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INTRODUCTION RESULTS (conT.) RESULTS (conT.) RESULTS (conT.)

Omadacycline is a broad-spectrum aminomethylcycline bacterial protein synthesis  Omadacycline demonstrated potent in vitro activity against S. aureus isolates * Omadacycline (MIC, ., 0.12/0.25 yg/mL) was similarly active against methicillin-  Omadacycline was very active against streptococci from SSSI, including
iInhibitor approved by the Food and Drug Administration (FDA; oral and intravenous from SSSI and MSSA from CARTI with MIC,,,, values of 0.12/0.25 pg/mL and resistant S. aureus (MRSA) isolates from SSSI (97.7%S) and multiple infection S. anginosus group (MIC,,,,,, 0.06/0.12 ug/mL; 100.0%S) and S. pyogenes

formulations) in 2018 for the treatment of adults with acute bacterial skin and corresponding susceptibility (S) values of 99.3%S and 98.4%S (Table 1) types (96.3% inhibited at <0.5 ug/mL) (Tables 1-2) (MIC,, ., 0.06/0.12 ug/mL; 97.6%S)

skin structure infections (ABSSSI) and community-acquired bacterial pneumonia + Against S. aureus isolates collected from multiple infection sites, omadacycline - Levofloxacin susceptibility was low (32.9%S) against MRSA (Table 2) - Macrolide-resistant (R) and tetracycline-R S. pyogenes isolates from SSSI were
(CABP) caused by indicated organisms (MIC,,,, 0.12/0.25 pug/mL) was comparable in activity to tigecycline (MIC,,, . All S. lugdunensis (MIC, ., 0.06/0.06 ug/mL) isolates from SSSI were susceptible slightly less susceptible with MIC_ .~ values of 0.12/0.25 ug/mL and 87.5%S

* An omadacycline phase 2 clinical trial for the treatment of uncomplicated urinary 0.12/0.12 ug/mL), inhibiting 98.7% and 99.9%, respectively, of all isolates at to omadacycline (Table 1) and 97.4% of S. lugdunensis (MIC, .., 0.06/0.12 pg/mL) . Omadacycline was equally active against S. pneumoniae isolates from RTI

tract infection (UUTI; NCT03425396) was recently completed and an omadacycline =0.5 pg/mL (Table 2) isolates from multiple infection types were inhibited by <0.12 pg/mL of and multiple infection types (MIC,,, 0.06/0.12 pug/mL; 98.0%S or inhibited
acute pyelonephritis clinical trial (NCT03757234) is ongoing - Overall susceptibilities for tetracycline (MIC, ., <0.5/<0.5 pg/mL) and omadacycline (Table 2) at <0.12 pg/mL) including penicillin-R and tetracycline-R strains (MIC,,,,,

* The spectrum of omadacycline includes potent in vitro activity against gram- levofloxacin (MIC, ., 0.25/>4 ug/mL) against S. aureus were 94.6%S and 0.06/0.12 pg/mL; 94.2%-95.1%S or inhibited at <0.12 yg/mL) (Tables 1-2)
positive (staphylococci, streptococci, and enterococci) and gram-negative 74.0%S, respectively (Table 2)
(Enterobacter cloacae, Haemophilus influenzae, and Klebsiella pneumoniae)
bacterial pathogens commonly associated with skin and skin structure infection

(SSSI), CABP, and UTI

* Omadacycline is active against bacterial isolates expressing common
tetracycline-, penicillin/oxacillin-, fluoroquinolone-, and macrolide-resistance
mechanisms that include Staphylococcus aureus, coagulase-negative
staphylococci (Staphylococcus lugdunensis), Enterococcus faecalis, streptococci
(Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus anginosus),

Table 1 Antimicrobial activity of omadacycline and comparators against SSSI, RTI, and UTI pathogens collected from medical Figure 1 Incidence of bacterial pathogens by infection type from the omadacycline 2018 surveillance program

centers in the United States and Europe during 2018 . .
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RESULTS (conT.)

* Omadacycline (MIC,,,,,, 0.12/0.25 yg/mL) was active against 99.0% of E. faecalis
iIsolates from SSSI and inhibited 98.5% of E. faecalis isolates from multiple
infection sites at <0.25 ug/mL (Tables 1-2)

- Similarly, 97.4% of Enterococcus faecium isolates from SSSI, 100.0% of
vancomycin-R E. faecium isolates from SSSI, and 98.8% of E. faecium isolates
from multiple infection sites were inhibited by <0.25 pg/mL of omadacycline
(Tables 1-2)

* 99.8% of H. influenzae isolates and 88.9% of Haemophilus parainfluenzae isolates
from RTI were susceptible to omadacycline whereas 99.8% of H. influenzae and
93.6% of H. parainfluenzae isolates from multiple infection sites were inhibited by
<2 ug/mL of omadacycline (Tables 1-2)

 92.1% of E. cloacae and 89.4% of K. pneumoniae isolates from SSSI were
susceptible to omadacycline as were 86.2% of K. pneumoniae isolates from RTI
(Table 1)

* 99.0%-99.3% of E. coli isolates from SSSI, RTI, and UTI were inhibited by
<4 ug/mL of omadacycline (Table 1)

CONCLUSIONS

* Omadacycline demonstrated potent activity against the Gram-positive and Gram-
negative species assessed, including those with resistance to antimicrobials in
the tetracycline class as well as other members of the macrolide, penicillin, and
fluoroquinolone classes

- Omadacycline was potent against S. aureus, including MRSA and MSSA

- Omadacycline was highly active against penicillin-resistant, tetracycline-
resistant, and macrolide-resistant Streptococcus spp.

- Omadacycline exhibited potent activity against tetracycline-resistant E. faecalis

- Omadacycline was highly active against tigecycline-resistant and B-lactamase-
producing Haemophilus spp.

- Omadacycline demonstrated good activity against E. cloacae and K. pneumoniae

* Results of this surveillance study support the continued use and development of
omadacycline, especially in infections where resistant pathogens are likely to be
encountered, including SSSI, CABP, and UTI
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Green, susceptible according to FDA breakpoint interpretive criteria for acute bacterial skin and skin structure infection or community-acquired bacterial pneumonia.

Yellow, intermediate according to FDA breakpoint interpretive criteria for acute bacterial skin and skin structure infection or community-acquired bacterial pneumonia.

Gray, resistant according to FDA breakpoint interpretive criteria for acute bacterial skin and skin structure infection or community-acquired bacterial pneumonia.

a CLSI (2019).

Green, susceptible according to CLSI or FDA breakpoint interpretive criteria.

Yellow, intermediate according to CLSI or FDA breakpoint interpretive criteria.

Gray, resistant according to CLSI or FDA breakpoint interpretive criteria.

@ Omadacycline acute bacterial skin and skin structure infection breakpoints for S. aureus applied for comparison purposes.

® Omadacycline acute bacterial skin and skin structure infection breakpoints for S. lugdunensis applied for comparison purposes.

¢ Omadacycline acute bacterial skin and skin structure infection breakpoints for S. anginosus applied for comparison purposes.

4 Omadacycline acute bacterial skin and skin structure infection breakpoints for S. pyogenes applied for comparison purposes.

¢ Omadacycline community-acquired bacterial pneumonia breakpoints for S. pneumoniae applied for comparison purposes.

f Omadacycline acute bacterial skin and skin structure infection breakpoints for E. faecalis applied for comparison purposes.

9 Omadacycline acute bacterial skin and skin structure infection breakpoints for E. faecalis applied for comparison purposes.

h Omadacycline community-acquired bacterial pneumonia breakpoints for Haemophilus spp. applied for comparison purposes.

' Omadacycline acute bacterial skin and skin structure infection breakpoints for E. cloacae applied for comparison purposes.

I Omadacycline acute bacterial skin and skin structure infection and community-acquired bacterial pneumonia breakpoints for K. pneumoniae applied for comparison purposes.
k Omadacycline acute bacterial skin and skin structure infection and community-acquired bacterial pneumonia breakpoints for K. pneumoniae applied for comparison purposes.

RESULTS

« Cumulative percent inhibition and susceptibility data for omadacycline against key
gram-positive and gram-negative pathogens collected from patients with SSSI,

CABP, or UTI in the United States and Europe during 2018 is presented in Table 1
and from patients with multiple infection types in Table 2
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