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5.7 CARCINOGENITY 

Species 
Sex 
Strain 
Route of admin. 
Exposure period 
Frequency of 
treatment 
Post. obs. period 
Doses 
Result 
Control group 
Method 
Year 
GLP 
Test substance 
Method 

Remark 

Result 

Reliability 

05.08.2003 

: mouse 
: male 
: 
: dermal 
: 3 days/week (Monday, Wednesday and Friday) 
: 

: 
: undiluted 
: negative 
: other: acetone treated 
: 
: 1964 
: no 
: as prescribed by 1.1 - 1.4 
: Groups of 40 C3H/Anf mice were painted on Monday, Wednesday and 

Friday of each week until they died. The control mice received acetone 
while the treated mice received undiluted EP-221.  The positive control 
mice received 0.2% methyl cholanthrene dissolved in acetone. The hair of 
the mice was clipped once/week.  The material was applied to the mouse 
skin with one brushfull from a series 197 #1 Grumbacher brush for each 
application. Mice receiving EP-221 were painted for 28 months while the 
vehicle controls were painted with acetone for 26 months and the positive 
controls were painted with methyl cholanthrene for 13 months. 

:	 A brushfull is approximately 24.8 mg EP-221.  Assuming the average 
weight of the male mouse was 40 grams, this corresponds to 620 mg/kg. 

:	 Survival of EP-221 treated mice was slightly better than vehicle control 
mice (Table 1). For EP-221, after 23 months of skin painting, only one 
tumor was observed at the application site. 

No additional information provided.

 Table 1

 Summary of skin painting results


 Vehicle Positive 
control control EP-221 

Initial Number of mice 
# alive after 12 months 
# alive after 18 months 
# alive after 24 months 
First tumor observed 
# of mice with tumors 

40 40 40 
32 2 39 
26 0 31 
4 0 12 

23 3 23 
2 39 1 

:	 (2) valid with restrictions 
2E 

(28) 

5.8 TOXICITY TO REPRODUCTION 

Type : other: 90 day oral gavage study 
Species : rat 

41 / 48 




