Real-World Use of Omadacycline in Physician Office Infusion Centers (POICs)
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Background: Omadacycline (OMC) is approved for the treatment of community- e 37 pts from 5 ID POICs were included e Overall, 30 of 37 pts (81%) had positive cultures yielding 54 pathogens (19 Gram- Fig. 3. Median Duration of OMC Therapy by Diagnosis This multicenter study provides real-world data on clinical outcome and safety of
acquired bacterial pneumonia and acute bacterial skin and skin structure ] o o positive, 23 Gram-negative, 5 Mycobacterium, 1 anaerobe) intravenous OMC used in POICs for any diagnosis.
infections. Real-world data on the use of OMC are limited. We present a multicenter Table 1. Demographics and Clinical Characteristics 807 807
observational review of OMC outpatient use in Infectious Disease POICs. Fia. 2. Distribution of Pathogens 701 T 70 - e 37 adult pts from 5 ID POICs with BJI, cSSSI, diverticulitis, and pulmonary NTM
. . L Results g- & g were successfully treated with OMC in the POIC.
Methods: Medical records of patients (pts) receiving intravenous OMC from May Variable (N=37) 60 - 60 -
2019 to Apnl 2022 from 5 POICs were included in this ongoing study. Data included , Gram-Negative 50 - 50 1 e Obese and non-obese patients were successfully treated with standard doses of
demographics, diagnosis, medical history, microbiology, OMC regimen, adverse Age in years (meantSD) 61+13 4| o [’ OMC. Further exploration of outcomes and tolerance of OMC in the obese
events (AEs), health care utilization and clinical outcomes. Clinical success was >65 17 (46%) ~ S 40 2 401 population is warranted.
def!n.ed. as complete or pa.rtlal symptom resqlutlor? at completion of OMC VYIth qral Gender, male 24 (65%) (E 30 - 30 - wggks
antibiotics as needed. Persistent or recurrent |nfef:t|on and premature dlscontlnuathn Body mass index >30 mg/kg’ 20 (54%) ‘E 20 27 20 - e Most patie_:nts received multiple _an_tibiotics p_rior to OMC use. Transition to OMC
of OMC were deemed non-success. Indeterminate outcomes were excluded in e s : © days occurred in the POIC for a majority of patients. This allowed monotherapy for
) i , : , Charlson comorbidity index (median IQR) 4 (3-6) 2 4 10 - | . . . .
outcome assessment. Chi Square, Fisher’s exact, and t-test were used to identify c bidit < 10 complicated infections (except NTM) and streamlined treatment.
©

characteristics associated with clinical outcome. omorbidities o 3 3 0 0 : , " :

_ . _ B _ hypertension 26 (70%) S 2 BJI cSSS| Diverticulitis Pumonary NTM e OMC demonstrated efficacy against Gram-positive and Gram-negative
Results: Overall, 37 pts (mean age: 61+13 yrs, 65% male) were identified. Infections diabetes mellitus 16 (43%) e (n=23) (n=8) (n=1) (n=4) pathogens frequently encountered in complicated BJI, cSSSI, intra-abdominal
treated were 62% bone and joint (BJI), 24% complicated skin and skin structure _ _ . T and NTM infections. Further exploration of additional pathogens for which OMC
infections (cSSSI), 11% pulmonary nontuberculous mycobacterial (NTM) and 3% cardiovascular disease 11 (30%) e Median length of OMC for BJI, cSSSI and d!vertlculltls_ were 39 days (IQR, 18?42), demonstrates efficacy is important.
diverticulitis. A total of 61 pathogens were identified in 30 pts of which 83% had 21 chronic kidney disease 7 (19%) E P N\ 21 days (IQR, 19-37), and 27 days, respectively. Additionally, one cSSSI pt with a
Gram-positive isolates. Polymicrobial pathogens were reported in 13/30 pts (43%). mental disease 7 (19%) S S @ix“@ complicated mycobacterial infection received OMC for 30 weeks. e Loading doses were administered upon initiation of OMC in most patients and
Ten pts (27%) received concomitant IV antibiotics. Median duration of OMC therapy asthma/COPD 5 (14%) o & Q@&‘ 0&9‘0 06090 e OMC median duration for therapy of pulmonary NTM was 23 weeks (IQR, 7-49) over half self-administered OMC at home via elastomeric devices.

] L ) ) , Y Q §
was 3? days (IQR, 20-48). OMC was initiated in theoPOIC without prior hospitalization malignancy 4 (11%) ¢ ot .5(\0& N e Concomitant IV antimicrobials were used in 10 pts (27%) including 4 BJI, 3 cSSSI, e The median duration of OMC therapy was 23 weeks for NTM. OMC was well
in 62% of pts. Overall clinical success was 74% (23/31). Non-success due to _ _ &© and 3 pulmonary NTM tolerated in thi Iati g { ired di tinuati P p
persistent infection was reported in 5 pts (3 BJI, 2 ¢SSSI), of which 4 were Location prior to POIC & P Y (g)l\jg el ’:nd :js popufa |ort1 and no pt required discontinuation ot therapy for
hospitalized. Three additional pts were deemed non-successful due to early community 23 (62%) . a -related adverse events.
discontinuations (2 difficulty with administration, 1 AE) (Fig 4). Six pts were non- hospital 14 (38%) Haifg‘pﬁj:"l’)‘zrgfg%’;ﬁfzrg’e"soQ‘Z’:t?;gg’r‘gdeirzTcgaegat"’e Citrobacter freundii, E. coli, Eikenella sp., Cllnlcal OUtcome e Overall clinical success at end of therapy was achieved in 74% of pts evaluable
evaluable.for OUtCO_me' Ten pts reported 14 AEs, most commonly nausea (4 pts) and prior length of hospitalization in days (mean+SD) 8.2+3.6 ’ ' for outcome. By diagnosis, clinical success was documented in 74% with BJI,
elevated liver function tests (3 pts). IV therapy immediately prior to OMC 27 (73%) e Gram-positive pathogens were identified in 25 pts (83%), most frequently Fig. 4. Outcome of OMC by Diagnosis 67% w!th c;SSS!, 1OQ% with NTM and ci_lveﬂlqulltls: Nc_)n-success was due to
Conclusion: These real-world results support the outpatient use of omadacycline in Data are presented as o (%) unless otherwise indicated Enterococcus spp., MRSA, and Streptococcus spp. worsening infections in 16% (5 pts) and discontinuation in 10% (3 pts). Many of
it i i i i i i oint i i - o : .' : . : m clinical % % these pts had been unsuccessfully previously treated with alternate therapies.
additional, difficult to treat, complicated infections, including bone and joint infections. gibﬁvéagoggnga?g3@;22?:: obstructive pulmonary disease: IV, intravenous; IQR, interquartile e Gram-negative pathogens were reported in 18 pts (60%), most frequently {00% .; (Ier:lsﬁsatesnutcgre\?vsorsening e 100% 100% p unsu ully previously Wi pi
g8 St Acinetobacter spp. and Enterobacter spp. early discontinuation of OMC e The most common AEs were gastrointestinal, followed by elevated liver

80% A

74% enzymes, comparable to that reported in the clinical trials?-4

67%

BaCKg rou nd & ObjeCtives e Other gram-negative pathogens reported not related to omadacycline use were 3

Pseudomonas aeruginosa, 1 Morganella morganii
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e Limitations: clinical outcome was assessed at the end of therapy, which may
have resulted in higher success rates. The small sample size per diagnosis did

Omadacycline (OMC), a novel aminomethylcycline antibacterial derived from the Dlag nOS IS e 13 pts (43%) had mixed Gram-positive/Gram-negative pathogens (7 BJl, 6 cSSSI)
not allow for statistical evaluation of predictors for non-success.

tetracycline class, was approved by the FDA for the treatment of community-acquired 40% -

bacterial pneumonia and acute bacterial skin and skin structure infections in adults.’ : - - iz ati - - o |
iy dalte,p umont u 1al skl In structure infections in adu Fig. 1. Omadacycline Outpatient Utilization OMC Thera py CharaCte rlstlcs 20%

real-world data outside controlled clinical trials and FDA-approved

Clinical Qutcome
(No. of pts, %)

e Omadacycline is beneficial in highly complex patients with polymicrobial
infections including resistant organisms.

indications are limited.2# The objectives of this study were: 0% -
Table 2. OMC Therapy Characteristics BJI (n=19) CSSSI (n=9) Pulmonary  Diverticulitis §
e to provide real-world evidence of intravenous OMC outpatient utilization in POICs NTM (n=2) (n=1) Con cl us|on
e to determine clinical outcome and safety of OMC used in POICs cSSSl Diagnosis Loading Maintenance Infusion e Overall, 31 of 37 pts were evaluable for outcomes. Clinical success at completion of
BUI Dose Dose Device therazpy was achieved i)n 74% (23 of 31f). S;X pts V\;ere non-evaluable for o;Jtcomes (4 This real-world study demonstrated successful outcomes and
0 . BJI, 2 pulmonary NTM) due to 4 transfer of care, 1 unrelated death, and 1 treatment o . .
Methods BJI 23 (100%) Day 1: 200mg IV: 100 mg IV q24h  Pump (14), ED (9) ongoing. safe administration of intravenous OMC for the treatment of
cSSSI 8 (89%) Day 1: 200 mg IV 100 mg IV gq24h ED (7), Pump (1) . . . . . .
! (11%) . 100mg IV q2dh Pump (1) e Non-success was due to persistent or worsening infections in 5 pts (3 MRSA, 1 cSSSI and other complicated infections in the outpatient setting.
Study design: Multicenter, real-world experience with retrospective cohort design . Stenotrophomonas, 1 mixed infection) leading to hospitalizations in 4. Additionally, 3 . - . .
o ooation: Ho POl . Pulmonary NTM 3 (50%) - 100 mg IV q24h --- ED (2) Pump (1) ots discontinued OMC (2 with compliance issues and 1 adverse event). Continued research is warranted into the use of OMC in BJI,
tudy location: Healix-manage N Ln-?,:n]ary 1(25%)  Day1:200mg 1V 100 mg IV.g24h  ED (1) e 2 pts transitioned to oral OMC (1 BJI, 1 cSSSI), both successfully completing therapy NTM and diverticulitis.
Diverticulitis 1(100%) Day 1:200mg IV 100 mg IV g24h ED (1)

Study cohort: Pts (=18 years) who received 21 IV dose of OMC for any diagnosis Diverticulitis

. 3% *; ED: elastomeric device pump
Data source: Electronic healthcare records and pharmacy database of pts treated (n=1) Safety Refe rences

with intravenous OMC from May 2019 to Apr 2022 e Intravenous antibiotic (IVAB) therapy was captured; concurrent oral therapy was

not available

Data collection: Demographics, clinical characteristics, diagnosis, microbiology, Table 3. Treatment-Related Adverse Events 1. NUZYRA® (omadacycline). Boston, MA, Paratek
Pharmaceuticals, Inc.

OMC dose regimen and therapy duration, clinical outcome, and hospitalizations. Abbreviations: BJI: bone and joint infection; cSSSI: complicated skin and skin structure e 33 of 37 pts (89%) received IV loading doses of 200 mg OMC on day 1 followed
infection; NTM: non-tuberculous mycobacteria infection. by 100 mg OMC IV maintenance dose g24h Ad E t (AE No. Pts (% ' 'Ri ;
Outcome: Clinical success was defined as complete or partial symptom resolution of g N ) verse Event (AE) o UA) * 14 Abs were documented in 1) T R0 g o o Overcash S, etal. T Engl Jifed 2015

. . ; - : S e 9 of 37 patients initiated OMC as first line therapy 0 pts, most commonly nausea 380: 528-538
mfec_tlon at end of I\( Ol\/l_C therapy with Or_W'thO_Ut cgntlnued oral antibiotics. e BJI (19 osteomyelitis, 4 prosthetic joint infections) accounted for the majority . . . . . Nausea 4 (11%) (11%) and elevated liver 3. O'Riordan W. Cardenas C. Shin E. et al. Lancet Infect Di
Persistent or recurrent infection and premature discontinuation of OMC were deemed or pts (62%) including 8 (35%) with diabetic foot infections e Dosing used for pulmonary NTM was consistent with other diagnoses but without Elevated liver enzymes 3 (8%) 8% - lordan Vv, Lardenas C, ohin E, et al. Lancet Intect Dis
non-success. Indeterminate outcomes were excluded from analysis. SSS! (6 colllts, 2 ol site infoct b ) I loading doses. Fatigue 2 (5%) enzymes (8%) 2019; 19: 1080-1090.

e C cellulits, 2 surgical site intections, 1 abscess) were complex o : , : . o e One pt experienced an 4. Stets R, Popescu M, Gonong JR, et al. N Engl J Med 2019;
Safety: any treatment-related adverse event infections with inherently resistant organisms. * 2)(\)/(:;:'7 (ZZT)AL::CG}(I;:},; ;:OT:Z;]::? IZ?/IBC via elastomeric devices for self :Z:Z;:::Ctlon ?22; ; infusion-related AE (chest pain, 380: 517-527.

. . '’ . . . . [ ) 0 - (o .

Analysis: Continuous data were reported as mean+SD or medians (IQR), categorical e One diverticulitis patient developed a complicated intra-abdominal abscess administration at home, 17 (46%) received OMC via pump through in-office GERD 1(3%) Z?socr;rr]ﬁiii;;oari?tg)l\/:ecadmg to This study was sponsored by a research grant from
data as counts and percentages. infusion Vonmiting 1(3%) Paratek Pharmaceuticals, Inc.
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