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BACKGROUND
• Omadacycline (OMC) is an aminomethylcycline, a tetracycline-class
antibiotic approved in the USA to treat acute bacterial skin and skin
structure infections (ABSSSI) and community-acquired bacterial
pneumonia (CABP) in adults1
• OMC has potent in vitro activity against the common Gram-positive
ABSSSI pathogens, including MRSA, many Gram-negative aerobes,
anaerobes, and a number of atypical bacterial pathogens2-6
• The Phase 3 OASIS-1 (intravenous[IV]-to-oral) and OASIS-2 (oral-only)
studies demonstrated that once-daily OMC was noninferior to twice-daily
LZD for treating adults with ABSSSI7,8
• This pooled analysis assesses the in vitro activity and clinical success rates
of OMC against individual pathogens isolated from patients enrolled and
treated in OASIS-1 and OASIS-2

METHODS
• OASIS-1 and OASIS-2 were randomized (1:1), double-blind, active
comparator Phase 3 studies comparing OMC with LZD for the treatment of
adults with ABSSSI7,8
–– In OASIS-1, OMC was administered at 100 mg IV Q12h on Day 1, followed
by 100 mg IV Q24h on Days 2 and 3, with the option to transition to 300
mg oral Q24h from Day 4; LZD was administered at 600 mg IV Q12h on
Days 1-3, with the option to transition to 600 mg oral Q12h from Day 4
–– In OASIS-2, OMC was administered at 450 mg oral Q24h on Days 1
and 2, followed by 300 mg oral Q24h to end of treatment; LZD was
administered at 600 mg oral Q12h throughout the treatment period
–– Total treatment duration was 7-14 days in both studies
• The mITT population consisted of all randomized patients without a
baseline sole Gram‑negative ABSSSI pathogen (sole Gram-negatives were
excluded because of lack of coverage by LZD)
• Clinical outcomes were analyzed in the micro-mITT population, which included
patients with at least one Gram-positive causative pathogen identified from
culture of the primary ABSSSI infection site or blood at screening
• A central laboratory confirmed the identification and susceptibility of
cultured pathogens
• Clinical success at PTE (7-14 days after last dose) was defined as the
infection being sufficiently resolved such that further antibacterial therapy
was not needed

RESULTS
Patient Population
• The micro-mITT population included 73.2% (1,018/1,390) of patients
• In the micro-mITT population, the rates of baseline monomicrobial or
polymicrobial infection by type of infection were:
–– Monomicrobial Gram-positive infection 71.0% (723/1,018)
–– Polymicrobial Gram-positive infection 15.2% (155/1,018)
–– Polymicrobial mixed infection (Gram-positive and Gram-negative) 13.8%
(140/1,018)

RESULTS
Baseline Microbiology
• Table 1 summarizes susceptibility data for baseline pathogens identified
in ≥10 patients from the ABSSSI site or blood culture
–– The most commonly identified pathogen was Staphylococcus aureus
Activity Against the Most Prevalent Pathogens
• OMC had potent activity against the most commonly isolated pathogen,
S. aureus, with an MIC90 of 0.5 µg/mL (Table 1)
• OMC also had potent activity against all other Gram-positive aerobic
pathogens isolated with an MIC range ≤0.008-0.25 µg/mL (Table 1)
• Gram-negative isolates were less prevalent in the ABSSSI studies
–– This is partly due to exclusion of patients with a sole Gram-negative
ABSSSI pathogen because of lack of Gram-negative coverage by LZD
(mITT population)
–– Analyses of other Phase 3 ABSSSI studies involving LZD have also
included only patients with infections suspected or documented to be
associated with a Gram-positive pathogen9
–– Enterobacter cloacae and Klebsiella pneumoniae were the only
Gram-negative aerobic pathogens identified in at least 10 OMC patients;
OMC MIC ranges for these organisms were 2-8 µg/mL and 1-4 µg/mL,
respectively (Table 1)
Table 1: Omadacycline and Linezolid MIC Summary Statistics for
Baseline Pathogens Identified in ≥10 Patients from the ABSSSI Site or
Blood Culture (Micro-mITT Population)
Omadacycline (N=504)
Baseline Pathogen

N1

Range
(µg/mL)

MIC50/MIC90
(µg/mL)

Linezolid (N=514)
N1

Range
(µg/mL)

MIC50/MIC90
(µg/mL)

Gram-positive organisms (aerobes)
Staphylococcus aureus

365

0.12-1

0.25/0.5

375

≤0.25-4

2/2

MRSA

168

0.12-1

0.25/0.25

151

1-4

2/2

MSSA

202

0.12-1

0.25/0.5

229

≤0.25-4

2/2

96

≤0.008-0.25

0.008/0.03

75

≤0.12-2

0.5/1

Streptococcus anginosus
group

Clinical Outcomes
• Overall clinical success rates were high, based on investigator’s
assessment by baseline pathogen and study drug MIC at the PTE visit
(Tables 2 and 3)
• Clinical success rate at PTE in the micro-mITT population was 83.7%
(422/504) in OMC patients and 80.4% (413/514) in LZD patients
–– High clinical success rates were observed in the most commonly
identified pathogen, S. aureus, including MRSA, which was identified in
34.3% of OMC and 30.5% of LZD patients (Table 2)
• There was no apparent association between OMC MIC values and clinical
success rate at PTE (Table 3), which suggests that sufficient exposures
were achieved at the site of infection
Table 2: Overall Clinical Success at PTE Visit Based on Investigator
Assessments by Baseline Pathogen from the ABSSSI Site or Blood Culture
in ≥10 Patients for Pooled ABSSSI Studies (Micro-mITT Population)
Baseline Pathogen

CONCLUSIONS

Table 3: Overall Clinical Success With Omadacycline at PTE Visit Based on
Investigator Assessments by Baseline Pathogen and Study Drug MIC for
Pooled ABSSSI Studies (µg/mL; Micro-mITT Population, N=504)

• The findings of this pooled analysis of two Phase 3 studies in patients with
ABSSSI (OASIS-1 and OASIS-2) indicate that:
–– Omadacycline demonstrated potent in vitro activity against the baseline
pathogens isolated in these studies
–– Clinical success rates with omadacycline were high, across the most
prevalent pathogens
–– There was no apparent association between MIC values for
omadacycline and clinical outcome, suggesting that sufficient exposures
were achieved at the site of infection
• Overall, monotherapy with omadacycline was associated with clinical
success for patients with common ABSSSI pathogens (including MRSA)
at baseline
–– Potent in vitro activity against these organisms was observed

Omadacycline (N=504)

Linezolid (N=514)

Clinical Success, n/N1 (%)

Clinical Success, n/N1 (%)

Baseline Pathogen
Gram-positive organisms (aerobes)
Staphylococcus aureus, N1

Staphylococcus aureus

312/376 (83.0)

312/384 (81.3)

MRSA

146/173 (84.4)

128/157 (81.5)

MSSA

171/208 (82.2)

187/232 (80.6)

Staphylococcus lugdunensis

10/11 (90.9)

2/3 (66.7)

Streptococcus anginosus group

84/104 (80.8)

59/82 (72.0)

Streptococcus anginosus

31/35 (88.6)

21/27 (77.8)

Streptococcus intermedius

28/35 (80.0)

30/42 (71.4)

Streptococcus constellatus

24/34 (70.6)

14/21 (66.7)

Enterococcus faecalis

17/18 (94.4)

21/25 (84.0)

Beta hemolytic streptococcus

35/49 (71.4)

30/41 (73.2)

Group A or Streptococcus pyogenes

28/40 (70.0)

25/34 (73.5)

Streptococcus mitis

7/7 (100.0)

4/4 (100.0)

MRSA, N1
0.12
0.25
0.5
1
MSSA, N1
0.12
0.25
0.5
1

Peptostreptococcus species

12/13 (92.3)

8/9 (88.9)

Finegoldia magna

7/7 (100.0)

5/6 (83.3)

Clostridium species

15/16 (93.8)

17/22 (77.3)

5/6 (83.3)

11/14 (78.6)

Streptococcus anginosus group, N1
≤0.008
0.015
0.03
0.06
0.12
0.25
Streptococcus pyogenes, N1
≤0.008
0.03
0.06
0.12
0.25
Staphylococcus lugdunensis, N1
0.06
0.12
0.25

Gram-positive organisms (anaerobes)
32

≤0.008-0.12

0.015/0.06

25

0.5-2

1/2

Streptococcus intermedius

30

≤0.008-0.25

0.008/0.008

37

≤0.12-1

0.25/0.5

Streptococcus constellatus

32

≤0.008-0.03

0.008/0.03

20

≤0.12-1

0.5/1

Streptococcus pyogenes

39

≤0.008-0.25

0.06/0.12

33

0.5-1

1/1

Enterococcus faecalis

17

0.06-0.5

0.12/0.25

25

0.5-2

1/2

Clostridium perfringens

Staphylococcus
lugdunensis

11

0.06-0.25

0.12/0.12

3

0.5

N/A

Gram-negative organisms (aerobes)

Streptococcus mitis

6

≤0.008-0.06

N/A

4

0.5-1

N/A

Gram-positive organisms (anaerobes)
Finegoldia magna

7

0.06-1

N/A

6

1-2

N/A

Clostridium perfringens

6

0.06-4

N/A

12

2

2/2

Gram-negative organisms (aerobes)

30/38 (78.9)

30/40 (75.0)

Enterobacter cloacae

11/14 (78.6)

9/11 (81.8)

Escherichia coli

6/6 (100.0)

4/4 (100.0)

Klebsiella pneumoniae
Proteus mirabilis

Enterobacter cloacae

14

2-8

4/8

11

>8

8/8

Klebsiella pneumoniae

10

1-4

2/4

11

>8

8/8

Proteus mirabilis

4

4->16

N/A

7

>8

N/A

0.03-0.25

Haemophilus parainfluenzae

N/A

6

1-2

N/A

N = number of patients in each study, population and treatment group; N1 = number of patients with baseline pathogens and
susceptibility data available
Notes: MRSA and MSSA are considered distinct pathogens. For patients with the same baseline pathogen in multiple specimens, the
specimen with the highest MIC to the study drug received is used. MIC range, MIC50 and MIC90 is provided for pathogens isolated at
least six times in the omadacycline group. There were no VRE in the OMC arm and two VRE in the LZD arm.

8/11 (72.7)

6/11 (54.5)

3/4 (75.0)

7/8 (87.5)

4/6 (66.7)

4/5 (80.0)

Gram-negative organisms (anaerobes)
Prevotella species

Gram-negative organisms (anaerobes)
5

Enterobacteriaceae

Prevotella melaninogenica

17/23 (73.9)

11/15 (73.3)

6/9 (66.7)

7/9 (77.8)

N1 = number of patients in the micro-mITT population in the treatment group with the baseline pathogen; n = the number of patients with
a clinical success in the specific baseline pathogen
Notes: Percentages were based on N1, the number of patients with the indicated pathogen. Patients with the same pathogen isolated
from multiple specimens were counted only once for that pathogen. Patients with the same pathogen identified from both the blood and
primary ABSSSI cultures were counted only once. There were no VRE in the OMC arm and two VRE in the LZD arm.

Baseline MIC
(µg/mL)

0.12
0.25
0.5
1

Gram-positive organisms (aerobes)

Streptococcus anginosus

Prevotella melaninogenica

RESULTS

RESULTS

Enterococcus faecalis, N1a
0.06
0.12
0.25
0.5
Gram-negative organisms (aerobes)
Enterobacter cloacae, N1
2
4
8
Klebsiella pneumoniae, N1
1
2
4

Clinical Success
n/n2 (%)
365
33/41 (80.5)
213/260 (81.9)
56/62 (90.3)
2/2 (100)
168
23/27 (85.2)
105/126 (83.3)
14/14 (100.0)
1/1 (100.0)
202
11/15 (73.3)
112/138 (81.2)
42/48 (87.5)
1/1 (100.0)
96
51/63 (81.0)
10/13 (76.9)
10/13 (76.9)
4/5 (80.0)
1/1 (100.0)
1/1 (100.0)
39
1/2 (50.0)
1/1 (100.0)
17/22 (77.3)
7/13 (53.8)
1/1 (100.0)
11
3/3 (100.0)
6/7 (85.7)
1/1 (100.0)
17
1/1 (100.0)
12/12 (100.0)
2/3 (66.7)
1/1 (100.0)
14
1/3 (33.3)
8/9 (88.9)
2/2 (100.0)
10
2/2 (100.0)
1/3 (33.3)
4/5 (80.0)

Green, susceptible according to FDA identified breakpoints
Yellow, intermediate according to FDA identified breakpoints
https://www.fda.gov/drugs/development-resources/omadacycline-injection-and-oral-products
N1 = number of patients with the specific baseline pathogen; n = the number of patients with a clinical success in the specific baseline
pathogen and MIC; n2 = the number of patients with the specific baseline pathogen and MIC
a
All of the E. faecalis from the omadacycline treatment group were vancomycin susceptible, 23/25 in the linezolid treatment group were
vancomycin susceptible
Note: For patients with the same baseline pathogen in multiple specimens, the specimen with the highest MIC to the study drug
received is used. Table contains those pathogens that occurred at least 10 times in the pooled omadacycline treatment group and have
MIC data available.
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ABBREVIATIONS
ABSSSI = acute bacterial skin and skin structure infections; IV = intravenous;
MIC = minimum inhibitory concentration; MIC50 = minimum inhibitory
concentration against 50% of the isolates; MIC90 = minimum inhibitory
concentration against 90% of the isolates; micro-mITT = microbiological
modified intent-to-treat; MRSA = methicillin-resistant Staphylococcus
aureus; MSSA = methicillin-susceptible Staphylococcus aureus;
N/A = not applicable; OASIS = Omadacycline in Acute Skin and skin
structure Infections Study; PTE = post treatment evaluation;
Q12h = every 12 hours; Q24h = every 24 hours; VRE = vancomycin resistant
enterococci
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