
Helicobacter Pylori 
treatment

REALITY AND DIFFICULTIES IN SYRIAN POPULATION
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Epidemiology 3
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All patients with 
• active peptic ulcer disease (PUD)        strong recommendation, quality of evidence: high 
• a past history of PUD       strong recommendation, quality of evidence: high 
•  low-grade (MALT) lymphoma                  strong recommendation, quality of evidence: Low 
• endoscopic resection of early gastric cancer                 strong recommendation, quality of evidence: Low 

• uninvestigated dyspepsia who are under the age of 60 years and without alarm features, 
non-endoscopic testing for H. pylori infection is a consideration.  

• conditional recommendation, quality of evidence: high for efficacy, low for the age threshold.

• When upper endoscopy is undertaken in patients with dyspepsia, gastric biopsies should be taken to 
evaluate for H. pylori infection. Infected patients should be offered eradication therapy (strong 
recommendation; high quality of evidence)



►What is the best treatment 
protocol for Helicobacter Pylori 

infected patients in Syria ?
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To answer this question we conduct 
a blinded randomized clinical trial 8



Sample Size ? 9
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The belief is widespread that studies are unethical if their sample size is not large 
enough to ensure adequate power , and they are unethical if they are too large 
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Dr. Gernot Wassmer: Professor for Medical Statistics, Institute for Medical Statistics, Informatics, and 
Epidemiology University of Cologne Germany

What about Pilot Study Sample Size?



Choosing Drugs? 14





16After finishing the treatment period, participants were invited to the 

clinic 

• checking drugs side effects. 

• compliance 

All participants underwent upper endoscopy after 6 weeks of 

treatment completion. During endoscopy, five biopsies were retrieved 

as follows: two from the antrum, one from the incisura, and two from 

gastric body.

All biopsy samples were stained with hematoxylin and eosin and 

Giemsa in the pathology department The pathologists were blinded to 

the treatment arm, and all results were confirmed by two pathologists. 



17What about Data Quality?



18The chi-square goodness of fit test is appropriate when the 
following conditions are met:

• The sampling method is simple random sampling.
• The variable under study is categorical.
• The expected value of the number of sample observations in 

each level of the variable is at least 5.

The t-test  goodness of fit test is appropriate when the following 
conditions are met:

the distributions from which the samples are drawn should be 
normal this can be tested using shapiro-wilk test or 
Kolomogorove -Smirnov test. and equality of variances can be 
determined by using Levene's test brown and Forsythe test ,or 
Bartlett's test for two independent samples 
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• Thirteen patients in clarithromycin arm were cured, with an 

eradication rate of  32.5% according to intention‑to‑treat analysis (ITT)

• in levofloxacin arm 11 patients were cured, with an eradication rate  

27.5% according to ITT with P = 0.80. 

• No serious adverse events reported in both the groups 

Odds ratio with 95% confidence interval according to ITT was 0.788 

[0.302,2.005] 

Results

Treatment regimens using Clarithromycin or Levofloxacin were 
equally ineffective in the treatment of H. pylori infections
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• Strong Method and well design Clinical Trail
• Pilot study with right sample size
• Right Patients to Treat
• Right Randomization
• Data Quality
• Right Statistics Test & with their conditions
• Double Check biopsy Results with two 

pathologist at same lab
• Same Drugs  in each treatment arm

• all above contribute to reduce bias in study

• We did not culture of an endoscopic biopsy 
samples

• Adherence to medication was from the patient’s 
history. 

• We cannot confirm that all patients were naive to 
macrolides or  fluoroquinolones

• Small Sample size 



► Whenever H. pylori infection is identified and treated, testing to prove eradication 
should be performed. (Strong recommendation; Moderate quality of evidence).
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