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Objectives
This pooled analysis examined the 
efficacy of OMC in patients who were 
not people who inject drugs (PWID) 
from the pivotal phase 3 Omadacycline 
in Acute Skin and Skin Structure 
Infections (OASIS)-1 and -2 Studies, 
who had cellulitis, erysipelas, or major 
abscess.

Conclusions 
Omadacycline is a once-daily IV/oral 
option for inpatient and outpatient 
treatment of ABSSSI in patients with 
cellulitis or major abscess, including 
those associated with MRSA.

Success at ECR and PTE results  
were similar for patients who presented 
at baseline with low/high white blood 
cell counts, fever, and lesion sizes  
≤300 cm2.

There were no new safety signals; 
nausea and vomiting were the most 
frequent treatment-emergent adverse 
events across groups, which is 
consistent with findings from  
OASIS-1 and -2.

These data support the use of  
IV-to-oral omadacycline or as an  
oral-only treatment option to  
avoid hospitalization for patients  
with ABSSSI.

Background
Omadacycline (OMC) is a novel aminomethylcycline antibiotic currently approved for community-acquired 
bacterial pneumonia and acute bacterial skin and skin structure infections (ABSSSI) in adults.1,2

OMC is also active against key causative pathogens, including methicillin-susceptible (MSSA) and -resistant 
(MRSA) Staphylococcus aureus, Group A Streptococcus, and the Streptococcus anginosus group of bacteria.3,4

It has also demonstrated in vitro activity against resistant Gram-positive pathogens, including methicillin-resistant 
Staphylococcus aureus (MRSA), penicillin- and macrolide-resistant Streptococcus pneumoniae, and Clostridioides 
difficile, pathogens currently designated as serious threats by the US Centers for Disease Control and Prevention.5

Between 2001 and 2009, the incidence of S. aureus-associated ABSSSI in the US doubled, with a 123% 
increase in hospitalizations.6

Methods
Patients with ABSSSI were randomized to OMC or linezolid (LZD), both intravenous (IV) to oral, in OASIS-1 
(NCT02378480); and to once-daily oral OMC or twice-daily oral LZD in OASIS-2 (NCT02877927).
In OASIS-1, patients received IV OMC (Day 1, 100 mg q12h; Day 2+, 100 mg q24h) or LZD (600 mg q12h) with a 
possible transition to oral regimens after ≥3 days of IV therapy (OMC, 300 mg q24h; LZD, 600 mg q12h).
Patients were eligible for transition to oral therapy if there was evidence of local and systemic improvement, and if:
• The patient’s temperature was ≤100°F
• There was a return of white blood cell (WBC) count and differential toward normal range
• There was no increase in lesion area compared with baseline
• There was a decrease in extent and intensity of ≥1 inflammatory finding.
In OASIS-2, patients received oral-only OMC (Days 1 and 2, 450 mg q24h; Day 3+, 300 mg q24h) or LZD (600 mg q12h).
In both studies, eligible patients were ≥18 years of age and had qualifying ABSSSI with lesion size measuring 
≥75 cm2 within 24 h before randomization; patients were treated as outpatients, and total duration of therapy for 
both studies was 7–14 days.
Populations included modified intent-to-treat (mITT; randomized patients without a sole Gram-negative 
pathogen), and micro-mITT (mITT patients with ≥1 identified Gram-positive causative pathogen).
The primary endpoint was defined as early clinical response (ECR) in the mITT population (survival with ≥20% 
reduction in lesion size, 48–72 h after first dose, without rescue therapy); a key secondary endpoint was defined 
as survival with infection resolution/improvement at post-treatment evaluation in the mITT population (PTE; 7–14 
days after last dose).
Safety was assessed on the basis of adverse events, vital signs, electrocardiograms (ECGs), and laboratory 
results; a post hoc subanalysis was performed on the pooled OASIS-1 and -2 data for patients with wound 
infection who were not PWID.

Results
Baseline characteristics were generally similar between groups.
In the mITT population, 294 patients had cellulitis/erysipelas (148 OMC, 146 LZD), and 146 had major abscesses 
(77 OMC, 69 LZD).
In the micro-mITT population, S. aureus was the primary baseline pathogen, detected in 111 (76%) of patients 
with cellulitis/erysipelas, and 94 (76%) of patients with major abscesses; MRSA was detected in 46 (41%) 
patients with cellulitis/erysipelas and in 56 (60%) patients with major abscesses.
Success rates at ECR and PTE were comparable between treatment groups and infection types (Figure 1).
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Figure 1. Success at ECR and PTE (mITT population)

Table 1. Success at ECR by presenting clinical signs and symptoms of infection
Cellulitis/erysipelas Major abscess

Omadacycline Linezolid
Difference
(95% CI) Omadacycline Linezolid

Difference
(95% CI)

mITT, n 148 146 77 69
WBC count ≥10,000 or
≤4000 cells/mm3, n/N (%)

44/60
(73.3)

43/55
(78.2)

−4.8%
(−20.4, 11.1)

26/29
(89.7)

22/27
(81.5)

8.2%
(−11.3, 28.4)

Fever >38.0°C, n/N (%) 35/39
(89.7)

32/43
(74.4)

15.3%
(−1.7, 31.9)

17/20
(85.0)

15/16
(93.8)

−8.8%
(−31.6, 16.1)

Lesion size 75–300 cm2,  
n/N (%)

63/80
(78.8)

58/77
(75.3)

3.4%
(−9.8, 16.7)

50/55
(90.9)

43/49
(87.8)

3.2%
(−9.3, 16.5)

CI, confidence interval; ECR, early clinical response; mITT, modified intent-to-treat; WBC, white blood cells.

Table 2. Success rates at PTE
Cellulitis/erysipelas Major abscess

Omadacycline Linezolid
Difference
(95% CI) Omadacycline Linezolid

Difference
(95% CI)

mITT, n 148 146 77 69
WBC count ≥10,000 or
≤4000 cells/mm3, n/N (%)

57/60
(95.0)

46/55
(83.6)

11.4%
(0.1, 24.1)

24/29
(82.8)

22/27
(81.5)

1.3%
(−19.6, 22.6)

Fever >38.0°C, n/N (%) 38/39
(97.4)

40/43
(93.0)

4.4%
(−7.1, 16.5)

19/20
(95.0)

15/16
(93.8)

1.3%
(−18.9, 24.5)

Lesion size 75–300 cm2,  
n/N (%)

75/80
(93.8)

69/77
(89.6)

4.1%
(−4.9, 13.8)

50/55
(90.9)

38/49
(77.6)

13.4%
(–0.6, 28.2)

Micro-mITT, n 64 82 67 56
Success at PTE by S. aureus 
baseline pathogen, n/N (%)

48/51
(94.1)

53/60
(88.3)

44/52
(84.6)

31/42
(73.8)

CI, confidence interval; [micro-]mITT, modified intent-to-treat [with ≥1 identified Gram-positive causative pathogen]; PTE, post-treatment evaluation; WBC, white 
blood cells.

Success at ECR was comparable with regard to presenting clinical signs and symptoms of infection (Table 1).

Success rates were high and numerically similar at PTE for patients presenting with symptoms and signs of 
infection and S. aureus for both infection types (Table 2).

There were no new safety signals; nausea and vomiting were the most frequent treatment-emergent adverse 
events across groups (cellulitis: OMC 19%, LZD 9%; major abscess: OMC 30%, LZD 14%).
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