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PESTICIDES AND TOXIC SUBSTANCES
MEMORANDUM
SUBJECT: IR-4 Minor Use Petition for Metolachlor on Chili Peppers
Petition CASWELL No. 188DD
T0: Hoyt Jamerson (43)

Emergency Response and Minor Use Section
Registration Division (TS-767)

FROM:  D. Stephen Saunders Jr., Ph.D. | 2
>3 4/n/85

Toxicologist, Section V
TOX/HED (TS-769)

THRU:  Laurence D. Chitlik, DABT ‘s*ﬂ%l//qé(

Head, Section V
TOX/HED (TS-769)
and

° !P" . -
Theodore M. Farber, Ph.D /%;4454 /?<ZJ/ZQJQ;

Chief, Toxicology Branch
Hazard Evaluation Division (TS-769)

Action Requested

Expedited review of a request submitted by Interregional Research Project
No. 4 for a tolerance of 0.5 ppm for the herbicide Metolachlor and its metabolites
2-[(2-ethy1-6-methylphenyl)amino]-1-propanol and 4-(2-ethyl-6-methylphenyl)-2-
hydroxy-5-methyl-3-morpholinone in or on the raw agricultural commodity chili
peppers.

Recommendations

Metolachlor has been shown to be oncogenic in rats. The risk calculated
for the proposed use under the Tolerance Assessment System is 4.2 x 10-9, The
risk for existing and proposed tolerances is 1.592 x 10-6, The incremental in-
crease in risk from the proposed use is 0.26% (see Discussion for calculations).

Background

The proposed use is requested by IR-4 to control yellow nutsedge and
annual grasses in chili pepper fields. There are 17,000 acres of chili peppers ¢
under cultivation in the state of New Mexico, and the petitioner estimates that
75-80% of this acreage is infested with yellow nutsedge. An application rate
of 2 1bs a.i./acre of Dual 8E (84.6%) emulsifiable concentrate by ground appli-
cation is proposed. Application will be once per year, with a proposed pre-
harvest interval of 39 days.



Discussion

1) Inerts for the formulation Dual 8E have been cleared under 180.1001.

2) Calculation of Risk: (a) "01d" tolerance system- The existing Theore-
tical Maximum Residue Contribution (TMRC) is 0.0820 mg/day/1.5 kg diet under
the "old" tolerance system. This value is equal to:

0.0820 mg/day/60 kg body weight = 1.37 x 10-3 mg/kg/day.

(1.37 x 10-3) x (2.0 x 10-3)
2.74 x 10-6

Risk for existing tolerances = Exposure x Q*

Since chili peppers are a minor use, the average value of 0.03% of a 1.5 kg

diet is used, which equals:
0.0003 x 1.5 kg = 0.45 g, divided by 60 kg average BW = 0.0075 g/kg

The TMRC of the proposed use =
proposed tolerance x dietary contribution of RAC=
0.5 ppm (ug/g) x 0.0075 g/kg = 0.00375 ug metolachlor/kg BW.

The risk for the proposed use is therefore calculated as:
Exposure x Q* = (3.75 x 10-6 mg/kg BW) x (2.0 x 10-3) = 7.5 x 10-9

The incremental increase in risk associated with the proposed tolerance is
therefore:

7.5 x 10-9  x 100 = 0.27%, which is also the % increase in the TMRC.
2.7 x 10-6 -

Risk for existing and proposed uses = 2.75 x 10-6.

(b) Risk calculated under the Tolerance Assessment System (TAS): The TAS
calculates the TMRC for existing tolerances as 7.94 x 10-4 mg/kg/day. The
proposed tolerance of 0.5 ppm on chili peppers results in a TMRC of 2.1 x 10-6
mg/kg/day. The risk for existing tolerances =

Exposure x Q* = (7.94 x 10-4) x (2.0 x 10-3) = 1.59 x 10-6,
Risk for proposed use = (2.1 x 10-6) x (2.0 x 10-3) = 4.2 x 10-9

% increase = 4.2 x 109 x 100 = 0.26%, which is also the % increase in the TMRC.
1.59 x 10-6

Risk for existing and proposed uses = 1.592 x 10-9.

3) Summary of data: See attached "one-liners“. No new data were submitted.

4) Data gaps: Acute inhalation toxicity study for the EC (8 1bs/gal) per
Registration Standard.

5) Comments: The Q* used to calculate risk was obtained from an IBT rat
chronic feeding study, which although acceptable, was replaced by another rat
feeding study submitted by the registrant. A Q* for the most recent study is
not available at present, however the oncogenic responses in the two studies
were very similar, and therefore the Q* to be obtained from the most recent

study is likely to be similar to the previous value.
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*NAME: METOLACHLOR
*CASWELL NO: 18800
*CAS NO: 51218-45-2 SHAUGHNESSY NO:
*STATUS CODES: C 00000.3600 007200.000 0OC
*RDV INFO: The AD value used in this analysis is 0.0005 MG/KG

*FILE INFQS$ NEW ACTION: No User Madifications APPROVED: Data Used
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SUMMARY BY POPULATION SUBGROUP
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TOTAL TMRC ADJUSTED FOR BODY
(MG/KG BODY WEIGHT/DAY)
PRIOR TMRC NEW TMRC
(EXCLUDES (INCLUDES AS
NEW -ACTION) NEW ACTION)

—— . i i o

0.000796

U.S. POP.--48 STATES--ALL SEASONS 0.000684

U.S. POPULATION--SPRING SEASON 0.000655 0.000775
U.S. POPULATION--SUMMER SEASON 0.000677 0.000783
U.S. POPULATION--FALL SEASON 0.000700 0.000810
U.S. POPULATION--WINTER SEASON 0.000694 0.000797
NORTHEAST REGION 0.000619 0.000734
NORTH CENTRAL REGION 0.000683 0.000790
SOUTHERN REGION 0.000733 0.000855
WESTERN REGION 0.000638 0.000761
HISPANICS 0.000796 0.000942
NON-HISPANIC WHITES 0.000662 0.000773
NON-HISPANIC BLACKS 0.000733 0.000840
NON HISPANICS OTHER THAN BLACKS & WHITES 0.000665 0.000803
NURSING INFANTS (<1 YEAR OLD) 0.000491 0.000509
NON-NURSING INFANTS (<1 YEAR OLD) 0.001251 - 0.001292
FEMALES(13+,PREGNANT, NOT NURSING) 0.00047¢6 0.000583
FEMALES (13+,NURSING) 0.000526 0.000653
CHILDREN(1-6 YRS) 0.001406 0.001590
CHILDREN(7-12 YRS) 0.001033 0.001177
MALES(13-19 YRS) 0.000728 0.000848
FEMALES(13-19 YRS,NOT PREG. OR NURSING) 0.000588 0.000691
MALES (20+ YRS) 0.000567 0.000668
FEMALES(20+ YRS,NOT PREG. OR NURSING) 0.000477 0.000566
ALASKA 0.000000 0.000000
HAWAII 0.000000 0.000000
PUERTO RICO 0.000000 0.000000
LOW INCOME--48 STATES 0.000000 0.000000
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FOOD : PER KG OF :

CODE DESCRIPTION : BODY WT.) :
15029AA SOYBEANS-SPROUTED SEEDS : 0.000001 = .
15030AB BEANS-SUCCULENT-HYACINTH(YOUNG PQODS) : 0.000001 ¢ .
15031AA -BEANS-DRY-BLACKEYE PEAS(COWPEAS) : 0.002473 .
15032AA BEANS-DRY-GARBANZO(CHICK PEA) : 0.000526 .

**x*GROUP TOTALS--LEGUME VEGETABLES(SUCCULENT OR 6RIED)

® S0 e 20 00 e e e

11003AB_CHILI PEPPERS : 109 .
15015AA URRA ————— ? 0.014¢6 s .
***GROUP TOTALS--FRUITING VEGETABLES(EXCL. CUCURBITS) :
15004AA CORN, POP : 0.006771 ¢ .
15005AA CORN,SWEET : 0.236707 : .
24001AA BARLEY : 0.057301 :0.10¢
24002EA CORN, GRAIN-ENDOSPERM : 0.165401 :0.10¢
24002HA CORN,GRAIN-BRAN : 0.000001 :0.10¢
24002SA CORN SUGAR : 0.097166 :0.10¢
24003AA OATS : 0.082575 :0.10¢(
24004AA RICE-ROUGH : 0.003060 :0.10(
24004AB RICE-MILLED : 0.155263 :0.10¢
24005AA RYE-ROUGH : 0.000001 :0.10¢
24005GA RYE-GERM : 0.000274 :0.10¢
24005WA RYE-FLOUR : 0.004029 :0.10¢
24006AA SORGHUM (INCLUDING MILO) : 0.023769 :0.10¢
24007AA WHEAT-ROUGH : 0.140612 :0.10¢
24007GA WHEAT-GERM : 0.000805 :0.10(¢
24007HA WHEAT-BRAN : 0.012157 :0.10C
24007WA WHEAT-FLOUR : 1.257249 :0.10C
24012AA MILLET : 0.000022 :0.10C
26001AA BUCKWHEAT : 0.000988 :0.10¢C
270020A CORN,GRAIN-OIL : 0.022800 :0.10C
***GROUP TOTALS--CEREAL GRAINS :
080135AA DILL : 0.000085 : .
***xGROUP TOTALS--HERBS AND SPICES :
S53001BA BEEF-MEAT BYPRODUCTS : 0.017662 :0.020
5300188 BEEF (ORGAN MEATS)-OTHER : 0.006035 :0.020
530010A BEEF-DRIED : 0.002533 :0.020
S3001FA BEEF (BONELESS)~FAT (BEEF TALLOW) : 0.372076 :0.020
S53001KA BEEF (ORGAN MEATS)-KIDNEY : 0.000480 :0.020

ROUTINE CHRONIC ANALYSIS: ALL STATISTICS BASED ON INDIVIDUALS' 3-DAY AVERA
bbbt L L Y i nImIImTmm™T
*NAME: METOLACHLOR STUBY ADI NOEL SF

*CASWELL NO: 188DD CFR NO: CFR180.348 A 00000.0025 000100.000 00100
*CAS NO: 51218-45-2 SHAUGHNESSY NO: 108801 B 00000.0300 000300.000 00100
*STATUS CODES: C 00000.3600 007200.000 00100
*RDV INFO: The AD wvalue used in this analysis is 0.0005 UG/KG of
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HC/RG s P Li/ea/uwey  ng/day (60ky)
1.50u JU,. b Luu C.o1iwv C.u00u
i Ma .
DRAFT et ft™
Publishea 1oierance°
CRop 1clersnce Focu rectoer iwo/uey (l.:kg)
Cern,qrain{ ouo) Deluy 1,00 U.0U1l50
Scybeans (21il)(14&) ,1ug 0.2 0D.0013%
fleat, inc pcultry( 6v) Y.L2U 13,85 000415
K&Dairy Products{ Y3) U220 Zle0c 0. Ursg
Lggs( 54) C.ulu 24417 0.0060b3
Peanuts(1lly) v.ltu V.30 : O.uuusS4
Soraghun (147) Ue30u V.03 U.uull4
sarley( o) v.10u CLU3 0.00U05
Buckwhieat ( 21) Ui Ul .03 - O.06uuLd
iidliet( 94) G.1G0 0.u3 D,0000>
tilo( $5) L.100 0.03 0.00005
vats(1lu2) J.10y 1e30 0.06054
Rice (137) 0.1u0 N.55 0.000ug3
Bye (140)  n,1lu0 0.3 0.u0005
Fheat (170) 0.1u0 10,36 U.01554
nei1 T °rC % Acl
0.9000 mg/aay (60Kkg) <U343 ru/aay(l.5kg) 3.81

********t****************************************************

Unpublistiea,lox Approvea 9F22u3,2410,2495,2506,2521

CROF lolerence Fcca tactor mg/day (l.5kg)
Pctetoes (127) 0,200 5.43 0.01628
sunflower (156) U. 300 .03 0.10014
Seed& Poa Veg (143) U.300 3.00 C.01040
Corn,pop( 39) U.1luu- .08 0.00012
Corn,sweet ( 40) J.1u00 1.43 0.00215
Cottconseeu (o0il) ( 41) U.1u0 0.15 U.00022
lied TMRC % ADI
U.900uU mg/day (o0kqg) 0.Ubvb rna/day(l.5kg) 7.74
*****t*******************************************************
Current action  85-11I-u2 Curnsud Oihon' etA0 el
CROP_ Tolerance rood Factor mg/day (l.5kq)
Onions (105) l.uuo 0.83 0.01242
+P1 THRC % ADI
0.%0uy mq/oa¥(6nkq Q.02 1a/ca (l.Skg Y.12
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