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Active Ingredient{(s): % by wt.
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TRert TNaredient{S): .« « = =+ + s o = = = « » = s 22.5‘
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BACKGROUND: The registrant has submitted an acute oral, acute
dermal, primary eye irritation, primary skin irritation, and
dermal sensitization study. The registrant has stated that an
acute inhalation toxicity study was not conducted because the
product is not an airborne insecticide. The studies were
conducted by Hill Top Biolabs., Inc. The MRID numbers are
415162-02 through -06.

RECOMMENDATIONS: RSB/PRS finds that the data is acceptable and
classified as core guideline.

However, according to the Registration Standard for DEET, this
product cannot be registered for its current intended use (domestic
use) because of the primary eye irritation study results (Toxicity
Category Il Classification). 1In the Deet Registratiomn Stardard
on page 10, under Acute Toxicity Limits, No. 2. Formmlated Deet,
it is stated that Deet products must not demonstrate eye irrita-
tion persisting for seven days or any corneal opacity in test
animals.

The primary eye irritation study on this product not omly
exhibited corneal opacity, but also the corneal opacity did mnot
clear until day 10.

NOTE TO TiM:

The registration standard on Deet {page 46) states that
two primary eye irritation studies on 15% formulated Deet products
produced no corneal opacity and mild eye irritation which cleared
by 72 hours. Speculating based on this fact, the registrants
problem may not be with the Deet in his product (7.125%) but
rather with some of the inerts contained in the formuwlation.

LABELING:

No labeling will be recommended at this time based onm the fact
that the current product is not registerable for its intended use.
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (§81-1)

Product Manager: ( [7) Reviewer: M. Waller
MRID No.: 4[5 (gg Qa Report Date: _<-2-90
Testing Facility: 4./ 7op Brolabds M. Report No. 90-¢og3~dlzh)
Author(s): __Tames A. Kruczman
Species: - <
Age: n ul.\— Observation Days {(Post
Weight: Q:306 -4 Si-28 3 Exposure): (14):; other ( )
Source: “ﬁf loves = ngg‘g !2&5& I_eg Tec
Test Material: 02019 0F C Greencrenm)
Quali+y Assurance (40 ‘ZFR §160.12): gitacled
Conclusion:
1. LDgg (mg/kg): Males = ; Females =

; Combined =
2. The estimated LDsg is_> 5.0 a[Ke
3. Tox. Category: 7IZ - Classification: (L iddime Data

Procedure (Deviations From §81-1): yome

Results:

Reported Mortality
(NUMBER KILLED/NUMBER TESTED)
DOSAGE { /kqg) Males Females Combined

o o o
5.0 a tg‘:,) é (f %o

Symptomology & Gross NecCropsy Findings:

—ru-‘.'-c. .sum-g&_gu.i Qh§mgd IoeRe %Q‘égina bCEGtLiQ% P“Qﬁcﬁﬁb'ﬂl”,
1)

aand -Eg‘_gg skains i ranles “Ne Loric <A-u1z&n.u.s_m£..:.t____—
)
ohboserved iu. the fersales:
No  abuormelities were aoted ot HeCops o,
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (§81-2)

Product Manager: ( -|:1 ) Reviewer: M. Waller
MRID No.: S4185162-03 Report Date: wg_

Testing Laboratory: H;il Tep Binlabs, Tac. Report No. 9p- go43 -8
Author(s): _Jaues J. Wreuzmanal
Species: New Zeslnnd hite rmbbifs

Sex : S+ 9 Wt.: _299)- 3322 >
Test Material: [o4: epellent #S { “ en crear)
Quality Assurance (40 CFR §160.12): aifn a,d
Summary:
1. LDsg (mg/kg): Males = ; Females =
: Combined = H

2. The estimated LDgg is

>2.0 %‘Kﬁi
3. Tox. Category: ZL - Classification: ¢  r.f, ¢ beda

Procedure (Deviations From §81-2): woue

Results:
Reported Mortality
( NUMBER KILLED/NUMBER TESTED)
DOSAGE ( /kqg) Males Females |Combined
o o
o
2.0 g/Rg /s % 20

Symptomology & Gross Necropsy Findings:

e Pwo animoels ecbabited mncal ofis cﬁ»-g,c. [Fasimals

Ve

i

o A bis N ; ri a1 < <

&7&1&:&‘6_&1— ot Cest x.Fe.
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DATA REVIEW FOR ACUTE EYE IRRITATION TESTING (§81-4)

Product Manager: ( ]7 ) Reviewer: M. Waller
MRID No.: YISl ~0Y Report Date: /1 ]90
Testing Laboratory Nill Top B/olabs, Tuc. Report No. W-yo93-210

Author(s): _Jame s T. KrRu2CmAON
Species: Aby Jealawd tohete rndhif

Sex: 377 ¢+ 3 ¢ Weight: W, s Sple, Lo
Source: . sperrimental Ra b, o
Dosage: 0./ ml
Test Material: W‘wﬁm&&k_‘ﬂ307%’1
Quality Assurance (40 CFR §160.12): pifo 1.4
Summary:

Tox. Category: “ Classification: C::&e Gecetel v ae Q‘é

Procedure (Deviation From §81-4): ———

Results:
Observations
(number "positive"/number tested)
Hour Davys
15 10
1 1 2 3 4 A > | 21
Cornea 2 & =) 3 3 X o
Opacity {Q 4’ /‘3 /(f /b /b %
3 3 (v} (v}
Iris A (A 3/(9 ‘/la /(ﬂ /b % i
Conjunctivae { P
Redness c A qlé */ b llla /Cv % L /‘
7 s, 2 |
Chemosis e 1% | 9% 1/(0 IQ % %
G o ° ) o
Discharge /(o ‘/é /6 % 0/(0 /o %
Biistered app:a»amcc & 5/6 % ‘4' ° A o/b .‘/‘
¢ co va A .
Confunctiva nppenrs ' C/ t/ 3/ o )
hicWenred © /) /] @ /6
Comments:
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5)

Product Manager: ( /7 ) Reviewer: M. Waller
MRID NoO.: Y5762 -0O5 Report Date: (£-/- 70
Testing Laboratory: 2.y 7es Biolabs. Tme. Report No. P0-4023-2/C)
Author(s): j@‘! v &:‘g[ = A RN
Species: _ oy 2ealand whAC cadbe s
Age: locra H
Sex : J L ] .
Weight:s_ *hred
Dosage: 0.8 aaf

Test Material: ZQ,f.'oi &%ag//enf‘ $966 L/30
Quality Assurance 160.127: _prtmched

Summary:

The Primary Irritation Index =

Toxicity Category: ﬂ-

. -

Classification: ’

Procedure (Deviations From $81-5): —

A(- 3 q/ v. ) . o~ S/ /

__l#ﬁ'gma A Y% awimals Luhobite d wecge ,&“;@ efonca .
ai 4£ ,‘4/_.4 Za? Aowur <, ,a// /'rr--'74/iod /Aaf fqéf_g_'g{c_é

Special Comments:
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DATA REVIEW FOR SKIN SENSITIZATION TESTING (§81-6)

Product Manager: ( /7 ) Reviewer: M. Waller
MRID No.: 415762 =06 Report Date: & -/-20
Testing Laboratory: 4/, ./ 70p Bin/leds , Zuc. Report No. %.4p«2-2.L¢)
Author(s): TAMES . regz
Species: - ; 2, Ve

Sex : 47 ¢ 2 S eack) Weight: 292 -<9 2

Source: 4 ; V-2 P 471

Test Material: fzﬁu_&ftér__.iﬂéo___si« Yot Zasdee e d = 2 cove . | phadenged ~S€%
Positive Control Material: AasC B lested  2-2-90 Py

Quality Assurance (40 CFR §160.12): s/ecled

Method: ‘A,(A /e

Summary: N »
1. This product is / s not a dermal sensitizer..~
2. Classification: 2, , s fi-n e Daf=e

Procewure (Deviation From §81-6):

(a7 Ars)

Results: -ﬁf——-m—(‘-&‘-f‘:‘ Yoo & fest w‘(‘_ﬁﬁ_
1&547_#‘:&4%_@&&4 At 48 birs. sffer ,

Tho  Lest AMMZL&L_{L;JL‘{:#M%_M .

Z¥ Wfﬁ/a/ /%0 /oos"/iut Contvre/! Harimals lz/x.'é,'fcj
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tortrol i ala M&ML.AL(%J% pat (A;{r
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