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Abstract

AIM: To compare the efficacies of one-day quadruple
therapy and seven-day triple therapy in Chinese patients.

METHODS: Sixty consecutive patients with nonulcer
dyspepsia and confirmed # py/ori infection were
randomized to receive either omeprazole 40 mg,
amoxycillin 1 g, and furazolidone 100 mg, all twice a day
for 7 d or omeprazole 20 mg (at breakfast and dinner),
amoxicillin 1 g, furazolidone 200 mg, and colloidal
bismuth subcitrate 220 mg four times for only one day.
H pylori status was determined before and at least 5
weeks after therapy by endoscopy with antral and corpus
biopsies for rapid urease test and histology.

RESULTS: H pylori eradication was successful in 66.67%
(20/30) patients in the 7-d group and in 36.67% (11/30)
patients in the 1-day group (P = 0.037). Side effects
were induced by the treatment in 13.3% (4/30) patients
of each group, but these were all self-limiting, short-
lasting, and did not require any specific treatment.

CONCLUSION: The one-day quadruple therapy is less
effective than the one-week regimen in curing 4 pylori
infection in Chinese patients.
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INTRODUCTION

There is clear evidence that H pylori is the main etiologic
agent of most gastritis, peptic ulcers and gastric cancer!”.
Eradication of infection leads to resolution of the gastritis
and to spectacular decreases of ulcer relapses and risk of
gastric cancer. Treatment of H pylori infection is widely
accepted for patients with dyspepsiap’ﬂ. Several regimens
for treating H pylori infection have been proposed. One-
week triple therapies incorporating a proton pump
inhibitor (PPI) and two antibiotics are the most frequently
recommended treatment for H pylori infection in China.
Bacterial susceptibility, cost and patient compliance have
been shown to be the important factors in determination
of anti-H pylori therapy regimen. Sometimes, cost has
to be taken into account and may be the first important
factor in determination for eradication of H pylori for
patients from poor rural area or countryside. Availability
of 1-d quadruple therapies would therefore be of interest,
because they will probably reduce cost and side effects
and increase tolerance and compliance. A 1-d high-dose
quadruple therapy with a combination of amoxyecillin
(or tetracycline), metronidazole, a bismuth salt and a
proton pump inhibitor has led to promising results with
eradication rates of 57%-95%""*. However, Wermeille
et al”" indicated that a 1-d administration of PPI-based
quadruple therapies yielded significantly lower eradication
rates (20%) compared to the 7-d regimens (91%).
However, experience is limited and the variant results may
come from different patient population. In the present
study, we therefore aimed to compare the efficacy of a
four-drug 1-d treatment with a three-drug 7-d therapy on
of H pylori infection in Chinese patients with dyspepsia.

MATERIALS AND METHODS

Patients

From November 2004 to April 2005, consecutive
dyspeptic H pylori-positive patients referred to our hospital
for diagnostic upper gastrointestinal tract endoscopy wete
enrolled in the study. The patients with H pylori infection
proven by urease test or histology were included in the
study. Exclusion criteria were: (1) age under 18 years or
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older than 75; (2) allergy to one of the drugs; (3) inability
to attend follow-up; (4) previously failed eradication
therapy; (5) treatment with antibiotics during the 4 weeks Treatment »n Male/Female Mean age  smokers  alcohol users
prior to the study; (6) previous ulcer surgery; and (7) liver (range) n (%) n (%)
or kidney disease, severe cardiac or pulmonary disease, 1-d therapy 30  16/14 38.4 (19-71) 6 (20) 7 (23.3)
7-dtherapy 30  19/11  433(1873)  8(27) 7 (23.3)

alcoholism, drug abuse, or any other conditions associated
with poor patient compliance. Eight patients were
eventually excluded from the study after randomization.
The remaining 60 patients (35 males and 25 female; mean
age 54.3 years, range 19-72 years) were included in the
study.

Diagnosis of H pylori infection

Four biopsy specimens, two from the antrum and two
from the corpus, were obtained using gastroscopy. Biopsy
specimens were stained to assess the presence of H pylori.
Rapid urease test was considered positive if any color
change occurred. Patients were considered as H pylori-
positive when H pylori was positive on either histology
and/or rapid urease test.

Therapy

Patients were randomized to receive a 7-d course of
omeprazole (40 mg), amoxycillin (1 g), and furazolidone
(100 mg), all twice daily with meals, or a 1-d course of
omeprazole (20 mg, at breakfast and dinner), amoxycillin
(1 g), furazolidone (200 mg), and colloidal bismuth
subcitrate 220 mg four times a day. During the treatment
period, the patients were asked to refer to their study
doctor if they had side effects, or the side effects were
recorded by means of a structured clinical interview
immediately after the end of therapy.

Assessment of H pylori eradication

The efficacy of treatment was evaluated at least 5 weeks
after therapy. Endoscopy was performed and a further
four biopsy specimens (two from the antrum and two
from the corpus) were obtained to assess the H pylori
eradication status and histology. A patient was considered
to be cured if all two tests were negative at the follow-up
endoscopy. To evaluate possible recrudescence, a 14C-urea
breath test was performed at least 6 mo after eradication
therapy. The Medical Ethics Committee of the institution
approved the study design. Informed consent was taken
from all patients.

Statistical analysis

Proportions were compared using the chi-squared test.
Calculations were performed using the SPSS (10.0) for
Windows statistical package.

RESULTS

Sixty patients entered the study. Clinical characteristics
of the patients are mentioned in Table 1. There were no
significant differences between the 1-d quadruple therapy
and 7-d triple therapy groups with respect to age, gendet,
tobacco and alcohol consumption.

Eradication of H pylori

As shown in Table 2, eradication rate in the 1-d group
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One-day therapy  Seven-day therapy P

H pylori eradication 36.7% (11/30) 66.7% (28/30) 0.037

Side effects One-day therapy Seven-day therapy

Nausea 2 1
Abdominal pain 1 1
Skin rash 0 1
Dizziness 1 1
Side effect (%) 13.30% 13.30%

(36.7%) was significantly lower than that in the 7-d group
(66.7%). The study was subsequently stopped. The upper
gastrointestinal symptoms had improved in 93.3% (21/30)
of patients in the 7-d group and in 90% (15/30) of
patients in 1-d group.

Side-effects and compliance

As shown in Table 3, there was no difference between the
incidences of side-effects in the two groups. Symptoms
were almost always mild and not interfering with daily
activities. Compliance was 100% in the 1-d therapy as well
as in the 7-d therapy group.

DISCUSSION

The optimal anti-H pylori treatment should reach high
eradication rates with only few and tolerant side-effects,
short duration to assure good compliance and lower costs.
Three European studies have first stated an effective one-
day quadruple therapy for H pylori eradication with cure
rates being comparable to one-week standard regimenl‘r’ﬂ.
Recently, Lara ef al® showed more optimal eradication
rates (95%) for the 1-d therapy group in the United States
patients. One-day therapeutic protocols, to our knowledge,
have not been studied in Chinese patients. An important
consideration is the significantly lower cost of the 1-d
regimen compared to the 7-d regimen of the standard
regimen. The aim of our study was to investigate the
potential advantages of the 1-d quadruple therapy by
comparing to a standard 7-d triple therapy.

Unlike the previous reportslS’SJ, the eradication rate
obtained with the 1-d therapy in our study was significantly
lower than that obtained with the standard 7-d therapy.
Side-effects were minor and did not interfere their daily
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activities in the both therapy groups. Compliance and
antibiotic resistance are the major factors contributing
to the failure of H pylori treatment” . In our study,
the compliance was reached 100% in the 1-d therapy
group as well as in 7-d therapy group. However, culture
was not performed in this study, so we do not know
the status of H pylori susceptibility to metronidazole
and/or furazolidone; therefore, we cannot exclude the
possibility of an antibiotic resistance as the reason for
our disappointing results. Nevertheless, to date, resistance
to amoxycillin and furazolidone are lower as compared
with clarithromycin and metronidazole!*"”. Smoking and
drinking do not appear to be the factors in treatment
failure with either one-day quadruple therapy or seven-day
triple therapy in Chinese patients.

In conclusion, although a 1-d quadruple therapy
is less expensive and has fewer side effects, due to the
low efficacy obtained in this study, we do not suggest
recommending this regimen to be used in Chinese patients
for eradication therapy of H pylori infection.
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