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According to the Techmcal Guwdance Document on Fask
Azsessment Part 11 (page 128), Secondary poisoning effects on bird
populations rarely occurs over the short-term. Therefore, results
from long-term studies are strongly preferred, such as NOECs for
mottality, reproduction or growth. Considering a one-generation
study with the Northem Bobwhite {Ciodimus virgirgass)

I, 1992 performed to GLP standards according to FIFEA guideline
T1-4, the lowest NOEC exceeds 500 ppm. Taldng into account a
safety factor of 30 (as indicated in Tahle 23 ofthe TGD on Risk
Azsessment Part 1T, page 130), a FNEChgqof 16.7 mgike food 13
ohtaited.

According to the Techmical Gudance Document on ik
Azzessment Part 11 (page 128), Secondary poisoning effects on
mammal populations rately ocours over the short-term. Therefore,
results from long-term studies are strongly preferred, such as
MOECs for mortaity, reproduction or growth, Consdering the
reproduction study conducted in rats with permethnn (3 generation
study;), the NOAEL was set at 180 mgfke bwa'd . For the assessment
of secondary poisoning, the results always have to be expressed as
the concentration in food. Where toxicty data are presented only as
MOAELs only, these WOAELs can be converted to HOEC: with the
followang two formulae:

*I‘I"FOEE-'.M'--"HU:'?’ Foad b = 'ﬁr{)“rE‘E ET l“'-'IG—'NJIF':.-::L"-:..'.'

A conversion factor (COMNViwwa) 0f 20 15 selected from table 22

p 129 as the 3 generation study was conducted with rats aged 6
weeks at the intiation of the sudy, The NOEC umaireed ac 15 hence
calculated to be 3600 ppm

Taking into account a safety factor of 30 (as indicated in Table 23 of
the TGD on Risk Assesament Part 11 page 1300, a PHEC ja1 wewmal
of 120 mgfke food 15 obtaned.

rommmal aral _

Therefore, by companng the PEC rupreans 0btained for the Fence
DIRSPEAY-TREEATED WOOD scenario considering
hiodegradation (Tier 2) wath the respective PNEC, FEC/FNEC
rattos of 0.10 and 1,42E-02 are obtained for hirds and small
mammals respectively, indicating no unacceptable risk for
eatthworm-eating hirds and small mammals.

In annex I helow, each scenario has been assessed; all the
FEC/PNEC ratios are helow 1, when biodegradation 15 considered,
indicating no unacceptable risk for earthworm -eating birds and
small mmarmmals.

Undertaking of intended
data submission [ 1
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Cearthwurm
Scenario Clocal,gy jeach time2 (mg/kg wet PEC/PNEC | PEC/PNEC
WOri) birds mammals

Scenario: Fence: Dip/Spray Treated Wood
Tier 1 (no biodegradation) 4.71E+00 4.76E+01 285 3,97E-01
Tier 2 (worst case biodegradation) 1.68E-01 1.70E+00 0.10 1,42E-02
Tier 3 (typical biodegradation) -
Scenario: Fence: Penetration Treated Wood Clocal,yi jeach time2
Tier 1 (no biodegradation) 2.94E+00 2.97E+01 1.78 2,48E-01
Tier 2 (worst case biodegradation) 1.06E-01 1.07E+00 0.06 8,92E-03
Tier 3 (typical biodegradation) 8.27E-02 8.35E-01 0.05 6,96E-03
Scenario: Fence: In Situ Treatment (Brushing) Clocal... _
Professional solllenchtme
Tier 1 (no biodegradation) 2.35E+00 2.38E+01 1.43 1,98E-01
Tier 2 (worst case biodegradation) 241E-01 2.43E+00 0.15 2,03E-02
Tier 3 (tvpical biodegradation) -
Scenari‘o: Fence: In Situ Treatment (Brushing) Non- Clocal, g iach cine
Professional i e i
Tier 1 (no biodegradation) 2.35E+00 2.38E+01 1.43 1,98E-01
Tier 2 (worst case biodegradation) 2 46E-01 2.49E+00 0.15 2,08E-02
Tier 3 (tvpical biodegradation) -
Scenario: Noise Barrier: Dip/Spray Treated Wood Clocal gy teach time2
PEC Soil Tier 1 (no biodegradation) 1.32E+00 1.34E+01 0.80 1,12E-01
PEC Soil Tier 2 (worst case biodegradation) 4.73E-02 4.78E-01 0.03 3,98E-03
Scenario: Noise Barrier: Penetration Treated Wood Clocal gy teach time2
PEC Soil Tier 1 {(no biodegradation) 1.32E+00 1.34E+01 0.80 1,12E-01
PEC Soil Tier 2 {(worst case biodegradation) 3.59E-02 3.62E-01 0.02 3,02E-03
Scenario: House: Dip/Spray Treated Wood Clocal,,j jeach time2
Tier 1 (no biodegradation) 3.54E+00 3.57E+01 2.14 2 98E-01
Tier 2 (worst case biodegradation) 1.26E-01 1.28E+00 0.08 1,07E-02
Tier 3 (tvpical biodegradation) -
Scenario: House: Penetration Treated Wood Clocalygig each Time2
Tier 1 (no biodegradation) 3.54E+00 3.57E+01 214 2,98E-01
Tier 2 (worst case biodegradation) 9.58E-02 9.68E-01 0.06 8,07E-03
Tier 3 (tvpical biodegradation) 7.45E-02 7.53E-01 0.05 6,28E-03
Scenario: House: In Situ Treatment (Brushing) DloealL s
Professional sl leacltine
Tier 1 (no biodegradation) 2.83E+00 2.86E+01 1.71 2,38E-01
Tier 2 (worst case biodegradation) 2.90E-01 2.93E+00 0.18 2,44E-02
Tier 3 (typical biodegradation) 2.30E-01 2.32E+00 0.14 1,93E-02
Scenario: House: In Situ Treatment (Brushing) Non-
Professional Clocalyyn eacntimes
Tier 1 (no biodegradation) 2.83E+00 2.86E+01 1.71 2,38E-01
Tier 2 (worst case biodegradation) 2.96E-01 2.99E+00 0.18 2,49E-02
Tier 3 (tvpical biodegradation) 2.35E-01 2.37E+00 0.14 1,98E-02
Scenario: Transmission Pole: Dip-Treated Wood Clocalj jeach. time2
Tier 1 (no biodegradation) 8.79E-01 8.88E+00 0.53 7,40E-02
Tier 2 (worst case biodegradation) 3.14E-02 3.18E-01 0.02 2,65E-03
Scenario: Transmission Pole: Penetration Treated Wood Clocal,gi ieach time2
Tier 1 (no biodegradation) 8.79E-01 8.88E+00 0.53 7,40E-02
Tier 2 (worst case biodegradation) 2.38E-02 2.41E-01 0.01 2.01E-03
Scenario: Fence Post: Dip/Spray Treated Wood Clocalyj jeach time?
Tier 1 (no biodegradation) 3.05E-01 3.08E+00 0.18 2,57E-02
Tier 2 (worst case biodegradation) 1.09E-02 1.10E-01 0.01 9,17E-04
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Cearthwurm
Scenario Clocal,gy jeach time2 (mg/kg wet PEC/PNEC | PEC/PNEC
WOri) birds mammals

Scenario: Fence Post: Penetration Treated Wood Clocal,gi jeach time2
Tier 1 (no biodegradation) 3.05E-01 3.08E+00 0.18 2,57E-02
Tier 2 (worst case biodegradation) 8.26E-03 8.35E-02 0.01 6,96E-04
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Section A7.5.6

Effects on other terrestrial non-target organisms

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state
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Section A7.5.7.1.1

Effects on mammals: Acute oral toxicity

Evaluation of
applicant's justification

Applicant’ s invocation of study is acceptable and evaluation is justified.

Adopt applicant’s justification

Conclusion
Remarks

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

Evaluation of
applicant's justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Appendix 1 to Doc I11-A7

Bayer Environmental Science is a an affiliated company of Bayer CropScience, therefore the studies
submitted by Bayer Environmental Science are owned by Bayer CropScience AG.

Reference List Doc. III-A7 sorted by reference no.

Year |Title. Data Owner
Reference No él)JTHOR Source, Report No. Protection
Glp /(Un) Published Claimed
(Yes/No)
7,41 Solomon, 2001 | Probabilistic Risk Assessment of Cotton No N/A
KR, Pyrethroids: 1. Distributional analysis of
Giddings, Laboratory Aquatic Toxicity Data.
I M., Maund, Environmental Toxicology and Chemistry,
3.1, 20, 3, 652-659; Not GLP; Published
7,4(2) Giddings, 2001 | Probabilistic Risk Assessment of Cotton No N/A
IM, Pyrethroids: II. Aquatic mesocosm and
Solomon, Field Studies. Environmental Toxicology
K.R., Maund, and Chemistry, 20, 3, 660-668; Not GLP;
5.1, Published
7,4,1,1(1) r 1978¢ | Determination of the Acute Toxicity of Yes Sumitomo
Compound 21z (WRL) to Rainbow Trout Chemical
(Salmo gairdneri) Using Dimethyl
Sulﬁhoxide as the Solvent. -
Not GLP; Unpublished
7,4,1,1(1) ] Analytical report :; Analysis of test Yes Sumitomo
concentrations of. the compound 217 Chemical
{(Wellcome Research Laboratories) in
acute toxicity flow-through tests with
Bluegill Sunfish (Lepomis macrochirus)
and Rainbow Trout (Salmo gairdneri)
using dimethyl sulphoxide as a solvent
ot
unpublished
7,4,1,1(2) 1984 | Acute toxicity of dichlorovinvlcarboxylic | Yes Bayer
acid to rainbow trout., CropScience
AG
unpublished
7,4,1,2(1) Thompson, 1978 | Determination of the Acute Toxicity of Yes Sumitomo
RS & Compound 21z (WRL) to Daphnia magna Chemical
Williams, Using Acetone as the Solvent. The
TD. Wellcome Foundation, Ltd. Report No.
HEFG 78-10; Not GLP; Unpublished
7,4,1,2(1) Bowles F.P Analysis of the test compound Z21 Yes Sumitomo
{(Wellcome Research Laboratories) in Chemical

acute toxicity study static tests with
daphnia magna. ICI Brixham Laboratory
BL/B/1897, unpublished.
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7,4,1,2(3) Forbis AD, |1984 Static Acute toxicity report : Acute Yes Bayer
Burgess, D toxicity of DCVA to Daphnia magna. CropScience
Mobay chemical corporation, Stillwel, AG

Kansas; Report N°505 BES Ref : M-
034747-01-1;Report date : 25 June

1984:.unpublished
7.4.1.3(1) Dorgerloh, M | 2008 | Pseudokirchneriella subcapitata growth | Yes Bayer
inhibition test with permethrin CropScience
{techn.}.Report No. E323 3265-4; GLP; AG
Unpublished
7.4.1.3(2) Stratton, 1982 | Toxicity of the insecticide permethrinand |No N/A
G W. and some degradation products towards algae
C.T. Corke and cyanobacteria. Environ. Pollut., Ser. A
29:71-30.
7.4.1.4 Dengler, D. 1999 | Testing of Toxic Effects of Permethrin Yes Sumitomo
Technical Insecticide on Activated Sludge Chemical

with the Respiration Inhibition Test. GAB
Biotechnologie GmbH & IFU
Umweltanalytik GmbH. Report No.
99385/01-AAHT; GLP; Unpublished

7.4.2(1) | ]

1989 | Uptake, depuration and bioconcentration Yes Sumitomo

of carbon-14-permethrin by Bluegill Chemical
Sunfish (Lepomis macrochirus); || R
GLP; Unpublished study prepared b
7,4,2(2) Muir, 1985 | Bioconcentration of cypermethrin, No N/A
D.CG., deltamethrin, fenvalerate, and permethrin
Rawn, G.P, by Chironomus tentans larvae in sediment
Townsend, and water. Environmental T oxicology and
BE., Chemistry. 4:51-61; Not GLP; Published
Lockhart,
W.L., and
Greenhalgh,
R
7,4.3,2(1) Spehar, RL, | 1983 | Toxicity of the synthetic pyrethroids, No N/A
Tanner, D.K., permethrin and AC222,705 and their
Nordling, accumulation in early life stages of fathead
BR; minnows and snails; Aquatic toxicology;
3; 171-182; not GLF; Published
7,4,3.2(2) Hansen D.J., | 1983 | Effect of the synthetic pyrethroids No N/A
Goodman AC222,705, permethrin and Fenvalerate
L.R, Moore on Sheepshead minnows in early life
1.C., Higdon stages toxicity test ; Environmental
PK Toxicology and Chemistry; 2; pp 251-258;
not GLP;
7.4.3.4 Kent, S; 1995 | Permethrin: Chronic toxicity to Daphnia Yes Sumitomo
Williams, N ; magna; Zeneca Brixham Environmental Chemical
Gullings, E.; Lab; Project No. BL5443/B; GLP;
MorrisD. S Unpublished
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7,4,3,5,1(1) Conrad, 1999 | Laboratory and field response of No N/A
AU, chironomus riparius to a pyrethroid
Fleming, insecticide. Water Research, 33, 7, 1603-
R.J., Crane, 1610; Not GLP; Published
M.
7,4,3,5,1(2) Fleming, 1998 | Toxicity of permethrin to Chironommus No N/A
R.J., Holmes, reparius in artificial and natural sediments.
D., Nixon Environmental Toxicology and Chemistry,
3.0 17, 7, 1332 - 1337, Not GLP; Published
7.5.1,1 Johnen, B.G, | 1977 |P557: Effect on carbon and nitrogen Yes Syngenta
Slinger, I.M, turnover by soil microorganisms. ICI
Bridgman, internal report AR2659/B; Not GLP;
PA. Unpublished
7.5,1,2 Kumar, A 1997 | Permethrin Technical Acute toxicity in Yes Sumitomo
Earthworm. Jai Research Foundation Chemical
Report 1054/JRF/ECO/97, GLP;
Unpublished
7,5,2,1(2) Moser, Th., [2005 |Beta-Cyfluthrin Permethric-acid: Effects | Yes Bayer
Scheffczyk, on survival and reproduction of the CropScience
A, predaceous mite Hypoaspis aculeifer AG
Canestrini (Acari: Laelapidae) in standard
soil (LUFA 2.1}, ECT Oekotoxikologie
GmbH, Germany. Report No. PI5HR BES
N° M-259607-01-127 October 2005
unpublished
7,5,2,1(3) Moser, T, 2005 | Beta-Cyfluthrin FPB-acid: Effects on Yes Bayer
Scheffczyk, survival and reproduction of the CropScience
A predaceous mite Hypoaspis aculeifer AG
Canestrini (Acari: Laelapidae) in standard
soil (LUFA 2.1). ECT Oekotoxikologie
GmbH, Germany. Bayer AG, Report No.
P14HR BES Ref M-258697-01-1 12
October 2005 Unpublished
7.5,3,1.1 - 1975a | Acute oral LD50 in Mallard Duck with Yes Sumitomo
FM(C33297. Chemical
; Not GLP; Unpublished
75300 ] 1975b | Eight-day dietary LC50 in Bobwhite Quail Yes Sumitomo
and Mallard Duck with FMC33297. Chemical
F Not
GLP; Unpublished
7.53.13 1992 | Permethrin: A one-generation study with Yes Sumitomo
the Northern Bobwhite (Colinus Chemical
VIrginianus),
. GLP;
Unpublished
7.5.4,1 Gough, H.J, 1993 | Permethrin: Acute Contact and Oral Yes Sumitomo
Jackson, D, toxicity to Honey Bees (Apis mellifera) of Chemical
Lewis, GB technical material; Jealott’s Hill Research

Station; Report No. RT1344B; 18 Jan
1993; GLP; Unpublished
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