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EFFECTIVENESS OF TRADITIONAL MEDICINE REGIMES IN
TREATING DUODENAL ULCER WITH HELICOBACTER PYLORI
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ABSTRACT
Objectives: This randomized controlled trial was performed to examine the effectiveness of Helicobacter pylori max regime,
a traditional medicine preparation, among duodenal ulcer patients with Helicobacter pylori infection.

Material & Methods: The intervention group (n = 42) used Helicobacter pylori max regimen and the control group (n = 43)
used Omeprazole, Amoxicillin and Clarithromycin (OAC) regimen.

Results: The number of patients having type A pain relief in intervention group (33.3%) was higher than that in control group
(23.3%) (p> 0.05). There were 59.5% patients in the intervention group not having Helicobacter Pylori after treatment, which
was lower than that of control group (69.8%) (p> 0.05). The rate of complete healing in the HP max group reached 68.2%,
equivalent to the rate of complete healing in the patients using OAC (71.1%) (p> 0.05). No serious adverse effects were
observed in these two groups.

Conclusion: These findings depicted the potential of HP max in clinical settings in order to reduce the burden of duodenal

ulcers with H. pylori infection.
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INTRODUCTION

Duodenal ulcer is a common disease in the world and in
Vietnam™®. This disease is caused by an imbalance between ul-
cers (acid-pepsin, Helicobacter pylori, etc.) and protective factors
(mucilage, mucosa barrier, etc.)*®. Treating duodenal ulceration
should be based on the pathophysiology of this disease. To date,
three allopathic medication regimes are mostly used to treat du-
odenal ulcer including Omeprazole, Amoxicillin and Clarithromy-
cin (OAC)57. In Vietnam, along with western medicine, traditional
medicine has been encouraged and paid special attention by
the Ministry of Health to treat duodenal ulcer®. In traditional med-
icine, herbs such as Ampelopsis cantoniensis, Ardisia silvestris,
and Oldenlandia eapitellata Kuntze are shown to be effective in
gastric-duodenal ulcer treatment®°. In this study, we produced a
medicine entitled HP max which included all these three herbs as
ingredients. This product has been tested for toxicity and phar-
macological effects such as anti-inflammatory, pain relief, acids
neutralization, wound healing and eradication of HP on experi-
mental animals, which indicated that HP max products had high
safety and good therapeutic effects’'*. To demonstrate the ef-
fectiveness of HP max in the clinical setting, this study aims to
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evaluate the pain relief, ulceration healing and eradication of H.
pylori (Helicobacter pylori) in patients with duodenal ulcer treated
with HP max regimes.

MATERIALS AND METHODS

This randomized controlled trial was performed at the
Department of Internal Gastroenterology - 108 Central Military
Hospital and the Hospital of Traditional Medicine - Ministry of
Public Security. Patients were eligible for this study if they 1) were
confirmedly diagnosed with duodenal ulcer via clinical examina-
tion and endoscopic procedure, and 2) had H. pylori (+). They
were randomly divided into 2 groups: the intervention group (n
= 42) received HP max drug, and the control group (n = 43)
received OAC regimes. Patients were diagnosed by using EVIS
160 and 180 endoscopes (Olympus - Japan) at the Department
of Internal Medicine - Central Hospital 108 or Endoscopic Room
- Hospital of Traditional Medicine - Ministry of Public Security. His-
topathological procedures were performed at the Department of
Disease Surgery - Central Hospital 108. The protocol of this study
was approved by the institutional review board of Hospital of Tra-
ditional Medicine - Ministry of Public Security.

HP max medications: The intervention group received
HPmax capsules. This drug (including 280mg Ampelopsis can-
toniensis, 170mg Ardisia silvestris, and 110mg Oldenlandia eapi-
tellata Kuntze per capsule) was manufactured by Vietnam Natural
Products Joint Stock Company VINACOM on modern technology
lines, which met basic standards certified by Drug Administration
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of Vietnam. One package contained 24 capsules. Patients took
twice daily 3 capsules each after meal in 30 days.

The OAC regimen: The control group received Omepra-
zole 20 mg: 2 tablets / day (01 tablet at 9.00 a.m and 01 tablet at
21.00) x 30 days; Amoxycillin 500 mg: 2 capsules/ time x 2 times/
day x 14 days; and Clarithromycin 500 mg: 1 tablet/ time x 2 times
/ day x 14 days.

Subjective symptoms (pain, belch, pyrosis) were evaluat-
ed before treatment (T0), after first week (T1), second week (T2),
third week (T3), and 4th week (T4). Patients having pain relief at
T1 were classified “Type A’, while those relieving pain at T2, T3
were categorized as “Type B”, and “Type C” at T4. Conditions of
ulcers were evaluated after four weeks of treatment, including ul-
cer healing (type A); miniature ulcers (type B); and ulcer retention
(type C). The eradication rate of HP after treatment was assessed
including: H. pylori (-) and H.pylori (+).

Stata 12.0 was used to analyze data. Chi-squared test
was used to examine the difference between intervention and
control groups in the effectiveness of each regime. P-value of less
than 0.05 was considered statistically significant.

RESULTS

Among 85 patients, most of them showed pain during
hunger (60.0%). The proportion of heartburn, nausea and vomit-
ing and slow digestion were 100%, 16.5% and 69.4%, respective-
ly. The differences in these clinical symptoms between both arms
were not statistically significant (p>0.05).

Results of endoscopic procedure are shown in Table 2.
Most of ulcers position was frontside of duodenum (89.4%). The
majority of patients had one ulcer (95.3%). Most of ulcer had 0.5-
1.0 cm of diameter (82.0%). The differences between both arms
were not statistically significant (p>0.05).

After treatment, Table 3 reveals that no difference be-
tween both arms was found regarding time of pain relief, ulcer
conditions and H.pylori positivity (p>0.05).

Table 4 shows that in both groups, minority of patients
suffered adverse effects such as nausea, anorexia, diarrhea or
headache. The differences between both arms were not statisti-
cally significant (p>0.05).

Table 1: Clinical symptoms of patients before treatment

Clinical symptoms Intervention Control Total p-value
(Using HP max) n=42 (Using OAC) n=43 n=85
n (%) n (%) n (%)
Epigastric pain 42 (100.0) 43 (100.0) 85 (100.0) >0.05
Pain in hunger 25 (59.5) 26 (60.5) 51 (60.0)
Pain on a full stomach 2 (4.8) 2 (4.6) 4 (4.8)
Pain on a full stomach 15 (35.7) 15 (34.9) 30 (35.2)
and in hunger
Heartburn 42 (100.0) 43 (100.0) 85 (100.0) >0.05
Nausea and vomiting 7 (16.7) 7 (16.3) 14 (16.5) >0.05
Slow digestion 28 (66.7) 31 (72.0) 59 (69.4) >0.05
Table 2: Endoscopic characteristics in patients before treatment
Characteristics of endoscopy Intervention Control Total p-value
(Using HPmax) n=42 (Using OAC) n=43 n=85
n (%) n (%) n (%)
Position of ulcers 42 (100.0) 43 (100.0) 85 (100.0) >0.05
Frontside of duodenum 38 (90.4) 38 (88.4) 76 (89.4)
Backside of duodenum 2(4.8) 3 (6.9) 5(5.9)
Both sides 2 (4.8) 2 (4.7) 4 (4.7)
Number of ulcers
One 40 (95.2) 41 (95.3) 81 (95.3) >0.05
Two 2(4.8) 2(4.7) 4 (4.7)
Size of ulcer (Diameter)
0.5-1.0cm 36 (81.8) 37 (82.2) 73 (82.0) >0.05
1.1-1.5cm 7 (15.9) 7 (15.6) 14 (15.7)
>1.5cm 1(2.3) 1(2.2) 2(2.3)
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Table 3: Effectiveness of treatment between both groups
after treatment.

Characteristics | Intervention Control p-value
(Using HP- (Using OAC)
max) n=42 n=43
n (%) n (%)
Time of pain > 0.05
relief
Type A(=<7 14 (33.3) 10 (23.3)
days)
Type B (8 - 21 26 (61.9) 26 (60.4)
days)
Type C (> 21 2(4.8) 7 (16.3)
days)

Ulcer conditions

Type A (scar 30 (68.2) 32 (71.1) > 0.05

healing)

Type B (minia- 12 (27.3) 11 (24.4)

ture)

Type C (intact 2 (4.5) 2 (4.5)
keeping)

H.pylori positive
Negative 25 (59.5) 30 (69.8) > 0.05
Positive 17 (40.5) 13 (30.2)

Table 4: Unexpected side effects after treatment in 2 groups.

Characteristics Intervention Control p-value
(Using HPmax) | (Using OAC)

n=42 n=43

n (%) n (%)
Nausea 2 (4.8) 2 (4.6) >0.05
Anorexia 1(2.4) 1(2.3) >0.05
Diarrhea 1(2.4) 1(2.3) >0.05
Headache 1(2.4) 1(2.3) >0.05

DISCUSSION

The position of duodenal ulcer can be in anterior wall,
posterior wall or both walls. In our study, the duodenal ulcer in
anterior wall accounts for the highest percentage for both groups.
Results of the study also showed that there was no difference
in the image characteristics of endoscopy between both groups,
which was consistent with research results of other domestic and
foreign researchers' ' Acid and H.pylori are two important fac-
tors that cause gastric-duodenal ulcers'®'’. Studies have shown
that H. pylori is a major cause of changing the internal stable bal-
ance between somatostatin, gastrin and acid®. In our study, over
85 patients had duodenal ulcers of H.pylori (+) and there were no
significant differences in the level of H. pylori infection between
two groups. These findings suggested similarity of both groups
regarding clinical and paraclinical characteristics. In this study,
the goal of treating ulcers was to reduce ulcer factors, enhancing
mucosal protection and eradicating H. pylori. Therefore, treat-
ment of duodenal ulcers should be based on the pathophysiolo-
gy of gastric-duodenal ulcers. Studies worldwide recommended

that patients with duodenal ulcers with infected H. pylori should
use 3-drug regimens including a proton pump inhibitor (PPIl) and
two antibiotics. The common regime used was OAC regimen
(Omeprazole + Amoxiciliin + Clarithromycin: OAC)''5.

After treatment, findings of this study indicated that the
number of patients with “Type A’ pain relief (33.3%) in the inter-
vention group was higher than the control group but the differ-
ence was not statistically significant. This result suggested that
HP max was an effective drug that reduces pain symptoms, which
was equivalent to OAC regimen in treating duodenal ulcers. This
is consistent with other studies in Vietnam. For example, a prior
study showed that ampelope regimen also had a rapid analgesic
effect for patients with duodenal ulcers compared to other west-
ern medicine regimens’®. Results also indicated that there was no
difference in the rate of scar healing between two groups. More-
over, the rate of H. pylori eradication in intervention and control
groups were 59.5% and 69.8%, respectively but the difference
was not significant (with p> 0.05). HP max medicine was shown
to be effective in eradicating H. pylori in vitro, but the rate of erad-
ication depends on the concentration of drug used®. Regarding
adverse effects, both HP max and OAC regimens had some man-
ifestations: nausea, loss of appetite, fluid loss and headache; but
without serious complications, no patient had to stop taking the
drug. Unwanted manifestations occur briefly and do not need any
treatment. These findings depicted the potential of HP max in clin-
ical settings in order to reduce the burden of duodenal ulcers with
H. pylori infection.

Limitations of this study included the small sample size
and short period of follow-up. Moreover, information about ac-
ceptability of patients is lacking, requiring further studies to un-
derstand this issue.

CONCLUSION

These findings depicted the potential of HP max in clin-
ical settings in order to reduce the burden of duodenal ulcers
with H.pylori infection. Further studies should be conducted to
measure the acceptability of this regime in patients with duodenal
ulcers.
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