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Subject: TSCA Section 8(e) Submission 88010008019
Dear Sir/Madam:

ATOFINA Chemicals, Inc. (ATOFINA) is submitting the final report for an acute demmal
irritation study in rabbits to the Environmental Protection Agency (EPA) pursuant to
Toxic Substances Control Act (TSCA) Section 8(e). This study provices information on
Turco 6881, a formulated mixture containing 58.0% benzyl alcohol (CAS# 100-51-6),
13.5% water (CAS# 7732-18-5), 20% of a 35% hydrogen peroxide (CAS# 7722-84-1)
solution, 2.0% d-limonene (CAS# 5989-27-5),1% sodium nitrate (CAS# 7631-99-4) and
other minor additives. This study does not involve effects in humans.
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information of ATOFINA.

The results of the skin irritation study with the test materiat showed the material to
be corrosive to rabbit skin after a 4-hour exposure.

Further questions regarding this submission may be directed to me at (215) 419-5890.

Sincerely, =
Oebrs Bndpt/ Contain NO CBI 8
Debra Randall, DABT <
Product Safety Manager -
=

v

ATOFINA Chemicals, Inc. 5

Phitadelphia, PA 19103-3222
215-419-7000
www.AtofinaChemicats.com
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STUDY : Tg 182 / 90-0863:

TURCO FRANCE
ACUTE DERMAL
IRRITATION/CORROSION TEST
IN THE RABBIT
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13 pages in this report including 5 in Appendices Blanquefort, May 11, 2000
The accreditation of COFRAC certifies the competence of the
cofrac laboratory for the tests covered by the accreditation
The full reproduction of this report iz only authorized by
Jfacsimile | ity partial reproduction is oniy authorized after
agreement of the Test Facility.
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EVALUA‘HbN DE L’EFFET IRRITANT/CORROSIF APRES APPLICATION UNIQUE SUR LA PEAU CHEZ LE
LAPIN - LIGNE DIRECTRICE 404 DE L’OCDE (17/7/1982)

ACUTE DERMAL IRRITATION/CORROSION TEST INN THE RABBIY - OECD GUIDELINE 404 (17/7/1982)

RESUME/SUMMARY

+ Produit étudié/Tesr product: TURCO 6331

e Pring I n

L’objectif de I’essai a été d’apprécier qualitativement et quanxitativement effet irritant ou
corrosif et son délai d’apparition aprés application cutanée unique de 0,5 ml de préparation
testée telle quelle sous pansement semi-occlusif pendant 3 minutes et 4 heures chez i lapin.

Les réactions cutanées (érythéme et oedéme) ont été lues 1h, 24h, 48h et 72 heures apres
enlévement du pansement et jusqu’s réversibilité des effets. La préparation testée a été
classée selon les critéres définis dans "arrété du 20/04/94 pris en application de la Directive

de base 67/548/CEE et ses amendements sucecessifs.

The aim of the study was to assess qualitatively and quantitatively irritancy or corrosion and
the delay of appearance after single skin application of 0.5 m! of test preparation as such,
under semi-occlusive dressing for 3 minutes and 4 hours, in I rabbit.

The cutaneous reactions (erythema and cedema) were scored lh and then 24, 48 and
72 hours after patch removal and until complete reversibility of the effects.

The test preparation was classified in accordance with the criteria defined in the decree of
20/04/94 taken in enforcement from the basic Directive 67/548/EEC and its successive

amendments.

o Dates de essai/Dates of the test : dulfrom 10/04/00 av/to 27/04/00

e Résultats/Results :
] Score moyen 24h, 48h et 72h aprés application/
Animaux/ Mean score 24h, 48h and72h after application
Animals Erythéme/E; ythema Qedér ~/Oedema
8840 2.7 2.7
Présence de brilure/burning
* Conclusion/Conclusion :

La préparation testée est classée comme corrosive avec risque de briilures.
The test preparai.n is classified as corrosive with burning risks.

EVIC franze - Evie-Tox Department - 48 rue Jecn Diuvert. F33290 BLANQUEFORT - Tel. 33 (0}5 56 93 59 95 Fax 31 (0)5 56 950532
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1. AIM AND PRINCIPLE OF THE TEST

The aim of the test was to assess qualitatively end quantitatively the irritant or corrosive effect and the rate of
onset after single application to skin, of the preparation TURCO 6881, in the Rabbit.

The test preparation was applied in a single dose, under semi-occlusive patch, at 1 2nimal, one unmreated skin
area serving as control. '

The degree of irritation was read and scored at specified intervals.

The albino Rabbit is the mammalian species commonly used and recommended by the official authoritics for the
assessment of the cutaneons tolerance of chemical substances by this kind of method.

This test enabled to classify the test preparstion in one of the categories defined in the decree of Apail 20, 1994
taken in enforcement from the basic Directive 67/548/EEC and its successive amendments.

The methodology followed the part B4 appendix V of the Directive 92/69/EEC of July 31, 1992, published in
the Official Journal of European Commusities of December 29, 1992 (L 383A) and the OECD guideline 404 of
July 17, 1992, conoerning the tests of chemical products, which defines dermal irritation as the production of
reversible inflammatory changes in the skin, and the dermal corrosion as the production of irreversible tissue

damage sfter application of the test preparation.

2. ETHICS AND APPROVALS OF THE TEST FACILITY

The test was entirely pexformed in the premises of Evic-Tox Department of EVIC france Company in
Blanquefort, according o the animal ethical rules mentioned in the European Directive 86/609/EEC of
November 24, 1986 and was submitted to the previous agreement of the animal Ethics Committee intemnal to the
Test Facility.

It was covered by the accreditation of COFRAC which centified the technical competence of the Test Facility
and by the declaration of confirmity of Evic-Tox Department with the Gaod Laboratory Practices by the GIPC

(decree n° 98-1312 of 31.12.98 published in the Official Journal of the French Republic of January 17, 1999)
and the Agence du Médicament (decree of 20.01.86 published in the Official Journal of the French Republic of

Februry 16, 1986).

3.QUALITY ASSURANCE
All the data collected during the test were recarded by the technician responsible for the test, on the documents
fesSrved for ihat sifest.

Each page of these documents was initialled and dated by the technician responsible for the test.
Any missing data was justified and the cotrections were initialled and dated.

The Quality Assurance Unit ensured by periodic inspections that the protocol and working procedures relevant
to this type of test were strictly applied.

The experimental data and the test report were audited in accordance with the procedure implemented in the
Test Facility.

At the end of the test, the work documents were filed with the test report for 10 years.

AT the end of thic period, the Test Facility defines with the Sponsor the carrying out of the filing, the restitution
of the data or their destructicn.

EVIC france - Evio-Tox Department - 48 rue Jeen Duvert, F33290 BLANQUEFORT - Tel. 33 (0)$ 36 95 5995 Fax 33 (0}1 56950522
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4, DEFINITION OF THE TEST PREFARATION

4.1. Preparation reference

The Sponsor-provided for the test 1 glass flask containing spproximately 230 m! of the preparation
TURCO 6881.

It was 3 white thick liquid.

This test preparation was coded under the reference 00-0863.

4.2. Storage

The test preparation was stored at ambient temperarure and out of the light in a room especisly fitted out wo that

effect.

A sample of the test preparation was filed in the sampies library of the Test Facility as a reference where it will
be kept undl its expiry date or for a maximuem period of 10 years.

5. REACTIVE SYSTEM
Species : New Zealand albino rabbit

Origin : Charlss River supplier (76410 Saint Aubin les Elbeuf, France)

Weight : superior to 1.8 kg, the day before application of the product

Number and sex : 1 male
Acclimatization : for at least S dzys before the beginning of the test

Identification : the animal was identified by auricular ring and the corresponding number was written on a label
. puton its cage.

Housing : the animal was individually housed, in stzinless stzel cage on floor grid (60 cm x 45 cm x 32 o).

The cage was placed in limited-access premises, of Tmx 4 mx 3 m, maintained in slight cverpressure (a
minimum of 10 mm of waier), wider sir-candisioned temperaturs (¢ = 20 & 3°C) and conrrolled relative humidity

{RH = 50 £ 20 %) except during washing cycles and whose renewal in non recycled filtered air (on 99 % filier)
was performed at the rate of about 10 cycles per hour.

The artificia! lighting ensured a sequence of 12 hours light, 12 hours dark.

Feeding : the complete diet was supplied under pelleted form Ergilap Anco, delivered by the Cofma (37018
Tours, France) ’

Drinking : tap water distributed in polypropylene botle with stainless stee] weat. A sample of water is taken after
each technical intervention from the pipes and every 6 months at least end sent for chemicophysical and
bacteriological analysis to a specialized contrel organization.

Preparation of the animals and selection

Approximately 24 hours before application of the test preparation, fur wes removed by close-~clipping the dorsal
area of the trunk of the animal. Care is tken to avoid abrading the skin and only an animal with bealthy intact
skin was retained for the test.

If possible, areas of dense hair growth were not used as patch sites.

EVIC france - EviesTax Departrent - 48 e Jean Duvert, £33290 RLANQUEFCORT - Tel. 33 (0}5 56 95 59 95 Fax 33 (0)3 56 93 05 22
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6. TEST PROCEDURE

6.1 Test pfepiratfmi

The test prepacation was applied as such.

6.2. Experimental chroaology

As the wmst preparation was suspected to cause corrosion, two semi-occlusive patches were applied
simultaneously 1o the animal, The first patch was removed after three minutes. If no serious skin reaction was
observed, the second patch was removed after 4 hours and the respanses were graded.

63. Application of the test preparation
A dose of 0.5 ml of test praparation was applied to two squares of gauze pstch of 2.5 em x 2.5 em (i.e. 6 em?)
each one put on a Micropore® tape of 5 cm x 5 cm (i.e. 25 cm?).

After removal of the 3-minute patch, the rabbit was put back into its cage for the 4-hour exposure period and
then the patch was removed. Residiw test substance was removed using an absorbent cotton moistened with

distitled water,

6.4. Clinical observations and grading of skin reactions

The animal was examined for signs of erythema and oedemma and the responses scored at | hour, and then at 24,
48, and 72 hours after patch removal. Skin reactions were scored according to the grades below and recorded in

the work document reserved for that effect.

Further observations were needed to establish the reversibility of the effects, the daily observation period was
17 days.

In addition to the observation of irritation, all lesions and other toxi¢ effiects were recorded and fully described
in the work document reserved for that effect.

EVIC france - Evic-Tax Departmens - 48 rue Jean Duvert, £33290 BLANQUEFORT - Tel. 33 (0)S 56 95 59 93 Fax 33 ()5 56 93 05 22



Erythama cnd eschar formation™

No erytheraa
Very slight crythema (barely perseptibic)
Well defined erythema ..oooeoveeinneee

Moderate to severe erythemsa
Severe erytiema (beet redness) to eschar formation preventing grading of erythema

N N ]

* Erythema : redness of skin produced by 2 vascular congestlon or an ircregsed perfasion.
Eschar fscat} = superficial &ry scab at th.; site of ¢ thermal or coustic buming and warch contains cefl remains, a dried tissue exsudere

and covers the skin in healing.
Qedema formation™
No oedema ceereareesrensereae s eseres ]
Very slight oedemna (barely perceptible) - 1
Slight oedema (edges of arca well defined by definite raising) 2
Maoderare oedems (raised approximately 1 mmz) e eeeeeesoeseeseaseesseseasrasrasasaneetste e sheRs ST r s e s e -3
Severe cedema (raised more thaa | mm and extending beyond area of exposure) .4

* Oedema = presence of abnormally important quantitles of liguid in the Interceil spaces of the epidermic, dermal and undercutaneous

fissues.

EVIC france - Evic-Tox Department - 48 rue Jean Duvers, F13299 BLANQUEFORT - Tel. 33 ()5 56 95 56 95 Fax 33 (B)S 569505 22
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6.5. Interpretation of the results

The test preparstion was classified swoording to the criteria of classification snd lsbelling of the dangeroué
chernics] substarices defined in the EEC 67/548 basic Directive and its successive amendments.

‘ Criteria of classification Senteqces of risk
Substances or preparations classified as corrosive
whether they produce tissue damages on the whole
depth of skin, in one animal at least, when they are
applied to healthy and intact skin, during the test, or
whether the result can be predicted : .
reaction strongly acid (pH <2} or strongly alkaline
pH 211.5).

e These tissue duiages appcar after an ciposure R35
time not exceeding 3 minutes ; of such a result is Produces severe bums

_foreseeable.

» These tissue damages appear afler an eXposure R34
time not exceeding 4 hours ; or such a result is Produces burus

foreseeable.

Now corrosive subsiances or preparations classifted
as irritant if they produce an inflammotion of the
skin, present at least 24h after an exposure period not
exceeding 4 hours. .

“judged important from the indexes observed during
the lest :

o If for nb of animals > 3 : mean vahee of the scores | R 38
for erythema anc eschar formation or oedema | Irritant ta skin
formation calculated for all the animals and the 3
times of observation (24, 48 and 72h) 2 2

e [ffornb of animals =3 : mean individveal scores
for erythema and escbar formation or ocdema
formation calculated on the 3 times of
observation (24, 48 tnd 72h) 2 2 in 2 animals at
least.

*or in case of persistence at the end of the observation
period !n 2 animals at least

7. RESULTS
The weight of the animal at-the beginning (D-1) and at the end of the test (D¢) is supplied in Appeadix L
The results of the clinical observations are summarized in the table enclosed in Appendices 1L

Cutancous iritation results summazised in wbular form, showing. for the animal, the irritation scores for
crytheme and oedema at 1, 24, 48 and 72 houtx after patch removal, the description of the observed effect and

its reversibility are enclosed in Appendices IIL

EVIC france - Evie-Tox Department - 48 rue Joan Duvert, F11290 SLANQUEFORT - Tel. 33 (0)5 56 95 5% 95 Fox 33 (0)3 56 9508 22
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8. DISCUSSION

o
The application for 4 hours of the product TURCO 6881 to the inract skin of the rabbit induced the appearance

of severe oedema and of a well defined erythema since the first reading.

On D2, the appearance of a buraing on the whole surface of the patch is observed as well as 2 moderate oedema.
From D4, 8 serofibrir wus scab covers the buming and lasws until D16 where 2 cicaricial area is observed
showing that there bad been 2 tissue destruction after epplication of the product.

9. CONCLUSION

Taking ioto account the criteria defines ty the EEC 67/548 Directive and its successive an endments, the
preparation TURCO 6881 was classifiec  cerrosive with burning risks.

10. STUDY RESPONSIBLE PEPSONNEL'S STATEMENT

Test Facility Management
— I the undersigned, Philippe MASSON, declare to have designated Patrick GOMOND as the Study Directer
o and easured that he approved the study plan with full knowledge of the facts and made it available o the Quality
Assurznce persormel.
B ene
i
- {/,‘1/]9f- e T e L
e ~
Study Director
1 the undersigned, Patrick GOMOND, declare that the overail conduct of the study was carried cut under my
responsibility snd in accordance with the principles of Good Laboratory Practices (decree n°98-1312 of
31.12.98 published in the Official Journal of the Prench Republic of Januery 1%, 1999 and dexxes of 20.01.86
published in the Official Journal of the French Republic of February 16, 1986).
o~ . o g

el

s <

Quslity Assurance Personnel

I the undersigned, Nathalie DROLSS, declare that ©
- this kind of srudy was inspected according to the procedure of the Test Facility on Aprl 11, 2000,

- the report of the inspection was transmittes to the Menagement and to the Study Director on April 17, 2000,

- the finzl report was examined on May 15, 2000,
- the results reported accurately and completely reflect the raw data of the study.

EVIC jrancd - Evie-Tox Departren: ~ 48 rue Jearn Duverr, F11290 BIANQUEFORT - Tel. 13 (015 56 95 5% $5 Fax 33 (0)5 369505 22
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Body Weight

2.490

2.550
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[ Appendix -1 |

Clinical examinations
Exposure time 3 minutes

D-1 NIR
D1 (1k) NTR
D2 NTIR
D3 NTR
D4 NTR
DS /
D6 /
D7 /
D8 /
DY /
D10 /
D11 /
D12 /
D13 /
D14 / B
D15 /
D16 /
D17 /

Legend : /: no reading

NTR : nothing to report

EVIC france - Division Evic-Tox - 48 rue Jean Duvert, F33290 BLANQUEFORT
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