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CONCLUSIONS: Thls study is sc1ent1flca11y sound and satis-
fies the guideline requirement (Gdln 71-2) .for an avian
subacute LCs, study. Based upon visual. examination of the

data, the single oral LDy, for mallard exposed to XDE-105 is
>5156 ppm, the highest dose level tested. This classifies
XDE-105 as practically nontoxic to birds on a subacute. o
dietary basis. There were no mortalities or toxic effects ..
noted at any test concentration. Based upon'a significant -
reduction in body weight gain at the >1243. ppm dose levels, -
the no observed effect concentratlon (NOEC) is 302 ppm.

DEQUACY OF THE STUDY. Core
RATIONAL FOR _CLASSIFICATION: _N/A -

BACKGROUND: New chemical EUP.



A. Test Organisms:

Species:
A wild waterfowl species,
preferably the mallard (Anas .
platyrhynchos)

mallard (Anas platyrhynchos),
'1—day old birds S

.

Age at heginning of test-
5-10 days old. '

10 days; mean body welght >
148.2 + 23.9 g

Supplier

Whlstllng Wings, Box 1, 113
Washington St., Hanover, ILL ~

9 days

||Acclimation Eeriod

B.. Test System:

Pen sige: ‘
about 35 x 100 x 24 cm

floor space 43.2 x 75.2 cn;
height 27.9 cm

Brooder temperature:
about 35°C (95°F)

brooder pen temperature was -
maintained at approx 37 ° C

Roomftemperature:
22-27°C (71-81°F)

not specified, even though
authors stated that room
temperature was continuously .
recorded throughout the study

Relative humldlty.
30-80%

ranged from 50% to 60%
throughout the study ‘

||Adequate ventilation? (Y/N)

not 1nd1cated

_ Photoperlod :
Mlnlmum of 14 h of light.

lighting) throughout” the

| acelimation perlod and study
period coe

Diet

Teklad AN11DU (DU—ll),

24 hrs 11ght (fluorescent bulb H
spe01flcatlons 1ncluded in the u

' report




C. Test Design:

Range finding test? (Y/N).

no;
| results of bobwhlte dletary

doses selected baséd on

study

Definitive Test o

{| Nominal concentrations.

Four minimum, 5 or 6. strongly
‘recommended, in a geometric

‘five test concentrations, 200,

625, 1250, 2500, and 5000 ppm
a.i.; adjusted for purlty of
test substance

scale, unless LCy;, > 5000 ppm.

COntrols.

Control group tested with diet
containing the maximum amount
of vehicle used in treated
diets? (Y/N) ‘

1 control group (no carrier)

Number of birds per group:
10 (strongly recommended)

10 blrds'per group; randomly i
assigned (5 blrds per pen):

Vehicle:
Distilled water, corn oil,
propylene glycol, 1% '
carboxymethylcellulose, or gum
arabic.

no vehlcle'

Vehicle amount (% of diet by
.|| weight):
Not more than 2%

N/A

Test duratlons._

5 days with treated feed and

at least 3 days observatlon
I with clean feed._v

five day eXposure,followed_by.
three days with untreated feed

No mortalxty during last 72 hr

,of observations? (Y/N).

no'mortelity observed “

11. REPORTED RESULTS:

’Body weights measﬁred'at;
‘beginning and end? (Y/N)

-individual measurements at day
' 0. 5,

and 8




Estimated consumption per pen
reported for pretreatment,
treatment, and observation
periods? (Y/N)

reported‘for the ‘5 day S
treatment phase and 3 day
basal dlet phase

Control Mortality:
Not more than 10%

‘no mortalitieSt

Raw data included? (Y/N)

no

8igns of toxicity (if any)
were described? (Y/N)

b

yes

Mortality:

No 51gns of mortallty or tox101ty were noted.

Statistical Results: The pattern of mortallty in the study
did not facilitate calculation of an LCy, value. Estimation
of the LC;, was made by visual inspection of the data. The
dietary LC,, was determined to be greater than 5253 ppm, the
highest test concentration tested. The no observed effect
concentration (NOEC) was reported to be 656 ppm (no ,
mortallty, behavioral s1gns of toxicity, changes in body
weight gain, or changes in food consumptlon)

Analytlcal Flndlngs

Measured concentratlons of XDE-lOS in freshly prepared diets
. were 76.4, 151,.302, 1243, 2566, and 5156 ppm for nominal
concentration levels 75, 150, 300, 1250, 2500 and 5000 ppm,
respectively (Table 1, attached) The concentratlons ranqed
from 96% to 102% of the nominal concentratlons.

" The authors reported that stablllty and homogeneity were
established prior to initiation of the study, and the assays
indicated that XDE-105 was evenly distributed in the diets
and that coefficients of variation for- concernitrations of 50
and 5000 ppm were both 1.9%. The authors reported that
concentrations of XDE-105 were stable -in the diet, ranglng
from 96% to 102% of the 1n1t1a1 concentratlon after 2 weeks.

K4

Body Welght[Food Consumgtlon

‘Body Weight: The authors reported -that durlng the 5 day
treatment phase there was no significant difference between
the mean body welght galn values of the control birds- and
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birds at dose levels < 302 ppm. Birds at > 1243 ppn level
showed a significant reduction in mean. body weightsgain.:
During the 3 day post-treatment phase of the study, no
significant reduction in body weight gain occurred ‘at any of
the treatment levels. (Table 2, attached). .

Food Consumption: The authors reported no statlstically

. significant differences between the mean food consumption of

control birds and consumptlon by birds fed diets’ contalnlng
XDE-105 < 2601 ppm during the treatment phase. During the:
three day post-treatment phase of the study, the mean food
consumptlon was 51gn1f1cantly higher in the 5156 ppn group..

The authors reported the LD,0 of XDE-105 in the diet of

mallards as >5156 ppm.

A GLP statement was included in the report indicating the
study conformed with GLP Standards. A Quality Assurance -
Statement was also included in the report.

REVIEWER’S DISCUSSION AND INTERPRETATION

Verification of Statistical Results:

- The dietary Lc” was determlned by visual observation of the :
-data to be in excess of 5156 ppm, the highest test

concentration tested. Based upon a significant reductlon in
body weight gain at the > 1243 ppm dose levels, the no
observed effect concentratlon (NOEC) 1s 302 ppm.

Guldellne Dev1at10ns* The deficiencies noted are 1lsted
below. None one of these were found to affect the overall
quallty of the study. o ‘

'Humldlty and temperature readings were not provided.

Homogenelty and stablllty measurement were not included in
the report.

Phys1ca1 characterlstlcs were not descrlbed in ‘the report.

In correspondence from DowElanco to A. Heyward dated February
15, 1995 it is indicated that the test material used in this
study was a solld material, llght grey to whlte in color.

Classification: Core

Rationale: N/A

Reparability: N/A



13. COMPLETION OF ONE-LINER FOR STUDY: Yes
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Page is not included in this copy.

Pages /] through ? are not included in this copy.

The material not included contains the following type 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 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.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




