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. MEMORANDUM

. SUBJECT: eDletary Exposure Analy51s for Chlorethoxyfos 1n/on
- Corn. PP# 3F4174. -

FROM: Brian Steinwand ﬁa .
: Dietary Risk Evaluation Sectlon
Science Analy51s Branch/HED (7509C)

Through: Elizabeth Doyle, Section Head a/d&%?{ é?
-+ “Dietary Risk Evaluation Section

: SAB/Health Effects Division -
TO: . D. ﬁdwards/Rt Kumar, PM Team 12 L%gérﬁﬁf//
) Registration Division (7505C) - -

Aetion,Requested

Provide a dietary exposure analysis for the use of
chlorethoxyfos in/on corn. The petition requests that a
tolerance of 0.01 ppm be established on corn. CBTS recommends
against this proposed tolerance due to outstanding: data
deficiencies as listed in the memo of J. Stokes (1/10/94). CBTS
hdwever,'recommends that a DRES run be conducted regardless.

DlSCUSSlOn

Chlorethoxyfos is a new chemlcal and this petltlon represents the
flrst food use. :

Tox1colog1cal Endpoxnt-7

: The Reference Dose (RfD) used in the ana1y51s is 0. 0006
mg/kg bwt/day, based on a NOEL of .0610 mg/kg bwt/day from one
. year, -90-day and 6-month. dog feeding studies with an- uncertalnty
factor of 100 that demonstrated brain ChE inhibition -in females
(See memo, G. Ghali, 3/9/95). The RID has been approved by the
"HED RfD committee (11/3/94), but has not been reviewed: by the
joint Commlttee meeting of the WHO/FAO. Chlorethoxyfos is
classified as.a Group D carc1nogen, not classifiable as to human
carc1nogen1c1ty, because of the 1nadequacy of evidence . (See memo,
G; Ghall, 3/9/95). ‘

(2 Recycled/Recyclable
Printed with Soy/Canoia ink on paper that
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" Residue Information

4 'As a new chemical, tolerances for chlorethoxyfos have - yet to
i be published in the CFR. Tolerance level residues and 100
© percent crop treated assumptions were made for the proposed
commodities. Anticipated residues and percent crop treated
i 1nformatlon were not avallable for. thls ana1y51s.

Results

, A summary of the re51due information considered in thls,
-analysis is attached as Table 1. *A DRES chronic exposure
~ analysis was performed using tolerance level residues and 100
- percent crop treated information to estimate the Theoretical
Maximum Residue Contribution (TMRC) for the general population
and 22 subgroups ¥ Summaries of the TMRCs and their
representations as percentages: of the Reference Dose (RfD) are
included as Table 2 and 3.

Chronic Exposure Analysis

Exposure from Existing Tolerances for chlorethOXons:

Subgroup - Exposure (mg/kg/day) $RfD
U.S. Population @~ 0.000000 0.0
Children (1-6 years old) ~ 0.000000 - .0.0

- Proposed new Tolerances on corn:

U.s. Population | - 0.000006 ) 1.0
Children (1-6 years~old) . 0.000015 2.4

If the new tolerances on corn are approved.

U.s. Populatlon : 0.000006

1.0
Children (1-6 years old) .~ .0.000015 2.4
VCOnc1u31ons

, The chronic analysis for chlorethoxyfos is a worst case
estimate of dietary exposure with all residues at tolerance level
and 100 -percent of the comrodities assumed to be treated with °
‘chlorethoxyfos. Even without refinements, the chronic. dietary
~risk exposure to chlorethoxyfos appears to be minimal for this
'petltlon -on corn at 0.01 ppm & . . and does not
~exceed the’ RED’ for any of the DRES. subgroups. :
'Attachments L o ' T
cc: DRES; Caswell 663P, RCAB, CBTS (J. Stokes); Tox I

- B L

K Ll L O




B T Y PO PP IS P Y RPN ¥ S S

. . 000010°0 VZAVELS i T10-NIV¥D'N¥0D V020042 .
: ‘00001070 VAN 23 ¥vONS NI0J . VS200%2
-+ -0000L0°0 92LY4€ NV¥E-NIVEO'NYOD . VHZ00Y%2
000010°0 - Y2194¢ WYIJSOONI-NIVED'N¥0D - V3200%2
; 000010°0 VAR EL ; 133MS'NY0D  W¥S00S1
N 000010°0 ' VAR £ ) d0od'N¥0D  WY%00S1
. . asisiiand ONIGNId MaN YIHWNN 3WYN G004 . 3002
_ (Hdd) 3ONVY3I0L NOIL113d e Qo004 .
[soudAxoq3aJjo() -UAs] *MalA3J J3pun 0JNO _
ol . : wdd * 00°§ . "ON ¥4D
*saipnis Bop Yyiuow-9 6y/6w 09910 =131 900621 3002 *1'V
"009000°0 =04Y Vd3 | B AeQ-06 ‘4Bak-1 34} wody wdd ggz - 8-£8-£66YS “ON SVI
: . - , 009000°0 =03¥ ddO P3ALJ49p 137/730N. “uol 63/6w 01900  .=130N dE99H 113mMseD
$4/€0/11 PIMILADL Yd/GHY .mmmm glep ON 004<-- 4N 1av| -3tqlyul 3y) uiedq ajewsd Bop -salpnis Buipaad (SS943404) S0JAXO0Y3aI01Y)
i . SNAVIS. SINIHWOI/SdVD Vivd - §350Q. 3ONFY343Y - $103443 3dAl AdNLS : IYIIHIHD
' d£99 YISHAN TIIMSVD ¥04 NOTLVWYOINI TYIIW3HD

l 39vd

- G6F12/%0 :3lva

1 979VL"




ROV AP HOIE VP

EELR WL

POT I FRVITER

£

.wuocagaﬂou vo;m_dnsa pue .mc_vcon .xuc mwu:doc_ DYWL MONxx
.muocagudou 6u)puad 40 mou apnisut jou muon DYWL IU3IIND.

£00000°0

(S¥NN ¥0 "93¥d 1ON '¥3010 ONV SHVIA 02) SIIVWI4

(43070 OGNV SiV3IA 02) S3TVW

(ONIS¥NN ¥0 "93¥d 1ON Q10 SHVIA 61-E1) SATVHIY

(010 S¥vaA 6L-£1) SIWH
(010 S¥V3A ZL-2) NIYQTIND
(@10 Sy¥VIA 9-1). NIYQTIHD

DNISHNN 'S¥YAA +§1 STTVH3S -
(INYNDIYd ‘S¥VIA +€1) STTIVHIS

€010 ¥¥3A L >) SINVANI DNISUNN-NON
R ! (@10 ¥vY3A | >) SLNVINI ONISUNN

NOSY3S ¥3ININ - NOILYINdOd *S°N
NOSV3S 17V4 > NOILVINdOd *S°N’
NOSV3S ¥IWWNS - NOILVINAOd °S°N
- 50

NOSY3S ON1ddS

0058S5°0°  00S8SS°0 000000°0

SEGEY90  £€8EY9°0 400000°0 00000070

. . I91288°0  Z9i288°0 $00000°0 000000°0-

: S £69580°L  ££9580°1 £00000°0 0000000
- . 00S892°1 008921 110000°0 000000°0

~ 00028€°2  000285°2 %10000°0 0000000

S 000£89°0  -000£89°0Q %00000°0 000000°0

” C . €EE029°0  ££5029°0 400000°0 000000°0

O gggAlE?  £€821E°2 910000°0 000000°0

_§£872L°0 | ££8%2L°0 %00000°0 100000070

, 000808°0  000808°0 . S00000°0 000000°0

. : . €E9GBLTL ©  ££8S8L°L 200000°0 000000°0

000968°0  000968°0 500000°0 000000°0

000S€%°L  000SEY"L -600000°0 000000°0

. I91%20°L  291%20° 1 900000°0 000000°0

. ) 199060°L . 299060°L° 200000°0 . 000000°0
€EE8Y6°0 ££€8Y6°0 900000°0 - 00000070 _

_ 19999L°0 . 19999L°0 500000°0 00000070

19999670 . 199Y96°0 90000070 _0p0000"0

££QE96°0  £98696°0 900000°0 000000°0

: .. 000950°L  0009£0°1 900000°0 000000°0

- - 19950670 . 2995060 500000°0 000000 ° 0

£6£296°0 £55296°0 9000000 000000°0

amgx T 638 40 T3 30 ++J9HL AaN +JUA1L_IN338ND
e © INZ0¥3d SV, IN3J¥3d SV ‘
sanars3y omh<¢_u_hz< 10 123443 30N2W3d410 (AVO/1HOI3M AGOS DN/OW) J¥WL TvIOL

JUNL H3N

S31V1S 8%

SYIHIO DINVASIH-NON
S$XOV18 JINVdSIH-NON
SILINM DINVJSIH-NON
© . SDINVASIH

NOIDZY N31S3M
NOID3Y¥ NYIHLNOS

NOID3¥ TYYLINID HLIYUON
© - NOI93Y LSY3HIYON

NO11ViNdOd

NOILVINdOd - "S°N

dfoynans  NOTLYINdOd

96/50/11_POM3IASY ¥d/A3Y

Hmo:n)xogumgod;u “UAS]

.mmam ejep oN

009000°0 =04¥ ¥d3

.009000°0 =03¥ ddO

00l<--_ 4N 1ay

*s31pn31s Bop YIUoN-9

3 Ae@-06 ’'Jeap-| 8y3 wodj
paAtJap- 1371/7130M
-11qiyul 3y) uieJq ajewsy

*uot

"WSTAST 15puUf t0JINO

wdd  00°g
6%/6w 098L°0 =131
wdd” 00°2 .
~By/Bw 0190°0  =T30M

Bop -s21pnis Buipaay

“oN ¥42

900621 $3000 "1°V
8-£8-£6545 "ON SY2
dg9oH 119Msed

($5943404) mow>xo;uwgo_:u

l

snivis -

$39vd ) ‘

mh=m=:QU\m¢<u VIva

g6/12/%0 ava

$3500 JONIYI43¥

$103443

3dAl AGNLS

"SISATYNY DINOYHD 3NI1LNOY WILSAS IN3WSSISSY FINVYII0L

7 A79VL

NOITLYWIOANI TVOIW3HI




- 3 - S TABLE 3

TOLERANCE ASSESSMENT SUMMARY FOR Chlorethoxyfos (Fortress) DATE: 04721/95 -
CASWELL #663pP

ANALYSIS FOR POPULATION SUB'GROUP: u.s. PbPULATIDN - 48 STATES

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: - 0.600000

. THE EXISTING THMRC IS EQUIVALENT TO' o * 0.000
4PROPOSED NEW TOLERAMNCES (CURRENT PETXTION ONLY)

: RESULT IN A TMRC OF: S 0.000006
THESE MEW TOLERANCES WILL OCCUPY: ) - . 0.962

1F THE NEU TOLERANCES (CURRENT PETITION ONLY) - :
“ ARE APPROVED THE RESULTANT TMRC WILL BE: 0.000006
- THE NEW TMRC WILL occupy 0.962
NO OTHER PENDING TOLERANCES ARE !N THE FILE
ANALYSIS FOR POPULATION 'SUB-GROUP: CH!LDREN (1-6 YEARS OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

. . RESULT IN A.TMRC OF: ~ 0.000000
THE EXISTING TMRC 1S EQUIVALENT TO:: . - 0.000
PROPOSED NEW' TOLERANCES (CURRE“T PETITION ONLY)

<= . RESULT IN A TMRC OF: . 0.000015
THESE NEW TOLERANCES WILL OCCUPY: , - 2.382

IF THE :\NEW TOLERANCES (CURRENT PETITION ONLY)
: ARE APPROVED THE RESULTANT TMRC WILL BE: 0.000015
. THE NEW TMRC WILL .OoCCUPY o 2.382

NO dTHER PENDING TOLERANCES ARE IN THE FILE

MG/KG/DAY

. % OF THE ADI.

MG/KG/DAY
% OF THE ADI.

MG/KG/DAY '
% OF -THE ADI.

MG/KG/DAY
% OF THE ADI.

MG/KG/DAY
% OF THE ADI.

MG/KG/DAY
% OF THE ADI.



