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COMPARING REPLACEMENT OF METRONIDAZOLE RATHER THAN
PROLONGATION OF TREATMENT DURATION IN QUADRAPLE THERAPY FOR HP
ERADICATION

Sotudehmanesh R., Malekzadeh R., Massarrat S., Ziad-Alizadeh B., and Eshraghian M.,
Digestive Diseases Research Center, Shariati Hospital, Tehran University Of Medical Sciences,
Tehran, Iran.

ABSTRACT:

Background: Previous studies have clearly shown that 2 weeks standard triple (Metronidazole + Bismuth +
Tetracycline) or Ranitidine + triple therapy (RMBT) always resulted in eradication rate of < 80% in Iranian HP infected
DU patients . This is probably due to Metronidazole resistant rate of > 40% in our DU patients ). The aim of this
study was to compare 2 weeks Clarithromycin-based regimen (Clarithromycin + Bismuth + Tetracycline + Omeprazole
= OCBT) with 2 or 3 weeks RMBT therapy and to elucidate which strategies, prolongation of treatment duration or
replacement of Metronidazole by Clarithromycin, is more efficacious in HP eradication in DU patients in Iran.

Methods: Patients with endoscopically proven DU and positive rapid urease test in biopsy specimens presenting
consecutively over a 6 months period, were randomly allocated to three groups and received following regimens: A;
Omeprazole 2x20 mg, Clarithromycin 2x250 mg, Bismuth subcitrate 2x240 mg and Tetracycline 2x500 mg daily for
two weeks (OCBT), B; Ranitidine 2x300 mg, Bismuth subcitrate 2240 mg, Metronidazole 2x500 mg and Tetracycline
2x500 mg daily for two weeks (RMBT), C; the same regimen as B but for three weeks. Eradication of HP was assessed
at least 8 weeks after the completion of therapy with C'-urea breath test (UBT). The patients underwent a second
endoscopy only if they had a positive UBT or were still symptomatic. Compliance and side effects were monitored and
recorded by diary table during 2 weeks therapy.

Results: 221 patients (139 males, 82 females with a mean age: 41.9+14.5 yrs) were enrolled, and 205 patients had
completed the 8 weeks follow-up (67 in A, 68 in B and 70 in C). Demographic data and endoscopic findings were
comparable in all groups. Compliance was good with only one dropout in group B and one in C. Significant side effects
were reported by 6.4% of patients in A, 17.7% in B and 14.2% in C; all of them were tolerable. Per protocol eradication
rates of H.Pylori were as following: A (88.1%) higher than B (73.5%) and C (71.4%) (A Versus B or C P<0.05).

Eradication rates by intention to treat were as following; A (79.7%), B (67.65%) and C (68.5%).

Conclusions: Prolongation of Ranitidine + Triple Therapy (RMBT) from 2 to 3 weeks does not result in higher
eradication rate of H.Pylori. Replacement of Metronidazole by Clarithromycin in OCBT regimen is better than 2 or 3
weeks quadruple therapy (RBMT).

s ol Dol Ml TR 3 Bingd Syiliitaty Soaglie
Q’:—"‘il‘ﬂ)::‘.))'l: Sl slazan ¥ Jleys o)) dlie dalllas )l
s = Jglel + el 4 Sga ¢ ilag 2 M)
¢ Sy pOS paiens b el (] 42 4 g 90 RMBT 4u5, L OCBT
o Jsslasdg e (Rl pla s Sue Jobo (03,55 (Y gb

Sl Sy Slal hlem o HP (o5 el ) 50 slog 20 DS

AR

:Oh\ﬂb

Cin ¥ g5, o5 Wl eals Lt pdly b & el o sbed Slalllan
Jeeds 4 Yazol altes ol 9 Vo o 4833150 w3 4 Mime 5l Loy

YA 550 — VY gidul [ Pow Sl /1A 5 IV o el 105 )9S




V Jgue

Table 1 - Characteristics of the patients in treatment groups
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Table 2 — Course of Disease and Eradication Rate Under Treatment

Endication (CI195%)

(CI : 78-94%)

(CI : 68-82%)

Groups A B C
Outcome OCBT Triplr + Ran Triple + Ran
2-wks. 2-wks. 3-wks.

Good compliance 96 82 93
Patients lost to follow up 7 6 3
Therapy discontinuation (Nr) 0 1 |
Abdominal pain or discomfort S b 10 13
& weeks after of therapy (%)

Per protocol 88.1% 73.5 71.4

(CI : 59-81%)

rate (%)
Intention to

treat (C1 95%)

79.7*%*
(CT: 68-88%)

67.6
(C1: 55-78%)

68.5
(CI : 56-78%)

*P(AvsBorC)<0.05
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*P(AvsBorC)=>0.05

Table 3 - Course of Disease and Eradication Rate Under Treatment

Groups A B G
Side effects OCBT Triplr + Ran Triple + Ran
2-wks. 2-wks. 3-wks.

Nausea 2.7 10.6 9.5
Vomiting (%) 1.3 206 4.1

Bad taste or dry mouth (%) 2.7* 1.2 13.6
Diarrhea or loose stool (%) 27 53 6.8
Drug Therapy interruption 0 9.1 1.4

*P(AvsBorC)<0.05
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