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Mutation Assay with a Confirmatory Assay

Author(s): Leon F. Sankowski, Jr

Contractor: Covance Laboratories, Inc, Vienna, Virginia

Study Dates:
Initiation: October 23, 2001
In Life: October 29, 2001 - December 10, 2001
Completion: February 11,2002

Study Objective: To evaluate the est article for the ability to induce reverse mutations at the histidine
locus in several stains of Salmonella typhimurium (TASS, TA100, TALS3S, and TAIS37). and at the
uyptophan locus in Escherichia col teste strain WP2urA in the presence or absence of an exogenous
metabolic activation system (S9 microsomes).

‘Materials and Methods: The tester strains were exposed o the test article via plate incorporation both
with and without the $9 mix. All doses(including a vehicle and positive control) were plated in triplicate
The plates were incubated for 52:4 hr at 372°C prior to counting using an automated colony counter
Criteria were in place 0 assure assay validity. To be considered positive, the test arile needed to produce
atleast a 2-fold increase inthe mean number of evertants per plate over the appropriate vehicle control

Findings: No increase in revertants was seen in any of the tester strains. Data table follows.

g gz
4382
z 35= 58
38

Does not contain TSCA CBI 1 TRP 23-Apr-03



Mean Revertants Per Plate with Standard Deviation

Demme mam a0 raisss tars wevnra
Sen SO Wen SB Mem SD Mam SD Mem SO

Micosome: Ra
tierVeit Conte
(DMSO) os ow 1 om sx 2 sou
ramen ® 4 wu ww sass

ww R04 kN om F Fw
wwS 6 wowoomo dow ane
ERD mF ny
owe RG dm 4 ow ono 3m
mes 35 WFR Dw 2x

recor Swen saws ew mw

Vite como
pie ssw wom as 2 we 2
Tanda M4 mo wom 663 ow 3

WELW 0% OF nf 0 aw a
mel) mf oomoor Ts
mod w Lv rn
mew 3m kona 5h
pes 30% 7 oon 8 0 ad

recom? msm we we wee wows

Tox [TT ras rivets Loughe
Taio Sinem 23g Taio prover viniod
Tams Fmimomircne 2 3ngie AIS prong vind
This Sameer 23 neon his a Zuppa
Wr omembcene Sjgmwe  WhmnA oaicooe 190er

Conclusion: Purified 3-2 Alcohol was not mutagenic i his fest system.
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