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Section A6.1.5 Skin sensitisation
. Buehler Test
Annex Point I1A6.1.5
Dinitrochlorobenzene

Positive control
substance

Examinations

Pilot study

Further remarks

Results of pilot studies
Results of test

24h after challenge

48h after challenge

Other findings

Overall result

Materials and
methods

Results and discussion

Conclusion

Reliability

Deficiencies

Non-entry field

No

6 RESULTS AND DISCUSSION

No pilot study
See Table A6 1 5-2
0/20

0/20

Non -sensitiser

APPLICANT'S SUMMARY AND CONCLUSION

OECD Guide-line 406 "Skin Sensitisation” method (Buehler test )
using 95% w/w boric acid moistened with distilled water to enhance
skin contact

Very faint erythema seen in one animal at induction stage and 2 animals
at challenge stage and also in one naive control. No other adverse effect
observed

Noen-sensitiser
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Section A6.2 Percutaneous absorption (in vivo test)
Annex Point TIA6.2 Section A6.2 Human In vivo
Official
7 REFERENCE Bty
I 555 - Vo
Reference Percutaneous Absorption of Boric Acid, Borax and Octaborate

Data protection
Data owner

Companies with letter
of access

Criteria for data
protection

Guideline study

GLP

Deviations

Tetrahydrate (DOT) in Man.

Electronic File
Also Published

Wester RC, Hui X, Hartway T, Maibach HI, Bell K, Schell MJ,
Northington DJ, Strong P and Culver, BD. In vivo percutaneous
absorption of boric acid, Borax and disodium octaborate tetrahydrate in
humans compared to in vitro absorption in human skin from infinite to
finite doses. Toxicol Sciences 45 42-51 (1998)

Yes

Current Access

Data on new a.s. for first entry to Annex I/14

GUIDELINES AND QUALITY ASSURANCE
No

Human Study specifically designed and therefore no specific guidelines
available, but designed to comply with US 40 CFR, 160

Yes

Not relevant

154/497
































































































EBA Consortium Boric Acid August 2004

Table A6_4-1. Results Mouse 90 day of repeated dose toxicity study

Parameter Control 1200ppm  2500ppm  5000ppm 10000ppm | 20000ppm | dose-
response

+/-

number of 10 10 10 10 10 10 10 10 10 10 10 10
animals

examined

Mortality 0 0 0 0 0 0 0 0 1 0 8 6
clinical signs 0 0 - |- - [ + + + +H [+

body weight gain | 11.7 [9.4 102 |8.4 105 |83 73 7.2 5.2 6.6 2.7 4.1
()

food consumptn | 140 150 165 229 164 |[219 199 271 456* | 431% | 753* | 1138
g/keg bw (wk 12) *

Organ x
testes 0/10 0/10 0/10 2/10 8/10 8/10
degeneration

spleen extramed. |1 0 3 2 5 4 5 6 10 10 1 2
hematopoiesis

*unreliable because of food scatter

186/497




































