 0.091
Tier 2. Therefore | Tier 2. Therefore
Kremsmiinster 0.045 no further no further 0.158 0.054
calculation were calculation were
presented. presented.
Okehampton 0.092 0.073 0.147 0.214
Piacenza 0.145 0.096 There was no 0.777 0.005
Porto 0.124 0.109 G 0.120 0.045

Tier 2. Therefore
no further
calculation were
presented.

In the tables above bolded values still exceeds the trigger value of 0.1pg/L. Both PELMO and PEARL
simulations indicate exceedance in most scenarios. Therefore further risk refinement is required.

The EFSA has interpreted that if residues of the parent compound are found on the aerial part of the
plants cultivated in soil treated with the substance, it is generally accepted that the substance is uptaken
by the roots and that a TSCF of 0.5 can be used as plant uptake factor for groundwater modelling. That is
why PUF=0.5 was chosen as a risk refinement for clopyralid.
For all application (except from autumn application on winter oilseed rape) the risk for scenarios relevant

in Poland is considered acceptable.

For spring application on winter oilseed rape, the exceedance of concentration in Okehampton was
recalculated taking into account the date from AppDate (238 days after emergence), PUF has not been
changed in the calculation.
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Table 8.8-10:

PECgw for Clopyralid and metabolite(s) (with FOCUS PEARL 4.4.4) — Tier 3
— every third year

Scenario Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
80™ Percentile 80™ Percentile PECgw | 80™ Percentile PECgw 80™ Percentile 80™ Percentile
PECgw at 1 m soil at 1 m soil depth at 1 m soil depth PECgw at 1 m soil PECgw at 1 m soil
depth pg L pg L depth depth
pg Lt Sugar beet, 120 g Winter wheat, Spring pg L pg Lt
Sugar beet, 60 g a.s/ha, 1 application Appn 120 g a.s/ha Winter oilrappe, Winter oilrappe,
a.s/ha, 3 Autumn Appn., 90 Spring Appn., 120
applications ga.s/ha g a.s/ha
Chateaudun There was no There was no There was no 0.039999 There was no
Hamburg excegdance in §xceedance in excepdance in 0.355714 excegdance in
Tier 3. Tier 2. Therefore Tier 2/3. Tier 1.
Kremsmiinster | Therefore no no further Therefore no 0.063207 Therefore no
Okehampton further calculation were | further calculation 0.073159 further
= calculation resented. were presented. calculation were
Piacenza " - 0.277887
were presented.
Porto presented. 0.123890

Table 8.8-11:

PECgw for Clopyralid (with FOCUS PELMO 5.5.3) — Tier 3 — every third year

Scenario Clopyralid Clopyralid Clopyralid Clopyralid Clopyralid
80™ Percentile PECgw | 80™ Percentile PECgw | 80™ Percentile PECgw 80™ Percentile 80™ Percentile
at 1 m soil depth at 1 m soil depth at 1 m soil depth PECgw at 1 m soil PECgw at 1 m soil
ug L' pg L ug L' depth depth
Sugar beet, 60 g Sugar beet, 120 g Winter wheat, 120 g ug L! ug L!
a.s/ha, 3 applications | a.s/ha, 1 application a.s’/ha Winter oilseed Winter oilseed
rappe, Autumn rappe, Spring
Appn., 90 g a.s/ha | Appn., 120 g a.s/ha
Chateaudun There was no There was no There was no 0.082 There was no
Hamburg s.axceedance in §xceedance in exce.edance in 0.405 excegdance in
Tier 3. Therefore | Tier 2. Therefore Tier 2/3. Tier 3.
Kremsmiinster no further no further Therefore no 0.126 Therefore no
calculation were calculation were further further
presented. presented. calculation were calculation
presented. were presented.
Okehampton 0.103 0.055*
Piacenza 0.089 0.735 There was no
Porto 0.095 0.075 0.109 exceedance in
Tier 3.
Therefore no
further
calculation

were presented.

* Tier 2 PUF was used.

The predicted environmental concentration of clopyralid in groundwater is below 0.1ug/L. Therefore is
poses no unacceptable risk.
In the case of oilseed rape (autumn), it is necessary to reduce the application rate from 0.09kg/ha to
0,06kg/ha and BBCH stage from 13-14 to 20-21. Additionally, it was necessary to use the absolute date
of 23.08 (plant update factor of 0.0002711 was used in the calculation) to obtain acceptable results below

0.1p/L.
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Table 8.8-12: PECgw for Clopyralid (with FOCUS PEARL 4.4.4) — Tier 2— every third year
Scenario Clopyralid
80™ Percentile PECgy at 1 m soil depth
ug L-1
Winter oilseed rappe, Autumn Appn., 60 g a.s/ha
Every third year

Chateaudun 0.002169

Hamburg 0.035215

Kremsmiinster 0.012866

Okehampton 0.017216

Piacenza 0.012349

Porto 0.006981

Table 8.8-13: PECgw for Clopyralid (with FOCUS PELMO 5.5.3) — Tier 2— every third year
Scenario Clopyralid
80" Percentile PECGw at 1 m soil depth
ug L-1
Winter oilseed rappe, Autumn Appn., 60 g a.s/ha
Every third year

Chateaudun 0.009
Hamburg 0.094
Kremsmiinster 0.063
Okehampton 0.077
Piacenza 0.041
Porto 0.012

The predicted environmental concentration of clopyralid in groundwater is below 0.1ug/L. Therefore is
poses no unacceptable risk for all intended uses.

ZRMS comments:

The PECgw calculated for proposed uses were accepted. The recommended FOCUS models were used: FOCUS
PELMO, FOCUS PEARL and FOCUS MACRO.

All input parameters for clopyralid were considered acceptable as they followed the LoEP EFSA 2018;16(7):5389.
Simulations PUF value of 0 was assumed in line with recommendations of the most recent version of the FOCUS
Groundwater Guidance. Interception is appropriate to the proposed BBCH of crops (guidance 2014).

The results of the PECgw with FOCUS PELMO and PEARL indicate that PECgw of clopyralid were less than 0.1

ii/L. For some uses risk mitiiations should be used at National Level.

PL: PECgw calculations were performed with the FOCUS scenarios relevant for Poland using the FOCUS PELMO
(5.5.3) and FOCUS PEARL 4.4.4 model Chateaudun, Hamburg, Kremsmiinster. For some uses following risk
mitigations are proposed by RMS:

Use every third year - Winter oilseed raie; Sirini Aﬁil. 120 i a.s’ha iBBCH 30—50i i0.4L iroduct/ha)

- Sugar beet, Appl. 3 x 60 g a.s/ha (BBCH 12-14) (0,2L product/ha)

Use every other year - Sugar beet, Appl. 120 g a.s/ha, (BBCH 12-14) (0.4L product/ha)
- Winter wheat Appl. 120 g a.s’/ha (BBCH 20-29), (0.4L product/ha)
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8.9

9.2.5)

8.9.1
8.9.2

Table 8.9-1:

Justification for new endpoints
Active substance(s), relevant metabolite(s) and the CHR/H/CPD (KCP 9.2.5)

Predicted Environmental Concentrations in surface water (PECsw) (KCP

Input parameters related to application for PECswsep calculations

Plant protection
product

CHR/H/CPD

Use No.

1,2,3

4,5

6

7

8

Crop

Winter oilseed
rape(spring)

Winter oilseed
rape(autumn)

Winter wheat

Sugar beet

Sugar beet

Application rate (kg
as/ha)

Clopyralid: 0.12

Clopyralid: 0.09

Clopyralid: 0.12

Clopyralid: 0.12

Clopyralid: 0.06

Number of 1 1 1 | 3/6d
applications/interval
(d)
Application method |spray spray spray spray spray
Soil depth (cm) 5 5 5 5 5
Models used for Step 1-2 in Step 1-2 in Step 1-2 in Step 1-2 in Step 1-2 in
calculation FOCUS FOCUS FOCUS FOCUS FOCUS
Table 8.9-2: FOCUS Step 3 Scenario related input parameters for PECswised calculations
for the application of CHR/H/CPD
Crop Scenario Application window used in modelling
Winter oilseed - FOCUS 3 not provided. Not necessary.
rape(spring)
Winter oilseed - FOCUS 3 not provided. Not necessary.
rape(autumn)

Winter wheat

FOCUS 3 not provided. Not necessary.

Sugar beet

FOCUS 3 not provided. Not necessary.

8.9.2.1

Table 8.9-3:

Clopyralid and its metabolites

Input parameters related to Clopyralid and metabolite(s) for PECswised

calculations STEP 1/2 and 3(/4) (if necessary)

Compound Clopyralid Value in accordance to EU endpoint y/n/
Reference
Molecular weight 191.96 EFSA Journal 2018;16(7):5389

(g/mol)

Saturated vapour
pressure (Pa)

1.36 x 10-3 Pa at
20°C

EFSA Journal 2018;16(7):5389

Water solubility
(mg/L)

1.43 x 105

EFSA Journal 2018;16(7):5389
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Compound Clopyralid Value in accordance to EU endpoint y/n/
Reference
Diffusion not required for default
coefficient in water Step 1+2
(m?d)
Diffusion not required for default

coefficient in air Step 1+2

(m?d)

Kfoc (mL/g) 1.41 EFSA Journal 2018;16(7):5389
Freundlich 0.836 EFSA Journal 2018;16(7):5389
Exponent

I/n

Plant Uptake 0 EFSA Journal 2018;16(7):5389
DT50,50i1 (d) 7.05 EFSA Journal 2018;16(7):5389
DTs0,water (d) 1000 EFSA Journal 2018;16(7):5389
DTs0,5ed (d) 1000 EFSA Journal 2018;16(7):5389
DT50,whole system (d) 1000 EFSA Journal 201 8, 1 6(7)5389
Maximum - -

occurrence

observed (% molar
basis with respect
to the parent)

Formation fraction
in soil:

Table 8.9-4:

FOCUS Step 1,2 PECsw and PECsed for Clopyralid following single
application of CHR/H/CPD on winter oilseed rape

Winter oilseed rape (spring)

Winter oilseed rape (autumn)

Scenario | Waterbody | Max | Domina | 21 d- Max | Waterbody | Max | Dominan | 21 d- Max
PEC | nt entry PECsw,tw | PECsed PEC | tentry PECsw,tw | PECsed
FOCUS sw | route g (ng/kg) sw | route 3 (ng/kg)
* *
(ng/ (ng/L)** (ng/ (ng/L)**
L)* L)*
Step 1 - 41.03 - 40.73 0.58 - 30.77 - 30.55 0.43
Step 2 - 2.45 - 243 0.03 - 1.83 - 1.82 0.03
Northern - 245 - 243 0.03 - 1.83 1.82 0.03
Europe

Table 8.9-5:

FOCUS Step 1,2

PECsw and PECsed for Clopyralid following single
application of CHR/H/CPD on sugar beet
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Sugar beet (60x3g/ha) Sugar beet (120g/ha)
Scenario | Waterbody | Max | Domina | 21 d- Max | Waterbody | Max | Dominan | 21 d- Max
PEC | nt entry PECsw,tw | PECsed PEC | tentry PECsw,tw | PECsed
FOCUS sw | route a | (ng/kg) sw | route . | (ng/kg)
% *
(ng/ (ng/L)** (ng/ (ng/L)**
L)* L)*
Step 1 - 61.54 | drainage | 61.09 0.87 - 41.03 |drainage/ | 40.73 0.58
/run off run off
Step 2 - 2.71 | drainage 2.69 0.04 - 2.72 | drainage/ 2.70 0.04
/run off run off
Northern - 2.71 |drainage 2.69 0.04 - 2.72 | drainage/ 2.70 0.04
Europe /run off run off
Table 8.9-6: FOCUS Step 1,2 PECsw and PECsed for Clopyralid following single

application of CHR/H/CPD on winter wheat

Winter wheat

Scenario Waterbody Max PECsw Dominant entry | 21 d- PECsw,twa | Max PECsed
(ng/L)* Eoute (ug/L)** (ng/kg)*
FOCUS
Step 1 - 41.03 drainage/run off 40.73 0.58
Step 2 - 2.72 drainage/run off 2.70 0.04
Northern Europe 2.72 drainage/run off 2.70 0.04
& single applications should be marked.
ok twa-time as required by ecotox
Conclusion:

For steps FOCUS 1 PECsw for Clopyralid in all crops and applications < RAC* (3 mg/l - 300 pg/l),
triggering the not necessity to carry out risk refinement in the form of FOCUS 3 and Focus Step 4 PECsw
calculations.

*RAC is regulatory acceptable concentration, set by Myriophyllum spicatum E.Cso>3.0mg/1

ZRMS calculations:

The PECsw calculations at Step 1-2 and 3 were accepted. The PEC of clopyralid in surface water and sediment
(PECsw and PECsed) has been assessed with the FOCUS surface water model FOCUS STEPS 1-2. All input
parameters for clopyralid were considered acceptable as they followed the LoEP (2018).

Obtained PECsw and PECsed values are suitable for subsequent ecotoxicological risk assessment.

8.10 Fate and behaviour in air (KCP 9.3, KCP 9.3.1)

Table 8.10-1 Summary of atmospheric degradation and behaviour for Clopyralid (EFSA Journal
2018;16(7):5389)

Compound Clopyralid

Direct photolysis in air No data submitted nor required

Quantum yield of direct phototransformation Not determined




CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL Page 27 /42

Part B — Section 8 - Core Assessment
Applicant version

Photochemical oxidative degradation in air

Atkinson calculation using AOPWIN v.1.90
DT50 = 19.5 days (Madsen 2002)

Volatilisation BBA guideline: from plant surfaces: <4 % in 24 hours (Day
& Rudel 1994)
BBA guideline: from soil: <2 % in 24 hours
(Day & Rudel 1994)

Metabolites Not examined

The vapour pressure at 20 °C of the Clopyralid is 1.36 x 10-3 Pa. Clopyralid is regarded as low-volatile
(volatilisation from soil and from plant surface). Therefore exposure of adjacent surface waters and
terrestrial ecosystems by the Clopyralid due to volatilization with subsequent deposition is not

considered.

ZRMS comments:
Accepted.

PECswisea of CHR/H/CPD 300 SL

Method of calculation

Application rate winter oilseed rape (spring)
Resulting PECsw sugar beets

Drift calculator in SWASH tool calculating instantaneous PECsw at a
single drift event 1 m from the field

1 x 459.2 g [prod]/ha equivalent to 1 x 120 g a.s/ha

2.9502 pg[prod]/L
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Zalculation of drift loading into surface water x
Application Rate (g aiha): [459.2 Crop; Od seed rape, winter
Number of Apphcatons: [, vl Waterbody: lfoms_dw't - I
Uise FOCUS (step 3) or mitigation distances (m)? |Focus values -

Info: Dimensions of receiving water body and field site (m)
width: |1 Depth: [0 Length: 3

Distance:  Crop <—ﬁ' 5 —> Top of bark ‘—F:'Q —> Water
Info: Drift regression terms to provide overall 90th percentile drift data
Distance for change in regression mlﬂi—

Drift percentie per event30  basedonatotalof[l  appications.
atedge nearest field  farthest from field  areic mean

Dstance from crop: (m) [1.00 200

% of application rate:  [2.7593 {1,400 19274

Mass loading per drift event: IE.SESI mg per m2 of water surface area,

Nominal concenfiraton in water,
resulting from drift z\.-mr| 2.9502 ug/L (for comparison with modelling result)

Data sources: * Save Soeen | ég‘.m
Spray dnift data aw from BEA, (2000) and AQDRIFT 1.1, (1598).

Calculations of paroentile drft ars from spresdshest of Travas, (1998) IL
Regressees of dnfi curves and spreadsheet caiculdiions are by Russel and Yoo, (2000 and 200 Chose
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Method of calculation Drift calculator in SWASH tool calculating instantaneous PECsw at a
single drift event 1 m from the field

Application rate winter oilseed rape (autumn) 1 x 344.4 g [prod]/ha equivalent to 1 x 90 g a.s/ha

Resulting PECsw sugar beets 2.2126 pg[prod]/L
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Calculation of drift loading into surface water X
Application Rate (g nh}:lm,d Crop: |0d seed rape, winter ;I
Number of Applications: Il = Waterbody: focus_ditch 'I
Use FOCUS (step 3) or mitigation distances (m)? {Focus values |

Info: Dimensions of receiving water body and field site (m)
width: F— Depth: F Length: Iﬁ |
Distance:  Crop <~JBISONIIN] ~> Top of bank <—{BiSANINN —> Water
1~ Info: Drift regression terms to provide overall 90th p tile drift data

Regression parameters A [27593 | b: [0778 | c [£75e8 | o [GEmm

mufudu\‘:emegesﬁonnn}ﬁﬁr

Drift percentie per event]30  basedonatotalof[l  appications.
atedge nearest field  farthest from field  areic mean

Distance from crop: (m) [1.00 j2.00

9% of appication rate:  [2.7593 [19010 [r9274

Mass loading per drift event: 10,6638 mg per m2 of water surface area,

Nominal concentration in water,
rmmmmﬁmtr|?—2mﬁ ugL (for comparison with modeling result)

Data sources: # save Saeen &Er’nt I

Spemy drift dats are from BBA, (2000} and AgDRIFT 1.11, (1585).
Calsulations of peroentie dnft are from spreadshest of Travis, (1558) _rl.
Regressions of dnft cutves 3nd spreadshest caiculatons ane by Russed and Yoo, (2000 ang 200 Close
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Method of calculation Drift calculator in SWASH tool calculating instantaneous PECsw at a
single drift event 1 m from the field

Application rate winter wheat 1 x 459.2 g [prod]/ha equivalent to 1 x 120 g a.s/ha

Resulting PECsw sugar beets 2.9502 pg[prod]/L
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Calculation of drift loading into surface water X

sepicaton Rate G ahe) 52 cop: [T |
Number of Applications: I, = Waterbody: focus_ditch hd

Use FOCUS (step 3) or mitigation distances (m)? [Focus values ~|

Info: Dimensions of receiving water body and field site (m)

Width: [1 Depth: M Length: [m
Distance: Crop <-<E_ 50 -> Top of bank <-§$ -> Water

Info: Drift regression terms to provide overall 90th percentile drift data
Regressionparameters  A: [27593 | B: [0.9778 | c: 27593 D: [0.9778

Dismford\mgenregessm{m)rﬁr

Driﬂptrr.mtieperevend% basedmah‘lalufll applications.
atedge nearest field  farthest from field  areic mean

Distance from crop: (m) [1.00 [2.00

%of application rate:  [2.7593 [t.4010 [1.9274

Mass loading per drift event: iO-BBSl mg per m2 of water surface area.
Nominal concentration in water,
resulting from d-rﬁevem:{Z-QSOZ ug/L (for comparison with modeliing result)

Data sources: # save Screen | %Eﬂ“ |
Speay drift data are from BBA, (2000) and AQDRIFT 1.11, (1999)
=

of drift are from of Travis, (1598) _I'L .
Regressions of drift curves and spreadsheet calculations are by Russell and Yon, (2000 and 200 =
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Method of calculation Dirift calculator in SWASH tool calculating instantaneous PECsw at a
single drift event 1 m from the field

Application rate sugar beets 1 x 459.2 g [prod]/ha equivalent to 1 x 120 g a.s/ha

Resulting PECsw sugar beets 2.4392 ug[prod]/L
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Zalculation of drift loading into surface water *

Application Rate (g ai/ha):[453.2 Crop: Sogarbeets B4
Number of Applications: | 1 .l Waterbody: |foo.|s_dtd\ A I

Use FOCUS (step 3) or mitigation distances (m)? [Focus vaiues |

: Wumdmwmrhwawwm[m)
Width: ﬁ _ Depth: W Length: ﬁ ]
Distance:  Crop <—W— —>Twofb¥k<-ﬁ_ ) | > Water

[ WMWW&MMI%MM@&
Regression parameters  A: (275 : B =

Dstameford\mgehreg‘esam(m)l_

Drift percentile per eventb_o based on a total ofll applications.
atedge nearest field  farthest from field  areic mean

Distance from crop: (m) |1.30 j230

% of application rate:  [2.1349 {2221 [1.5936

Mass loading per drift event: |0‘?3 18 mg per m2 of water surface area.

Nominal concentration in water,
resulting from drift emt:l2.4392 ug/L (for comparison with modelling result)

Data sources: ‘& save Saeen ‘ & print |
Spray drift data are from BEA. (2000} and AgDRIFT 1.11, (1999)
Calculal of drift are from of Travis, (1958). _rL o

Regressions of drift curves and spreadsheet calculations are by Russell and Yon, (2000 and 200
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Method of calculation Dirift calculator in SWASH tool calculating instantaneous PECsw at a
single drift event 1 m from the field
Application rate sugar beets 1 x 229.6g [prod]/ha equivalent to 1 x 120 g a.s/ha
Resulting PECsw sugar beets 6.4246 pg[prod]/L
Calculation of drift loading into surface water X
Application Rate (g ai/ha): |229.5 Crop: |Cerea|s. spring ;]
Number of Applications: | 1 - I Waterbody: Ifocus_dtd1 =]
Use FOCUS (step 3) or mitigation distances (m)? |Focus values |

— Info: Dimensions of receiving water body and field site (m)
width: L Depth: [0i30TTT  Length: [0
Distance:  Crop <—- —> Top of bank <—- —> Water

— Info: Drift regression terms to provide overall 90th percentile driftdata —————

Regression parameters 4 [27593 1 5: [0.9778 1 c 2783 o: [oisz T

Distance for change in regression {m]-

Drift percentile per eventlgﬂ based on a total ofll applications.
at edge nearest field  farthest from field  areic mean

Distance from crop: (m) |1.0CI |2.I:ID
% of application rate:  |2.7593 |1.4010 [1.9274

Mass loading per drift event: |1.9274 mg per m2 of water surface area.
Nominal concentration in water,

resulting from drift everrt:lﬁ-424ﬁ ug/L (for comparison with modelling result)
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Appendix 1  Lists of data considered in support of the evaluation
List of data submitted by the applicant and relied on

Title

Data Company Report No. Vertebrate
oint Author(s) |Year |Source (where different from company) study Owner

P GLP or GEP status Y/N

Published or not
KCP |M.Zielinska | 2021 | PEC soil calculations. N Chemirol
9.13
KCP |M.Zielinska [ 2021 | PECgw calculations. N Chemirol
9.2.4
KCP |M.Zielinska | 2021 | PECsw calculations. N Chemirol
9.2.5

List of data submitted or referred to by the applicant and relied on, but already evaluated at EU
peer review

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

KCP | Baloch, 1991 | Degradation and metabolism of Clopyralid in Soil under N DAS
9.1.1 |R.;Grant, R. Aerobic Conditions

DAS Report No.GHE-P-2398R

Agricultural Research and Development Center,
DowElanco Limited, Letcombe Laboratory, Letcombe
Regis, Wantage, Oxon, U.K.

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP | Skinner, 1995 | Aerobic Soil Metabolism of [14C]Clopyralid N DAS
9.1.1|W.; Jao, N.; DAS Report No.GHE-C-3598

Smith, J. K. PTRL West, Inc. 4123-B Lakeside Drive, Richmond,
CA 94806

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP | Wardrope, |2009 | The Degradation of (14C)-Clopyralid in Soil Under N DAS
9.1.1|L. Aerobic Conditions

DAS Report No.808711

Charles River Laboratories, Tranent, East Lothian,
United Kingdom

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP | Allan, J.; 2002 | The Degradation of C14 Clopyralid in Soil Under N DAS
9.1.1 | Lowrie, C. ; Anaerobic Conditions

Hall, B. E. DAS Report No.GHE-P-9563

Inveresk Research International, Tranent, East Lothian,
United Kingdom

GLP/GEP (Y/N): Yes

Published (Y/N): No
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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

KCP | Schubert, S. |2015 | Evaluation of kinetic endpoints for clopyralid from N DAS
9.1.1 laboratory soil degradation studies
DAS Report No. 151039

Dow AgroSciences, Milton Park, UK
GLP/GEP (Y/N): No

Published (Y/N): No

KCP |Rawle, N.; |2002 | The dissipation of clopyralid in soil following a single N DAS
9.1.2|Yon, D. application of LONTREL (EF-1136), Denmark and the
UK - 2000

DAS Report No. GHE-P-9370

CEMAS

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP |Rawle, N.; |2002 | The dissipation of clopyralid in soil following a single N DAS
9.1.2|Yon, D. application of LONTREL (EF-1136), Germany and
Northern France — 2000

DAS Report No. GHE-P-9371

CEMAS

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP |Kroger, F. |2015|Soil dissipation study with one spring application of GF- N DAS
9.12 1966 (Clopyralid) at three sites to bare soil in Europe in
2013-2015

Eurofins Agroscience Services, Stade, Germany
Eurofins Study S13-00312

DAS Study No. 130673

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP |Robinson, [2015 | Estimation of kinetic endpoints for clopyralid from soil N DAS
9.1.2|P. dissipation studies.

Dr Knoell Consult Ltd., Cardiff, UK
DAS Study No. 150296

GLP/GEP (Y/N): No

Published (Y/N): No

KCP |Kroger, F. {2016 | Soil dissipation study with one spring application of GF- N DAS
9.1.2 1966 (Clopyralid) at one site to bare soil in South
Europe in 2015.

Eurofins Agroscience Services, Stade, Germany
Eurofins Study S15-02991

DAS Study No. 150672

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP |Kroger, F.  |2016|Soil dissipation study with one spring application of GF- N DAS
9.1.2 1966 (Clopyralid) at one site to bare soil in South
Europe in 2015.

Eurofins Agroscience Services, Stade, Germany
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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

Eurofins Study S15-02992
DAS Study No. 150673
GLP/GEP (Y/N): Yes
Published (Y/N): No

KCP
9.1.2

Robinson,
P.

2016

Estimation of kinetic endpoints for clopyralid from field
soil dissipation studies (Southern Europe).

Dr Knoell Consult Ltd., Cardiff, UK

DAS Study No. 160486

GLP/GEP (Y/N): No

Published (Y/N): No

DAS

KCP
9.12

Abhrens, C.
& Kroger,
F.

2017

Final report — Field soil dissipation study with one
spring application of GF-1966 (Clopyralid) at one site in
North EU and one site in South EU to bare soil in 2016 -
2017. Eurofins Agroscience Services, Stade, Germany;
Eurofins Study S16-01795 DAS Study No. 160394
GLP/GEP (Y/N): No Published (Y/N): No

DAS

KCP
9.12

Robinson,
P.

2017

Estimation of kinetic endpoints for clopyralid from soil
dissipation studies (North and South Europe). Dr Knoell
Consult Ltd., Cardiff, UK DAS Study No. 170481
GLP/GEP (Y/N): No Published (Y/N): No

DAS

KCP
9.12

Reeves, G.
L &
Mittelstaedt,
W.

2002

Adsorption/Desorption of Clopyralid in Soil:
Corrections to Final Report of Study DW 2/92 from
August 1993

DAS Report No.GHE-P-9762

Forschungszentrum Julich GmbH, Julich, Germany
GLP/GEP (Y/N): Yes

Published (Y/N): No

DAS

KCP
9.1.2

Buntain, 1.,
Simmonds,
M.

2015

[14C]-Clopyralid: Adsorption to and Desorption from
Five Soils
DAS Report No.130699
Battelle UK Ltd., Chelmsford, Essex, UK
GLP/GEP (Y/N): Yes
Published (Y/N): No

DAS

KCP
9.1.2

Schndder,
F.

2004

[14C] Clopyralid: Leaching in outdoor lysimeters
following spring application to oilseed rape — Final
report
DAS Report No.000136
Covarance Laboratories, Germany
GLP/GEP (Y/N): Yes
Published (Y/N): No

DAS

KCP
9.1.2

Dust, M.,
Fiihr, F.

1994

Degradation and leaching of clopyralid monoethylamine
salt after post emergence application of LONTREL 100
to winter rape in German lysimeters

DAS Report No.GHE-P-4037

Forschungszentrum Julich GmbH, Julich, Germany

DAS
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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

GLP/GEP (Y/N): Yes
Published (Y/N): No

KCP | Brumhard, |1994|Behaviour of [2,6 14C] Clopyralid (LONTREL*) in a N DAS
9.1.2|B., Fiihr, F., sandy Pseudogley Braunerde after post-emergence
Baloch, R. application to sugar beet

DAS Report No.GHE-P-2908

Forschungszentrum Julich GmbH, Julich, Germany
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP | Brumhard, |1994|Behaviour of [2,6 14C] clopyralid formulated as N DAS
9.1.2|B., Baloch, LONTREL 100 in Parabraunerde (Orthic Luvisol) after
R., Fiihr, F. post emergence application to sugar beet lysimeters
DAS Report No.GHE-P-2580

Forschungszentrum Julich GmbH, Julich, Germany
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP | Smith- 2000 | Hydrolysis of 14C Clopyralid in Natural Water And N DAS
9.1.2|Drake, J. K. Buftered Water as a Function of pH

DAS Report No.000132

Dow AgroSciences LLC, Indianapolis, Indiana, United
States

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP |Hall B.E.; |2002|The Aerobic Degradation of [14]-Clopyralid in Natural N DAS
9.1.2|Allen, J; Waters and their Associated Sediments

Clements B. DAS Report No.GHE-P-9564

Inveresk Research International, Tranet, East Lothian,
UK

Published (Y/N): No

KCP |Ponte, M. |2014 | Direct Aqueous Photodegradation of [14C]Clopyralid in N DAS
9.1.2 pH 7 Buffer

DAS Report No.140077

PTRL West, Hercules, California, USA
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP |Jenkins, W. |1991 | LONTREL T: Assessment of its Biodegradability - N DAS
9.2 |R. Modified Sturm Test

Life Science Research, Eye, Suffolk, UK
DAS Report No. GHE-P-2522
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP |Day, S. R.; |1994 | The evaporation of Clopyralid acid from soil and leaf N DAS
9.3 |Rudel, H. surfaces following application of LONTREL 100
DAS Report No. GHE-P-3507

Fraunhofer Institute, D-57392 Schmallenberg,
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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

Grafschaft/Hochsauerland, Germany
GLP/GEP (Y/N): Yes
Published (Y/N): No

KCP |Madsen, S. [2002 | Calculation of the Stability in Air of Clopyralid - N DAS
9.3 Photochemical Degradation.
DAS Report No. LLC NAFST
GLP/GEP (Y/N): No
Published (Y/N): No
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Appendix 2  Detailed evaluation of the new Annex II studies

No new studies provided.



