Study Title

Data Requiremeant

Author

Sponsor

Test Facility

Covance Study Number
Covance Report Number
Report Issued

Page Number

Final Report

AKD-3088; 13 Week Oral (Gavage
Administration} Taxicity Study in the Dog wilh a £
vieek Trealmeni-fres Period

EFA Health Effects Test Guidelines OPFTS
870.3150, August 1228

QECD 408 Guideling for Testing of Chemicals,
August 1949

JMAFF Guidelines on the Compiling of Test
Resuits on Toxicity, December 1985

P Wynne Jones

Agro-Kanesho Company Lid
Akasaka Shasta-East 7ih Floor
4-2-18, Akasaka

Minato-ku

Tokyo 107

JaPAN

Covaneces Laborgtories Lid
Otley Road, Harrogate

Marth Yorkshire HG2 1PY
EMGLAMD

619/81
619/81-D6154
April 2002

1 cf 280



Corvance Study Munher L1051
Final Eeport

TEST SYSTEM

Species, strain and supplier
The actual number of purposc-bred beagle dogs were obtainzd from "-.-:[dr.t,lw.i[J Farrns

——

USA, 1o order to provide 24 healthy animals of cach sex. A “

Specification

The animals were 4 (o 5 months old and in the weight range ol 4.95 (o 8.25 kg on amival,
this is slightly out of the range 4 to 8 kg specilied in lhe protocol although this was
considerad not 1o affecl the oulcome or integrity of the studyv. They were between 5 1o §
rnanths old gl the start of dosing.

Environmment

The animals were house] in exclusive rooms, air-conditioned to provide a minimum of
1 air changeshour. Routinely, the temperature and relative humidily ranges were
16 to 2290 and 40t B0 rezpectively. TTowever on several occasions, lhe lemperature
and bumidity were below and sbove the indicatcd ranges, the highest temperature
reconding was 24°C and the lowest was 15°C, the highest humidity recording was 82%
and the lowest was 26%. The deviations were not considered to have aflected the heglth
and/or outcome of the study, Fluorescent lighling was controlled aulomalically to give a
cycle of 12 hours light (0700 to 1900) and 12 hours dark.

Euch animal was allocated to a pen with a [oor area of 2.25 m?, Roulinely, animals of the
same sex and group were housed o groups of lwo or three by removal of the barrier
dividing the pens. Animals remained separated each day during the [eeding perod.

Environmenial enrichment

A number of methods are used at Covance to enrich the covironment and welfare of
amimals, such a5 the provision ol "oys" (balls, inerl nylon chews etc), mised platforms
and exereisc/socialisstion peneds. Exercise and sncialisation are lailored around the daily
sludy schedule to ensure the objectives and seienlific inlegnty of the study are mainlained
whilsl providing meaningful cnrchment for the animals. Actual methods arc defined in
slandard Operating Procedures and details wers recorded in the daily study log.
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