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Background: Community-Acquired Pneumonia (CAP) is a significant cause of morbidity and mortality
across the U.S. Due to voluntary adverse event (AE) reporting systems, it is anticipated that AEs are
underreported among outpatients with CAP. There are also sparse published real-world data on the
frequency of certain AEs with antibiotics used among outpatients with CAP. This study sought to
quantify and compare select AEs of interest among adult outpatients with CAP who received
fluoroquinolone or macrolide monotherapy.
Material/methods: Study design: U.S. retrospective claims analysis of MarketScan® Commercial &
Medicare Supplemental Databases. Inclusion criteria: (1) ≥18 years old, (2) ICD-9-CM codes for CAP
in the outpatient setting from 2011 to 2015, and (3) received a macrolide or fluoroquinolone as
monotherapy. Patients were excluded if any antibiotic prescription claim was filled in the 30 days prior
to the CAP episode. Data on patient demographics, insurance source, comorbid conditions, healthcare
resource utilization, pharmacy claims, vital status, and antibiotic treatment failure were collected.
Incidences of ventricular tachycardia, tachycardia, jaundice, elevated liver enzymes, liver failure,
tendonitis, tendon rupture, peripheral neuropathy, neuritis, and Clostridium difficile were identified by
ICD-9-CM codes and compared between treatment groups.

Results: Of the 221,233 in the included population, 112,054 (50.7%) unique patients received
macrolide monotherapy (mean age 49.1 years old, 46.4% male, 16.8% Medicare), and 109,179
(49.3%) received fluoroquinolone (mean age 55.1 years old, 49.1% male, 25.4% Medicare). The
incidence of AEs by these index drug class are shown in the table. Overall, 1.62% of macrolide
patients and 2.22% of fluoroquinolone patients (OR=1.38 [1.30-1.46]; p<0.0001) experienced a
selected AE of interest. Among the AE examined, tachycardia, jaundice, elevated liver enzymes, and
peripheral neuropathy were more pronounced among fluoroquinolone patients than macrolide
patients. Notably, the incidences of tendon related AEs (OR=1.54 [1.30-1.82]; p<0.0001) and
Clostridium difficile (OR=2.02 [1.44-2.82]; p<0.0001) were greater among patients on fluoroquinolones
vs. macrolides.

Conclusions: Adverse events are common in adult outpatients treated for CAP. Significant and
serious AEs occur more frequently among patients who receive fluoroquinolone vs. macrolide therapy.
Consideration of AE risk potential should be a priority for physicians managing adult outpatients with
CAP.

