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RESULTS RESULTS

BACKGROUND

e Omadacycline (OMC), an aminomethylcycline antibiotic, is approved in the USA for the treatment of adults with community-
acquired bacterial pneumonia (CABP) and acute bacterial skin and skin structure infections (ABSSSI)"

¢ |In the Phase 3 studies Omadacycline for Pneumonia Treatment In the Community (OPTIC) and Omadacycline in Acute Skin
and skin structure Infections Study (OASIS)-1 and OASIS-2, OMC showed non-inferiority to moxifloxacin (MOX) and linezolid
(LZD) comparators for the treatment of CABP and ABSSSI, respectively?*

¢ Although predominantly eliminated in feces, ~30% of OMC is cleared renally®

¢ Patients with mild to moderate renal insufficiency were older (CABP: 71 years vs 53 years; ABSSSI: 62 years vs 43 years), had
lower mean body weight (both studies: 72 kg vs 83 kg), and more comorbidities (diabetes, CABP: 20.0% vs 14.9%; ABSSSI:
18.5% vs 6.2%; hypertension, CABP: 64.2% vs 37.3%; ABSSSI: 38.9% vs 16.2%) than patients with normal renal function

e Rates of clinical success with OMC were comparable with LZD and MOX (Fig. 2) at both assessment points

Figure 2. Clinical Success Rates at ECR and PTE Were Similar in Patients Irrespective of Renal Function in the (A) CABP and
(B) ABSSSI Studies

e Elevations in creatinine and blood urea nitrogen (BUN) at PTE were mostly observed in patients with high baseline values (Fig. 3)

e For CABP, the mean BUN and creatinine at PTE is lower than at baseline (confidence ellipses below the diagonal). For ABSSSI,
the mean BUN and creatinine at PTE is higher than at baseline (confidence ellipses above the diagonal). For both omadacycline
and moxifloxacin, the confidence regions are similar for BUN and creatinine

Figure 3. Creatinine Shifts and BUN Shifts at PTE
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RESU LTS Gamma-glutamyltransferase increased 6 (3.0) 4(1.9) 4 (4.3) 2 (2.0) 0 (0.0) 2 (2.5)
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CABP = community-acquired bacterial pneumonia; MOX = moxifloxacin; OMC = omadacycline; TEAE = treatment-emergent adverse event
2Reported by at least 2% of patients in either treatment group.

* ABSSSI:

— There was no difference in the number of patients reporting TEAEs by renal function. More patients reported nausea and
vomiting with OMC (19%-23% and 10%-12%, respectively) compared with LZD (5%-10% and 0%-8%, respectively) across

across the two ABSSSI studies (Fig. 1)

e Observed clinical success rates from omadacycline treatment were comparable to moxifloxacin and linezolid

e More TEAEs were observed in omadacycline- or moxifloxacin-treated patients with CABP who had renal insufficiency
compared with those with normal renal function

¢ No differences were seen in overall rates of TEAEs in omadacycline- or linezolid-treated patients with ABSSSI across the renal

Figure 1. Patient Stratification in the CABP and ABSSSI Studies (Safety Population)
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Subcutaneous abscess 22 (3.6) 25 (4.1) 1(1.6) 1(2.0 0(0.0) 0(0.0) e02057-17. The authors wish to thank the patients and investigators involved
Vomiting 70 (11.6) 23 (3.8) 7 (10.9) 4 (7.8) 2(9.5 0(0.0) 8. Nuzyra™ (omadacycline), Prescribing Information. 2018. in the OPTIC, OASIS-1, and OASIS-2 studies.
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ABSSSI = acute bacterial skin and skin structure infections; CABP = community-acquired bacterial pneumonia; CrCl = creatinine clearance; LZD = linezolid; MOX = moxifloxacin; OMC = omadacycline

ABSSSI, acute bacterial skin and skin structure infection; LZD, linezolid; OMC, omadacycline; TEAE, treatment-emergent adverse event
Safety population included all randomized patients who received a dose of LZD, MOX, or OMC.

2Reported by at least 2% of patients in either treatment group.
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