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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
S WASHINGTON, D.C. 20460 '
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MEMORANDUM L a
——= [EC |3 W&

ICE O

TO: Marilyn Mautz (16)
* Registration Division

THRU : Orville E. Paynter, Ph.D.
Chief, Toxicology Branch .
Hazard Evaluation Division (TS-769)

’ OFF
(TS-7 67 ) PESTICIOES AND TOXIC SUBSTANCES
-

SUBJECT: Re-evaluation of Validated IBT Study of Curacron; Acute

_Delayed Neurotoxicity in Chickens, Study#8580-10426
CASWELL#266AA )

Registrant: Ciba-Geigy Corp.
Agricultural Division
Greensboro, North Carolina 27409

Background Information:

This study has been validated by HPB Canada and classified

as "valid with reservations". The Canadian validation has
necessitated a reevaluation of the study.

Recommendation:

Tt is recommended that as a result of our evaliation, this

study be classified as Core Minimum Data. As per the review of

11/2/78 from-D. Ritter, no delayed neurotoxicity was noted in
birds treated with this chemical at dose levelc up to an
including 52 mg/kg. The requirement noted in the wemo of

May 13, 1982 that Ciba-Geigy "provide an acceptable (neurotoxicity)

study by 6/1/83" has now been satisfied.

Review of Data:

Acute Delayed Neurotoxicity, Chickens. IBT No. 8580~-10426.

June 6, 1977. Submitted by Ciba-Geigy.
(This study was validated by Dr. Davies cf HPB Canada on

August 4, 1981 .d classified as "Valid with reservations" on
basis of the following deficiencies:. : -
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_SLCLRITY - CLASSIFICATION - DE SECURITE

or. C.T. Miller,

Co-ordinator, {OUR FILE - 1 < RLFERENCE
Task Force for Re-assessment . '
of Chemical Safety ) . :

YOUR FILE — N 7 REFERENCE

FROM Dr. D.B. Davies,” ) o
vE _ Task Force for Re-assessment vATE
of Chemical Safety Hovember 18, 1980
: wovised:  June 16, 198177
. " fugq. 4, (98I
SUBJECT : .
0847 AUDIT AND VAULIDATION OF THE 1BT STUDY:

AN

MAME OF LABORATORY:

industrial Bio-Test Latoratories

LABORATORY REPQORT HO.: 12T No. 8580-140306
RCPORT DATE DATE: June 6, 1977
COMMON NAME OF COMPOUND: Profenufos

OTHER NAME(S):
FORM OF TEST MATERIAL:

(see Test Material Section)

Curacron, Selecren: Company Code: CGA-15324
Stated to be a 38" esmulsifiable concentrate

PETITIOHER : CIBA-Geigy Corporatian

TYPE OF STUDY: Acute Delayed Neurotoxicity

SPECIES, BREED AND STRAIN: Hen

FILE UNDER: PROFENOFOS

RECOHENDAT 10K valide [EST AYNILABLE COPY |
< g

OVERALL COMMENTS

presented in the final report are substantiated by tne raw data.

The present study is adjudged valid with reservations. The findings

Raw data were

generally complete and were recorded in an accentable {ashiaon with all records
signed, dated and witnessed. However, althouch the study is adjudged valid

from the audit standpo:nt

the

it shouid be considared unacceplablie as an investigation

to examine the delayed neurotoxic potential of srofenofos per se. 1o this regard,

followirg reservations concerning c>,c¢-mwnlal design and conduct serve to

undermine the scientific integrity "Gf the inv e ligatiodl ™
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The preliminary acute tuxicity study was poorly contrived. The
calculated LD50 is of questionable accuracy since it was dgerived

on the basis of mortality data qgnera\eQ from twio inderendent

dosing regimens. The inaccuracy of trme LEGEQ is deomanusirated by

the observation that 85% mortality was witnessed ameng hirds dosed
at the calculated LD50 level in the subsequent neurotoxicitly stud
The prellminary study is acceptabic only a5 a pilot ~iudy to provide
dosage information for the neuratexicity study.
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