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Effect of Herb Medicine Treatment for Functional Dyspepsia:
A Randomized Placebo-Controlled and Compared Standard Treatment Trial
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Objective: Functional dyspepsia is a prevalent disease. It impedes subjective quality of life. The purpose of this study

was to examine the equivalent effect of herb medicine treatment (DA-9701) for functional dyspepsia.

Methods: In this randomized, single-blinded, placebo-controlled study, we compared a herb medicine (DA-9701) with

standard treatment (mosapride) and placebo for the treatment of functional dyspepsia. 42 volunteers who satisfied the

requirements were enrolled in study. Severity of dyspepsia was measured by Nepean Dyspepsia Index (NDI) and

Functional Dyspepsia Quality of Life (FD-QOL) before and after treatments.

Results:

1. In the DA-9701 group, total key symptoms score was significantly lower and improve rate of key symptoms was
higher than in the mosapride and placebo groups, but there were no statistically significant differences between
three groups.

2. In the DA-9701 and mosapride groups, “nausea” and “bad breath” were significantly lower compared with the
placebo group.

3. In the DA-9701 group, NDI Quality of Life scores were significantly higher, but there were no [other] statistically
significant differences between the three groups.

4. In the DA-9701 and mosapride groups, FD-QOL scores were higher compared with the placebo group, but there
were no statistically significant differences between the three groups.

Conclusion: Herb medicine treatment (DA-9701) is effective to improve the symptoms and quality of life in patients

with functional dyspepsia.
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At least 12 weeks, which need not be consecutive, in the preceding 12 months of:

1. Persistent or recurrent symptoms (pain or discomfort centered in the upper abdomen);

2. No evidence of organic disease (including at upper endoscopy) that is likely to explain the symptoms; and

3. No evidence that dyspepsia is exclusively relieved by defecation or associated with the onset of a change in stool frequency or stool form

(i.e., not irritable bowel).
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Table 2. Clinical Characteristics of Three Patients Groups Treated with DA-9701, Mosapride and Placebo
p-values
DA-9701 mosapride placebo -
Fisher’s exact test ANOVA test
Total number 14 14 14
Male 5(35.71%) 1(7.14%) 3(21.43%)
Gender(n(%)) 0.240
Female 9(64.29%) 13(92.86%) 11(78.57%)

Mean Age(y) 35.64+9.00a) 29.79+7.56 31.86+11.53 0.267
Height(cm) 163.71£9.50 162.36+6.61 163.50+10.14 0.910
Weight(kg) 62.29+11.57 58.71£10.05 60.29+10.78 0.684

Severity of dyspepsia symptom 10.5742.62 12.71+4.51 11.79+3.21 0.287

a): Mean+tstandard deviation

Table 3. Surmise about Treatment in Three Patients Groups Treated with DA-9701, Mosapride and Placebo

DA-9701 mosapride placebo Fisher’s exact test
DA-9701 12(85.71) 4(28.57) 3(21.43)
Surmise about .
reatment(vh mosapride 0(0.00) 8(57.14) 4(28.57) 0.000
placebo 2(14.29) 2(14.29) 7(50.00)
2. A& WA )3t v xle] == B A3 Al A BF ol Eel MY Bita I v
s37] 3 WAl o)2olxien] onzg wyp o GBI HSelR gt ME vEE
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Table 4. Subtype and Byeonjeung Type

of Functional Dyspepsia in Treated with DA-9701, Mosapride and Placebo

DA-9701 mosapride placebo  Fisher’s exact test

Ulcer-like Dyspepsia 2(14.29) 2(14.29) 3(21.43)

Subtype Dysmotility-like Dyspepsia 12(85.71) 12(85.71) 11(78.57) 1.000
Unspecified Dyspepsia 0(0.00) 0(0.00) 0(0.00)
Disharmony between liver and stomach syndrome 6(42.86) 8(57.14) 5(35.71)
Stagnated meal syndrome 3(21.43) 4(28.57) 4(28.57)

Byeonjeung Type Spleen-stomach dampness-heat syndrome 0(0.00) 0(0.00) 1(7.14) 0.305
Simultaneous occurrence of cold and heat syndrome 3(21.43) 0(0.00) 4(28.57)
Hypofunction of spleen and stomach syndrome 2(14.29) 2(14.29) 0(0.00)
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Fig. 1. Mean changes of dyspepsia key symptoms between before and after treatment with DA-9701, mosapride and

placebo.

Before and after treatment, dyspepsia key symptoms score was measured using Nepean Dyspepsia Index. Statistically
significance was evaluated with the scores of before and after treatment within each group but there were no statistical
significance between three groups. (+: p<0.05, T : p<0.01, ¥ : p<0.001)
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Table 5. Changes of Improve Rate of Key Symptoms in Three Patients Groups Treated with DA-9701, Mosapride and

Placebo
DA-9701 mosapride placebo Wilcoxon rank sum test
Excellent(=75%) 2(14.29) 3(21.43) 2(14.29)
Good(75%>, 50%=) 5(35.71) 4(28.57) 3(21.43)
Moderate(50%>, 25%=) 4(28.57) 3(21.43) 0(0.00) 0.269
Poor(<25%) 3(21.43) 4(28.57) 9(64.29)
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Table 6. Mean Changes of NDI Symptoms in Three Patients Groups Treated with DA-9701, Mosapride and Placebo

Symptom DA-9701 mosapride placebo ANOVA test

Pain in upper abdomen -0.93+3.34Y -1.14+3.84 -1.07+3.81

Discomfort in upper abdomen -1.79+1.97' 2.64+3.18' -1.79+2.64" 0.615
Burning in upper abdomen -1.71+2.95" -0.79+2.91 -0.86+3.76 0.701
Inability to finish a regular meal 2.79+3 45" -1.14+2.54 -1.2942.58 0.261
Fullness after eating 2.64+4.11" 2.14+2.60" -1.00+2.42 0.373
Pressure in upper abdomen 2.9342.67' 2.86+3.72" -1.43+£2.98 0.375
Bloating in upper abdomen 2.07£3.27 2714347 -1.64+3.41 0.703
Nausea 2.36+1.91* -2.00+3.82 +0.07+1.00 0.032
Heartburn -0.36£1.45 -1.07+1.64" +0.7942.08 0.025"
Cramps in upper abdomen -0.79+£2.15 -0.57+2.44 -0.93+2.43

Chest pain -0.43+1.02 -0.79+2.86 -0.43+1.16

Bitter tasting fluid that comes to your mouth -0.64+1.55 -1.43£1.95 -0.21+1.63 0.179
Burping -0.50+2.56 -2.29+4.10 -2.1443.16* 0.301
Vomiting -0.57+1.45 -0.64+2.87 +0.36+1.34

Bad breath -1.50+2.98 -1.50£1.51° +0.36+0.74 0.024°
Total symptom score -22.00+18.32° 23.71421.20' -11.21£15.19° 0.163

(' p<0.05, ": p<0.01, * : p<0.001)
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Table 7. Mean Changes of NDI Quality of Life Score in Three Patients Groups Treated with DA-9701, Mosapride and

Placebo
DA-9701 mosapride placebo ANOVA test
Interference 17.58+17.20' 13.19+£22.58" 5.9129.99" 0.212
Knowledge/control 19.90+18.25" 13.27+21.22° 5.36+15.39 0.126
Eat/drink 15.48+15.97" 8.334+21.18 7.74+16.17 0.454
Sleep disturb 14.29+18.25" 13.39425.69 4.46+10.52 0.336
Total score 16.8115.16' 12.04+20.91 5.87+9.717 0.203

(: p<0.05, " p<0.01)
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Table 8. Mean Changes of FD-QOL Score in Three Patients Groups Treated with DA-9701, Mosapride and Placebo

DA-9701 mosapride placebo ANOVA test
Eating status 12.14+20.54* 9.29+13.85% 6.07+26.76 0.749
Liveliness status 19.20+£25.65* 18.75423.39* 7.14+24.50 0.347
Psychological 12.80+24.65 15.18+26.88 7.74425.83 0.740
Role-functioning status 12.50+26.45 17.56+25.43* 2.68+23.66 0.295
Total score 14.16+20.31* 15.19+19.65* 5.91+19.77 0.409

(*: p<0.05)
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