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PC Code No : 128725
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To: Robert Forrest
Product Manager 14
Registration Division (H7505C).

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

;Attached, please find the EEB review of...

Reg./File # : 058035-1

" Chemical Name : Methyl anthralinate
Type Product : repellent'
Product Name Rejex

Company Name PMC Spec11at1es

. 80 o9 o0

Purpose Review new chemical which has passed screen.
Action Code: 146 . ‘ Date Due: 9/30/93
Reviewer: Regina Hirsch ’

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 MRID NO | car
71-1(2) 72-2(A) ~ 72-7(A) ' -
71-1(B) - 72-2(B) . ' 72-7(B)
71-2(A) | . , 72-3(2) : 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) - 72~3(E) .123-1(B)
71-5(A) . 72-3(F) 123-2
71-5(B) 72-4(2) 124-1
72-1(a) | 72-4(B) __1124-2
72-1(B) . 72-5 141-1
72-1(C) ' -72-6 141-2
72-1(D) 141-5

Y=Acceptable (Study latilfied Guidoline)/Concur

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

S=Supplemental (Study provided useful information but Guideline was
not satisfied)

K=Unacceptable {(Study was rejected) /Nonconcur



MRID No. 426088-08

DATA EVALUATION RECORD

CHE ¢ Methyl Anthranilate.
Shaughnessey Number: 128725.

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

STUDY TYPE: 71-2. Avian Dietary LC., Test.
Species Tested: Mallard (Anas platyr%ynchos).

CITATION: Campbell, S.M. and M. Jaber. 1992. Methyl
Anthranilate (MA): A Dietary LC,, Study With the Mallard.
Study performed by Wildlife Internatlonal Ltd., Easton,
Maryland. Laboratory Study No. 343-101A. Submitted by ERM

. Program Management Company, McLean, Vlrglnla. EPA MRID No.

426088-08.

- REVIEWED BY:

Michael L. Whitten, M.S. ‘ ‘ signaturc:/.A%aéLé:7fﬁqﬁgzéf5'

Wildlife Toxicologist
4/1/93

- KBN Engineering and o ' Date:

Applied Sciences, Inc.

’ N\
APPRO BY: . ! S //0//95/
Mark A. Mossler, M.S. ' -signaturg;’j;?fzigééés'4//

Associate Scientist //
KBN Engineering and . - Date: 275“33
Applied Sciences, Inc. ‘ ' -

Henry T. Craven, M.S. "S8ignature:

Supervisor, EEB/EFED ,
USEPA Date:
CONCLUSIONS: The study is 5c1ent1f1cally sound but does not

meet the requirements of an avian LC o study, since the
results of the diet analysis were noi included in the
report, Based upon nominal concentrations, the LC;, was
greater than 5620 ppm. This classifies the test s stance
as practically non-toxic to mallard ducklings. The NOEC was
3160 ppm, due to reduced body weight gain at 5620 ppm.

RECOMHENDAT ONS: N/A.
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C11.

MRID No. 426088-08

BACKGROUND:

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

A,

Test Animals: Mallard ducklings (Anas platyrhynchos)
were obtained from Whistling Wings, Hanover, Illinois.
All birds were from the same hatch, pen-reared and _
phenotypically indistinguishable from wild birds. The
birds could not be differentiated by sex. The birds
were acclimated to the facilities for eight days, and
were 10-days old at test initiation.

Test System: Birds were housed indoors in pens | :
constructed of vinyl coatéed wire mesh. Pen dimensions

- were 72 cm x 90 cm X 25.5 cm. The photoperiod was 16

hours of light per day. The average temperature in the
brooding compartment of the pens was 31 +2°C. The
average ambient room temperature was 21.9 + 1.7°C, with.

an average relative humidity of 76 + 13%.

Dosage: Eight-day dietary LC;, test. Nominal dietary
concentrations were 562, 1000, 1780, 3160, .and 5620

parts per million (ppm). The dietary concentrations

were not adjusted for purity of the test substance.
Therefore, the dietary concentrations and the LC,, are
reported as ppm of the test substance as receive&.

Design: Groups of ten birds were assigned, by
indiscriminate draw, to each of three control groups and
five treatment groups. All birds were fed Wildlife .
International Ltd.'s game bird ration. ‘'Food and water
were supplied ad libitum during acclimation and during.
the test. :

The test diets were prepared by mixing the test
substance into the diet with acetone and corn oil. The
concentration of corn oil in the treatment and control
diets was 2%. The birds were fed the appropriate
dietary concentrations for five days, and then given
untreated food during a three-day recovery period.

Sampies of the diets were taken to verify the test
concentrations and to confirm the stability and

" homogeneity of the test substance in the diets. The

samples were frozen and shipped to Bushy Run Research

Center for analysis.



MRID No. 426088-08

Observatlons were made at least twice daily for
mortalities, signs of toxicity, and abnormal behavior.
Individual body weights were measured daily during the
exposure period (days 0-5), and at termination (day 8).
- Group food consumptlon was determined daily during the
exposure period, and at the end of the observation
perlod. \

BE. _gg;iggigg: Due to the absence of mortality in all
treatment groups, the LC;, was not calculated. An
estimation of the LC;, was made by a v1sua1 inspection
of the mortallty data.

12. EPOR T8: There were no mortalities in the control
groups or in any treatment group during the study. All
birds in the control groups and in all treatment groups were

" normal ‘in appearance and behav1or throughout the .test
"period.

When compared to the control groups, there was a reduction
- in body weight gain in the 5620-ppm group during the first
- day of the study (Tables 3 and 4, attached). Food
consumption was not affected at any of the concentrations
tested (Tables 5 and 6, attached). :

13.

The dletary Lc was greater than 5620 ppm, the hlghest
concentration %ested. The no mortality concentration was
5620 ppm. The no-observed-effect concentration was 3160
ppm, based on a reductlon in body weight gain at 5620 ppm.

Quallty Assurance and Good Laboratory Practice statements

were included in the report, indicating conformance with GLP \
regulations as set forth in 40 CFR Part 160, with the

exception that "Test substance characterization was not

audited by Wildlife International Ltd. It was not known if
characterization was conducted in compliance with Good »
Laboratory Practlce standards."

14.
A. Test Procedure: | The test procedures were in accordance
with Subdivision E, ASTM, and SEP guldellnes except for

the following deviations:

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

The mallards were 10 days of age at test initation;
5-day old mallards are preferred. :

3



MRID No. 426088-08

The pen floor.space (72 cm x 90 cm = 6480 cmz)‘was
smaller than recommended (70 cm x 100 cm = 7000 cm?).

The brooder temperature was approximétely 31°c; the
guidelines recommend a brooder temperature of
approximately 35°C., : '

The reported average relative humidity (76 + 13%)
indicates that the value was sometimes greater than the
maximum recommended value (80%). -

B. 8tatistical Analysis: Due to the absence of mortality
during the test, the LC;, could not be calculated and is
assumed to be greater tian 5620 ppm. 4

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

: were assigned to groups by indiscriminate draw. _
Strictly speaking, "indiscriminate draw" is not the same.
as "random" assignments. However, this method of C
assignment probably did-not affect the results of the
test. ’ : C

Results of the chemical analyses of the test diets were
not submitted with the report. These data should be
submitted so that the stability of the chemical in the
diets and verification of treatment concentrations can
be determined. ‘ : o '

Based upon nominal concentrations, the LC;, was greater
than 5620 ppm. This classifies the test substance as
practically non-toxic to mallard ducklings. The NOEC
was 3160 ppm, due to reduced body weight gain at 5620

ppn.

The study is scientifically sound but does not meet the
requirements of an avian LGy study. o

D. Adequacy of the Study: | Coké e

(1) *Classification: s}pp‘lﬁ;{:al. A
' VATA  Secamarrs MALD . 13504 -04

(2) 'Rationalcs Results of the chemical analyses of the
‘test diets were not submitted with the report.

(3) " Repairability: The study can be upgraded to "Core"

if the registrant can provide satisfactory results
of the diet analyses.

' 15. COMPLETION OF ONE-LINER: Yes; August 13, 1993.
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LOLIFE INTERNATIONAL LTD.

PROJECT NO.: 343-101A

o

AVERAGE ESTIMATED FEED CONSUMPTION OF CONTROL.MALLARDS

Concentration

- ppm

(-]

14 -

TABLE 5 -

66

69 -

Estimated
Feed Consumption .
__Exposyre —
Days 0-1 1-2 23 34 &
38 . 38 48 56
35 40 48 56 70
45 4 51 57
TABLE 6

0bs.
§-8
68

79
88

. AVERAGE ESTIMATED FEED CONSUMPTION OF MALLARDS -
EXPOSED TO METHYL ANTHRANILATE FOR FIVE DAYS

Concentration
. ppm
562
1000
1780

3160
5620

Estimated

. Feed Consumption

46
54
52

41
T

47
54
56
45

47

50
67
62
53
58

44
63
64
55

61

Exposure
Days 0-1 1-2 »2:3 34 4-5

69

- 17
8l.

82

70

0bs.
§-8

88 .
82
85
87
91

-~

e v -
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