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ABSTRACT. Two local irritation and skin sensitization studies of nonspecific immunostimulator, BAR-
ODON® were carried out with New Zealand White rabbits and Hartley guinea pigs. In skin irritation
test of male New Zealand White rabbits, body weights were not significantly changed and there were
no responses after treatment for 24 or 72 hours and the Primary irritation index (P.11.) was '0". And, in
the eye irritation test, there were chemosis in some of rabbits. One of 3 rabbits in washing group was
detected chemosis after 24 and 72 h following treatment and 2 of 6 rabbits in non-washing group
were detected chemosis after 24h and 7 days following treatment. Therfore, total score is '4' after 24
h and '2' after 72 h following treatment by conforming article "some blood vessel are clearly hypere-
mic". However evaluation value is non-irritant because M.O.l. (Mean ocular irritation index) score is
below during the all experimental period and no significance through individuals and exposure time. In
skin sensitization, the score of skin reaction was graded | with 0% sensitization rate. Taken together,
these results indicate that BARODON® may be non-irritant material.
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Table 1. Skin Sensitization Index

% Score of skin sensitization testing

Score Reaction
0 no visible change
1 slight or discrete erythema
2 moderate and confluent erythema
3 intense erythema and swelling.

¥ Grade of skin sensitization testing

Sensitization (%) Grade Sensitization

0-~8 | Very weak

9~28 ] Weak

29~64 H Moderate

65~80 v Strong

81~100 \ Very strong
&, 3AZE B2l NE 37UA ARE dFeiin 29E
B2 ARl e HRe) B B R
ojs) ARER st HRgRe] Pwrgom vehd
= T8 MEER @itete] H7letal Magnusson
5o] §FG7) ookl TR EHES 4t Mag-
nusson and Kligman, 1969)(Table 1).
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Table 2. Body weight changes of New Zealand white rabbits
dressed dermally with BARODON®

) hours after application
Sex Animal no.

Ohr(g) 24 hr (g) 72 hr (g)

D-1 2,500 2,600 2,600

D-2 2,600 2,700 2,655

Male D-3 2,500 2,500 2,550
D-4 3,200 3,200 3,200

D-5 2,950 2,900 2,950

D-6 3,400 3,500 3,550

Mean 2,858 2,900 2,917

S.D. 385.3 384.7 396.4
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Table 3. Body weight changes of New Zealand white rabbits Table 4. Results of primary skin irritation test (Draize's
after ocular Irritation with BARODON® Method) in New Zealand white rabbits
Group Animal Day after application Sites Control site Test site
rou
0. QOdays(g) 2days(g) 3days(g) 7 days(g) Change Erythema . Erythema dema
01 3000 3000 3000 3,000 & eschar & eschar
0-2 3,500 3,500 3,500 3,500 Phase Intact Abraded Intact Abraded
Washed O-3 2,600 2,700 2,800 2,900 Time (hr)? 24 72 24 72 24 72 24 72
Mean 3,033 3,067 3,100 3,133 Anim. no. Sex
S.D. 450.9 404.1 360.6 3215 D-1 male 0 0 0 0 0 0 0 0
04 3,500 3,600 3,600 3,500 D-2 male 0 O 0 o 0 o0 0 O
O-5 3000 3500 3500 3,600 8-3 ma:e c o o0 o0 0 0 0 O
06 3000 3000 3250 3200 Dy mae 000 00 2O 90
Not O-7 3,200 3,100 3,100 3,100 D-6 male 0 0 o} 0 0 0 0 0
washed ~ O-8 2,600 2,600 2,600 2,400 Total score 0 0 0 © 0 0 0 o
0-9 3,000 3,000 3,000 2,900
Mean score 0 0 0 0
Mean 3,050 3,133 3,175 3,117 K o 0

S.D. 295.0 367.0 363.0 435.5

*Time after topical application of BARODON®.
®PL.1.; Primary Irritation Index.

Table 5. Ocular irritation reaction in New Zealand white rabbits

days

Grou Animal no. Tissue scores
3

ComeaAxBx5
O-1 IisAx5
canjunctiva (A+B+C) x 2
Comea AxB x5
Washed 0-2 IisAx5
conjunctiva (A+B+C) x 2
Comea AxBx5
0-3 IisAx5
conjunctiva (A+B+C) x 2
Comea AxBx5
O-4 Iris A x5
conjunctiva (A+B+C) x 2
Comea AxB x5
O-5 IisAx5
conjunctiva (A+B+C) x 2

Comea AxB x5

0-6 IisAx5
Not conjunctiva (A+B+C) x 2
washed Comea AxBx5
O-7 IisAx5

conjunctiva (A+B+C) x 2
Comea AxBx5
0-8 IisAx5
conjunctiva (A+B+C) x 2
Comea AxBx5

0-9 Iis Ax5
conjunctiva (A+B+C) x 2

Total score
M.O.1.2

A, Redness; B, Chemosis; C, Discharge.
*M.O.l. (Mean ocular irritation index): total score/tested animal No. in each observation time.
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Table 6. The calculated mean skin response (mean of
scores for erythema and oedema combined) of animals
showing skin reactions after each of the challenge
treatments, and the incidence of positive test animals

Challenge no.

1 2
Compound 24 hr %° 24 hr %
0.9% Saline 0.0° 0 0.0 0
20% BARODON® 02 20 0.1 10
5% BARODON® 0.0 0 0.0 0
1% BARODON® 0.0 0 0.0 0
20% Benzocaine 0.8 80 0.6 60

“incidence of positive animals.
®Mean score of skin reaction.
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Table 7. The skin response of male guinea pigs of each groups after challenges with BARODON®

Group 1 2 3 4 5
1st sensitization Saline 15%Benzocaine 1.5% BARODON®
2nd sensitization Saline 30%Benzocaine 15% BARODON®
challenge Saline 20%Benzocaine  20% BARODON® (H) 5% BARODON®(M) 1% BARODON® (L)
No. of challenge 1 2 1 2 1 2 1 2 1 2
No. of Animal

1 0? 0 1 1 0 0 0 0 0 0

2 0 0 1 1 1 1 0 0 0 0

3 0 0 1 0 0 0 0 0 0 0

4 0 0 0 0 0 0 0 0 ) 0

5 0 0 1 1 0 0 0 0 0 0

6 b - - - 1 0 0 0 0 0

7 - - - - 0 0 0 0 0 0

8 - . - - 0 0 0 0 0 0

9 - - - - 0 0 0 0 0 0

10 - - - - 0 0 0 0 0 0

Total score (¢} 0 4 3 2 1 0 0 0 0

“The score of skin reaction.
®Animals did not receive the challenge.
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