LANXESS Deutsehland GmbH Thiacloprid 10/2005

Table A7 4_1_4-1: Inoculum
Criteria Details
Nature Activated studge (mixed population of agnatic

micro-organisms)

Species -

Strain -
Source Waste water treatment plant tredting«
sewage
Sampling site Aeration tank of the waste water.
(Odenthal, Germany)
Laboratory culture Yes
Method of cultivation Culture medium: Stock solution containing peptone,

Preparation of inoculum for exposure

wet sludge to achieve a concentration
dge of 2 g/l (dry wet) suspended

ulated amount of sludge is first dissolved in
synthétic medium and than filled up to a defined end
ume with deionised water

orage of sludge: aeration of the activated sludge
at 20 C + 2 °C, daily feed with 50 ml of synthetic
medium

Pre-treatment None

Initial cell concentration
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LANXESS Deutschland GmbH Thiacloprid 10/2005
Table A7_4_1_4-2: Test conditions
Criteria Details

Test temperature

20+ 2 °C at the beginning, 20.3-21.4 °C, recorded
at the end of the test

pH

8.0 (suspensian before application of theunain test)

8.2 (suspensions witl test substanc ¢
experiment). For the highest co
pH of 8.4 was measured.

8.2 (control suspensions mmeasu
experiment)

7.3 (physico-chemical

Aeration of dilution water

bout 130 ml
.5 hours before

The test substance has
deionised water an
testing (equilibratiol

Incubation time

30 minutes

Test substance concentrations

0, 3200, 5600 and

entration in physico-chemical
control: 10000 mg/

Reference substance concentrations

Method of application

the activated sludge)

Suspended solids concentration (test concentration o

i concentration: 800 mg/l

Table A7_4_1_4-3:

Test results of test stl

(based on nominal concentrations) and controls

Test Compound [mg/l]

Inliibition [ %]

1000

1800

3200

5600

Respiratory rate [mg Oy10]

60.0

60.0
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Section 7.4.2 Bioconcentration/Bio-accumulation in an appropriate
Annex Point IIA VILT.5  species of fish/ Bio-accumulation in an appropriate
Section 7.4.3.3.1 invertebrate species

Annex Point HIA XIIL2,3

Section 7.4.3.3.2
Annex Point HIA XIIL2.3

Official
use only.

JUSTIFICATION FOR NON-SUBMISSION OF DATA

Other existing data [X] Technically not feasible | | Scientifically lllljustiﬁegl ‘

Limited exposure | | Other justification [X].

Detailed justification: No study was submitted on bioaccumulation
in an aquatic organism (fish or invertebrate).

According to the Technical Guidance Do
log Kow according to OECD 107 and OE
1.26, fog Pow = 0.73-0.74, respective

Undertaking of intended
data submission I ]

Date

Evaluation of applicant’s
justification

Conclusion -
Remarks

\ COMMENTS FROM OTHER MEMBER STATE (specify)
Date Give date of comments submitted

Evaluation of applicant's Discuss if deviating from view of rapporteur member state
justification

Conclusion Discuss if deviating fiom view of rapporteur member state

Remarks
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LANXESS Decutschland GmbH Thiacloprid 02/2006

Section A7.4.3

Annex Point 111A XII1.2

Effects on aquatic organisms, further studies

Microcosm study

1.1 Reference

1.2 Data protection
1.2.1 Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

Officinl
usc only

1 REFERENCE

Heimbach, F. (1997a [Monograph: 1997d]): Biologieal effects
of YRC 2894 SC 480 in outdoor microcosm ponds. Bayer AG, R
No.: HBF/Bt 01, date: 1997-03-21.

Additional letters response from Heimbach:

Letter Response (dated 13 December 1999): COP:
2894 (proposed name thiacloprid) Committee Str

Letter Response (dated 31 January 2000): Ad
Interpretation of the Ceratopogonidae data.
PPP-Monograph Chapter: B.9.2 Effects oi
Chronic toxicity - ¢) Microcosnm and meso

2.1 Guideline study

2.2 GLP

2.3 Deviations

) QUALITY ASSURANCE

/RC 2894 SC 480 (a.s. thiacloprid, content -% w/w) was applied X
icezat 14 day intervals onto the water surface of nine test ponds in

Hdiameter 2.75 m, 1.55 m in depth; surface area 5.94 m2). Tanks were
filled to a nominal level of 1 m of water and hence contained 6.0 m3 of
water. The sediment layer in the base was 12 cm thick (silty sand, 1.1%
oc). Tanks were initially interconnected with an additional tank and
water pumped between them allow the physical, chemical and biological
parameters to stabilise prior to the start of the study. Just prior to
application of the first treatment tanks were isolated from each other.
Tanks were sunk into the ground to just expose the upper 30 cm i.e. to
the depth of the water surface. The tanks were outside and exposed to
climatic conditions. There was no replication of the treatments but there
were three replicates for the controls.

The nine treatment levels corresponded to 0.32, 0.56, 1.0, 1.8, 3.2, 5.6,
10, 18 and 32 pg a.s./l per application. The test substance was applied
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LANXESS Deutschiland GmbH Thiacloprid

02/2006

Section A7.4.3

Annex Point IT1A XII11.2

Effects on aquatic organisms, further studies

Microcosm study

at the beginning of the carly growing season in May 1996 on day 0:and
again on day 14. The test substance was sprayed on to the water sur
using a commercial air assisted sprayer. After spraying the remaini
dispersion in the sprayer was determined to calculate the exact v¢
applied. It was determined that between 99.7 and 99.6% of th
dose respectively was applied on day 0 and 14.

approximately 7 | of water. Sediment samples were
into the top 5 em. Zooplankton were sampled by

were placed in the centre of ponds and th
Benthic organisms were assessed by pas
the top § cm of sediment through'a
Macrophytes and periphyton algae
samples were used for the detes
parameters and chlorophyll, .

erving them.
visually. Two litre
ico-chemical

4 RESULTS

e three control replicates were comparable
. This was also true of all the treatments
yel increased at the concentrations of 3.2 to 32

ra similar peak was ai;o obqerved in one of the controls at
It was considered that treatment did not impact on this

different measures; Shannon-Weaver, Evenness and Standers Index.
The Shannon-Weaver Index measures diversity and is dependent on
both species richness and the frequency ol distribution of the individuals
of the species. The index increases with higher numbers of species and
with increasing homogeneity of the number of individuals per species,

[t should be noted that a toxic effect can result in a decrease (due to the
loss of a species or increase of dominance of a species) or increase of
the Shannon-Weaver index (due to the decline of dominant species).

To compensate for the limitations of the Shannon-Weaver index a
measure of Evenness was also used. This measure concentrates on the
distribution of individuals to the species level and can be considered as
an antagonist of the number of species. Evenness is calculated by
dividing the Shannon-Weaver index by the maximum possible value.
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A7.4.3 Effects on aquatic organisms, further studies

Annex Point 1A X112 Microcosm study

This removes the influence of the number of species.

Standers index measures the relative abundances of single species
within the community. A similarity index of 1.0 indicates an iden
species composition between two samples while 0 indicates’n
correspondence,

EAC (Ecologically acceptable conceniration)

The EAC has been defined by HARAP (Campbell

Residue analysis

Full details of the residue analysis durin
study are given in Section B 8.4.5. Fo

e first application the
of the nominal

he study were measured on
application). The majority of

“the nominal (as calculated by
entrations from a single

that after the second application the

o test concentration. However, this was due to an increase
in emergence of Chironomidae and a decrease in Chaoboridae and
eratopogonidac. In the control these groups were present in

ximately equal proportions. At 0.32 pg a.s./l the proportions of
species was comparable with the control. However, at 1.8 to 18
1.5./1 Chironomids were the dominant genera with Chaoboridae and
Ceratopogonidae at a total maximum of only 12%. At the highest test
concentration the Nematocera composition was more balanced again,
however there was a very low abundance at this concentration.

Data on the sum of emergence showed that natural fluctuations were
between 0-25 animals/trap. After the first application there was only a
decrease in emergence at 32 pg a.s./l. After the second application
effects on emergence were observed and these are discussed in more
detail. Low levels of Ephemeroplera in the 0.32 pg a.s./l concentration
prior to day 14 meant that any effects at this concentration were difficult
to see. The population remained at a low level for two months and then
rapidly increased. At0.56 to 1.8 pg a.s./l levels were reduced with
recovery starting after day 77 (0.56 to 1.0 ug a.s./[) and day 84 at 1.8 pg
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LANXESS Deutschland GmbH Thiacloprid

02/2006

Section A7.4.3

Annex Point 111A X111.2

Effects on aquatic organisms, further studies

Microcosm study

a.s/l. At higher concentrations no recovery was seen.

Levels of Nematocera showed similar results. There was little eﬂecl f
0.32 pg a.s/l, while at 0.56 to 3.2 pg a.s./l numbers were slightly
reduced and increased after week 10. At 5.6to 18 pg a.s./ith rewasa.
marked reduction in emergence with recovery only occurring 1hc end
of the study. At the highest concentration (32 pg a.s./1) emeérpence:
numbers did not increase at the end of the study.

organisms mcte’lsed at the end of the etud)
recovery during the course of the study.

AL0.56 pg a.s./l there was a sligh
subsequently. The results at Ipga
last three weeks of the etudy.

similar except for the
rations in excess of |

AT_4_3-2). The develop
a month under Europé’an

ail. These data show that at 0.56 and | pg as/l
in emergence up to day 70 wuh thc actual

pg a.s./l the me’lsmed concentration was lower than in
of the study where there was no difference in emergence
wo treatments levels. In the case of the 1 pg a.s./1

rom day 56 the concentration was below the peak

. Statistical analysis of these data also showed that there was
no-difference between the 0.56 and 1 pg a.s./| treatments and the natural
variation in the control. Therefore it is considered that the slight
difference in emergence between these two groups from day 70 to 98 is
not due to a real difference. On the basis of this information it was
concluded that the EAC for Ceratopogonidae should be based on the
0.001 mg a.s./l treatment. It is important to note that the peak measured
concentration from this treatment was actually 0.00157 mg a.s./l (Table
A7 4 3-1).

The numbers of Chaoboridae were not affected at 0.32 pg a.s./l, at 0.56
to 3.2 pg a.s./l there was a slight decrease in emergence compared 1o the
control with recovery later in the study. Marked effects were seen at 5.6
and 10 pg a.s./l although there was some recovery towards the end of
the study, No recovery was observed at concentrations above this.
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LANXESS Deutschiand GmbH Thiacloprid 02/2006

Section A7.4.3 Effects on aquatic organisms, further studies

Annex Point IIIA XIIL2  Microcosm study

effect. At 1.8 pga.s./land 3.2 pg a.s/l a treatment related effec
not be excluded for the periods 56 to 77 days and 35 to 42 di
respectively. Significant effects on taxonomic richness occt
concentrations of 5.6 to 32 pg a.s./L

The Shannon Weaver diversity Index showed tha

diversity was reduced afier the first applicatio
not apparent. Examination of emergence eve
clear effect at 0.32 and 1.0 pg a.s./l. At
clear decline in evenness from day 56, pr

very was
“showed there was no
/1 there was a

at 1.8 to 5.6 pg a.s/l{
the concentrations of
84). Atthe two highe
whole period from day 4

.s./1 on two occasions (day 42 and
ns there was low similarity for the

no effect on the total number of zooplankton at 0.32 ~ 3.2 nug
| .6 — 32 g a.s./! higher numbers of zooplankton were
ecorded between day 8 and 42. A total of 25 emergence species were
ified consisting of 4 major taxonomic groups; Rotatoria (13
species), Ostracoda (only identified as Ostracoda), Copepoda (at least 3
species) and Cladocera (9 species).

Rotatoria were not reduced by the treatments. At the higher
concentrations (5.6 to 32 g a.s./l) there was an increase in numbers
between day 8 and 42, At 3.2 pg a.s./l there was only a slight increase
compared with the control from day 8 — 56, The reason lor this effect
was probably due to an impact on the copepoda populations at the
higher concentrations and hence a reduction in competition.

The Copepoda population decreased after the first application (10 ~ 32
pg a.8./1) and second application (5.6 pg a.s./1). At 10 pgas/l the
population was virtually extinct by day 10, At 5.6 uga.s./lthe
population was also severely affected although by the end of the study
there was a very slight increase in the population, At 3.2 ng a.s./l the
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LANXESS Deutschland GmbH Thiacloprid

02/2006

Section A7.4.3

Effects on aquatic organisms, further studies

Annex Point ITIA XII1.2  Microcosm study

population decreased slowly throughout the course of the study. Atthe

lower concentrations there was little effect on numbers compared to the

control. The Naupliae were a major fraction of the Copepoda and.t
results were the same as described above. The Copepodite also s
similar results to the Copepoda and the Naupliae. There wasagl
reduction in numbers at 5.6 — 32 pg a.s./l. At 3.2 pg a.s/l ther
again a reduction in numbers throughout the course of the;
However, for the Copepodites there was a slight depressi

Ostracoda were present as only a minor fract
zooplankton. At 3.2 to 32 pg a.s./l there wa
AL 3.2 pg a.s.fl there was a slight increase
also at 5.6 and 10 pg a.s./I from day 4

duration of the study.

The number of species indica
no effect on the Shannon-
index showed a high d¢
especially the case fo
some decrease in simil
it was considere
After day

f diversity, The Stander’s

The EAC for

marised in Table A7_4_3-4.

present in very low numbers. Due to the high efficiency of
the eamphnu method for emerging organisms and the low numbers of
‘these organisms in the macrozoobenthos samples the results were not
wdiscussed in much detail. The results were comparable with those for

peak on day 22 and 28, a similar but less pronounced effect was seen in
one of the controls. At 5.6 to 32 pg a.s./l there was a decrease in
numbers. There was some indicalion of some recovery at 5.6 jg a.s./l
from day 56 and towards the end of the study at higher concentrations.

The results are summarised in Table A7_4_3-5 and the EAC for
macrozoobenthos was considered to be 3.2 pug a.s./l.
Phytoplankton

The taxonomic groups identified were Cryptophyta, Chlorphyceae,
Cyanophyta, Conjugatophyceae, Diatomeae, Xanthophyceae and

s of dosage and there was also

0 species and genera were identified. However, the majority

emerging organisms. Data for the sum of macrozoobenthos showed that
+ there was no effect up to 3.2 pg as./l. At 0.56 pg a.s./t there was a high
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LANXESS Deutschland GmbH Thiacloprid

02/2006

Section A7.4.3

Annex Point IT1A XIIL2

Effects on aquatic organisms, further studies

Microcosm study

Euglenophyta, The latter two groups were only found in low numbgrs
and not in all microcosms and so are not discussed in detail.

The sum of phytoplankton during the pre-treatment period was
comparable for the different microcosms. Until day 42 the® sun
phytoplankton in all the treated and control microcosms wa
Comparable At10.32 and 0.56 ug a.s./l the numbers also rer

lu.almcnls were close to the control.

The major algae fraction was the Cryptophyt
related effect of treatment on numbers thre
study. For the Chlorophyceae there w )
around day 40 followed by a majér. de

]
ease in numbers
bers in the control

-1 a.s./l the increase in
rolzAt the higher concentrations
as'seen in the control with
study. From day 56 the

tion of the microcosms. Numbers

> treatments 3.2 to 32 pg a.s/l. [twas

the treatments towards the fater half of the
iére wasno clear dose related effect. Levels of Diatomeae

32 and 0.56 pg a.s./| treatments was high until the end of the study.
the similarity of the 1.0 pg a.s./1 treatment with the control was high
until the end of the study with a slight reduction from day 56. The index
at 1.8 and 3.2 pg a.s./l was reduced was distinctly reduced on day 77
and 56 respectively. The Stander’s index showed that at 5.0 10 32 pg
a.s./I there was little similarity with the control between day 56 and 77.
However, after day 84 the similarity of the ponds was again high with
the exception of the 32 pg a.s./l treatment, It was considered that the
difference in similarity at test concentrations above 1.0 pg a.s./l was
probably due to the difference in dominance of Chlorophyceae and
Cyanophyta compared with the control ponds.

The results for the phytoplankton are summarised in Table A7_4_3-6.
On the basis of these results the regulatory EAC for phytoplankton was
considered 1o be 3.2 pg a.s./l. However, it should be noted that the
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LANXESS Deutschiand GmbH

Thiacloprid 02/2006

Section A7.4.3

Annex Point 111A XIIL2

Effects on aquatic organisms, further studies

Microcosm study

cffects on the phytoplankton were indirectly caused by elfects on their
grazers and not from the direct toxicity of the active substance to the
algae. oo

Macrophytes and periphyton algae

Only one aquatic macrophyte was recorded, this was Klodeg:
canadensis. There was no dose related etfect on the develepmem of thm

(0: no periphylon algae; 5 : ncarly all walls aiy
with periphyton algae). There was no effect
periphyton algae up to day 28. Subsequer
all microcosms due to an increase in temp
no clear relationship of treatment with al

5.1

5.1.1

Conclusion

Reliability

5 CONCLUSION

ect group). It is important to note
that, since two applic e , the measured concentration
Therefore the overall
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_Evaluation by Competent Authorities

Use separate "evaluation boxes™ to provide transparency as to the
comments and views submitted

Date

EVALUATION BY RAPPORTEUR MEMBER STATE
17/11/06
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LANXESS Deutschland GmbH

Thiacloprid

02/2006

Materials and Methods —

Table A7_4_3 a Sampling intervals

Day Zooplankion' Phytoplankton’ Enwrééncﬁéy “Benthos
-14 X -
-7 X X
0 X X
2 X
4 X
7 X
14 X
10 X
18 X
22 X X X
28 X X
35 X X
X X
X -
X X
- - X -
S| - X -
a7Ee | X X X i
&91 - - -
98 X X X

X sampling took place
- no sampling occurred
"Two mixed samples of 2 individual samples each
* One mixed sample of 4 individual samples

* One mixed sample of 1 emergence trap

The Applicant states that a total of 13 insect genera were identified. However, the
list is of the 4 major taxonomic groups that were identified.
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Results and discussion

Table A7_4_3_b NOECs

Biological examinations

Emergence

Zooplankton

Benthos

Phytoplankton

Conclusion

Reliability

Acceptability
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Remarks

COMMENTS FROM ...
Date Give date of comments submitte
Materials and Methods Discuss additional relgva;

and to applicant’s suntmar

Results and discussion
Conelusion

Reliability

Acceptability Discuss if devigting from view of rapporteur member state

Remarks
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LANXESS Deutschland GmbH Thiacloprid 0272006

Table A7_4_3-1 Results for the peak concentrations of YRC 2894 (ug a.s/l) relative to the initial
nominal in the microcosm study on day 16 (two days after the second application)

Nominal 0.32 0.56 1.0 1.8 3.2 56 |10
cone’n
(ng a.s/l)
veasured | B O B

conc’n

(ng as/)

Conc’'n = concentration

treatment

Table A7_4_3-2 Ceratopogonidace individuals found in the per

concentration (ppb is equivalent to pg a.s./) up to

day |control  [0.32 ppb ]0.56 ppb |1 ppb |1.8 ppb 3.2“ppb ppb 18 ppb {32 ppb
mean

0-70 [132.98 ([ B E E | | i
range
(60-242)
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Table A7_4_3-3 Summary of results for emergence at the different concentrations of YRC 2894
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Table A7_4_3-4 Summary of results of zooplankton at the different concentrations of YRC 2894
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LANXESS Deutschiand GmbH Thiacloprid 02/2006

Table A7_4_3-5 Summary of results of macrozoobenthos at the different concentrations of YRC 2894

Table A7_4_3-6  Summary of results of phytoplankto lerent concentrations of YRC 2894
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Section A7.4.3.1 Effects on Prolonged toxicity to an appropriate species of
Annex Point 1A, X111.2.1 fish
JUSTIFICATION FOR NON-SUBMISSION OF DATA Omﬁ‘;‘
us¢ only
Other cxisting data [X] Technically not feasible | | Scientifically unjustified | ]

Limited exposure | | Other justification [...]

Detailed justification: The available data concerning acute toxicity and effects o
' reproduction in fish is sufficient.

Additionally, this test is not required for actives us
preservatives.

Undertaking of intended -
data submission [

_ Evaluation by Competent Authorities

Use separate “evaluation boxe ansparency as 1o the

comments and views submitt

EVALUATION BY RAPPORTEU

IEMBER STATE

Date 08/08/06

Evaluation of applicant’s
justification

Conclusion
Remarks

COMMENTS FROM OTHER MEMBER STATE (specify)
Date of comments submitted

Lvaluation of applican ss if deviating from view of rapporteur member state

justification

Conclusion Discuss if deviating from view of rapporteur niember state

Remarks







LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A7.4.3.2 Fish Early Life Stage Test

Annex Point [IIA X111 2.2 Oncorhynchus mykiss

Official
1 REFERENCE use only
1.1 Reference —1 997): YRC 2894 technical- early life stage toxicity
rainbow trout (Oncorhynchus mykiss) under flow-through conditich
eport No(GERREY 5018, date: 1997-08-05.
PPP-Monograph Chapter: B.9.2 Effects on aquatic organis
Chronic toxicity - a) Fish
1.2 Data protection -
1.2.1 Data owner
1.2.2 Companies with
letter of access
1.2.3  Criteria for data X

protection

2
2.1 Guideline study Yes;
OECD guideline 210 and US-

2.2 GLP

2.3 Deviations

METHODS

}to nominal concentrations of 0,122, 0.243, 0.486,
3.98 mg/l YRC 2894 (thiacloprid, purit).’o). A X

I mg a.s./l and results were expressed in terms of these.
four replicates containing 35 embryos in each test group.,
ver 95% of the eggs had reached the swim up stage the number
e was thinned to 15 per replicate to prevent overcrowding. The
sphysical parameters in the test were as follows: temperature 9.9 °C
(range 9.2-11.1), dissolved oxygen 96-98% (range 91-101) and pH 7.3
(range 7.1-7.5).

4 RESULTS

Egg viability was assessed 13 days afler fertilisation by taking four
groups of 50 eggs, mean viability was 80% (range 76-90%). Fry
survival was assessed on study day 69 (post hatch day 34) and was
comparable with the control up to 0.483 mg a.s./l. At concentrations
above this there were significant differences from the control. The
results were as follows; 0.918 mg a.s./ (95%), 1.91 mg a.s./1 (98%) 3.91
mg a.s./1 (97%) compared with the pooled control at 100%. This effect
was 1o longer apparent at the end of the study, due to mortality in the
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02/2006

Section A7.4.3.2

Annex Point 111A XI11 2.2

Fish Early Life Stage Test

Oncorhiynchus nykiss

controls in the same range. At day 97 fry survival was not significantly
different between the treatments and the controls being between 95,
100%. There were no significant differences between the treatments

and the control. On the basis of these results the NOEC was stated to be;,

3,91 mga.s.fl

Egg hatchability was analysed at day 38 and was between 8 :

There was also no effect of any ol the treatments
The NOEC for both these parameters was 3.91 m

significant difference from the controls at 3.9
swim up was therefore considered to be 1.91

ignificant effect (p =
/1. Length was 31 mm in the
9mm at 1:91 and 3.91 mg a.s./l. Fry dry
reduced at.day 97 at 0,483, 0.918, 1.91

control at 27 mm. At study déte
0.05) on fry growth at 1.91 zmd;
conirol compared with 30 anc
weight was also significar
and 3.91 mg a.s./1 being 4
fry weight was 55 mg. ’
mg a.s./l. Atday 97t

NOEC for fry length at day 69 was 0.244
E fry length was 0.918 mg a.s./l and

155 made for morphological and behavioural eftfects.
There were no do; d effects except a dark coloration and

quicscenceat 3.9

.of the'effect based on egg survival, time of hatch,
sosthatch success, growth and morphological and
ects, the test revealed the results presented in the Table

wn
—

Conclusio

5.1
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Evaluation be Competent Authorities

Use separate "evaluation boxes" to provide transparency as (o the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

Date 14/11/06

Materials and Methods

Results and discussion

Conclusion

Reliability
Acceptability

Remarks

Date

nal relevant discrepancies referring to the (sub)heading numbers

Materials and Methods
1's summary and conclusion.

member state

Results and discussion scussif deviating from view of rapporteur member state

uss if deviating from view of rapportenr member state

Conclusion
Reliability Discuss if deviating from view of rapporteur member state
Acceptability Discuss if deviating front view of rapporteur member state

Remarks
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Table A7_4_3_2-1 Early life-stage toxicity (97 days) of thiacloprid with Oncorhynclius myk ’
static conditions ’

Time to Hatch: NOEC:

Hatchability (hatching success)

Post-hatch success (fry survival)

Growth (Length & Weight)

Morphological & Behavioral Effects
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Thiacloprid

02/2006

Section 7.4.3.4

Annex Point ITIA XIII 2.4

Effects on reproduction and growth rate with an
invertebrate species

Daphnia magna

Official

1 REFERENCE use only
1.1 Reference Heimbach, F. (1996a): Influence of YRC 2894 (techn.) on the ‘
reproduction rate of water fleas (Daphnia magna). Bayer AQ, Re
No. HBF/RDM 54, date: 1996-01-035.
PPP-Monograph Chapter: B.9.2 Effects on aquatic organis
Chronic toxicity - b) Aquatic invertebrates &
1.2 Data protection -
122 Companies with (D
letter of access
1.2.3  Criteria for data X
protection
2 GUIDELINES AND:
2.1 Guideline study Yes;
QECD guideline 202 and U gtiideline 72-4
22 GLP
2.3 Deviations X
X

6

eity of YRC 2894 (thiacloprid, purit)-b) to Daphnia

ssel)tom

24 hours) was assessed in a 21-day study conducted

) for each concentration and the control to monitor
nd growth. There were also three vessels (5

onitor survival. The daphnia were transferred to

Thé nominal concentrations tested were 0.10, 0.32, 0.56, 1.0, 1.8, 3.2,

“5:6 and 10 mg a.s./l. Mean measured concentrations were determined to
be 0.11, 0.33, 0.58, 1.05, 1.85, 3.30, 5.80 and 10 mg a.s./l based on
sampling on four occasions. The physical-chemical parameters
remained within the requirements of the protocols throughout the test
period. Results were based on mean measured concentrations.

4

RESULTS
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Section 7.4.3.4

Annex Point HIA XIII 2.4

Effects on reproduction and growth rate with an
invertebrate species

Daphnia magna

No mortalities occurred in the parental daphnia with the exceptionsgf

one mortality at 0.58 mg a.s./l. There was a significant effect (p = 0. 05)

on the sum of offspring per parent at 5.8 and 10.0 mg a.s./l. The:
numbers were 74.2% and 36.6% respectively relative to the, comml
There was also a significant effect on the number of offspnng
and the reproductive day at 5.8 and 10.0 mg a.s./1. lln valye
to the control were 76.6% and 40.7 % respectively. The daia 9110
that there was no significant difference in sex of emelg,gd‘mldgcs
between the control and the treatments.

There was a significant effect (p = 0.05) on bg
the concentrations from 1.05 to 10.0 mg a.s./I;
control and for the treatments 1.05, 1.85, 3.30
were as follows; 4.54 mm,4.33 mm, 4.02 mm
3.03 mm. There was also a significant eff
and 10.0 mg a.s./l. The dry weights wer
respectively, compared with the ¢t
parameters measured in the test are ¢

,m 3. 60 mm and
veight at 3.3, 5.80
0.29 mg

g. The NOECs for the
y Table 9.11.

The lowest NOEC is 0.58 mg
animals.

] he body length of parent

A summary of results.obta tudy is presented Table

AT 4 3 4-1.

5.1

5.1

Conclusion

Reliability

5 CONCLUSIO

The lowe 58 mg/l for body length of parent animals.
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Remarks

Table A7_4_3_4-1 Summary of NOECs for Daphnia magna in a 21-day static re’figwgl s: d3

Test organism

Daphnia magna

Findings/ Results

Parameters

Sum of
offspring/
parent

number of
offspring/
parent and
reproduction-
day

Highest tested conc. without toxic
effect (NOEC) mg a.s./|

‘:dif"’ weight of
arent

animals
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Section A7.4.3.5.1 Effects on sediment dwelling organisms (4)

Annex Point I11A, X111.3.4 Leachate water

Chironomus riparius (midge larvae)

Official

1 REFERENCE use only
1.1 Reference Heimbach, F. (1997¢ [Addendum I:1997]): Acute toxicity qf]eaci

water samples of lysimeter studies on YRC 2894 to larvae o
chironomus riparius. Bayer AG, Report No. HBF/CI1 15, date
26.

Addendum 1 10 PPP-Monagraph; Chapter: B.9.2 Efféets
organisms. B.9.2.1 Groundwater [Evaluation tabl i
on sediment dwelling organisms (Study 1)

1.2 Data protection
1.2.1 Data ownet

1.2.2 Companies with
letter of access

1.2.3  Criteria for data X
protection
2 GUIDELINES AND QUALITY ASSURANCE
2.1 Guideline study Yes;
OLCD guideline 202 ©
22 GLP E
2.3 Deviations - X
3 MATERIALS AND METHODS
urstatic study was undertaken with Chironomus riparius ([irst X

ar laryae) using leachate water samples of thiacloprid treated

a leachate water control and a control (Table

_1-1). These concentrations are comparable with those

the lysimeter study of Brumhard in 1998 (¢f. Study
umpary A7.2.3.2, 2™ for Year 2 that are summarised below in Table
'35 1-2. The slight differences in actual values can be

ccounted for by differences arising between annual averages from
individual samples and those front mixed samples. Table A7_4_3 5_1-2
therefore indicates the levels of Z5 and other thiacloprid metabolites
tested in the study. Each test solution was tested undiluted and in two
dilution steps (1:1 and 1:2 i.e. 37.5 ml sample material and 37.5 ml test
water and 25 mi sample material and 50 ml test water respectively). A
25 ml sample was used at each test concentration and the animals added
immediately after. There were 10 animals in each replicate and three
replicates per test concentration and in the control. The 100 ml beakers
were kept at 20 £ 1 °C and a 16:8 light-dark cycle at 1100 tux.
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Section A7.4.3.5.1

Annex Point 1A, XI11.3.4

Effects on sediment dwelling organisms (4)

Leachate water

Chironomus riparius (midge larvae)

4 RESULTS

The control mortalities were below 10% at both 24 and 48 hours:=No-

mortality higher than 3.3% and no signs of intoxication oceurred in any
of the treatments i.e. in the undiluted and diluted leachate water samples
or leachate control. It was considered that the leachate waterdidnot
affect the larvae, %

1%
—

5.1.1

Conclusion

Reliability

5 CONCLUSION

by Brumhard
rent water

Leachate water was obtained from the lysimter
(1998¢). Leachate did not affect the larvae of.{
organism tested, )
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Table A7_ 4.3 5 1-1 Details of lysimcter leachates (after application of thiacloprid) tested in the C.

riparius study

OFE-label

Lysimeter Other information Residue-equivalent-
concentration

sample |

21 Mixed sample collected
from May 1995 to May
1996

sample 2

22 Mixed sample collected
from May 1995 to May
1996

sample 3

21 Individual sample
collected April 26, 1996

sample 4

Leachate water sample of an untigat
control lysimeter collected Janyary
24, 1¢

Table A7_4_3_5_1-2

the leachate (all average concentration in ug/l
n-identified metabolites; peaks are individual
the average of both lysimeters). Information taken

Concentrations in leachate

M30 M34 75% M32 Unidentified

Year 2}
Peak

Annual

*values

identified.

Year 2

mean <

amended frém the draft assessment report to account for molecular weight o 275g/mole as Z5 is now
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Section A7.4.3.5.1 Effects on sediment dwelling organisms (1)

Annex Point ITTA, X111.3.4 Chironomus riparius (midge larvae, arthropod)

Official
1 REFERENCE use only
1.1 Reference Heimbach, F. (1996b): Influence of YRC 2894 (techn.) on devél
and emergence of larvae of Chironomus riparius in a water-sedim
system. Bayer AG, Report No. HBF/Ch 09, date: 1996-04-0
PPP-Monograph Chapter: B.9.2 Effect on aquatic organi
Chronic effects - ¢) Effects on sediment dwelling organis
1.2 Data protection -
letter of aceess
1.2.3  Criteria for data X
protection
2 GUIDELINES AN
2.1 Guideline study Yes;
German BBA method for pl
22 GLP
23 Deviations
3 METHODS
tudy was undertaken with Chironomus riparius X
%. There were 25 larvae (L1-larval stage)
ation. The test container was filled witha 2 em
ial sediment and 20 ¢m reconstituted overlying
st water/ special nutrient solution. The nominal initial
ns in the water fraction were 0.00032, 0.00056, 0.001,
032, 0.0056 and 0.010 mg a.s./l. The active substance was
beneath the water surface and gently mixed. The test
nt contained 69% sand, 10% peat, 20% kaolin and 1% calcium
ring the study, number, sex and time of emergence of emerged
midges were determined daily. The emergence rate of male and female
midges was pooled for the statistical analysis, as this effect was not
treatment related.
4 RESULTS
The analytical findings of the 1h sampling of the initial nominal test X

concentrations 0.00032, 0.0018 and 0.010 mg a.s./l were 83 to 113% of
nominal (on average 98.3%), therefore results were based on nominal
initial concentrations. The concentration ol active substance in the
water phase declined over the course of the study. On day 7 on average
64.5% and on day 28 on average 15.7% of the nominal initial values
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Section A7.4.3.5.1

Annex Point I11A, X111.3.4

Effects on sediment dwelling organisms (1)

Chironomus riparius (midge larvae, arthropod)

were found. The average amount of active substance in the pore water
alsa decreased over the course of the study. It was 3.4% of the nominal
applied amount at day 0, 1.3% on day 7 and 0.1% on day 28. Recorded
temperatures, pH values and oxygen levels were similar betweenithe
different the treatments and the control.

At test concentrations higher than 0.0018 mg a.s/I no adult midges -
emerged. The ECs, for emergence was determined to be 0,002
a.s./. At0.0018 mg a.s./l the day of first emergence
day 16 compared with the control (and lower cong

concentration response. A NOEC for this
the study author, however based on a del
reduction in the numbers emerged at
considered to be 0.001 mg a.s./1.

Iget e and a slight
/1 the NOEC was

5.1

S0l

Conclusion

Reliability

5 CONCLUSION
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Section A7.4.3.5.1

Annex Point I11A, XII1.3.4

Effects on sediment dwelling organisms (2)

Metabolite M02

Chironomus riparius (midge larvae)

.1 Reference

1.2 Data protection
1.2.1 Data owner

1.2.2  Companies with
letter of access
Criteria for data
protection

—y
[$%]
(98 )

Official
1 REFERENCE usc.only

development and emergence of larvae of Chirononmus riparit;
water-sediment system. Bayer AG, Report No. HBF/Ch 12,
02-26.

PPP-Monograph Chapter: B.9.2 Effect on aquati
Chronic toxicity - ¢) Effects on sediment dwellin
Study 3)

2.1 Guideline study

2.2 GLP

23 Deviations

GUIDELINES AND QUALITY ASSURANCE

otection products

S AND METHODS

tudy was undertaken with Chironomus riparius using X
h)‘ purity: -% at a nominal concentration

y olite/l. There were 25 larvae (L1-larval stage) at the

t concentration and in the control and solvent control. The test

contained a 2 cm high layer of an artificial sediment and 20
eonstituted overlying water = 2.65 | test water/ special nutrient

n. The metabolite was introduced beneath the water surface and

ently mixed. The test sediment contained 69% sand, 10% peat, 20%

kaolin and 1% calcium carbonate.

The concentration of M02 was analysed three times on days 0, 8 and 28.

4 RESULTS

The concentrations in the overlying water declined throughout the
course of the study. At 1 hour they were 120% of nominal, 78.4% on
day 8 and 49.4% on day 28. A slight increase in the level in the pore
water occurred. On day 0 the concentration in the pore water was below
the detection limit of 0.01 mg metabolite/l. At day 8 the pore water
concentration was increased to 0.68% of the applied nominal and
remained at this level until day 28 (0.71% of nominal).
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Section A7.4.3.5.1 Effects on sediment dwelling organisms (2)
Annex Point I11A, X111.3.4 Metabolite M02

Chironomus riparins (midge larvae)

The % emergence of midges in the control fulfilled the guideline
requirements: 91%. In this study no statistically significant differenc
in numbers of emerged midges was observed. The number of emergé
midges and the development rate were not influenced at the'test:
concentration of 0.1 mg metabolite/l. Also the day of first emergence, -
was not postponed. There was also no influence on the nm}l‘f”:‘eréibf
emerged midges per sex. [t was therefore concluded that th 8]
0.1 mg/l M02, the highest concentration tested, BCs, )
MO02 is greater than 0.1 mg/l. ‘

5 CONCLUSION

5.1 Conclusion Only one test concentration tested (0.1 mg/L):
MO02 was found in leachate in the lysimetef.study

abolite M02, as no X
runmbhard (1998c).

5.1.1  Reliability |
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Section A7.4.3.5.1

Annex Point 1TIA| X111.3.4

Effects on sediment dwelling organisms (3)

Metabolite M30

Chironomus riparius (midge larvae)

Official
I REFERENCE use only
1.1 OReference Daorgerloh, M. and Sommer, H. (2002): Influence of thiacloprid-sul
acid Na-salt on development and emergence of larvae of Chiigi
riparius in a water-sediment system. Bayer AG, Report No. DOM
22022, date: 2002-03-20.
Addendum I to PPP-Monograply; Chapter: B.9.4 Metabo
2894-amide; KKO 2254) and M30 (YRC 2894 sulfonic a¢
salt; WAK 6999). B.9.4.1 Effects on sediment dwelling orga
1.2 Data protection
1.2.1 Data owner
1.2.2  Companies with
letter of access
1.2.3  Criteria for data X
protection
2 GUIDELIN Y ASSURANCE
2.1 Guideline study Yes;
German BBA methéd forpl olection products and OECD guideline
219.
2.2 GLP
2.3 Deviations
ERTALS AND METHODS
tudy was undertaken with Chironomus riparius using X

b. There were 20 larvae (L1-larval stage) in each test

" The metabolite was introduced beneath the water surface and
rently mixed, The test sediment contained 74% sand, 5% peat, 20%
kaolin and 1% calcium carbonate.

Analytical sampling was undertaken on three occasions (1 hour, 7 and 28

days after application). The analytical results for the test concentrations

of 10, 32 and 100 mg metabolite/l were 86.3 to 90.6% at | hour after X
application. The concentration of the active substance in the overlying

water declined negligibly during the course of the study. On day 7 the test
concentrations were 75.6 — 83% of nominals and on day 28 were 73.9 -

74.8%. Concentrations in pore water were low throughout the study

being 1% on day 0, 4.2% on day 7 and 5.3% on day 28. Recorded

temperatures, pH values and oxygen levels were similar between the

different the treatments and the control.

During the study, number, sex and time of emergence of emerged
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Section A7.4.3.5.1

Annex Point I11A, XII1.3.4

Effects on sediment dwelling organisms (3)

Metabolite M30

Chironomus riparius (inidge larvae)

midges were determined daily.

4 RESULTS

The emergence rate of male and female midges was pooled forithe..
statistical analysis, as this effect was not treatment related, The "%
percentage emergence of. midges in the-controls. figlfilied th guidgli‘ric
requirements and for the concentrations of 10 to tabolite X
emergence was between 82 10 95%. The start of em ‘géhce; was on day
sontrols:Mean

treatment related.

Statistical analysis also show
(sum of male and female) did n
concentrations. Simils
the control and test co

The results, based ofznominal:goncentrations, are shown in Table

A7 4 3.5 I-1.

.1

o

5.1.1

Conelusion

Reliability *

wm

The metabolite M30 is less sensitive than thiacloprid (28d-EC;, > X
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Table A7_4 3_5_1-1 NOEC and ECI5 for emergence ratio and development rate for MSO‘;,’;V

NOEC *)

(mg pure metabolite/l)

ECs
(mg pure metabolite/l)

Emergence ratio
(polled sex)

Development rate
(polled sex)

*) Dunnett-test, p = 0.05
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Section A7.4,3.5.2

Annex Point IT11A, XI{1.3.4

Aquatic plant toxicity

Lemna gibba

Official
use only

1 REFERENCE ;
Dorgerloh, M. (1996): YRC 2894 - toxicity (15 days) to Le/)1t1(ifigjbb

1.1 Reference
(3. Bayer AG, Report No. DOM 95085, date: 1996-03-01
PPP-Monograph Chapter: B.9.2 Effects on aquatic organisi
Acute toxicity (Table 9.7 _Study 7)
1.2 Data protection -
letter of access
1.2.3  Criteria for data X
protection
2 GUIDELINES AND QU LITY ASSURANCE
2.1 Guideline study Yes;
US-EPA guideline 123-2
22 GLP E
2.3 Deviations -
3 MATE
The acute toxici iacloprid (purity - %) to the aquatic plant X
Lemna gibbg wa or 15 days under static conditions to the mean
measured concentratipns of 2,98; 6.05; 12.3; 25.7; 46.8 and
ased on measured concentration for thiacloprid the 15d-EC5y was X
aeported to be above to the highest tested concentration 95.4 mg/l. There
as 32% growth inhibition (based on frond number) at this test level.
n effective ECso of 142 mg a.s./1 was proposed as a ‘rough estimate’
;. by the study author, although this is outside the range of test
concentrations.
The NOEC was 46.8 mg test substance/L. The recovery rates found in
the analytics were between 96.7-106.2 %.
5 CONCLUSION
5.1.1  Reliability i
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Section A7.5 Use of terrestrial eco-toxicity test data from products
Annex Point HIIA12.3 (e.g. SC 480) in the scope of the biocidal active dossier

Official
use only

JUSTIFICATION FOR NON-SUBMISSION OF DATA

Other existing data [X] Technically not feasible | | Scientifically unjustified | ]

Limited exposure |[...] Other justification |X]

Detailed justification: Because the data on terrestrial toxicity of thiacloprid i

dossier submitted under the Council Directive 98/8/EC
derived from the data submitted under Council Directi
91/414/EEC, some of the data for thiacloprid are rel

"Terrestrial Eco~tox1cology Under Coungil Di
91/414/EEC” from 17" of October 2002 S
2 final) it is stated in chapter 2.4 that: "cef

micro-flora",

Studies on earthworm repr

of the dossier) a significant influence
ents on the terrestrial toxicity of

Undertaking of intended
data submission "
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Section A7.5.1.1 Inhibition to microbial activity (terrestrial) (2)
Annex Point ITEA, X111 3.3

Official
1 REFERENCE use only

1.1 Reference Anderson, J.P.E. (1995d): Influence of YRC 2894 on microbi
mineralization of nitrogen in soils. Bayer AG, Report No. AJO/ 5
date: 1995-09-14, revised 1999-02-10.
PPP-Monograph Chapter: B.9.8 Effects on soil non-t
organisms, B.9.8.1 Toxicity ( Study 2)

1.2 Data protection
1.2.1  Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

GUIDELINES AND QUA:

2.1 Guideline study Yes;
German BBA method Part V1 y IS 1036-6

22 GLP

2.3 Deviations

METHODS
ue }Eoflechnical YRC 2894 (thiacloprid, purity X

dppll(,allon rates were equnvalent lo 0.188 and

~ a (= | x and 10 x field rate). The soils were amended with
cerne meal {5000 mg/kg dw soil). Ammonium, nitrite, and
concentrations were measured.

RESULTS

RC 2894 had no influence on the turnover of nitrogen.

During the 28-day experiments, thiacloprid had no influence on soil
© respiration after addition of lucerne meal to a silty sand or silt soil X
(Table A7_5_1_1-1).

5 CONCLUSION

5.1 Up to 1.875 kg ai/ha should have no negative influence on the turnover X
of nitrogen in soils.

5.1.1  Reliability |
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Table A7 5 1t 1-1 Effects of thiacloprid on non-target soil micro-organisms

Test object Soil Micro-organisms
N-Cycle (silty sand soil)

Exposure 28 days

mg/kg dry weight soil 0.26
kg/ha 0.188
(equivalent)

Final Result -
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Section A7.5.1.2

Annex Point ITIA XIH 3.2

Acute toxicity test to earthworms or other soil non-
target organisms (1)

Eisenia fetida Andrei (earthworm)

Official
use only

1 REFERENCE

1.1 Reference Heimbach, F. (1994): Toxicity of YRC 2894 (techn.) to earthworn
(Eisenia fetida). Bayer AG, Report No. HBF/Rg 193, date: 41994
PPP-Monograph Chapter: B.9.6 Effects on earthworms. B
- active substance
1.2 Data protection
1.2.1 Data owner
1.2.2  Companies with
letter of access
1.2.3  Criteria for data X
protection
2 GUIDELINES AND Q
2.1 Guideline study Yes;
OECD guideline 207
22 GLP B
23 Deviations -
X

oncentrations of 1.0, 3.2, 10, 18, 32, 56, 100, 178, 316
.s./kg dry weight substrate. There was also an untreated
Aortality and weight alterations were recorded. Measured
tent of the test soil was 25% at the start and 33% at the end of
exposure period.

RESULTS

The 3% mortality at 32 mg a.s./kg soil was below 10% (which was
regarded as the limit for natural mortality) and was not considered to be
significant. The LCs, was 105 (95% C.L. 90 - 122) mg a.s./kg soil. The
NOEC was 1.0 mg a.s./kg soil, based on statistically significant effect
on weight change at 3.2 mg a.s./kg soil.

Data recorded at each tested concentration are listed in Table
A7 51 2-1.
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Section A7.5.1,2

Annex Point ITTA XIi1 3.2

Acute toxicity test to earthworms or other soil non-
target organisms (1)

Eisenia fetida Andrei (earthworm)

5.1

5.1.1

Conclusion

Reliability

CONCLUSION

The concentrations studied are nominal values, since a
measurements of the substrate are not specified in the test gu
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| Evé;lu:aﬁ'on by “Com‘peiei’lt Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE
Date 14/11/06

Materials and Methods

Results and discussion

Conclusion

Reliability
Acceptability

Remarks

Date
Materials and. M

ate of comments submitted

ccuss additional relevant discrepancies referring to the (sub)heading numbers
and 1o applicant's summary and conclusion.

Discuss if deviating from view of rapportenr member state

Results and discy Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapportenr member state
Reliahility - Discuss if deviating from view of rapporteur member state
Acceptability Discuss if deviating from view of rapporteur member state

Remarks
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Table A7_5_1_2-1 Results of an acute toxicity study on earthworms for technical YRC.289
(thiacloprid)

Concentration (mg a.s./ kg dry Mean Mean weight alteration o
weight of soil) mortality 14 days exposure (%)

Contro}
1.0
3.2
10
18
32
56
100
178
316
1000

ey

* weights of control and the test concentr significantly (P=0.05)
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Section A7.5.1.2

Annex Point ITTA XIII 3.2

Acute toxicity test to earthworms or other soil non-
target organisms (2)

Eisenia fetida Andrei (earthworm})

Official

1 REFERENCE use only

1.1 Reference Heimbach, F. (1995¢): Toxicity of YRC 2894 SC 480 to earthwo
(Eisenia fetida). Bayer AG, Report No.: HBF/Rg 214, date:]
PPP-Monograph Chapter: B.9.6 Effects on earthworms. B.
- plant protection product (Study 1)
1.2 Data protection
1.2.1  Data owner
1.2.2  Companies with
letter of access
1.2.3  Criteria for data X
protection
2 GUIDELINES AND Q
2.1 Guideline study Yes;
QECD guideline 207
2.2 GLP
23 Deviations
dy on ‘YRC 2894 SC 480 (purity: X

centrations of 0.32, 1.0, 3.2, 10, 18, 32, 56, 100, 178 and 316
: dry weight substrate. There was also an untreated control.

RESULTS

Results are presented in Table A7_5_1_2-1.

The LCsq was 51 (95% C.L. 46 - 56) mg a.s./kg soil. The NOEC was
0.32 mg a.s./kg soil, based on statistically significant effect on weight
change at 1.0 mg a.s./kg soil.
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Section A7.5.1.2 Acute toxicity test to earthworms or other soil non-
Annex Point INIA X111 3.2 target organisms (2)

Eisenia fetida Andrei (earthworm)

5 CONCLUSION

5.1 Conclusion The test substance is a thiacloprid-containin

5.1.1  Reliability
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Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE
Date 14/11/06

Materials and Methods

Results and discussion

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ...
Date date of comments submitted

cuss additional relevant discrepancies referring to the (sub)heading numbers
to applicant’s summary and conclusion.
Discuss if deviating from view of rapporteur member state

Materials and Met

Results and Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating firom view of rapporteur member state

Remarks
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Table A7_5_1_2-1 Resuits of an acute toxicity study on earthworms for ‘YRC 2894 SC 480°

Concentration (mg a.s./ kg dry Mean Mean weight alteration of the survivors after
weight of soil) mortality 14 days exposure (%) )

Control
0.32
1.0
3.2
10
18
32
56
100
178
316

* weights of control and the test concentration do diffe
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Section A7.5.1.2

Annex Point TIHA X111 3.2

Acute toxicity test to earthworms or other soil non-
target organisms (3)

Metabolite M02

Eisenia fetida (earthworm})

Official

1 REFERENCE use only
1.1 Reference Heimbach, F. (1998): Acute toxicity of KKO 2254 (YRC 2!
Metabolite) to earthworms (Eisenia fetida). Bayer AG, Rep
HBF/RG 276, date: 1998-07-15.
Addendum I to PPP-Monograph; Chapter: B.9.4
2894-amide; KKO 2254) and M30 (YRC 2894 st n salt;
WAK 6999). B.9.4.2 Effecis on earthworms -M02.
1.2 Data protection
1.2.1  Data owner
1.2.2  Companies with
letter of access
1.2.3  Criteria for data X
protection
2 GUIDELINES AN TY ASSURANCE
2.1 Guideline study Yes;
OECD guideline 20
22 GLP B
23 Deviations -
3
toxicity test was undertaken with M02, purity: - %. X

tida (4 x 10 animals per concentration) were exposed in

acetate was used as the reference substance.

RESULTS

Mortality in the control was <10%. The LCs, was within the
concentration range normally determined in international ring studies.
Related to weight alterations and symptoms, the no-observed-eftect-
concentration (NOEC) was <1000 mg test substance/kg dry weight soil,
the lowest-observed-effect-concentration (LOEC) was 1000 mg test
substance/kg dry weight soil.

Results are shown in Table A7_5_1_2-1.
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Section A7.5.1.2

Annex Point IT1A X111 3.2

Acute toxicity test to earthworms or other soil non-
target organisms (3)

Metabolite M02

Eisenia fetida (earthworm)

5.1

5.1.1

Conclusion

Reliability

CONCLUSION

The concentrations studied are nominal values, since &
measurements of the substrate are not specified in ll
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Evaluation by Competent Authorities

Use separate "evaluation boxes” to provide transparency as to the
comments and views submitted

Date
Materials and Methods

Results and discussion

Conclusion

Reliability
Acceptability

Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE
14/11/06

Date
Materials and Metho

Results and disciiss

Conclusion
Reliability
Acceptabilit

itional relevant discrepancies referring to the (sub)heading numbers
icant’s summary and conclusion.

ss if deviating from view of rapporteur member state
cuss if deviating from view of rapporteur member state
Discuss If deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Table A7_5_1_2-1 Toxicity of M02 to earthworms after 14 days

Test substance M02

Test object Eisenia fetida
Exposure 14d

LCs (mg/kg dry weight soil) -
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Section A7.5.1.2 Acute toxicity test to earthworms or other soil non-
Annex Point ITTIA XII13.2  target organisms (4)
Metabolite M30

Eisenia fetida (earthworm)

Official
< use only

1 REFERENCE

1.1 Reference Lechelt-Kunze, C. (2002): Acute toxicity of thiacloprid-sulfo
Na-salt to earthworms (Eisenia fetida). Bayer AG, Report
397/02, date: 2002-02-27.

Addendum 1 to PPP-Monograph; Chapter: B.9.4. 4
2894-amide; KKO 2254) and M30 (YRC 2894 sulf,
WAK 6999). B.9.4.2 Effects on earthworms - M30.

1.2 Data protection
1.2.1 Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2 GUIDELINES AN 1ITY ASSURANCE
2.1 Guideline study Yes;

OECD guideline 207

22 GLP ]
23 Deviations -

RIALS AND METHODS

cte toxicity test was undertaken with M30, purity: - %. X
t Eisenia fetida (4 x 10 animals per concentration) were exposed in

ificial soil (10% peat) for 14 days to the concentrations of 10, 32,

6 and 1000 mg test substance / kg dry weight soil (nominal

trations). One control and one reference substance where also run

in parallel. Chloroacetate was used as the reference substance.

4 RESULTS

Mortality in the control was <10%. The LC;, was within the
concentration range normally determined in international ring studies.
Related to weight alterations and symptoms, the no-observed-effect-
concentration (NOEC) was 32 mg test substance/kg dry weight soil, the
lowest-observed-effect-concentration (LOEC) was 100 mg test
substance/kg dry weight soil.

Results are shown in Table A7_5_1_2-1.

Page 1
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Section A7.5.1,2

Annex Point ITTIA XIII 3.2

Acute toxicity test to earthworms or other soil non-
target organisms (4)

Metabolite M30

Eisenia fetida (earthworm)

5.1

5.1.1

Conclusion

Reliability

CONCLUSION

. The concentrations studied are nominal values,

since 2
measurements of the substrate are not specified in '

te!
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Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE
Date 14/11/06

Materials and Methods

Results and discussion

Conclusion

Reliability
Acceptability

Remarks

Date
Materials and Methods

Results and discu if deviating from view of rapporteur member state

Conclusion if deviating from view of rapporteur member state
Reliability Discuss if deviating from view of rapportenr member state

Acceptabi Discuss if deviating from view of rapporteur member state

Rem
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Table A7_5_1_2-1 Toxicity of M30 to earthworms after 14 days
Test substance M30
Test object Eisenia fetida
Exposure 14d
LCsy (mg/kg dry weight soil)
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Thiacloprid 02/2006

Section A7.5.1.3

Annex Point 1ITA, XII1 3.4

Acute toxicity to terrestrial plants (1)

Brassica napuss, Avena sativa, Glycine nax

1.1

1.2
1.2.1
1.2.2

1.23

2.1

2.2
23

3.1

3.1.1
3.1.2
3.1.3
3.14

3.1.6
3.2

33

3.3.1

34

Reference

Data protection
Data owner

Companies with
letter of access

Criteria for data
protection

Guideline study

GLP

Deviations

Test material

Lot/Batch number

Specification
Purity

Composition &
Product

substance

Method of analysis

for reference
substance

Testing procedure

Official
use only

| REFERENCE

GroBmann, A. and Meinerling M. (2005): Effects of thiacloprid ¢
terrestrial (non-target) plants: Seedling Emergence and Seedlin
Test (Dose Response Test). Report No. 23251084, Sponsore
LANXESS Deutschland GmbH. Test facility: IBACON GmbH
2005-07-20.

Not included in the PPP-Monograph. Test was performe,
requirement of the biocide products directive.

X
2 GUIDELINES AND QLA
Yes;
Based on OECD guidi
H X

:e;‘ solubility of thiacloprid: about 0.185 g/ at 20°C (Krohn, 1996)

Not applicable since water solubility of thiacloprid is about 0.185 g/l
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Thiacloprid 02/2006

Section A7.5.1.3

Annex Point IIIA, XIII 3.4

Acute toxicity to terrestrial plants (1)

Brassica napuss, Avena sativa, Glycine max

34.1
3.4.2

343

3.44
34.5
346

347

3.4.8

34.9
34.10

4.1

4.1.1

Dilution water

Test plants

Test system

Test conditions
Test duration

Test parameter

Sampling

Method of analysis
of the plant material

Quality control

Statistics

Applied initial
concentration

Not applicable, no dilution with water

Brassica napa, Glycine max, Avena sativa.
See Table A7_5_1_3-3 for delails
See Table A7_5_1_3-4;

After application of the test substance into the soil, pots we
the soil and sown into the contaminated soil

See Table A7 5_1 3.5

Exposure time: 21 days after application

Fresh welght germination, mortality, visual p ytoto
necrosis, abnormal growth),

See Tables A7_5_1_3-4 and A7 5 1 3-5

Visual phytotoxicity ratings: Days 7, 1
Growth stages (BBCH): Day 21 :
Fresh weight: Day 21;
Number of seedlings (germinatic
Mortality: Number of living and

and 21;
§ was recorded on day 21;

iof the test; additionally,
orded after 7 and 14 days.

_5_1_3-5 for details.

All paramelers were x“ecord
germination and phytdl

See also Tables A7 5

Not applicable

Yes (Test was p ccording to GLP by certified laboratory)

'obit-analysis)‘
or the mortality and germination data Fischer’s Exact-Test was used.

he computer programs used 1o perform the statistical analyses were
Rat”™, SPIiRiT Solutions (2005), Version 2.09.

The significance level for all test was 0.05. The decision on weight

(one-side, two-side) was made dependent on the data.

4 RESULTS

The dosages of the test substance were:
4.1,10.2, 25.6, 32.6, 45.7, 64.0, 89.6, 125.4, 160.0, 400.0, 1000.0 mg/kg
soil dw

The concentrations to be tested were derived according to the range
finding test.

Brassica napus: 4.1, 10.2, 25.6, 64,0, 160 mg/kg soil dw
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Section A7.5.1.3 Acute toxicity to terrestrial plants (1)

Annex Point II1A, X111 3.4  Brassica napuss, Avena sativa, Glycine max

Avena sativa: 32.6 to 125.4 mg/kg soil dw X
Glycine Max: 32.6, 45.7, 64.0, 89.6, 125.4 mg/kg soil dw

4.1.2  Phytotoxicity rating See Table A7_5_1_3-6b

Phytotoxicity effect, observed on all plant species, were chlorosis
necrosis and growth reduction. Growth stages were reduced
test substance/kg soil.

4.1.3  Plant height Not described
4,14  Plantdry weights  For fresh weights see Table A7_5_1_3-6a.

EC50 values of 51,30 and 83.34 mg a.i./kg soj
4,1.5 Rootdry weights Not described

4.1.6  Root length Not described
4.1.7 Number of dead See Table A7_5_1_3-6a
plants

lity was Brassica napus
soil and above (2.7 % and
lity was observed

Most sensitive species for the p
which showed mortality from é:
5.4 %). For the other species

4.1.8  Effect data See Table A7_5_1_3
weight)

ed on results of the fresh

4.1.9  Concentration / No plot of concentration urve given in report.

response curve
4.1.10 Other effects None
4.2 Results of controls
4.2.1 Number/ 6a and A7_5_1_3-6b

percentage of plants
showing adverse
effects

reference
substs

43.1
43.2

5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and Test according to OECD Guideline 208 (Proposal for Updating
methods Guideline 208, Draft Document, July 2000): Seedling Emergence and

Seedling Growth Test.

Test was performed for 21 days in a growth chamber under controlled
test conditions with three plant species: Brassica napa, Glycine max,
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Section A7.5.1.3 Acute toxicity to terrestrial plants (1)

Annex Point 1A, X111 3.4 Brassica napuss, Avena sativa, Glycine max

Avena sativa.

Effective concentrations were calculated based on fresh weight.

5.2 Results and

discussion

52,1  ECy Not described

522 ECj, Based on fresh weight:
Brassica napa: ECsy = 27.67 (24.19-32.25) mg a.i
Avena sativa: ECsy = 51.30 (38.43-64.80) mg a.i
Glycine max: ECso = 83.34 (0.07-603.17) mg a.i./k

523  ECy Not described

5.3 Conclusion There is a clear dose-response relationship for a
The test can be considered valid, as the mi nation rate of the
control seeds was 70 % and the controls growth. There
were no visible phototoxic effects+

53.1  Reliability |

5.3.2  Deficiencies .
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ation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date
Materials and Methods

Results and discussion

EVALUATION BY RAPPORTEUR MEMBER STATE

10/11/06

Conclusi
Reliability
Acceptability

Remarks

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ... (specify)
Date date of comments submitted

and to applicant’s summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapportenr nmember state

Discuss additional relevant discrepancies referring to the (sub)heading numbers
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Table A7_5_1_3-1: Preparation of TS solution for poorly soluble or volatile test substances
Criteria Details
Dispersion Not applicable since water solubility of thiacloprid is

about 0.185 g/l at 20°C (Krohn, 1996)

Vehicle Not applicable since water solubility of thi
about 0.185 g/l at 20°C (Krohn, 1996).

Concentration of vehicle -

Vehicle control performed -

Other procedures -

Table A7_5_1_3-2: Dilution water

Criteria Details

Source Not applicabl ution with water

Alkalinity / Salinity

Hardness

pH

Oxygen content

Conductance

Holding water different from dilution water

Table A7_5_1_3-3;

Common name Source (sced/plant)
Dicotyledonae Oilseed Rape Source not
mentioned in report
Glycine max Soybean P
Monocotyled Avena sativa Oat Source not

mentioned in report
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Table A7_5_1_3-4: Test system

Criteria Details

Test type Test was performed in a growth chamber under
controlled test conditions.
Parameters measured were fresh weight, geéumination,
mortality, phytotoxicity and growth stage

Container type Commercial plastic flower pots

Size of pots: 12 cm diameter for Ave]
diameter for Brassica napa and Gl

Seed germination potential

Germination rate in the stu

Brassictr napa: 95 ’%,
Glycine max: 100 %,
Avena sativa: 95 % 4

Identification of the plant species

Each test unit was uni identified with at least

study number, trea

Number of replicates

Numbers of plants per replicate per dose

Date of planting

Plant density

t Brassica napa and Glycine max

Date of test substance application

High of plants at application

Date of phytotoxicity rating or harves

al starting date: 2005-04-22

Visual phytotoxicity ratings (e.g. chlorosis, necrosis,
abnormal growth): Days 7, 14 and 21

- Fresh weight: at the end of the test (Day 21)
- Germination: Days 7, 14 and 21
- Mortality: at the end of the test (Day 21)

- Growth stages: Were reported according to BBCH-
Monograph-Growth stages: at day 21

Experimental completion date: 2005-05-13

2005-04-27 (analytical verification of the stock
solution: 80 % recovery)
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Table A7_5 1_3.5; Test conditions

Criteria Details

Test type Terrestrial plants, seedling emergence and seedling

growth test according to OECD guideline 208

Method of application

The test substance was mixed with fine qu"%‘ and

Application levels

400.0, 1000.0 mg/kg soil

Brassica napus: 4.1
dw

Avena sativa: 32.6 to
Glycine Max: 32.64

Dose rates

Substrate characteristics

Watering of the plants

ze: All particles smaller than 0.2 mm;
arbon (%): 1.02 + 0.2 %,
302

er sowing the pots were placed saucers and watered.

Bottom watering (through saucers) was done where
necessary after a daily spot check.

Temperature

The test plants were grown at 24.4 °C (range 22.7-
26.9 °C) during daytime and 18 °C (range 17.1-19.7 °C)
at night.

Thermoperiod

See above

Light regime

Light regime: 16 hours light : 8 hours dark;
Light intensity: 8326 (5130-13540) lux

Relative h

Day: 54.6 % (range 38.8-66.0 %);
Night 75.6 % (range 47.2-86.6 %)

w in}_d vola;xlg

Not mentioned in report

Page 8



LANXESS Deutschland GmbH

Thiacloprid 02/2006

Table A7_5_1_3-5:

Test conditions (continued)

Criteria

Details

Observation periods and duration of test

- Visual phytotoxicity ratings (e.g. chlorosis, necrosis,
abnormal growth): Days 7, 14 and 21

- Fresh weight: at the end of the test (Day
- Germination: Days 7, 14 and 21
- Mortality: at the end of the test (Day 2

- Growth stages: Were reported accq
Monograph-Growth stages: at day 2]

Test duration: 21 days

Pest control

Not applicable

Any other treatments and procedures

Fertilizer was given one 10° er week:
1 g/t Flory 9 Hydro (F E Fetrilon
(Compo)
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02/2006

Table A7_5_1_3-6a:

Effective phytotoxicity after test termination (Part 1)

Germination Mortality

Fresh weight

Species

Treatment
Group*

(%) (%) Sp##

Effect

L2

(%)

Statistics

]
o
<«
W
ok
ol
&=
Tt
W
I

Brassica
napus

Control

4.1

10.2

25.6

64

160

Avena
sativa

Control

32.6

45.7

64

89.6

125.4

Glycine
max

Control

1

25.6

64

160

400

e o
11 e

1000

* : Nominal test subst
** : Standard Deviatio
*#% . negative values

s.  :significant
n.s. :not significant
Test, a = 0.05 (n.s. = not significant)

1 : Multiple ¢
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Thiacloprid

Table A7_5_1_3-6b:

Effective phytotoxicity after test termination (Part 2)

Phytotoxicity (%)

Species

Treatment
Group*

Day 7

Day 14

Day 21

Growth Stage (BBCH) 7

Brassica napus

Control

J

4.1

10.2

25.6

64

160

Avena sativa

Control

32.6

45.7

64

89.6

125.4

Glycine max

Control

25.6

64

160

400

1000

* : Nominal test substance co
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LANXESS Deutschland GmbH Thiacloprid

Table A7_5_1_3-7: Summary of effect concentrations (based on fresh weight)

NOEC LOEC Statistical ECsy Statistical

Species | Confidence limit (c.l.) (mg a.i./kg soil) Analysis (mg a.i./kg soil) Analysis
Brassica - - 1
napus lower 95 % c.l.

upper 95 % c.l.

2
Avena - -
sativa lower 95 % c.l.

upper 95 % c.l.

2
Glycine - .
nax lower 95 % c.1.

upper 95 % c.l.

2
1 : Multiple comparison Dunnett Test, a = 0.05

2 :Probit Analysis
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A75.2.1 Reproduction study with other soil non-target macro-
Annex Point TTTA XII1 3.2 organisms N
Field study
Official
1 REFERENCE use only
1.1 Reference Heimbach, F. (1997d [Monograph: 19975b]): Etfects of YRC S

the earthworm fauna of a grassland area. Bayer AG, ReportNo
HBF/RgF 40, date: 1997-05-13.

PPP-Monograph Chapter: B.9.6 Effects on earthworms. B
- plant protection product (Study 3)

12 Data protection

1.2.1 Data owner

1.22  Companies with
letter of access

1.2.3  Criteria for data X
protection

2 GUIDELINES AN
21 Guideline study Yes;

1SO draft guidetine CD 112 i BBA guideline Part VI 2-3
22 GLP B '
2.3 Deviations

ffect of ‘YRC 2894 SC 480 (purity: X

ere made to a grassland area (in Monheim, Germany)
arthworm fauna. There were 4 plots (of 10 m x 10 m)
rate, which were 300 g (=125 g a.s.) and 600 g (=250 g
t/ha (in 600 | water/ha). The product was applied twice (first:

terval. There were also 4 plots for a reference substance
rromyl) which was applied once on 9™ May, and there were also 4
“Antreated control plots. The earthworm abundances were determined
(using formalin extraction) 7 weeks after the first application (26-30‘h
June), at the end of the season in autumn 1995 (23-30" October), and
again in spring 1996 (15-1 9™ April) approximately one year after
application.

The earthworm abundance was high: up to 329 earthworms/m’ had been
sampled in autumn 1995. Six different species were identified: the
tanylobous species Lumbricus terrestris, L. rubellus and L. castaneus,
the epilobous species Aporrectodea caliginosa, Allolobophora
chlorotica and Aporrectodea longa.
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A7.5.2.1 Reproduction study with other soil non-target macro-
Annex Point IHA X1113.2  organisms (1)

Field study

4 RESULTS

Neither application rate caused a statistically significant ir
reduction in earthworm numbers or biomass 7 weeks after t
application. This was with the exception of a significant red
adult L. castaneus (p=0.05). This was not dose related
explained by natural variations in populations. Similar

biomass of L. terrestris was significantly reduced
application rate, whereas the number of othef:
higher than in the control plots. The higher a
show any significant effect at this time as wel
spring, neither for adults or juvenile earthwg
for the sum of adults and juveniles. The #

tthe following
imbers or biomass nor

However, at the higher applicatio
ferrestris in the treated plots th

The reference substance (ben ticed-earthworm abundance by
approximately 70%, 7 weeks

Considering the var
was concluded that th
were not negatively a

ted that earthworm populations
er application rate of “YRC 2894 SC

5.1

5.1.1

Conclusion

Reliability
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Section A7.5.2.1 Reproduction study with other soil non-target macro-
Annex Point INIA X111 3.2 organisms (2)

Eisenia fetida

Official
use only

1 REFERENCE

1.1 Reference Heimbach, F. (1995e [Monograph: 19954]): Influence of YRC 89
480 on the reproduction of earthworms (Eisenia fetida). Bay
Report No.: HBF/Rg 212, date: 1995-04-06.

PPP-Monograph Chapter: B.9.6 Effects on earthworms. B.
- plant protection product (Study 2)

1.2 Data protection
1.2.1  Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data X
protection

2 GUIDELINES AND:
2.1 Guideline study Yes;

1SO/DIS 11268-2; German deline Part V1, 2-2
2.2 GLP
23 Deviations

n the effects of “YRC 2894 SC 480’ (purity: X

s'(1o soil surface, without soil mixing) of 62.5, 125, 250, 625
a.s./ha applied with 800 1 water/ha. Mortalities and body

he adults were recorded on day 28. Number of offspring and
s of offspring were noted on day 56. Measured water content of

RESULTS

There was no mortality of adults at any test level. There was a moderate X
reduction of body weight at exposure levels from 62.5 to 250 g as/ha.

At the higher exposure levels body weight was more severely reduced.
Reproduction rate was statistically significantly reduced at all exposure

levels. Total biomass of offspring was statistically significantly reduced

at the two highest application rates compared with the control. The

NOEC was <62.5g a.s./ha (the lowest test level).

Results are presented in Table A7_5_1_2-1.
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Section A7.5.2.1
Annex Point TTTIA X111 3.2

Reproduction study with other soil non-target macro-
organisms (2)

Eisenia fetida

5.1 Conclusion

5.1.1  Reliability

5 CONCLUSION
The test substance is a thiacloprid-containing plant protection prod

a NOEC for sublethal effects could not be determined as the
concentration tested.
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Table A7_5_1_2-1 Results of a reproduction study on earthworms using ‘YR(
Test species Eisenia fetida (adults)
Exposure
Test formulation control

Application rate (g a.s./ha) - 1250

Adults: Mortality

Mean weight alteration after 28d relative
to starting weight

Offspring: Mean number per adult after
56 days

Percentage number of juvenile worms
compared with the control.

Mean total weight of offspring per ad

* statistically significant compared with t
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Section A7.5.2.1

Annex Point TITA XIII 3.2

Reproduction study with other soil non-target macro-
organisms (4)

Metabolite M02
Folsomia candida (Collembola, arthropod)

Official
use only

1 REFERENCE

Nienstedt, K. M.(2001): Reproduction toxicity exposing Fols
candida to YRC 2894-amide. Spingborn Lab., Horn, Switz

1.1 Reference
AG, Report No. 1022.019.641, date: 2001-08-21.
Addendum 1 to PPP-Monograph; Chapter: B.9.4 §
2894-amide; KKO 2254) and M30 (YRC 2894 sulf
WAK 6999). B.9.4.3 Effects on soil non-target.maci
1.2 Data protection
1.2.1  Data owner
1.2.2  Companies with
letter of access
1.2.3  Criteria for data
protection
2.1 Guideline study
2.2 GLP
23 Deviations

ERIALS AND METHODS

with Folsomia candida was undertaken with the
MO02 purily- The metabolite was dissolved in acetone

oxicsstandard was Betanal/kg. A total of 10 Folsomia candida (10 - 12
aysold) per replicate (5) were exposed to 1, 10, and 100 mg test
tem/kg artificial soil at 20°C % 2°C and 16 hour light to 8 hour dark cycle
with 400-800 Lux. Mortality and reproduction were determined after 28

~ days.

4 RESULTS

In a reference test with the toxic standard, the number of juveniles was
statistically significantly reduced in comparison to the control by the toxic
standard. Therefore, the observed effects of the toxic standard indicate a
high sensitivity of the test system.

The results are summarised in Table A7_5_1_2-1.

Page 1



LANXESS Deutschland GmbH

Thiacloprid 02/2006

Section A7.5.2.1

Annex Point HIA XTI 3.2

Reproduction study with other soil non-target macro-
organisms (4)

Metabolite M02

Folsomia candida (Collembola, arthropod)

5.1

5.11

Conclusion

Reliability

CONCLUSION

The concentrations studied are nominal values, since anal
measurements of the substrate are not specified in the test
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Table A7_§_1_2-1

Effects of M02 on Mortality and Reproduction of Fo

Test object: Folsomia candida
Exposure: Artificial soil, 28 d
Adult mortality
LOEC >100
LCs¢/ECsy [mg test item/kg] not applicable t applicable
NOEC [mg test itemv/kg] 100 10
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Section A7.5.2.1 Reproduction study with other soil non-target macro-
Annex Point IINA XIIT 3.2 grganisms (5)
Metabolite M30

Folsomia candida (Collembola, arthropod)

Official
use only

1 REFERENCE

1.1 Reference Moser, T.; Scheffczyk, A. (2002): Thiacloprid-sulfonic acid
Acute and reproduction to the collembolan species Folsom
ECT GmbH, Floersheim, Germany. Bayer AG, Report Ng;
date: 2002-03-13.

Addendum I to PPP-Monograph; Chapter: B.9.4 1
2894-amide; KKO 2254) and M30 (YRC 2894 sulfowi
WAK 6999). B.9.4.3 Effects on soil non-largelw !

1.2 Data protection
1.2.1 Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

TY ASSURANCE

2.1 Guideline study Yes;

ISO 11267 Soil Qua on of reproduction of Collembola
utants, 1999

2.2 GLP

2.3 Deviations

RIALS AND METHODS

udy with Folsomia candida was undertaken with the
M30 purity: -%. The metabolite was mixed with the
sial soil. The toxic standard was Betanal/kg. A total of 10

ymia candida (10 - 12 days old) per replicate (5) were exposed to
1.6, 100, 316 and 1000 mg test item/kg artificial soil at 18°C -
21°C and 554 Lux and were fed weekly with granulated dry yeast.

© Mortality and reproduction were determined after 28 days.

4 RESULTS

It should be noted that the juveniles at the highest concentration of 1000
mg test item/kg soil were clearty smaller than in the control and all other
test concentrations.

In a reference test with the toxic standard, the number of juveniles was
statistically significantly (U-test according to Mann-Whitney, p < 0.05)
reduced to 25% in comparison to the control by the toxic standard.
Therefore, the observed effects of the toxic standard indicate a high
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Section A7.5.2.1 Reproduction study with other soil non-target macro-
Annex Point 111A XI1I 3.2 organisms (5)
Metabolite M30

Folsomia candida (Collembola, arthropod)

sensitivity of the test system.

The results are summarised in Table A7_5_1_2-1,

5 CONCLUSION

5.1 Conclusion

. The concentrations studied are nominal val
measurements of the substrate are not speci edint

5.1.1  Reliability |
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Remarks
Table A7_5_1_2-1 Effects of M30 on Mortality and Reproduction of Fo
Test object: Folsomia candida
Exposure: Artificial soil, 28 d
Adult mortality '
LCso/ECs [mg test item/kg] not applicable
NOEC [mg test item/kg] 1000
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Section A7.5.1.2 Reproduction study with other soil non-target macro-
Annex Point ITAXIN 3.2 grganisms (3)

Eisenia fetida andrei

Official
use only

1 REFERENCE

1.1 Reference Luehrs, U. (2003): Thiacloprid SC 480: Effects on Reproductio
Growth of Earthworms Eisenia fetida in Artificial Soil. IBACON
unpublished report No, 16661022, date: 2003-05-09.

Not included in the PPP-Monograph. Test was performed,
requirement of the biocide products directive.

1.2 Data protection

1.2.1 Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data X
protection
2 GUIDELINES AND
2.1 Guideline study Yes; 1
German BBA 1994: 'Effects.of pesticides on the reproduction and
growth of Eisenia feti andrei'.
In: BBA (Biologische fiir Land- und Forstwirtschafi,
Bundesrepublik Deut: linie ftir die Priifung von
2.2 GLP
2.3 Deviations
3.1
3.1.1
312§ Active ingredient: as given in section 2 of the dossier
3.1.3. Pu Not applicable X

480 g/l of active substance (thiacloprid)
Product in water miscible

3.1.6  Method of analysis No analytical monitoring in the biological test

32 Reference Yes;
substance Derosal SC 360 (active ingredient: carbendazim)

Test performed at least once a year in the IBACON testing facilities. In
the most recent test at that moment carbendazim showed significant
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Section A7.5.1.2
Annex Point 11TA XIII 3.2

Reproduction study with other soil non-target macro-
organisms (3)

Eisenia fetida andrei

a3
3.3.1

3.3.2

3.3.3
334
3.35
3.3.6
3.3.7
3.3.8

3.3.9

Method of analysis
for reference
substance

Testing procedure

Preparation of the
test substance

Application of the
test substance

Test organisms

Test system

Monitoring of test
substance
concentration

effects on reproduction.

No data

Stock solutions:
Two stock suspensions were prepared by suspend
Thiacloprid SC 480 in 1000 g of deionised water {
product in 2000 g of deionised water (stock 2)

Test solutions:
Stock 1 and stock 2 were the highest used test
concentrations 1-3 were prepared by diluting.the

f dei )

All dilutions were applied in‘a §
spray equipment onto the soil

The inner sides of the%;test con
covers to protect the ingj

immediately after spr.
introduced test organi
containers were
taken to prevent

lity, body weight , feeding activity and reproduction of adults

dult worms were exposed during four weeks, after which the test

» substrate was emptied onto a tray and adult worms were counted,

removed and weighed per replicate after they were washed under tap
water and dried on filter paper. Then the substrate minus the adult
worms was returned to the respective test units,

Offspring were exposed for another 4 weeks, Young worms were
removed by placing the test units in a water bath at ca. 60 °C and
counting all emerging worms. In addition afterwards the soil of each
container was emptied out onto a tray and checked by hand for
remaining young worms.

No
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Section A7.5.1.2
Annex Point 111A X1 3.2

Reproduction study with other soil non-target macro-

organisms (3)

Eisenia fetida andrei

3.3.10 Statistics

Data of mortality were analysed for significance by using Fischer-
test (two-sided, a = 0.05).

Data of body weight changes and reproduction were tested for nor:
distribution and homogeneity of variance using Kolmogorof
test and Cochran test. Because data of body weight changes
reproduction were normally distributed and homogeneous
was used (multiple comparison, two-sided, a = 0.05).

The software used to perform the statistical analysis
Windows and ToxRatPro, version 2.07, ToxRat soluti
2002).

4 RESULTS
4.1 Filter paper test  Notperformed
4.1.1  Concentration -
4.1.2  Number/ -
percentage of
animals showing
adverse effects
4.13  Nature of adverse -
effects
4.2 Soil test
42,1 Initial 5 mL test item/ha artificial soil (dry
concentrations of
test substance
4272  Effect data ‘on mortality is given in Table A7_5_1_2-5; the
(Mortality) I endpoints are reported in Table A7_5_1_2-6.
423 Concentration/ e for Thiacloprid SC 480 was not calculated.
effect curve
4,24  Other effects meters measured see Table A7_5_1_2-5; the

See Table A7_5_1_2-5

No adverse effects observed

4.3.3  Nature'of adverse No adverse effects observed
effects
4.4 Test with Yes;
feren . . .
reference Derosal SC 360 (active ingredient: carbendazim)
substance
4.4.1  Concentrations < 4 mg carbendazim /kg (single concentrations not specified)
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Section A7.5.1.2 Reproduction study with other soil non-target macro-
Annex Point 111A X111 3.2 organisms (3)

Eisenia fetida andrei

4.4.2  Results EC50 = 1.9 mg carbendazim /kg (according to - the testing,
facility, this value indicates that the test conditions were adequate)

5 APPLICANT'S SUMMARY AND CONCLUSION

5.1 Materials and Acute earthworm toxicity of Thiacloprid SC 480 was investi
methods according to the German BBA guideline and ISO 11268-

The test animals were exposed to the following concentr

20.8,37.1, 65.8 and 117.5 mL test item/ha artific

After 56 days, the number of surviving animgls, th & teration
and the number of juveniles was determine

5.2 Results and

discussion
5.2.1 LC, = 117.5 mL product/ha
522 LCs > 117.5 mL product/ha
53 Conclusion The test item did not show effi , growth, and X

NOEL was determined to
rate tested in this study
deionised water.

reproduction of the earthworm
be 117.5 mL test item/ha, i.e. 1
corresponding 10 0.233 g

The mortality rate in t elow 10 % which is regarded as

the limit for natural

The LCs, of the
condition

substance is within the usual range. The test
uivalent to the standard.

5.3.1 Other Conclusions -
5.3.2  Reliability

5.3.3  Deficiencies
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Table A7_5_1_2-1:

Preparation of TS solution

Criteria

Details

Type and source of dilution water

deionised water

Alkalinity / Salinity

Hardness

PH

Oxygen content

Conductance

Holding water different from dilution water

Table A7_5_1_2-2: Test organisms

Criteria

Species/strain

Source of the initial stock

Culturing techniques

Age/weight

dium of cattle manure, peat, sand and
ith cattle manure, stored at room

dult worms used in the test were ca. 10 months
old with well developed clitellum, age range between
st individuals not differing for> 4 weeks.

The average weight of the animals at test begin was
300 mg ~ 500 mg

Pre-treatrment

The earthworms were removed from the breeding
substrate for acclimatisation and kept in the test
substrate (without test sitbstance) under the test
conditions during one day
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Table A7_5_1_2-3: Test system

Criteria Details

Artificial soil test substrate The test substrate consists of :

- 10 % Sphangnum-peat, air-dried and finely ground
(2 mm) :

- 20 % Kaolin clay (kaolinite conf

more than 50 % by mass
0.2 mm.

dry weight

Test mixture 11.7,20.8,37.156
artificial soilg

.5 mL test item/ha

13.6 cm x 6 cm with the size
cm = 189.75 cm’ at the level of
ted transparent lids to enable
ir;to minimise evaporation of the

nd to prevent the worms from

Size, volume and material of test container Plastic box

tainer was filled with 643.6 g of the prepared
approximately 500 g (dry weight) artificial soil,
approximately 138.6 g water, plus approximately
1 food). The height of the soil layer in the container
vas 5-6 cm.

Amount of artificial soil (kg)/ container

0.023, 0.041, 0.074, 0.131, 0.233 g test substance/L
deionised water

4
40
10

Nominal levels of test concent

Laboratory lamp
No

volatility of't
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Table A7_5_1_2-4: Test conditions
Criteria Details
Test temperature Acclimatisation: 19 °C
Exposure: 18-20 °C
Moisture content Range moisture content in substrate [%] / [% of max. water

holding capacity]:
Start of study: 27.4-28.2 / 54.5-56.1; End of s
53.9-58.5

pH

Start of study: 6.1-6.2; End of study: 6.2-

Adjustment of pH

Yes;
Around 0.5 % chalk (CaCO3) w3
adjust the pH value 0 6.0 £ 0.5

Light intensity / photoperiod

16 h light: 8 h dark
527-699 lux

Relevant degradation products

Degradation products were:

Table A7_5_1_2-5:
10 earthworms)

Results of the test on reproduction

test containers, each containing

Test formulation

contrel

“Thiacloprid SC 480°

Nominal Test Substance
Concentration
|mL Thiacloprid SC 480 /ha]

Mortality

Body weight change

20.8 3.7

65.8

117.5

results + SD (Standard deviation from 4 replicates)

Reproduction of ju

- No. of juveniles,

* Not significantly different compared to the control
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Table A7_5_1_2-6: Effect data after 56 days (nominal concentrations)

{mL test item/ha) / [g thiacloprid/L]

LCs >117.5 /0.233
LLC Lowest lethal conc. >117.5 /0.23
LOEC Lowest observed effect concentration

NOEC (LGCy) No-observed-effect-concentration

Table A7_5_1_2-T: Validity criteria for acute earthworm test according.to Q

Not fulfilled

Mortality of control animals < 10%
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Section 7.5.2.2 Long-term test with terrestrial plants
Annex Point ITIA 13.3

JUSTIFICATION FOR NON-SUBMISSION OF DATA Official

use only

Other existing data |[X] Technically not feasible | | Scientifically unjustified | ]

Limited exposure | | Other justification | |

Detailed justification: A specific long term test on terrestrial plants is not available

thiacloprid. An agreed guideline is still missing.

Such a test is not regarded to be necessary in the s
evaluation of thiacloprid due to its rapid degra
medium (soil DTy = 21.7-29 days).

Furthermore, the use of thiacloprid in the'}
during about 20 years indicates thiacloprid
term plant damages at the applied conc

Undertaking of intended -
data submission | 1

Evaluation by Competent Authorities

ion boxes" to provide transparency as 1o the
submitted

Date

justification

Conclusion

Remarks

COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's  Discuss if deviating from view of rapporteur member state
justification

Conclusion Discuss if deviating from view of rapporteur member state

Remarks
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Section A7.5.3.1.1

Annex Point IIIA XIII 1.1

Acute oral toxicity on birds (1)

Colinus virginianus (Bobwhite quail)

Official
1 REFERENCE use only
11 Reference -199Sa [Monograph: 1995¢]): YRC 2894 techn. Acut
toxicity to bobwhite quail eport No.: VB-036, date:
09-07, revised 1998-09-21.
PPP-Monograph Chapter: B.9.1 Effects on birds, B.9.1.1 Acw% )
toxicity - Active substance ( Table 9.2 Study 1)
1.2 Data protection
1.2.1 Data owner
1.2.2  Companies with
letter of access
1.2.3  Criteria for data
protection
2 GUIDELINES AN ASSURANCE
2.1 Guideline study Yes;
US-EPA guideline 71-1
2.2 GLP
23 Deviations

' Additionally, gross pathological changes at study
from the 2000 mg as/kg bw treatment level were

RESULTS

The LDj;¢ for Bobwhite quail was determined to be 2716 mg ai’kg bw.
The NOEL was 152 mg a.i./kg bw, based on dose dependent symptoms
(diarrhea) and reduced food consumption in the 289 mg /kg dose level.
Symptom in higher dose level was also apathy. No gross pathological
changes in body organs.
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Section A7.5.3.1.1 Acute oral toxicity on birds (1)
Annex Point ITIA XIII 1.1 Colinus virginianus (Bobwhite quail)

CONCLUSION

5.1 Conclusion

5.1.1  Reliability
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Section A7.5.3.1.1 Acute oral toxicity on birds (2)

Annex Point IIIA XIII 1.1 Coturnix coturnix japonicus (Japanese quail)

Official
use only

1 REFERENCE

1.1 Reference -1994): YRC 2894 (technical iradeii acute oral toxici

Japanese quail, range finding tes eport No. VW-16
1994-03-17.

PPP-Monograph Chapter: B.9.1 Effects on birds, B.9.1.1 A
toxicily - Active substance (Table 9.2_ Study 2)

1.2 Data protection
1.2.1 Data owner

1.22  Companies with
letter of access

1.2.3  Criteria for data
protection

GUIDELINES AND QU

2.1 Guideline study No;
od comparable to US-EPA § 71-

22 GLP

23 Deviations

S AND METHODS

ils (Coturnix coturnix japonicus) were given a single oral
tion of thiacloprid %) in gelatine capsules: 5, 15, 30 or
w (6 quails per test concentration with 3 males and 3
he birds were observed for 14 days.

RESULTS

. The LDj;, value was determined to be 49 mg ai/kg bw and the no
observed effect dose (NOEL) = 15 mg ai/kg bw.

5 CONCLUSION

_

the Japanese quail seems to be

more sensitive.
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Section A7.5.3.1.1 Acute oral toxicity on birds (2)

Annex Point IIIA XIII 1.1 Coturnix coturnix japonicus (Japanese quail)

5.1.1  Reliability |
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