DP Barcode : D160685
PC Code No- : 1289/1’2/65{7
EEB Out :

llFU? ] ES 53523

To: GEORGE LAROCCA
Product Manager 15
Registration Division (H7505C)

From: Anthony F. Maciorowski, Chief
Ecological Effects Branch/EFED (H7507C)

Attached, pleése find the EEB review of...

Reg./File # :_10182-96
Chemical Name :_KARATE
Type Product :

Product Name :

Company Name :_ICI

Purpose CONSIDER REGISTRANT RESPONSE TO PREVIOUS

EEB REVIEW OF FISH FULL LIFE CYCLE STUDY

Action Code :_575 ' - Date Due - :

Reviewer :_ CANDACE BRASSARD Date In EEB: 4—9?91

EEB Guideline/MRID Summary Table: The review in this package contains an evaluation of the following:

GDLN NO MRID NO CAT GDLN NO MRID NO -~ _CAT GDLN NO i MRID NO CAT
71-1¢A) 72-2(8) _ A rry )
71-1(B) 72-2(B) 72-7(B)
71-2¢A) 72-3(A) . 122-1¢A)
71-2¢(8) 72-3(B) 122-1(B)

71-3 72-3¢C) 1222

71-4¢A) 72-3(D) ' 123-1(A)

_71-4(B) - 72-3(E) 123-1¢8)

, - —1
71-5(A) 72-3(F) . 123-2

71-5(B) 72-4(A) 124-1

72-1(A) 72-4(B) 124-2

72-1(B) 72-5 : 141-1

72-1(C) 72-6 ‘ _141-2

72-1(D) 141-5

-;Acceptable (Study satisfied Guideline)/Concur

P=Partial (Study partlally fulfilled Guideline but
additional information is needed

S=Supplemental (Study provided useful 1nformat|on but Guideline was
not satisfied)

N=Unacceptable (Study was rejected)/Nonconcur



-

DP BARCODE: D160685. . ST

. CASE: 010958 DATA PACKAGE RECORD - DATE: 01/29/91
SUBMISSION: S388959 BEAN SHEET - Page 1 of 1

- % % * CASE/SUBMISSION INFORMATION * * %

CASE TYPE: REGISTRATION ACTION: 575 CON REG FLW-UP DAT REQ HE
CHEMICAL: 128912 (2,3,5, 6—Tetrafluoro-4—methylphenyl)methyl cis-3-(2-chloro-
ID#: 010182-00096

COMPANY: 010182 ICI AMERICAS INC.

PRODUCT MANAGER: 15 GEORGE LAROCCA 703-557-2400 ROOM: CM#2 204
PM TEAM REVIEWER: ADAM HEYWARD 703-557-4421 ROOM: CM#2 200
RECEIVED DATE: 01/06/91 DUE OUT DATE: 04/26/91

% % * DATA PACKAGE INFORMATION * * *

DP BARCODE: 160685 ' EXPEDITE: N DATE SENT: 01/29/91 DATE RET.: / /
DP TYPE: 00l1.Submission Related Data Package

-ADMIN DUE DATE: 04/09/91 CSF: N LABEL: N
'ASSIGNED TO DATE 1IN DATE OUT
DIV : EFED o1/39/ 9+ / /
BRAN: EEB / / _ / /
SECT: IO ‘ / / / /
REVR : JAKERMAN / / "/ /
CONTR: . / / /

* % * DATA PACKAGE REVIEW INSTRUCTIONS * * #*

Attached for your review, ICI’s response to your rev1ew of
the lambda-cyhalothrin fish lifecycle study.

* % % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT -DUE BACK INS CSF LABEL



(V€D 574
. 0‘\\ 7‘6:9‘

/S‘\“Otmu\,_‘7

i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

M‘ o;? WASHINGTON, D.C. 20460 |

¢ prreS :

APR |5 1993
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

MEMORANDUM

. SUBJECT: Review of Fish Full Life Cycle

Kérate

FROM: Anthony F. Maciorowski, Chie

tudy,
Ecological Effects Branch ’

Environmental Fate and Effects Division (H7507-C)

TO: George La Rocca, PM 15
: Insecticide and Rodenticide Branch
Registration Division (H7505-C)

The Ecological Effects Branch has completed the review of the
following response to the fish full life cycle study conducted on
lamda-cyhalothrin(also referred.to as karate): : :

J.F. Tapp, C.A. Smith. 1990. ICI Response to the July 26, 1990 EEB
Review of the PP321 Fish Life Cycle Study. ICI Group Environmental
‘Laboratory, Brixham, Devon, United Kingdom. ICI Volume 62, ICI
Report No. BL/B/3476, MRID 41519001. ' .

‘Based on the additional information submitted, the study has been
classified as SUPPLEMENTAL. Based on the discrepancies, the study
cannot be upgraded. However, EEB has determined the study provides
adequate information to determine the chronic toxicity effects of
lamda-cyhalothrin to fathead minnow. Therefore, the study satisfies
the data requirement for Guideline Reference No. 72-5. :

Based on the results of the study, the following parameters were
“the most sensitive all with a NOEL of 31 pptr and a LOEL of 62
pptr: F1 Survival at 28 days; FO length at 56 days; Male length
and weight at 300 days, and F1 weight and length at 31 days. ‘

The discrepancies identified in the data evaluation record for the
most part have been adequately addressed in the response. There
are a few concerns that still remain that even though may have been
addressed,. cannot be corrected and they are as follows:

- The number of eggs used for the study( 80 instead of the
recommended 200) .is still a concern. As pointed out by the study
authors, the study was initiated with 80 eggs instead of the
recommended 200 eggs. According to the study authors, these eggs
were carefully selected for viability. ‘
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- The larvae were pooled where as the SEP guidelines.recommends
poocling when the adults are spawning. Therefore, the number of
larval tanks are reduced by one-half. ’

- Thé percent hatch in 6ne of the four incubation cups in'the
" DWC was only 68.4 or 6/19 eggs failed to hatch. The average percent
hatch for that replicate was 79.5.

- The mortality in the both the solvent controls and the
dilution water controls were higher than would have been expected
in a life cycle study. Unfortunately, since the photoperiod did not
follow the Evansville, Indiana times, the females did not stop.
spawning. EEB did evaluate the control data to include the first"
seven spawns, and determined that the egg production as well as
survival was within the range of historical control data that- are
available to EEB. : : :

- The study authors reported that the residue analysis by Liquid
Scintillation Counting (LSC) was done once a week. After a cursory
review, it appeared that the residue sampling was done many times
. with a 9 day interval or greater. The study authors reported that
Gas Chromatograph(GC) sampling would be done once every two weeks,
when in fact the. sampling interval was much longer. For example
- replicate APl was sampled on day 175 and the next sampling was day
202, then sampling was never done for the rest of the study in this
replicate except at the two highest concentrations- no sampling in
the DWC or ScC. AP2 was sampled on day 175 (in some of the
treatment levels and the SC only, then on day .202( again only some
of the treatment levels), then day 230, and so on.

The concerns that EEB identified in the previous review and the
. response submitted were not adequately addressed with regards to
the contamination levels that are found in the DWC and the solvent
control. The levels were as high as 0.010 ppb, where the study
author indicated the highest was 0.007 ppb(Refer to Table 12). The
LSC results did not report the DWC and the Solvent Control data.
Raw data should have been submitted for these as well (Table 4). In
addition, recovery values for Cis-A were not reported. :

Based on all the information submitted, this study has been
classified as supplemental. The information is adequate to satisfy
the data requirement for the Fish Full Life Cycle study data
requirement. The study authors have previously submitted a core
marine fish early life stage study. Based on all of the information
submitted, the value added to repeat the study would be low since
we have sufficient information to evaluate the chronic effects to
fish in a risk assessment. If there any further questions, please
feel free to contact Candy Brassard at 703-305-5392.
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PESTICIDES AND TOXIC SUBSTANCES

MEMORANDUM

SUBJECT: Review of Fish Full Life Cycle
Protocol for Karate (PP321)

3 , '
'FROM: Candy Brassard, EPS (jﬁﬂud%%_Xgﬂgﬁljbd/%jﬁl_,

Ecological Effects Branch
Hazard Evaluation Division (TS-769C) /q 877
THRU: Douglas J. Urban, Head-Section III st M(/
Ecological Effects Branch .
4 Hazard Evaluation Division (TS-769C) =3 '

THRU: ﬁ&amlchael W. Slimak, Chief A//;r/zaquﬁ/A’ g730/3‘7

Ecological Effects Branch
Hazard Evaluation Division (TS-769C)

TO: George T. LaRocca, PM 15
Insecticide-Rodenticide Branch
Registration Division (TS-767C)

This memorandum is in response to the request dated
April 6, 1987, for & review of a fish full life cycle protocol

for Karate.

_ ICI Americas, Inc. is requesting to use the same fish full
life cycle protocol (for fathead minnow) that was used for
cypermethrin on all their future chemicals, including Karate
(PP321). . The Ecological Effects Branch (EEB) cannot grant
this request. Each full life-cycle protocol for an individual
pesticide myst be reviewed seperately. The chemical character-
istics vary between pesticides and therefore, there may be
additional concerns not previously addressed.

EEB has reviewed the protocol for Karate (PP321) and in
light of the recently published "Fish Life Cycle Toxicity
Tests," Standard Evaluation Procedure by M. Rexrode and T.
Armitage, 1986, recommends the following modifications:
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In Section 4 the dosing apparatus was discussed. The
company should be aware that it must be demonstrated

that the test solution is completely mixed before intro-
duction into the test system. In addition, the flow
splitting accuracy must be within 10 percent and should
be checked periodically for accurate distribution of the
test water to each tank. - :

‘Section 6 of the protocol stated that filtered dechlori-
nated town water would be used as the dilution water.

EEB recommends that soft reconstituted water or nonpol-
luted well or spring water be used. Dechlorinated
water should not be used because removal of chlorine

is rarely complete and residual chlorine can be quite
toxic to aquatic organisms (E. Zucker, 1985, SEP for
Freshwater Acute Toxicity Tests).

Section 7 of the protocol stated that a no effect
concentration may not be observed. 1In order for the
study to fulfill Guideline requirements, the study
"must show one concentration that adversely affected a
life stage, and one concentration must not affect any
life stage. : -

Section 8 - The test temperature should be maintained
at 25 °C and should not remain outside the range of

24 to 26 °C for more than 48 hours. The dissolved
oxygen should be maintained above 75 percent saturation.

Section.12.1 - The study must begin with a total of

200 water-hardened embryos per treatment level by

randomly distributing 50 embryos to each egg incubation
cup, which are then distributed to each replicate

larval chamber. 1In addition, EEB recommends that the eggs
to be used are < 24 hours old rather than < 48 hours

old.

‘Section 12.2 -.The amount of food given to the control
and treated fish must be kept constant between exposures
in order to treat growth as a valid endpoint.

Section 12.5 - After hatching, each group of larvae
should be randomly reduced to 25, and released in
replicate larval growth chambers. At least 50 larvae
should be used per treatment level. This random
selection must include any fish that are lethargic or
deformed. Survival should be determined at least once
a week and 4 and 8 weeks after hatching, total lengths
(mm) must be recorded. 1In the ICI protocol, the fish
are reduced to 15, and it does not include deformed
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fish. There should also be 25 randomly selected adult
fish (lethargic and deformed individuals included and
recorded) when being transferred to the adult spawning
tanks. Therefore, a total of 50 fish per treatment
level.

When secondary sexual characteristics are developed,

in this case 20 to 24 weeks posthatch (fathead minnow),
a total of four males and four females should be
randomly chosen and assigned to spawning chambers.

The spawning tank will have been divided into four
individual spawning chambers with appropriate spawning
chambers. The pairs should be subdivided so that there
is one spawning pair per spawning compartment. The

ICI protocol states that four males will be used but
does not mention number of females. 1In addition it
appears the pairs will not be separated into compart-
ments. If the pairs are separated, fighting and
competion is reduced and productivity is enhanced.
Group spawning often resulted in poor performance in
one or two replicates, rather than generally reduced
productivity across all replicates (L. Turner, EEB
report on another chemical, 5/14/87). : '

- Section 13.2 - In addition to measuring the individual
treatment tanks for. conceritration of toxicant, the
control should also be measured for any detectable
levels of toxicant. : '

- Section 13.3 - The water hardness should be maintained
at 40 to 48 mg/L as CaCO3 and the pH should be
maintained at 7.2 to 7.6 for this species. :

- Section 14 - With regard to data collection, each
group of second generation fish is terminated after
hatching. The fish are then required to be weighed
and measured before being discarded.

Additional concerns have been identified for synthetic
pyrethroids in particular. These are as follows:

- Residue analyses are recommended. If the chemical is
not measured below the effect level, than the study may
be rejected. Radiolabeled test material is used when
analytical methods cannot measure the chemical below
the effect levels. These residue data will serve as a
comparison with the residue data collected in field
studies and monitoring programs, and provide a response
curve of residue accumulation versus concentration
for different life stages. Residue analysis of the
whole organisms is acceptable based on the test species.
Oftentimes, analysis of the individual tissues,especially"
the muscle is recommended. EEB recommends that the.
company submit the protocol for residue analysis prior
to test initiation. :



- Dimethyl formamide or triethylene glycol are the preferred
solvents where there may be a concern for stimulation of
undesirable bacterial growth. Based on the type of
compound being tested, it has a strong tendency to bind
to the sides of the tanks and bacteria within the tank.
This should be kept to a minimum.

- According to the AS™ Draft No. 2, January 1982, Proposed
Standard Practice for Conductlng Chronic Toxicity Tests,
the measured concentrations should be + 30% of the
nominal concentration and for each treatment the highest
of all measured concentrations obtained during the test
divided by the lowest should be less than two.

To avoid wide fluctuations, EEB has a few suggestions.
First, the dilution water should be run through the test
systems for at least 2 to 3 days prior to adding the
fish. This allows the tank to become saturated. The
diluter apparatus should be monitored daily to insure
‘the measured concentrations are well within the required
range. If the measured concentrations do not stay
within this range, it is impossible to determine the
actual concentration that caused the adverse effect to
the test organism. Therefore, the study would not
fulfill data requirements.

- Section 15.4 - With regard to data (statistical) analysis,
as part of the ANOVA, it is desirable to plot the residuals
versus concentration and determine whether there have
been any obvious violations of homoscedasticity on the
assumption of normality. All test results must. be
accompanied by the original (raw) data for the reviewer's
evaluation.

In addition, the power -of the test (176) and the
detectable difference should be reported. The actual
values that may be obtained will depend on the number of
replicates and the variance. With only two replicates
per concentration for spawning, it is 1mportant to
reduce variability between replicates in order to have a
test with any reasonable expectation of detecting a
difference from controls via ANOVA (L. Turner, EEB
review on another chemical, 5/14/87).

There are significant protocol modifications that are
recommended, as noted above. The registrant should be aware
that any difficulties arising in the interpretation of the
study will err on the side of safety. Therefore any unexplained
effects seen in the study will be attributed to Karate (PP321).
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- DATA EVALUATION RECORD,
Chemical: Lambda—cyhalothrin (Karate) (PP 321)

Test Material: Technical grade - 96.7% (non-radioactive
material). . w/w purity, mean measured (active material) >97.9%
(using hexane-dichlormethane -acetonitrile TLC solvent
system) .

TIUPAC Chemical Name:

(R) a-cyano-3-phenoxybenzyl (1S)-cis-3-(Z2-2-chloro
3,3,3-trifluoroprop-l-enyl)-2,2-dimethyltyclo-
propanecarboxylate

(S) a-cyano-3 -pheﬁcxybenzyl (1R) ~cis~3-(Z-2~chloro
3,3,3-trifluoroprop-1-enyl) -2, 2—d1methylcyclo-
propanecarboxylate

- (lambda- cyhalothrln is the racemic mixture’ contalnlng

the above two isomers in a 1:1 ratio)

Study/Action Type: Fish Full Life Cycle Study

o™

Species Tested: Fathead Mlnnow (P 1meghales promelas)
Study ID: Lambda-cyhalothrin (Karate PP 321): . *7§L
Determination of chronic toxicity to fathead mlnnow
(Pimephales promelas full life cycle 1989, performed by
Imperial Chemical Industries PLC, Brixham Lab, UK.
Study authors were J. F. Tapp, B. G. Maddock, B. J.
Gillings. Submitted by ICI Americas, Inc. June 1990.
MRID No. 415190-01.
' Reviewed by:
’ . 7
Candace Brassard (Signature) VZ¢X

Biologist

EEB/EFED (Date) 7/&5'/ 9 0

Approved by: _
Ann Stavola (Slgnaturex::k)k}¥>zigékr W§Q9¥

Acting Head - Section III
EEB/EFED - (Date) : 7)&5 j?@

Conclusions: Based on . the data ‘that was submitted, EEB is
unable to ascertain if this study is scientifically sound.
There are significant discrepancies that need to be

1
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10.

11.

addressed. The study authors should refer to sectlon 14 A
for a detailed listing of concerns. .

Sgecifically, the study authors reported there were residue
levels of lambda-cyhalothrin in the Dilution Water Control
and the Solvent Control. The study authors should clarify
if indeed these reported levels were from chemical
contamination. 1In fact, in some cases, the levels in the
controls overlapped the range of residues reported in the
lowest treatment level.

There is also a concern that the level of quality assurance
was adequate, since there was inconsistencies with data
reporting.

Recommendations: The study authors should address concerns

identified 'in section 14 A of this document.

Background:

Discussion of Individual Tests or Studies:

Materials and Methods:

A.  Test Animals: The fish were originally purchased from
Sea Plantations Englneerlng Technology, ‘Salem, Mass.
and held in the lab since Nov. 1987. Brood stock was
maintained at the Brixham Laboratory. '

Collection of Eggs: Six batches of eggs from the
spawnings of six females were pooled in a dish filled
with dilution water. Each batch was less than 24 hours
old. All eggs were at the morula or blastula stage of
development. Sets of five eggs were randomly selected
and randomly assigned to incubating cups until each of
the 28 cups contained 20 randomly selected eggs.

After the eggs were distributed they were treated for
15 seconds to 60 mg/l concentration of malachite
green(to prevent fungal infection), then they were
rinsed with freshwater.

B. Qosagé: Five nominal concentrations solvent control
-and dilution water control were used in the study.

Dilution Water: Dechlorinated tap water was used.
Water passed through activated carbon filtered to 1 um
to remove particulate material and preheated to 25°C in
a header tank on the test rig. Residual chlorine was
measured.

{2



Stock Solution: New stock solutions were made up once

a week throughout the study. Two stock concentrates of
lambda-cyhalothrin in triethylene glycol were prepared.
The nominal concentration of stock solution was 2,500

mg/1l.

A concentrate of active lambda-cyhalothrin was prepared
by plpettlng nominally 7.6 MBq (1.98 mg) of the test
material in hexane solution into a vial and evaporatlng
the solvent under nitrogen.

Nominal Concentrations: 0.03, 0.0s6, b.lz; 0.25 and .50
ug/1l lambda-cyhalothrin, solvent control, and control.

Analytical Determination of Test Concentrations:

The principal method used to determine concentrations
of lambda-cyhalothrin was liquid scintillation counting
(LsC) . The accuracy of the results were confirmed by
gas—-chromatography (GC).

For LSC analyses samples were taken in both replicate
tanks (A & B) every day from - 6 to 3 days, then both
.replicates were analyzed twice per week until day 97.
Then samples were taken once a week in each tank until
study termination.

For GC analyses, samples were taken days -4, 0, 2, 8,
then weekly for the next 13 weeks, and thereafter every
two weeks until study termination. No correction was
made for the purity of the material.

Tissue Analysis: Residues in eggs, larvae and adult
fish were measured by LSC following combustion and
recorded. Residue analysis was carried out based on
number of eggs.

C. Study Design(sttem'Design

Duplicate glass spawning tanks (A+B) were used for each
test concentration. These tanks measured 595 x 300 x
305 mm and had a capacity of 42.5 litre, with a water -
depth of 240 mm. Duplicate progeny tanks measured 250
X 200 x 255 mm with a water depth of 180 mm and a 9
litre capacity.

Incubatlon cups were made from 80 mm lengths of 50 mm
glass tubing with nylon mesh (0.47 mm) cemented to the
bottom of each cup using silicone sealant. The cups

were suspended in progeny test chambers and osc111ated



vertically over a distance of 25 mm at a rate of 2
oscillations per minute.

“Spéwning tiles were constructed of 10 cm lengths of a
semicircular section of UPVC gqutter.

Photoperiod ~ 16 Hours Light: 8 Hours Dark photoperiod
per day-with white fluorescent lights above tanks;
photoperiod did not follow Evansville, Indiana
schedule.

Delivery System - The dilution water was fed from an
aerated temperature controlled head tank via control
mixing chamber. The flows were regulated by
"capillary" flow control devices fitted with siphon
breaks-~ the nominal flow rate of the dilution was 800
ml/minute to each mixing chamber. The toxicant flow
rate was normally 0.020 ml/minute, giving a nominal
dilution of 80,000 times in the mixing chambers. The
test solutions passed through mixing chambers into flow
splitting chambers from which separate lines supplied
at least 6 tank volumes per day to the duplicate
spawning and progeny tanks. The flow rates to these
two types of tanks were set at 230 +/-20 ml/minute and
50 +/-4 ml/minutes, respectively. )

Daily checks were made to ensure correct operation of
dosing system. Calibration of the dosing system was
made by direct measurement of flow rates into and out
of the mixing and flow splitting chambers three times
per week throughout the test period. On day 32 and 60, .
surviving fish were photographed to determine lengths.

Then fish were transferred to spawning tanks on
exposure day 60 (post-hatch day 56).

~Adults

On day 90, the spawning tiles were placed into adult
tanks. On exposure day 134, perforated stainless steel
dividers were placed in adult tanks, so that there were
four equal sized breeding compartments.

Adult fish exposure terminated on day 300 of the study.
Each fish was sexed, weighed and measured and frozen
for residue analysis. In addition to the full life
cycle study, embryo-larval and hatchability studies
were conducted until day 56 post-hatch. '
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On days 0-2, fish larvae were fed uncoiled powdered
pruteen once per day. On days 3-4 post-hatch, the fish
larvae were fed once with Pruteen and twice with
Artemia (brine shrimp) larvae, at a rate of 400 shrimp
larvae per minnow larva. From day 5 to 15 post-hatch,
the fish larvae were fed on Artemia larvae, 3 times per
weekday, and 2 times/a day on weekends. From day 16
post-hatch onwards Artemia or Artemia with promin was
fed at various different stages and various amounts
depending on the stage and size of the test organism.

Statistical Analysis-

Relative standard deviation (RSD) was defined as the
standard deviation expressed as a percentage of the
mean (this is equivalent to the coefficient of
variation). The RSDs of the lengths of the larvae at
28 and 56 days post-hatch for control replicates were
calculated to determine the acceptability of the data
according to the EPA Env1ronmenta1 Effects Guidelines.

Hatch and Surv1val

The percent hatch and survival were tested using an
exact 2x2 contingency table test to compare the
treatments with the controls. Slgnlflcant differences
were identified at P=0.05 level.

Larval

The larval length and weight data from solvent and .
dilution water controls were compared using Dunnett's
t-tests at the P=0.05 level. If no significant
differences were found, all control data were pooled.
If significant dlfferences were found, the solvent
control data were used for further ana1y51s.

The length and weight data from each repllcate of each
treatment were compared using a t-test and, if no
“significant differences were found (P=0. 05), the
replicates were pooled for further analysis. Otherwise
individual replicates were treated separately.

One-way and two-way analysis of variance was carried
out on the length and weight data. If a significant F-
value was obtained, Dunnett's t-tests were .used to
compare each treatment ‘'with the control (Ref 4) (P=0.05
and P=0.01). _
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The F, generation data were analyzed using the same
methods as described above.

E ‘ Production

Egg production data included: number of batches of
eggs, number of eggs per batch, total eggs, mean eggs
per batch and range of egg numbers for each treatment.
From day 150 to 300, individual egg production
therefore "female-day" was recorded, since the pairs
were in individual chambers.

12. Reported Results
Analytical Results

Overall the mean measured concentrations were 68% of the
nominal concentrations. A total of 707 samples were measured
over the duration of the study. The measured concentrations for
the various chambers per test concentration are listed in Tables
8- 15. Lambda—cyhalothr1n(c1s B) eperimizes rapidly in water to
the cis A enantiomer pair. Results from the GC analy51s
indicated that the total of the cis A and cis B isomer palrs was
a total of 60% of the nominal concentration. (The LsC :
determinations do not discriminate between the cis A and cis B
isomer pairs). :

Lambda-cyhalothrln consists of the cis B isomer pair only, and as
this comprises 77% of the total as determined by the confirmatory
analysis, the LSC results have been corrected by this factor to
estimate the true content of lambda-cyhalothrin in the test
solutions (Tables 11, 15, and 16).

The mean measured residues (by LsC) for the various test
concentrations were as follows: :

Mean Measured Conc.

Nominal Conc. ug/1 :
ug/1 Cis A and B Cis B* % of Nominal
DWC - - -
SC - - -
"0.03 0.019 0.015 50
0.06 0.040 - 0.031 - B2
0.12 0.081 0.062. 52
0.25 0.179 0.139 56

0.50 0.354 : 0.273 o 55

* Correction factor applied = 77% (46/60)
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Statistical Validation:

The relative standard deviations(RSD) for F, generation
larvae at 28 and 56 days post-hatch and at exposure day 300 were
all less than 40%. The RSD for the F, generation at- 56 days
post-hatch was also less than 40%. (Tables 22, 24, 28 and 42).

The study authors reported the data for the control pooled
and unpooled so that individual comparisons could be made.

Results from Measured Parameters

All of the following parameters are reported in measured
concentrations (corrected cis B) unless otherwise noted.

Hatbhabilitz of F, Generation Embryos

The overall percent hatch was 87.3%. Hatch day was on
exposure day 4. The study authors reported that there was
no significant difference in any of the test concentrations
when compared to the controls, therefore, the LOEL is
greater than 0.273 ug/l (measured concentrations). See Table
i8, 19, 20. : ’ - '

Survival of Fo Generation lLarvae to 28 days Post-Hatch.

No larvae survived to 28 days at the highest test
concentration (0.273 ug/l). The survival was only 52% at the
next test concentration, therefore, the mean LOEL was
determined to be 0.139 ug/l (measured) concentrations. See
Table 48. o

Survival of F, Generation to 56 days Post-Hatch

There was significant reduction in survival between 28
and 56 days post-hatch when compared to the pooled _
controls. (See Tables 19 and 20). The LOEL for this parameter
was determined to be 0.139. (Table 48).

Length of Fb Generation Larvae at 28 and 56 days Post-
Hatch i

The average length was greater in all the test
concentrations when compared to the control. In fact, the
‘length was significantly greater in the 0.139 ug/L test
level, since there was such high mortality in these test
vessels, there was more room, or a lower loading factor. So
the fish grew faster. The LOEL was 0.139 ug/l. See Tables
21-24 and 48.

Survival of F, Generation Fish to 300 Days
7
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since

Mortality after pairing had no dose response
relationship. The NOEL was 0.139 ug/l. (Tables 25, 26, and
48) . The top surviving concentration (0.139 ug/l) had 100 %
survival over the 151 day period to the end of the exposure.

Length and Weight of F, Generation Fish at 300 Days

The LOEL is reported to be greater than 0.139 ug/1l,
there was no effect at any of the treatment levels when
compared. to the controls.

Egg Production

A total of 86,633 eggs were produced in 1,048 batches.
Egg production was divided into two phases.

The first phase was day 87 to 149, which was prior to
pairing of the adults (as the sex could not be determined
until full maturity or day 150).. During this period, _
22,280 eggs were recorded in 255 separate batches. During
this period the actual number of eggs per female could not

" be ascertained since the females were not separated.

phase

of ea
conce
males

The second phase was from day 150 to day 300, the fish
were paired and separated into four replicate breeding
chambers in each adult tank. A total of 64,353 eggs were
collected from 793 batches. See Tables 32-35.

Twelve females and one male died during the second

of the egg production period (Tables 45 and 46) so the
number of available female breeding days was reduced in
some of the chambers. See Table 33. A total of 39
females and 44 males survived until termination.* The
number of eggs per available day and the average number
of batches per day per chamber have been calculated.
See Table 33.

The study authors reported that the two lowest
concentration showed an increase in egg production and the
highest test concentration showed less, but not . :
significantly so; P=0.05. The LOEL was therefore determined:
to be greater than 0.139 ug/l measured concentrations. See
Table 36 and 48.

* Note: The number of males and females do not total to 48
ch, as would be expected. This is because at the highest
ntration, three of the fish that were thought to have been
were actually females.
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Hatchability of F, (Second)Generation Embryos

When compared to the pooled controls, there was a
significant reduction in hatching success at 0.139 ug/1.
Therefore, the NOEI~= 0.062 ug/1 and the LOEL= 0.139 ug/1-
measured concentration. (See Table 37, 39, 40, and 48) .

Survival of F, Generation Larvae to 56 days Post~Hatch

The average survival was reported to be 80% at 56 days
post-hatch for pooled control data. The NOEL was determined
to be 0.031 ug/l and the LOEL= 0.062 ug/l1 measured .
concentrations. See Tables 38-40 and 4s8.

Léngthvof F, Generation Larvae at 56 days Post-Hatch

compared to the control. This was not considered an adverse
effect, since there was an increase in mortality in these
treatment levels, there was more room for the»remaining
fish. In other words, a lower loading factor, and
therefore, the fish could grow faster. Therefore, the LOEL

was greater than 0.139 ug/l.(Tables 41, 42 and 48).

Weight of F, Generation Larvae at 56 days Post-Hatch
.

Weight had increased in the top three concentrations.
This is believed to due from a lower loading factor,  see
comments in above section. The LOEL was greater than 0.139
ug/1 measured concentrations. See Tables 43, 44 and 48.

Adult Mortalities- Exposure Days 60-300
___f__________,______KQ________I________

A total of 27 deaths were reported in the F, generation
fish after day 60. The- study authors reported these deaths
not to be dose related. In addition, there were 3 culls,
were a total of 63 males, 78 females and 2 fish with
indeterminate Sex were removed. See Tables 44 and 4s5.

Deformities

- During the entire study, only five fish were reported
be deformed. a1l1 five were F, generation males, with four
sacrificed during the first cull (on exposure day 154).
These deformities were noted in the control, and the two
lowest concentrations, therefore, there was not a dose

-response relationship. See Table 47.

LC50 values- F. and F,_Generation Survival
MM



The following results are based on the survival of the
F, generation larvae to 96 hours in the separate acute study
with larvae from the same batch of eggs that was used to
start the main study and the survival of the first and
second generation larvae to 56 days post hatch within the
main study.

F, Generation(separate study) 96 hour LC50 = 0.360 ug/l
Fb Generation 56 day(post-hatch)= 0.108 ug/1
F, Generation 56 day(post-hatch)= 0.059 ug/1

See Tables 19, 39, and 65-68,69.

Overall NOEL, ILOEL and MATC

The overall NOEL was determined to be 0. 031 ug/1

measured concentration (corrected cis B). The most sensitive

parameter was F, survival to 56 days post-hatch. The
overall LOEL was 0.062 ug/l mean measured (corrected
cis B). See Table 48.

With the range being from 0.031 ug/l to 0.62 ug/l, the
geometrlc mean MATC was determined to be 0.044 ug/l. This
MATC is one order of magnitude lower than the geometric mean
derived from an fish early life stage study that was
conducted on sheepshead minnow, with a MATC range of 0.38
ug/l to 0.25 ug/l ‘mean measured concentratlons. ~

Bloaccumulatlon of lambda—czhalothrln
In all of the follow1ng instances, the lambda-

cyhalothrin residue content of the adult F, fish, F, eggs, or

F, larvae in the dilution water control and the
solvent control was not 51gn1flcant1y different
from the background levels using radiolabeled.
material. All the follow1ng BCF's were calculated
using measured residues in test vessels.

F, Generation adults

After 300 days exposure to the test solutlons the

1ambda4 cyhalothrin content of the adult F, fish in the

dilution water control and the solvent control was not
-significantly different from the background levels.
The BCF ranged from 3952 (in the 0.062 ug/l) to 6691
which was at the 0.139 ug/l1. The overall mean BCF was
4982. See Table 51.

F, Generation Eggs

The exposure concentrations of 0. 03, 0.06, 0.12, and
ug/l (nominal) produced BCFs of 1313, 1132, 1440 and

10
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1360, respectlvely in the F, generation eggs. See
Tables 49, 50 and 52.

F, Generatlon Larvae

The exposure concentrations of 0.03, 0.06, 0.12, and
ug/1l (nominal) produced BCFs of 3853, 3452, 5258 and
4633 respectively, with an overall mean of 4299. See
Table. 53.

Water Quality Observations

Dilution Water

The pH of the dilution water ranged from 7.0 to 8.1

a mean of 7.4. See Table 54. The conductivity ranged
from 100-160 uS/cm, with a mean of 125 uS/cm. The
alkalinity or hardness of the dilution water ranged
from 18.6 to 33.9 and from 32.6 to 57.0 mg/l as Ca CO3
respectively.

Residual chlorine was also measured for a total of 221
occasions. On three occasions, the residual chlorine level
exceeded 4 ug/l. - These were 9, 9 and 72 ug/l, respectively.
The study authors reported that the 72 ug/l was suspect,
since another sample taken prior to carbon filtration
indicated that the residual chlorine was 18 ug/1.

A total of 89 measurements were made for ammonla. The
levels ranged from less than 0.05 mg/l to 0.12 mg/l
ammoniacal nitrogen.

The dissolved organic carbon content of the dilution
water ranged from 0.001-2.1 mg/l with a mean of 0.84 mg/l..

The dilution water was perlodlcally screened for heavy
metals and pesticides. See Table 55.

Measurements in Exposure Vessels

The overall DO was 7.06 mg/l. The minimum recorded was
5.2 mg/l. The overall pH was 7.2 with a range of 6.09 to
8.36 (see Table 58). The overall mean temperature was
24.870C, with a range of 24.0 to 26.20C with a total of 1625
measurements-see Table 60 and 61.

Light Intensity of Test System
The light intensity varied from 1100 to 1806 lux at

study initiation to 1000 to 1800 lux at study termination.

11



Flow Rates and Toxicant Dilution Factors

The flow rate to the progeny tanks was nominally 55+/-
4 ml/minute. The recorded mean values ranged from 50 to 51
ml/minute. The flow rate to the adult tanks ranged from 228
to 234 ml/min with an average of 231 ml/min. ‘

The mean toxicant flow rate ranged from 0.0100 to
0.0101 ml/min within an average of 0.0101 ml/min compared to.
nominal value of 0.01 ml/minute. The total measured flow
averaged 813 ml/min. The resulting mean dilution factor was
80508 overall. This was equivalent to 98% nominal.

Protocol Used to Conduct Study’

The study authors reported that the study was conducted
in accordance with the EPA SEP Guidelines for a Fish Life
Cycle Study EPA 540/9-86-137, with the exception of the
following°

-The study was initiated with 80 eggs instead of the
recommended 200 in the SEP. The study authors reported that
an increase in. number of eggs, increases the chance for
fungal infection. The’ eggs chosen for study initiation were
carefully selected for viability before plac1ng into the
individual chambers. _

~The study authors 1nterpreted the SEP to requlre two
replicates for each concentration. The test was run with
two incubation cups per replicate, but the larvae were then
pooled to give two replicates per concentration.

13. Study Authof's Conclusions / Quality Assurance Measures:

Based on all the various parameters measured, the most
sensitive endpoint was F, survival. The NOEL was determlned to
be 0.031 ug/l and the LOEL was 0.062 ug/l. All the values are
based on the corrected mean measured concentrations of lambda-
cyhalothrin (ug/L) measured by liquid scintillation counting
- (correction factor 77% to allow for Cis B content).

The conduct of this study has been inspected /audited in
accordance with Imperial Chemical Industries pollc1es and
procedures for Good Laboratory Practice.

12
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14.

A.

Reviewer's Interpretation and Evaluation of the Study

Test Procedures:
The following discrepancies were noted:

- As pointed out by the study authors, the study was
initiated with 80 eggs instead of the recommended 200 eggs.
According to the study authors, these eggs were carefully
selected for v1ab111ty

- The larvae were pooled where as the SEP guidelines
recommends pooling when the adults are spawning. Therefore,
the number of larval tanks are reduced by one-half.

-The percent hatch in one of the four incubation cups in the
DWC was only 68.4 or 6/19 eggs failed to hatch. The average
percent hatch for that replicate was 79.5.

- It appears that the study authors did not randomly select
the larvae that were used for the remaining of the study. In
addition, the study authors reported that 4 of the 5 fish

- that were deformed on day 154 and were sacrificed. Another

instance where it appears the fish were not randomly
selected for the continuation of the study.

-Table 32 indicates that in the two lowest concentrations,
spawning took place earlier, and the numbers of eggs
produced per batch at the beginning (exposure day 90 of the
study) showed that this chemical cause a hermetic effect.

-The study authors kept the photoperiod constant at 16 hours -
daylight. Consequently, the females after pairing continued
to produce eggs. Therefore, the study never was terminated
after 1 week post-egg production as stated in the SEP. The
study authors should be aware that the SEP is not a _
protocol, but a set of guidelines by which EEB evaluates

that particular study. The Study authors should refer to

the citations which lists the protocols (w1th1n the SEP) in
designing that particular study.

-There is a concern that the D11utlon Water Control (DWC)
and the Solvent Control (SC) tanks may have been
contaminated with test material. According to Table 10 (page
46) and Table 13 (page 51), the DWC and SC was reported to
have levels of material as high as 0.007 ug/l Cis-A, and
0.010 ug/l of Cis-B. Both of the reported levels (for Cis~-
A and Cis -B) overlapped the lowest test concentration. The
study authqrs should explain why the levels were as high,
and confirm if indeed there was or was not contamlnatlon in
the controls.

13
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If indeed these levels were the lowest level of detection
for that day, then the study authors should address why the
solvent ‘control on day 189 reported levels of Cis-A higher
than the two lowest test concentrations. And if indeed the
levels reported are the actual level of detection, then the
baseline level of detection appears to be unstable.

- The dilution water used during this study was
dechlorinated water. The ASTM (1980) states that
dechlorinated water should not be used as dilution water
because removal of chlorine is rarely complete and residual
chlorine can be quite toxic to aquatic organisms. If used,
it must be shown that the concentration of residual chlorlne'
is <3 pug/L in fresh samples of the dilution water. However,
the dechlorinated water used in this test is considered
acceptable due to the following reasons: 1) the water had
- been dechlorinated using sodium thiosulfate and then passed
through activated carbon; 2) the residual chlorine in the
dilution water was measured frequently during the test; 3)
percent survival of larvae and adult fish was acceptable in
both controls.

- The eggs.used in this test were from six females; the SEP
recommends ten females. _

- The ASTM states that measured concentration of test
material in any chamber should be no more than 30% higher or
lower than the nominal concentration. If the concentration
of the test chamber is too low, the stock solution of test
solution may have been prepared incorrectly, the metering
system may not have been calibrated correctly, or volatility
and degradation may have occurred. During this study, most
measured concentrations were >30% lower than the nominal
concentrations. However, since the concentrations of the
test solutions were measured frequently and the values
obtained were consistent, this deviation did not affect -the
test validity.

- The mortality in the both the solvent controls and the
dilution water controls was higher than would have been
expected in a life cycle study. Unfortunately, since the
photoperiod did not follow the Evansville, Indiana times,
the females did not stop spawning. EEB did evaluate the
‘control data to include the first seven spawns, and
determine that the egg production as well as survival was

within the range of other historical control data that are
- available to EEB.

- The study authors should report the historical control
data for the fish life cycle studies that have been
conducted at this facility. EEB questions the early
spawning, on day 87, since the data available to EEB

14

2y



indicates spawning typically starts much later- closer to
day 120 of the study. . In addition, the study authors should
report why there was such a delay in separating the fish
into pairs since spawning started so early. It seems that
the sexes of the fish should have been discernible earlier
in the study. For example, based on territorality or
spawning behavior. Or perhaps the fish were spawning too
early. ' '

- The study authors should explain why the 0.012 ug/1"
(nominal concentration) treatment level did not include a
'second batch of F1 eggs for replicate B. Please refer to
Table 39 (page 150). Especially since it was clear from
that same table but (page 147), that there were three
batches of eggs for that replicate. Therefore, fewer F1l
. eggs/larvae were evaluated for percent hatch, 28 and 56 day
- survival at that treatment level.

- = There appears to be data discrepancies, or poor quality
assurance of the data reporting. Please refer to the
following:

Table 38- 0.12 ug/l treatment level - Date of .
spawning-26.8.88 and date of hatch 31.8.88. It should
only take 5 days to hatch. '

Table -39 indicates that again a hatch date was 31.10.88
for 0.12 ug/l treatment level, and page 147 shows no
spawning close that date. : - :

B. Statistical Analysis:

The Ecological Effects Branch confirmed all statistical
analysis by using the ANOVA arc-sine transformation, with Duncan
Grouping, for percent hatchability for both the FO0 and F1
generations, as well as survival for FO and F1 generation, at the
various intervals (28 days, 56 days, and at study termination).
The ANOVA , with Duncan Grouping, was used to determine the level
of significance for the length and weight of the FO and the F1
- generation ( 28 day, 56 days and 300 days). The 300 day data was
also broken down into groups of males and females. The egq
.production data were also analyzed using the ANOVA and the Duncan
Grouping. Specifically the egg production data were broken down
by numbers of spawns per female/treatment level and total number
of eggs per female/treatment level from day 149 to 300. The egg
production data (total number of eggs per female. was also logged,
in order to determine if logging the data changed the results.

Ultimately, EEB found a few parameters where the statistical

results were different, in all cases, EEB's results were more
sensitive. These include: FO length at 28 and 56 days, and FO

15

s~



length and weight at 300 days. The pooling of the control data
may have affected ICI's conclusions.

C. Results/Discussion- All of the numbers below. are based
on measured concentrations (Corrected for cis B).

1) Hatchability of FO Embryos- Our analysis indicated there was
no statistical differences among the treatment and the control
eggs regarding the cumulative number of larvae that hatched by
day 5 of the study. The percent hatched per cup ranged from
78.75 % for the 0.062 to 90.1 % for the 0.139 ug/l. There was
not a dose response relationship. The hatching values for DWC
and the SC are, 84.5% and 89.0%, respectively. The NOEC was
greater than 0.273 ug/l.

2) Survival of FO0 Larvae at 28 days and 56 days post-hatch- At
this point in the study, the highest test concentration (0.273
ug/1) had no surviving larvae by day 7. By day 28 of the study-
only 52 % of the larvae survived at the next highest
concentration (0.139 measured conc.) The 28 day FO larval
survival of DWC and the SC were 98 % and 88%, respectively. The
NOEL was 0.062 ug/1 and the LOEL was 0.139 ug/l..

Again by day 56 of the study the treatment level which showed
signs of adverse effects was 0.139 ug/l. The DWC and the SC were
94 % and 88%, respectively. The NOEL was 0.062 ug/l and the LOEL
was 0.139 ug/l1l for 56 day FO larval survival.

3) Length of larvae at 28 and 56 days post-hatch- Our. analysis .
indicated that the length of the larvae significantly increased
after 28 days post-hatch at the 0.139 ug/l treatment level.

These results are different from what the study authors reported,
which indicated that the NOEL was >0.139 ug/l. Therefore, the
NOEL was 0.062 ug/l and the LOEL was 0.139 ug/l.

In addition, EEB conducted the statistical analysis and
determined the larvae increased in weight at 56 days post-hatch .
at the 0.031 ug/l1 treatment level. Therefore, the NOEL was 0.031
ug/1 and the LOEL was 0.062 ug/l. EEB believes that the reason
for the increase in growth may be a hormetic effect, which is
commonly seen when fish are exposed to low sublethal
.concentrations of toxicants*, or due to a reduction in the number
in the test vessel, thereby lowering the loading factor. #*Note-
This may also explain why at. the two lowest doses the egg
production was considerably higher than even the controls- again
a hometic affect. ’ :

4) Survival of FO0 fish at 300 days. Our statistical analysis
indicated that survival was not affected up to 0.139 ug/l. The
mortality was high from day 150 to 300 in the DWC and the Solvent
control when comparing to historical control data. Specifically
for the DWC and SC the percent survival were 81.25% and 87.5%,
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respectively. However, these values do fall within the range of
acceptability of the study. . When reviewing the data, it appeared
‘the mortality was primarily females, and all except one female

. had at least 5 spawnings prior to death. Therefore, the NOEL was
determined to be > 0.139 ug/1l. '

5) Length and Welght of FO Fish at 300 Days- Since there is such.
a wide variability in growth in males and females by day 300, we
separated the males from the females when conducting the
statistical analysis. For the females, both the weight and the
length revealed a NOEL of 0.139 ug/l.

When we analyzed the male weight data, the results from the
statistical analysis indicated that the weight increased at the
0.062 ug/l treatment group. However, at the higher dose (0.139
ug/L), the increase was not as great, so that there was not a
clear dose response with regards to weight and concentration.
With regards to length of the males, the males increased in
length at 0.062 ug/l when compared.to the controls. Again, EEB
attributes the increase in weight and length at the lower
concentration to hormesis. Therefore, the length and weight of
the males were affected at 0.062 ug/l, indicating a NOEL of 0.031
ug/1l for both parameters.

17
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The results of the length /weight data are as follows:

T;eatméht Level Mean Weight (gm) Mean Length (mm)

(measured conc.) Male Female Male Female
ug/1 V

DWC 4313.8 1474 57.9 44.6
sC . .3966.3 1841.7 : 55.6 47.5
0.015 : 4047.5 2006.7 56.8 . 47.6
0.031 4007.1 1714.3 . 55.1 46.4
0.062 . . 5221.3 15987.5 61.4 " 45.4
0.139 4686.0 1760.9 61.7 " 46.8

6) Egg Production - Our statistical analysis included several
parameters. Specifically, Al Jarvinen, (personal communications,
EPA Lab, Duluth, MN) suggested the egg production data be
analyzed from day 150 to 300 since that is when the adults were
paired. The study authors reported all the necessary data to
evaluate this data properly. According to the statistical
analysis, none of the treatment levels showed a decrease in egg
production when compared to the control data. However, while
reviewing the data, it was determined that the variation was so
great that a statistical difference would be difficult to
ascertain. The following is a summary of the egg production data -
from day 150 to 300.

Treatment Level Total No.Eggs Total No. Batches Eggs

measured conc. (mean) - (mean)
ug/1 “

DWC 1552 21

sc ‘ : 1407 18.8

0.015 ’ 2155 21.0

0.031 1809 22.1

0.062 940 13.5

0.139 288 ‘ 4.2

The above mean total number of eggs shows that there is a :
biological effect when exposed to the chemical even though there
was no statistically significant difference when compared to the
controls. ,

The total number of batches of eggs showed that there was'indeed
a statistical significant difference at the 0.139 ug/1.

Therefore, the NOEL was 0.062 ug/l and the LOEL was 0.139 ug/l
for the total number spawns/treatment level.
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In addition, we analyzed the egg production data using.log
transformation, since there was such a wide variability of the
data, and we-determined that using log numbers, the NOEL was
0.062 ug/1l and the LOEL was 0.139 ug/1l.

* Since there was mortality and since the study authors reported-
that in three of the replicate chambers only females were loaded
into the tanks, therefore no egg production took place in those
chambers, EEB also analyzed the data by the number of
eggs/female/breeding day. The NOEL was determined to be 0.062
ug/l and the LOEL was determined to be 0.139 ug/1l.

7) Effects on F1l Embryos and Larvae~ The results from the
statistical analysis indicated that effects to the F1 generation
to be the most sensitive endpoint. The lowest NOEL showing clear
adverse effects were seen for the F1 generation. The following
is a mean of the percent hatch and survival summary of the F1
generation:

Treatment Level Percent Hatch : Survival (%) .
ug/1 : 28 days ' 56 day

measured conc. :

DWC i 97.2 89 84

scC. ' 94.9 85 .75

0.015 92.4 90 87

0.031 - 95.1 . 94 85

0.062 92.3 55 : 50

0.139 82.2 41 29

Results from our statistical analysis indicate that the 28 day
survival had a NOEL of 0.031 ug/l and a LOEL of 0.062 ug/1.

The 56 day survival was not significantly different at the 0.062
ug/l treatment level (NOEL), but is significantly different at
the 0.139 ug/1 (LOEL). .

In addition to the survival data, the 56 day larvae were measured
for length and weight. The results are as follows:

‘Treatment Level Length ‘Weight

(measured conc. ug/l) (mm) (gm)
DWC ' 24.9 231.5
sC - 25.0 250.5 |
0.015 25.1 248.6
0.031 : 25.8 274.7
0.062 27.6 300.5
0.139 28.5 345.2
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Our statistical analysis of the 56 day larvae weight and length
data indicate that the growth was stimulated in the treatment
levels when compared to the controls. Specifically the NOEL for
both parameters was determined to be 0.031 ug/l and the LOEL was
0.062 ug/l. .

8) Effects on Adult FO Fish- During the course of the study only
five fish were noted to have any physical deformity. All five
were FO generation males and four were sacrificed during the cull
of excess fish on day 154. The fifth was only recorded as
deformed on two occasions(once on day 21 and once on day 300).

At the end of the study only this one fish remained with any
degree of deformity. The deformities were noted in both controls
and the two lowest exposure concentrations and were therefore
considered not to be related to the test compound.

9) Bioaccumulation of lambda-cyhalothrin- For all of the
following parameters measured for bioaccumulation, the content of
lambda-cyhalothrin was not different in the DWC and the SC from
the background levels. The results of the data are as follows:

Tréatment Level Bioconcentration Factors (BCF)

T ug/l . FO Adult Fish Fl Eggs Fl Larvae
(measured conc.) (300 days) :
0.015 5060 ' 1313 3853
0.031 ‘ 4226 1132 . 3452
0.062 3952 1440 ' 5258
0.139 6691 : 1360 4633

10) LC50 values- The study authors also conducted LC50 studies
on FO generation larvae for 96 hours with the same larvae from
the same batch of eggs that were used to start the main study.
The survival of FO and F1 generation larvae to 56 days post-hatch
within the main study was also assessed. The following values
were determined: _ ' :

measured concentrations

'FO generation 96 hour LC50 = 0.360 ug/1
FO generation 56 day (post-hatch) LC50 = 0.108 ug/1
F1 generation 56 day (post-hatch) LC50 =

0.059 ug/1

The summary of the NOEL and LOEL values are as follows:
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RESULTS FROM STATISTICAL ANALYSIS

PARAMETER ,  NOEL EL
Percent hatch (FO0) 20.273 ug/1 -
FO Survival to 28 days 0.062 ug/L 0.139 ug/L
FO Survival to 56 days 0.062 ug/1l 0.0139 ug/1
FO Survival to 300 days 20.139 ug/1 | -
Fl percent hatch 0.062 ug/1l - 0.139 ug/l
F1 Survival to 28 daysv_ ' 6.031 ug/1 0.062 ug/1l
F1 Survival to 56 days 0.062 ug/l 0.139 ug/1
FO length at 28 days 0.062 ug/1 0.139 ug/1
FO length at 56 days 0.031 ug/1 " 0.062 ug/l
FO length at 300 days
Females 20.139 ug/1 -
Males 0.031 ug/1 . 0.062 ug/l
FO Weight at 300 days » .
Females : 20.139 ug/1 -
Males : 0.031 ug/1 0.062 ug/1l
F, weight at 56 days 0.031 ug/l 0.062 ug/l
F, length aT 56 days 0.031 ug/1 0.062 ug/1l
Total eggs (days 87-300) 0.062 ug/1 : 0.139 ug/1
Number of eggs/female/ ' |
breeding day 0.062 ug/1 : 0.139 ug/1
' Total eggs/female 0.139 ug/1 -
Total eggs from days ' >0.139 ug/1
150-300
Number of batches eggs :
150-300 20.139 ug/1
Egg Production- log-

150-300 0.062 ug/1 ~0.139 ug/1
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D. Adequacy of the Study

+1) Classification- Not classified

2) Rationale- EEB was unable to classify this study at this time
since there are discrepancies that need to be addressed by the
study authors in order for EEB to determine if this study is
scientifically sourid and satisfies data requirements. Please
refer to section 14.A. for a review of the discrepancies.

3) Repairability~- The study authors must address the
discrepancies noted in section 14. A. One particular concern, it
appears that there was contamination in the DWC and SC tanks by
the levels of lambda -cyhalothrin reported by the study authors
(GC analysis). If the study authors provide information to
negate these concerns then the classification will be
reconsidered. Another concern is the adequacy of the quality
assurance. EEB has found discrepancies in the data reporting
that need to be .addressed.
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Page is not included in this copy.

Pages 552 through 8 ;z—are not included in this copy.

The material not included contains the following tyve of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.

Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information
A draft product label.

The product confidential statement of formuls.

Information about a pending registration action.
E; FIFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.

The information not included is generally considerad confi
by product registrants. If you have any questions, please€
the individual who prepared the response to your requesSt-
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1. Name and address of submitter

ICI Americas Inc.

Agricultural Products

Concord Pike & New Murphy Road
Wilmington, DE 19897

2. Regulatory action in support of which this package is submitted

KARATE® Insecticide

EPA Reg. No. 10182-96

Conditional Registration of Cotton
Fish Life Cycle Protocol

3. Transmittal date

July 21, 1988

4, List of submitted studies

Vol. 51, Tapp, J. F., "Interim Report - Lambda Cyhalothrin (KARATE PP32il
Determination of Chronic Toxicity to Fathead Minnow (Pimephales S
Eromelas) Full Lifecycle Status at Days 28 Post-Hatch
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Company Official: James M. Wagner

Name Signature
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Name Phone
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