Low-Dose Rifabutin Triple Therapy (RHB-105) Maintains High Helicobacter pylori (H. pylori) Eradication Rates
and Shows Favorable Safety and Efficacy in Subjects with Diabetes Mellitus
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INTRODUCTION RESULTS

B Estimated US prevalence of H. pylori ~35%.’ EFFICACY
m Success rates with clarithromycin-containing regimens have fallen largely due to increasing m The mITT population included 293 analyzable subjects in this post-hoc analysis.
clarithromycin resistance.?3* m Pooled eradication rates of those subjects receiving RHB-105 were 91.7% (95% Cl 80.4-96.7)

RESISTANCE SAFETY

m There were similar rates of resistance between subjects with and without DM for rifabutin,
clarithromycin, metronidazole, and amoxicillin (0% vs. 0%, 21.0% vs. 17.0%, 45.0% vs.

m Generally, the safety and tolerability of RHB-105 was similar between groups (Table 2).

m Presence of DM did not have a considerable impact on the safety and tolerability of
RHB-105 and generally matched the profile seen in the total population.

B ACG guidelines recommend that clarithromycin triple therapies should be avoided in patients who
have previously received a macrolide, and where local clarithromycin resistance rates are >15%
or unknown.’

and 84.1% (95% Cl 79.0-88.1) in subjects with and without DM, respectively (P = 0.1745; Figure 1).

m There were no significant differences in eradication rates between subjects with and without DM
in the individual studies or in the pooled analysis.

43.0%, and 4.0% vs. 7.0%) (Table 1).

m Presence of DM did not have a significant impact on antibiotic resistance profiles, and resistance
rates were similar to the overall study (rifabutin 0%, clarithromycin 17.4%; metronidazole

m Clarithromycin use persists despite a general lack of information about localH. pylori resistance 43.6%; and amoxicillin 6.4%).

and the susceptibility of individual strains to it.
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OBJECTIVE

B To evaluate any potential impact of diabetes on the efficacy and safety of RHB-105.
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m Data were pooled from the two Phase 3 clinical studies with RHB-105.>"°

- Studies included treatment-naive subjects with confirmed H. pylori infection; eradication
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m In this post hoc analysis, the efficacy of RHB-105 was maintained in subjects with DM
and was not statistically significantly different from that in subjects without DM.

m Resistance rates for all antibiotics tested were similar in subjects with and without DM.
No isolates showed resistance to rifabutin.

m Since low-dose rifabutin triple therapy, RHB-105, maintains high eradication rates and
IS well tolerated regardless of DM status, it represents a rational first-line choice for the
treatment of H. pylori infection.
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