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EBA Consortium Boric Acid August 2004
Table A6_3-1. Results Chronic Rat Study
Parameter Control low dose medium dose high dose dose-
response
+/-
m* f m* f m* f m" f m |(f
number of animals | 70 70 35 35 35 35 35 35
examined
Mortality at 104 25/60 20/60 12/25 825 9/25 725 6/25 825
weeks
clinical signs*
bodyweight gain 0- | 557 405 533 334 563 349 429 264
104 weeks (g)
food consumption at | 33.3 437 347 446 349 457 40.2 51.4
week 52 (g/kg/day)
clinical chemistry* | no
differences
haematology* see
separate
table
urinalysis* no
differences
Organ x
testes weight*(g) at | 3.76::0.29 3.7140.20 3.5240.42 1.00+0.08
26 weeks (sig low)
testes weight (g) at | 3.65+0.84 2 844095 3.43+0.47 0.92+0.22
104 weeks (Sig low) {Sig low)
IMICTOSCOPIC 3/10 4/10 2110 10/10
pathology*Testis
atrophy at 24
months

* specify effects; for different organs give special findings in the order organ weight, gross pathology and

microscopic pathology if there ave effects

" give number of animals affected/total number of animals, percentage, or just T or ¥ for
increased or decreased

217/497

















































































































































EBA Consortium Boric Acid March 2004
Section A6.8.2.1 Multigeneration Reproduction Toxicity Study
Annex Point 11A6.8.2 6.8.2.1 Rat Three Generation Study — Boric Acid
Official
7 REFERENCE use only

Reference

Data protection

Data owner

Companies with letter

of access

Criteria for data
protection

Guideline study

GLP

Deviations

Test material

Tot/Batch number
Specification

14.1.1.1 Description
14.1.1.2 Purity
14.1.1.3 Stability
Test Animals
Species

Strain

Source

(1966). Three-generation reproductive study - rats.
Boric acid

Electronic File

Yes

Current Access

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

GUIDELINES AND QUALITY ASSURANCE

No but conforms to the standard 3 generation 2 litters per generation
MGS normally used at that time.

Predates modern protocols and GLP. Although this study is not to
modern day protocols, there are literature data in 3 species that confirm
the results seen. No further testing is necessary in the interests of animal
welfare and protecting laboratory animals

No

Although these studies predate modern protocols and GLP, other data
available support the results. Further testing is not warranted in the
interests of animal welfare.

MATERIALS AND METHODS

As given in section 2
Boric acid
Not available

As given in section 2

Fine white powder without odour.
>99%

Stable

Non-entry field

Rat
Crl:CD Sprague Dawley

Charles River Laboratories, USA

265/497













































































































































