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: Background: A Dermal Senszitization test was submitted in :.spoale
; to & request made wvhen other acute data were reviewed (see

' . 8terling 3/28 /80). The other acute exposurs data were considered:
} adsquate for conditional rsgistratiomn purposes.

t

T I R -«.The Dermal Fensitization study was conductsd by Stillmeadow, Inc.
A 4 .. .. of Houstom, Texas. It is under Accession Number 244288. N

e I Recommendations:

R 1. The Dermal Sensitization study is considered adequate and
acceptable for conditional registratiom pusposes.

[

. :.—7‘; Labeling Recommendations:

1. The statement "May cause allergic skin reaction” must be added
§ . to the "Hazards to Humans aznd Domestic Animals” section.
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Under "Directions for Use® plsase note the following: )
3
(a) The statement * It is a violatiom of federal law to ume
this product ir a manner inconsistent with its labelimg”
must appear on the label. The approrriate place is.
_ directly below the *pirections for Use” heading.

(b) The statement "Read Cautions Pirst® is inappropriate mnd
must be deleted. An alternative stitsment would. be "Read
Precautionary Statements first.®

Review:

Guinea Pig Sensitization: Stillmeadow Project #1942-80;
January 6, 1981; Acc. No. 244288

Procedure: Twenty male Hartley-albino guinea pigs were
treated with 0.5 ml of a substance under occlusive wrap at
days 0,3,5,7,10,12,14,17,19 and 21. In 10 of the animals,
the test substance was 10% v/v solutiom of Acme Vegetation
Killer in dionized water which was the highest nop-irritating
level. The remaining animals acted as a positive comtrol with
0.05vyw/v solutiom of 2,4-dinitrochlorobenzene in ethancl. On
day.35, the-animals wers challenged.with 0.5 .xl..of their
pectdy t: substances at esch.of Two sites. ’

- The test substance showed erythemm at.
it At Day 35, the poritive contmoim ..
B3 17/10 = 1, 3/20:= 2. and edem: ini-10Y20e= Ty
ance: showed' erythesa in 18/20 = T, 1/20'= Z s
10/20 = t'for-edama. The test substance was found to be =

’t., the positive coatrols showed nos- - - -

e

.dermal sensitizing agent.

Study Classification: Core Minimum Data. The dosage lsveils::
should be: 9.05 ml initially, 0.1 ml 3 times per week for
three weeks (total = 10), wait 2 wecks and chollenge. Sites
should be rotated.

Toxiciry Category: Dorasl .sensitizer
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Page~:5 is not included in this copy.

Pages through are not included.

The material not included contains the following type of
information:

_____ Identity of product inert ingredients.

Identity of product impurities.

Description of the éroduct manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
_____ sales or other commercial/financial information.
_k::/A draft product label.

The product confidential statement of formula.
Information about a pending registration action.

FIFRA registration data.

The document is a duplicate of page(s) .

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




