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CONCLUSIONS: This study is scientifically sound and meets
the guideline requirements for an avian dietary LC,,
toxicity test. The LC;, of the test material was 8.6 ppm,
which classifies ac 303,630 technical as very highly toxic
to the mallard duck. The NOEC could not be determined.

RECOMMENDATIONS : N/A.

BACKGROUND:

DISCUSSION OF‘INDIVIDUAL TESTS: N/A.
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MATERIALS AND METHODS:

A.

Test Animals: Mallard ducklings (A&nas platyrhynchos)
were obtained at one day of age from a commercial

- supplier in Hanover, IL. All birds were phenotypically

indistinguishable from wild birds and were acclimated to
the testing conditions for 4 days. No deaths occurred
during the acclimation period. The birds were 5 days of
age at test initiation.

Test System: The birds were housed in brooder pens in a
thermostatically controlled room. The pens measured 91
X 36 x 28 cm. During the test, the average minimum and
maximum temperatures were 26 and 38°C, respectively, and

. the relative humidity ranged between 54 and 73%. A 16-

hour fluorescent lighting photoperiod was used

. throughout the study.

For each treatment diet, test material was dissolved in
acetone (covered and stirred on a hot plate)} and added
to Purina® Game Bird Startena. The diets were allowed
to blend for 15 minutes and the acetone was allowed to
evaporate from all diets before administration to the
birds. Water and food were supplied ad libitum. Prior
to and following the S-day exposure period, all birds
were placed on regular feed.

Dosage: FEight-day dietary LG, test. Dosage levels
selected for the study were 4, 6, 9, 13.5, and 20.3 ppm.
The amount of test material added to the diets was not
adjusted for percent purity. A vehicle control diet was
also prepared. :

Design: Ten ducklings per treatment level and control
were randomly assigned to pens. Observations were made
twice daily for clinieal signs indicative of test _
material effect. Inspections were made twice daily for
mortalities and abundance of food and water.

The 26 birds that died during the test and the ten birds
sacrificed from each of the control, 4, and s ppm
treatment groups at the termination of the Project were
subjected to gross pathological examinations. The
surviving four birds at the 9 ppm level were also
inspected.

Individual bodyweights were measured at O-hour on day 1
and on test days 5 and 8. Average feed consumption was -
determined daily by group for days 1-5 (the exposure
period) and days 6-8 (the observation peried). _

2




12.

. MRID No. 427702-29"
Stability and homogeneity samples were collected from a
trial diet. Stability samples were allowed to remain at
room temperature for 5 and 10 days. Immediately after
diet preparation for the definitive test, concentration
verification samples were collected from the control and
each treatment diet. The samples were frozen and sent
to the sponsor for analysis using high performance
liquid chromatography. .

E. Btatistics: The acute median lethal concentration
(LCs,) and associated 95% confidence interval (C.I.)
were calculated using the simplified method of
Litchfield and Wilcoxon. The no-observed-effect
concentration (NOEC) was based on Dunnett's test

- (p<0.05) and clinical observations.

REPORTED RESULTS: No mortality was observed in the control
or two lowest treatment groups during the study. Sixty,
100, and 100% mortality was observed in the 9, 13.5, and
20.3 ppm groups, respectively (Table 1, attached). The 8-
day dietary LG, of AC 303,630 technical for mallard
ducklings was determined to be 8.6 ppm (95% C.I.= 7.4-10.1
ppm). Based on this value, AC 303,630 technical would be
classified as very highly toxic to the mallard duck.

No clinical signs of toxicity were noted for the control, 4,
and 6 ppm treatment birds. Various effects including
lethargy, circling backwards, lack of coordination, lying on

. the side with legs kicking in the air, rapid breathing,
blacing head on side of body, lack of peeping, loss of

righting reflex, labored breathing, and pale green and
chalky white excreta were observed for the three highest
treatment levels (Table 3, attached). Complete remission of
these signs was achieved by the beginning of test day 5.

Mean percent change in bodyweight of birds at the three
lowest treatment levels was significantly reduced in
comparison to the vehicle control birds for the exposure and
entire test periods (Table 5, attached). Statistical _
analysis of the bodyweights of the two highest concentration
birds was not undertaken due to complete mortality by the
afternoon of day 5. :

Feed consumption appeared to be reduced at the two highest
treatment levels during the first two days of the test (20.3
ppm birds) and days 2 through 4 of the test (13.5 ppm
birds). All other values were egual or greater to the
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Gross changes were noted in all birds that died and two
birds which were sacrificed. The majority of these changes
were noted in birds that died during the night, and
therefore, the changes were believed to be due to postmortem
autolysis (Table 7, attached). However, green gizzard
contents and enlarged gallbladders may have been treatment~
related changes.

The NOEC was determined to be <4 ppm, based on the reduction
in bodyweight gain at the lowest treatment level.

STUDY AUTHOR'S CONCLUSIONS/QUALITY ASSURANCE MEASURES:
No conclusions other than those stated above were Presented
by the authors.

Quality Assurance and Good Laboratory Practice (GLP)
compliance statements were included in the report,
indicating that the study was conducted in accordance with
GLPs as set forth in 40 CFR Part 160. A Quality Assurance
statement was also included in the analytical appendix.

REVIEWER'S DISCUSSION AND INTERPRETATION OF STUDY RESULTS:

A. Test Procedure: The test procedures were in accordance
with Subdivision E, ASTM, and SEP guidelines with the
following exception: :

The pen dimensions (91 x 36 cm = 3,276 cm®) were smaller
than recommended (70 x 100 cm = 7,000 cm?).

B. gtatistical Analysis: The reviewer used EPA's Toxanal

program to determine the LC;, value and 95% confidence
interval (see attached printout). The value was similar
to that of the authors.

C. Discussion/Results: Results of chemical analyses

indicated that the material was homogeneously mixed,
stable, and present at the desired levels. The results
are summarized in Appendix II, Tables T, IIB, IIIA, and
IITIB (attached). Although the stability and homogeneity
data were derived from trial diets, the reviewer
believes that the definitive diets would have
demonstrated these same qualities.

After review of the mortality, weight, and feed
consumption data, the reviewer noted that there were
food consumption reductions at the 9 ppm level
throughout the study, in addition to the reductions
noted by the authors at the 13.5 and 20.3 PPm levels.
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This study is scientifically sound and meets the
guideline requirements for an avian dietar
toxicity test. The LCsy of the test mater
mallard ducklings was 8.6 ppm, which classifies AC

303,630 technical as very highl
duck. The NOEC could not be de
significant reduction in bodywe
treatment levels.

Adequacy of the Study:

(1) Classification: . Core.
(2) Rationale: N/A.
(3) Repairability: N/a.
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Page 15 not included in this copy.

Pages g;" ' through 79\37:1.1-9: not included.

The wmaterial not included contains the following.

informatio_n:

_ Identity of product inert ingredientg.

—  Identity of 'prodpct impﬁrities.

—. Description of. the product manufacturing process.
— Description of quality control prqcedu:fgs.

—— Identity of the source of product ingredients.

Sales or other commercial/financial information.

A draft product label.
- The product confidential statement of formula.

Information about a pending registration action.

.~ FIFRA registration data.

' The document is a duplicate of page(s)

The document is not responsive to the request.

type of

The information not included is
by product registrants.
the individual ‘who prepa

generally considered confidential
If you have any questions, please contact
red the response to ‘your request.




MOSSLER AC 303630 ANAS PLATYRHYNCHOS 6-29-93 :
************************************************************************

CONC. NUMBER NUMBER PERCENT BINOMIAL
EXPOSED DEAD DEAD PROB. (PERCENT)
20.3 10 10 100 9.765625E~02
13.5 1o ' 10 100 9.765625E~02
9 - 10 6 60.00001 37.69531
6 10 0 0 9.765625E-02
4 10 ‘ 0 0 9.765625E~02

THE BINOMIAL TEST SHOWS THAT 6 AND 13.5 CAN BE

USED AS STATISTICALLY SOUND CONSERVATIVE 95 PERCENT
CONFIDENCE LIMITS, BECAUSE THE ACTUAL CONFIDENCE LEVEL
ASSOCIATED WITH THESE LIMITS IS GREATER THAN 95 PERCENT.

AN APPROXIMATE LCS50 FOR THIS SET OF DATA IS 8.548964

WHEN THERE ARE LESS THAN TWO CONCENTRATIONS AT WHICH THE
PERCENT DEAD IS BETWEEN 0 AND 100, NEITHER THE MOVING AVERAGE
NOR THE PROBIT METHOD CAN GIVE ANY STATISTICALLY SOUND RESULTS.

****************************************‘**_*******************************




