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SUBJECT: ~ FENOXAPROP-ETHYL, TOLERANCE REQUEST FOR THE COMBINED RESIDUES OF THE-
HERBICIDE AND ITS METABOLITES ON WHEAT(GRAIN) FROM THE USE OF THE FORMULATIO

TILLER-
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CasweLL No-: 431C)
REGISTRANT: HOECHST CELANESE CORP-

REQUESTED ACTION
REVIEW REQUESTED TOLERANCE FOR FENOXAPROP-ETHYL AND USE DIRECTIONS ON THE PRODUCT
LABEL - _ |

REQUEST

THE REGISTRANT'S SUBMISSION INDICATED THAT TILLER HERBICIDE IS A PRODUCT FOR THE
SELECTIVE POSTEMERGENCE CONTROL OF ANNUAL GRASS AND BROADLEAF WEEDS IN HARD RED

SPRING WHEAT. IT IS A MUWLTIPLE ACTIVE INGREDIENT PRODUCT CONTAINING 8.57% ,
FENOXAPROP-ETHYL, 10.06% 2,4-D anD 32.85% MCPA 1SOOCTYLESTER- TOLERANCES FOR 2,4-D

AND MCPA 1SOOCTYLESTER ON WHEAT GRAIN ARE 0.5 ppM (40 CRR 180-142) Anp 0-1 PPM

(40 CR 180-339), RESPECTIVELY. THE REGISTRANT IS REQUESTING A TOLERANCE OF 0-05 ppM

ON WHEAT GRAIN FOR THE COMBINED RESIDUES OF FENOXAPROP-ETHYL, (+)-ETHYL 2-[4[-[6-CcHLORO
2-BENZOXAZOLYL JOXY] PHENOXY] PROPANOATE, AND ITS METABOLITES: 2-|4~[6-CH_ORO=2-BENZOXA-
ZOL YL JoxXY ]PHENOXY] PROPANOIC ACID AND 6-CHLORO-2, 3-DIHYDROBENZOXAZOL ~2-ONE -

RESPONSE
THE FOLLOWING DATA WERE CONSIDERED FOR F ENOXAPROP=ETHYL:



STupY

Resw 1s

‘AcutE oraL LD RAT

ACUTE DERMAL RABBIT
ACUTE INHALATION; RAT

PRIMARY EYE IRRITATION: RABBIT

PRIMARY DERMAL IRRITATION: RABBIT

DERMAL SENSITIZATION: GUINEA PIG

TERATOGENICITY: RABBIT(COMBINED STUDIES)

TERATOGENICITY: RAT

REPRODUCTION-2 GENERATION: . RAT

THREE-WEEK DERMAL: RAT

TWENTY EIGHT DAY INHALATION: RAT
TWO~YEAR FEEDING STUDY: DOG
TWO-YEAR FEEDING/ONCOGENIC: MOUSE
TWO~YEAR FEEDING/ONCOGENIC: RAT

- AMES SALMONELLA TEST

MICRONUCLEUS TEST: MOUSE

UNSCHEDULED DNA SYN-: HELA CELLS «
CHROMOSOME ABERRATION: HUMAN LYMPHOCYTES

2357 Me/ke(M); 2500 Me/ka(F)
>1000 me/ke (HDI)

LC5g > 511 me/M? (HDT) |

POSITIVE (CORNEAL OPACITY) IN 4/6

" RABBITS

SLIGHT DERMAL IRRITATION (ERYTHEMA

AND EDEMA)

NEGATIVE

DeveLopMenTaL NOEL = 50 me/ke (DIAPHR‘
AGMATIC HERNIAS AT 200 MG/KG); MATERNAL
Tox NOEL = 12.5 Me/KG (DECREASED WT-

- GAIN AT 50 Ma/ke)

DeveLoPMENTAL NOEL = 32 MG/KG(INHIBITED
GROWTH & DELAYED OSSIFICATION AT

100 Me/K6); mATERNAL Tox NOEL = 32 ma/ke

(INHIBITED GROWTH AT 100 Me/Kg)
DeveLopMenTaL NOEL > 9 me/ke (HDT);
MATERNAL Tox NOEL = Q.25 MG/K§ (BLOOD

_ LIPID CHANGES AT 1.5 mMe/Ke)

NOEL > 20 me/ke (HDT)

NOEL = 0.015 me/A (LIVER & KIDNEY WT
CHANGES; LIPID METABOLISM CHANGES; EYE
OPACITY AT 0.075 Me/L) A

NOEL = 0-375 Me/kG (REDUCED BODY WT AT
1.9 me/kG)

NoT ONCOGENIC AT 6 Ma/kG (HDT); No
SYSTEMIC NOEL

NoT oncoGENIC AT 9 Me/kKe (HDT); sysTemic
NOEL = 1.5 Mc/KG (DECREASED SERUM LIPIDS
AND CHOLESTEROL-AT 9 MG/KG)

NEGATIVE

NEGATIVE

NEGATIVE

NEGATIVE

ToL ERANCE SUMMARY FEE TH C

THE ScIENCE ANALYSls AND COORDINATION BRANCH (SACB) WILL PREPARE THE TOLERANCE SUMMARY
AND QUANTITATE THE IMPACT OF THE REQUESTED TOLERANCE ON THE TPRC PUBLISHED TOLERANCES

FOR FENOXAPROP-ETHYL ARE FOUND IN 40 CR 180.430.

PeNDING REGULATORY ACTIONS

THERE ARE NO KNOWN REGULATORY ACTIONS PENDING AGAINST THIS CHEMICAL -

Discuss AT

TB CONCURS WITH THE REGISTRANT'S REQUEST PROVIDED THAT THE REQUESTED TOLERANCE DOES




-

. Ea

NOT INCREASE ESTIMATED CONSUMPTIONS LEVELS ABOVE THE RFD FoR FENOXAPROP-ETHYL «

IT 1s TB’'S OPINION THAT THE USE DIRECTIONS AND PRECAUTIONARY STATEMENTS ON THE PRODUCT
LABEL. ARE ADEQUATE- '

'THE COVER LETTER WITH THIS SUBMISSION INDICATED THAT "THIS IS A NEW TILLER FORMULATION

IN wHICH MCPA 1SOOCTYLESTER HAS BEEN SUBSTITUTED FOR MCPA BUTOXYETHYLESTER-" THE
REGISTRANT SHOULD BE ADVISED THAT A NEW BATTERY OF TOXICITY STUDIES IS REQUIRED WHEN
AN ACTIVE INGREDIENT IN A FORMULATION IS REPLACE WITH ANOTHER- IB CAN NOT COMMENT ON
THE ADEQUACY OF THE CURRENT TOXICITY DATA BASE FOR TILLER SINCE NONE OF THESE DATA ARE
LOCATED IN THE CASWELL FILE- ‘

.Y
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