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[Abstract] Objective To study the efficacy and safety of oral mucoadhesive containing chitosan for the treatment

of recurrent aphothous stomatitis (RAS). Methods 72 subjects, who were diagnosed with RAS, were involved in the

study. The subjects were randomly allocated to the test or control group and shown how to use the films. The film con-

taining chitosan was provided to the participants in the test group and the polyvinyl alcohol film was provided to the con-

trol group. Baseline, pain score (visual analog scale), ulcer size and adverse effects were recorded. Results  The reduc-

tion in ulcer size was significantly greater (P < 0.05) in the treatment group (2.91 + 3.66)mm’ than in the control group

(1.10 + 2.26) mm’ between days 4 and 6. There was no significant difference between the treatment and control groups

in the pain score, ulcer size, or reduction in the pain score (P > 0.05). No obvious adverse effects were observed. Con-

clusion The oral mucoadhesive film containing chitosan promotes healing of RAS.
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Figure 1  Cross-sectional view of the oral mucoadhesive film containing chitosan
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Table 1  Baseline comparison xXxs
Sex Distribution Time to new Ulcer size  Drug allergy Dietary habits
Baseline —————— Age(year) Pain score -
Male Female Lip Cheek Tongue Gingiva ulcer eruption(d) (mm®) history Bland diet General diet Spicy diet

Test group 15 19 31.62+845 5 4 29 3 126 £0.57  3.86 £2.03 8.07 £7.42 2 8 19 7
Control group 17 15 2872+623 2 10 25 1 1.09 + 0.64 3.87£2.09 5.02+7.25 1 7 14 11
Vel 0.536 -1.580 5.047 -1.150 0.010 -1.690 0.289 1.654
P 0.464 0.119 0.168 0.255 0.989 0.096 0.591 0.437
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Table 2 Intergroup comparison of ulcer size and pain scores X*s
Group Ulcer size (mm®) Pain scores
Day 1 Day 2 Day 4 Day 6 Day 1 Day 2 Day 4 Day 6
Test group 8.07+742 798 +6.30 6.45 +6.30 3.53 £4.58 3.86 +2.03 3.36 = 1.86 202+197 076 = 1.24
Control group 5.02+7.25 5.59 +5.66 4.96 +7.82 3.86 = 8.01 3.87 £2.09 3.83+1.82 241 +2.26 1.11 = 1.86
t -1.690 -1.620 -0.850 0.200 0.010 1.050 0.760 0.900
P 0.096 0.111 0.398 0.841 0.989 0.298 0.453 0.371
R3 AL EERAE /N 57 P 4/ MELX [
Table 3 Intergroup comparison of the reduction in ulcer size and pain scores Xts
Group Reduction in ulcer size (mm®) Reduction in pain score
Days 1-2 Days 2-4 Days 4-6 Days 1-2 Days 2-4 Days 4-6
Test group 0.09 + 4.03 1.53 £5.79 291 + 3.66 0.56 + 1.48 1.34 + 1.71 1.25 £ 1.33
Control group -0.57 £ 5.14 0.63 +5.21 1.10 £ 2.26 0.04 = 1.71 143 £2.13 1.29 £ 1.36
t -0.580 -0.670 -2.440 1.190 0.170 0.120
P 0.563 0.506 0.018 0.238 0.864 0.905
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Table 4 Reduction in the pain score in the test group and

control group xxs
Group Day 2 ws day 1~ Day 4 vs day 1~ Day 6 vs day 1
Test group 0.04 + 1.71 1.46 +2.74 2.76 + 2.68
Control group 0.51 + 1.48 1.85 £2.54 3.10 £ 2.44
t 0.120 3.030 5.830
P 0.902 0.005 <0.001
I3 1.990 4.250 7.420
P, 0.055 <0.001 <0.001

1u&P: test group; 6H&Pa: control group
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