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Methods

Results

Background:

IGNITE1 and IGNITE4 were randomized, double-blind, double-dummy,
multicenter, prospective, non-inferiority phase 3 trials designed to assess the
efficacy and safety of eravacycline compared to ertapenem or meropenem,
respectively, for the treatment of cIAI. The primary endpoint was clinical
response at the TOC visit, which occurred 25 to 31 days after the initial dose
of study drug. The primary efficacy analysis for the FDA was conducted
using a 10% (IGNITE1) and 12.5% (IGNITE4) non-inferiority margin in the
microbiological intent-to-treat (micro-ITT) population2, 3.

Table 2. Pooled Subject Baseline Characteristics from IGNITE1 and IGNITE4,
MITT Population

Eravacycline is a novel, fully-synthetic fluorocycline antibiotic that was
evaluated for the treatment of complicated intra-abdominal infections (cIAI)
in two Phase 3 clinical trials1. The objective of this analysis was to evaluate
microbiological response at the test of cure (TOC) visit in patients with
baseline cIAI and bacteremia who received eravacycline versus comparators
(ertapenem and meropenem).
Methods:
Pooled data from IGNITE1 and IGNITE4 studies were analyzed. All patients
enrolled were randomized (1:1) to receive eravacycline (1 mg/kg IV q12h)
or ertapenem 1 g IV q24h (IGNITE1), or meropenem 1g IV q8h (IGNITE4),
for 4-14 days. Blood (aerobic and anaerobic bottles) and intra-abdominal
samples were collected from all patients. Clinical outcome at the TOC
visit (28 days after randomization) in the microbiological-intent to treat
population (micro-ITT) was the primary efficacy endpoint2 ,3.
Results:
520 patients treated with eravacycline and 517 with comparators of with 32
(6.2%) and 31 (6%), respectively had concurrent bacteremia. Demographic
and baseline characteristics were similar among the groups. In the microITT population, the pooled clinical response at the TOC visit for eravacycline
versus comparators was 88.7% and 89.3% (-0.7; 95% CI, -4.9, 3.6),
respectively. The baseline pathogens associated with concurrent bacteremia
and the microbiological eradication for selected pathogens are presented in
Table 1.
Table 1. Microbiological Eradication at the Test of Cure Visit by Baseline
Pathogen from Blood Specimen in Patients with Concurrent Bacteremia

Gram-negative
E. coli
Gram-positive
Streptococcus spp.
Enterococcus spp
Anaerobes
Bacteroides spp.

Eravacycline
(Q=)
n (%)

*Comparators
(Q=31)
n (%)

14/15 (93.3)

14/15 (93.3)

5/6 (83.3)
13/13 (100)
8/8 (100)
2/2 (100)
7/7 (100)
6/6 (100)

6/7 (85.7)
10/10 (100)
4/4 (100)
5/5 (100)
10/11 (90.9)
7/7 (100)

* Meropenem and Ertapenem

Conclusion:
Eravacycline demonstrated a similar microbiological eradication rate
as comparator agents in patients with cIAI associated with secondary
bacteremia.

Introduction
Empiric treatment of cIAI represents a clinical challenge because of the
polymicrobial infecting flora and the emergence of antibiotic resistance in
multiple classes of organisms. The management of bacteremia, occurring in
some 10% of cIAI patients, is uncertain4.
To explore this subject, we examined a subgroup of patients in IGNITE1 and
IGNITE4 with complicated intra-abdominal infection (cIAI) and concurrent
bacteremia at baseline.
The objective of this analysis was to explore the rates of clinical cure and
microbiological eradication at the test-of-cure (TOC) visit in patients with
concurent bacteremia treated with eravacycline versus the comparator
agents for cIAI.

Figure 1. IGNITE1 and IGNITE4 Study Design
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Figure 3. Pooled Clinical Response in Patients with cIAI from IGNITE1 and
IGNITE, micro-ITT Population
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Conclusions
Clinical response at the TOC visit in patients with cIAI was similar
regardless of the presence of concurrent bacteremia. Microbiological
eradication in the subset of patients with cIAI complicated by concurrent
bacteremia occurred at comparable rates for patients randomized to
eravacycline or carbapenems. This demonstrates that eravacycline is an
effective, empiric treatment option for cIAI comparable to carbapenems.
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Figure 2. Baseline Blood Pathogen Distribution In Patients with Concurrent
Bacteremia, micro-ITT Population (n = 71)
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