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Product Science Branch of Antimicrobials Division has done a secondary review of this
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The current acute toxicity profile of Reg. No. 75799-R is:
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material and positive control, This procedure needs to be followed for both the test
material and positive control. The lab could alsahmchaﬁmgedatahighemoseofm ,
material and/or rechallenged.

5. The registrant nmstdmiam the sulfur as an active ingredient at 19.4%. This -
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DATA REVIEW FOR DERMAL SENSITIZATION TESTING (§81-6, 870.2600)

Product Manager: Adam Heyward Reviewer: Chris Jiang
MRID Ne.: 463’593%1 Study Completion Date: August 22, 2001
' (M@m&d July 7, 2004)
Report No.: 01-115
Tcnﬁmhubm Experimur
* Author: John Findlay

Quality Assurance (46 CFR §166.11): A statement of GLP compliance was included,

Test Material: PXTS, lot 1685-7.1, black solid material
Positive Control Material: a-Hexylcinnamaldehyde (HCA) in acetone

pecies :'mmmmmm@ammpm .
- Weig 0470 gonday | Age: Five to six weeks on day of dosing
,'Sumw ﬂaﬁmwmbawiey Inc., Indianapolis, IN

Mcthnd: Modified Buchler method

Summary: ‘ ‘
1. This Preduct is not a dermal sensitizer.
2. Classification: Unacceptable
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Results: Animals 513 and 514 showed discrete or patchy erythema at the 24-how
observation after the first induction. Erythema was not preseat on any anj
~ guinea pigs 512, 518, and 522 after the 24-hour observation after challenge.
‘48-hour observation after challenge, only animal 518 showed discrete or pa

' . The positive control sho*mé appropriate results.

Spuii!ﬁnmmmts: Commiammal 506 died and a necropsy was performed,
- necropsy revealed dia ",'dilataﬁonafthegaﬂbladdm,anddmkw&
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‘est Material: PXTS, Lot No. iﬁﬁﬁ«‘ﬂi black solid
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received a challenge dose of the neat test matmax Positive control guinea pigs were similarly dosad .

with 50% (w/v) HCA in acetone. Following the first induction and challenge doses, guinea pigs were
scored for erythema and edema approximately 24 and 48 hours afier removal of wrappings.

Results: During the third week of the induction phase, one guinea pig in the negative control group
died of unknown causes. Five of thea (50%) animals in the positive control group exhibited a positive
reaction. Three of twenty (15%) and four of nine (44%) animals in the treated and negative control
 groups, respectively, exhibited minimal erythema reactions (i-e., erythema score of 1) following the
challenge dose, These responses in the treated and negative control groups were considered to be.

mal irritation rather than an induced sensitization response. None of the animals in the negative
control, treated or positive control groups exhibited any edema reacti ions at any of the observation and
scoring intervals. All surviving animals gained weight during the study. ' :

According to the findings under the conditions of this study, the test material was not classified as a
dermal sensitizer. | | |




