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EEB Guxdeline/MRID Summary Table: The review in this package contains an4avaluation of the

following: _
GDLN NO | MRID NO CAT GDLN NO MRID NO CAT GDLN NO MRID NO . CAT
71=1(A) 72-2(A). | 72=7(a) : -
71-1(B) . 72-2(B) E ’ 72-7(B)
71-2(A) 72-3(A) ‘ 122-1(a)
71-2(B) ‘ 72-3(B) 122-1(B)
71-3 , 72-3(C) 122-2
71-4(A) 72-3(D) 123-1(A)
'71-4(B) P 72-3(E) 123-1(B)
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

Y=Acceptable (Study satisfied Guideline)/Concur
P=Partial (Study partially fulfilled Guideline but
’ additional information is needed
S=Supplemental (Study provided useful Lnformatxon but Guideline was
not satisfied) .
N=Unacceptable (Study was rejected)/Nonconcur



MRID No. 426088-07

DATA EVALUATION RECORD

CHEMICAL: - Methyl Anthranilate.
Shaughnessey Number: 128725.

TEST MATERIAL: Methyl\Anthranilate; 99.9% purity; a clear
liquid.

S8TUDY TYPE: 71-1A. Avian Single Dose Oral LD;, Test.

Species Tested: 'Mallard (Anas platyrhynchos) .

CITATION: Campbell, S.M. and M. Jaber. 1992. Methyl
Anthranilate (MA): An Acute Oral Toxicity Study with the
Mallard. Study performed by Wildlife International Ltd.,
Easton, Maryland. Laboratory Study No. 343-102. Submitted'
by ERM Program Management Company, McLean, Virginia. EPA

.- MRID No. 426088-07.
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CONCLUSIONS: - This study is scientifically sound, but does

not meet the requirements for an avian oral LD,, test.
Because several birds were seen regurgitating, it must be
assumed that the dosages were rejected. Therefore, the LDy, -
could not be determined. The NOEL was not established, due"
to signs of toxicity at the lowest dosage tested.

' RECOMMENDATIONS: N/A.
' BACKGROUND:

DISCUSSION OF. INDIVIDUAL TESTS: N/A.
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MRID No. 426088-07 -

MATERIALS AND METHODS:

A.

Test Animals: Mallards (Anas platyrhynchos) were ;
obtained from Whistling Wings, Hanover, Illinois. Aall
birds were from the same hatch, pen-reared, and .
phenotypically indistinguishable from wild birds. The
birds were acclimated to the facilities for 16 days
prior to initiation of the test, and were 17 weeks of
age at test initiation. - ‘

] ¢ Birds were housed indoors in pens
constructed of wire grid. Pen dimensions were 75 cm x
90 cm x 45 cm high. The photoperiod was 8 hours of
light per day. The average temperature was 21.2°C +
1.2°C. The average relative humidity was 66 + 10%.

Dosage: - Fourteen-day single dose oral LDy, test.
Nominal dosages selected for the study were 292, 486,
810, 1350, and 2250 milligrams of methyl anthranilate
per kilogram of body weight (mg/kg). The dosages were
not corrected for purity of the test substance.

Design: Groups of ten birds (five males and five .
females) were indiscriminately assigned to each of five
treatment groups and one control group. Each dosage
group was assigned two pens. One pen contained five
males and the other contained five females. All birds
were fed Wildlife International Ltd.'s game bird ration.
Food and water were supplied ad libitum during ‘
acclimation and during the test, except during the 15-
hour period prior to dosing, when the birds were fasted.

The test substance was administered by gelatin capsule.
Each bird was individually weighed and dosed on the -
basis of milligrams of test substance per kilogram of
body weight. The control birds received empty gelatin -
capsules. \ - '

All birds were observed at least twice daily for
mortalities, signs of toxicity, and abnormal behavior.
Body weights were measured individually one day prior to
test initiation and by group on days 3, 7, and 14. :
Group food consumption was determined for days 0-3, 4-7,

Statistics: Dué‘tolthe absence of mortality in all
treatment groups, the LDy, was not calculated. An

- estimation of the LD;, was made by a visual inspection
. of the mortality data. :
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MRID No. 426088-07

REPORTED RESULTS: There were no mortalities in the control

group. All birds in the control group were normal in
appearance and behavior throughout the study.

There were no mortalities at any~of the dosages tested.

Regurgltatlon was noted in all treatment groups shortly
after d051ng with methyl anthranilate. One bird was seen

. regurgitating in the 292-mg/kg group, six birds in the 486~

mg/kg group, eight at 810 mg/kg, two at 1350 mg/kg, and six
at 2250 mg/kg.

Behavioral signs of toxicity were noted in all five
treatment groups, and consisted of reduced reaction to
external stimuli, lethargy, and loss of coordination. One

- or more of these symptoms were observed in 1, 3, and 2 birds

in the 292, 486, and 810 mg/kg groups,. respectively. all
birds in these three groups had recovered by the first
morning after dosing. Signs of toxicity were observed in
all birds in the two. highest dosage groups. After two days,
all birds in these two groups appeared normal.

"Body weight and feed consumption measurements were highly
variable and confounded evaluation of those results.
Regurgitation may have been a contributing factor to the
variability observed."

The LD, was greater than 292 mg/kg, the hlghest dosage at
which no significant regurgitation occurred. The LD,
irrespective of regurgitation, was greater than 2250 mg/kg.
The no observed effect level was less than 292 mg/kg, based
on signs of tox1c1ty and regurgitation at 292 mg/kg.

Quality Assurance and Good Laboratory Practice statements
were included in the report, indicating conformance with GLP
regulations as set forth in 40 CFR Part 160.

A. Test Procedure: The test procedures were in accordance

with Subdivision E and SEP quldellnes with the following
exceptlons.

Body weights were measured by group, rather than
- individually, on days 3, 7, and 14. »

The birds were not randomly assigned to pens. Instead,
they were assigned by "indiscriminate draw."



MRID No. 426088-07

B. 8t ti a : Due to the absence of mortality
in all treatment groups, the LDﬂ,could not be
calculated. :

C. Discussion/Results: The report stated that the birds

were assigned to groups by 1ndlscr1m1nate draw.

~ Strictly speaklngy "indiscriminate draw" is not the same
as "random" assignments. However, this method of
assignment probably dld not affect the results of the
test.

Regurgitation was observed in all dosage groups. The
elapsed time from d051ng to regurgitation ranged from 0
to 30 minutes. This suggests that at least a portion of
the dose was rejected by those birds. Therefore, the

‘ IJ%O cannot be determined. Since only one bird was seen
regurgitating in the 292 mg/kg group, and no birds died
at that level, it appears that the LD;, was greater than
292 mg/kg. As the authors indicated, body weight and
feed consumption measurements were highly variable
(Table 2, attached). The variability was probably due
to regurgitation of the test material.

The study appears to be scientifically sound. ﬁewever,
because the LDy, could not be determined, the study does
not meet the requirements for an oral Imgo test.

The NOEL was not established, due to signs of toxic1ty
at the lowest dosage tested.

D. ;dgggagx of the Study:
(1) cClassification: Supplemental.
(2) Rationale: Regurgitation was observed in all 4
dosage groups. Therefore, the LD,, could not be
determined.

(3) Repairability: No.
-15. QQH!L!IIQE_Q!LQE!_LIH!BS Yes; Augﬁst 16, 1993.
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