
Background
Omadacycline is a tetracycline antibiotic indicated for the treatment of adults with acute bacterial skin and 
skin structure infections (ABSSSI) and community-acquired bacterial pneumonia (CABP) and there is an 
ongoing Phase 2B study in patients with NTM.1, 2

Pre-clinical data suggest that omadacycline may be effective in treating nontuberculous mycobacterial 
infections (NTM)3-6, clinical data is limited to case series and expert guidance.7-19

There is a potential that omadacycline prescriptions are not approved, either due to a claim’s rejection 
by the payer or reversal due to patient abandonment based on high copayment.  

Methods 

Study Population
A retrospective observational health insurance claims study of patients with a primary diagnosis code 
for NTM who received ≥1 omadacycline prescription from 10/2018-9/2020. US claims data from the 
PatientSource® database, supplied by Source Healthcare Analytics, LLC, were used for this study.

The Symphony Health Solutions database contains healthcare information on approximately 274 million 
patients annually throughout the US with insurance coverage provided by a range of payers (e.g., Medicaid, 
Medicare, commercial insurance, and cash). Information is aggregated from four sources, pharmacy point-
of-service sales, switch/network (i.e., clearing house) transactions, and additional direct prescriptions, and 
medical and hospital claims data feeds. The database captures pharmacy claims in all stages of claim 
processing and includes approximately 73% of all retail.

As this retrospective analysis used de-identified claims data, approval from an ethics committee was not 
required to conduct this study.

Study Design
A pre-post study design was selected to assess how patient outcomes changed pre vs. post-omadacycline 
prescription claim (Figure 1).
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Patients who met the following criteria were eligible for this study (Figure 2): 

• ≥1 omadacycline prescription from December 2018 to August 2020 (index date: prescription date) (date
after either the first omadacycline prescription or the first approved omadacycline prescription was
considered the index date),

• ≥3 months of data available prior to the index omadacycline prescription date (baseline period),

• ≥1 month of data available following the index date (study period),

• ≥1 International Classification of Diseases 10th Revision Clinical Modification (ICD-10 CM) diagnosis
code for NTM in the baseline period or on the index date,

• ≥ 1 medical and pharmacy claim in the 3 months before and 1 month after patients’ index claim.

Figure 2. Sample Selection
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1Medical claims for omadacycline were identified by Healthcare Common Procedure Coding System codes and assumed to be administered during the 
medical encounter.

Baseline data elements, including demographics, comorbidities, and prior antibiotic use, were assessed 
in the 3-month baseline period.

30-day all-cause HRU visits were assessed and compared in the baseline and study periods.

Data Analysis Plan
Descriptive statistics (number and proportion for categorical variables, mean and standard deviation for 
continuous variables) were used to describe the patient population in the approved and unapproved groups. 
Baseline characteristics and treatment characteristics were compared using ANOVA tests for continuous 
variables and Chi-squared tests for categorical variables.

The incidence of 30-day all-cause HRU in the baseline and study periods were compared among patients 
with approved and unapproved claims.
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Results
Comparison of baseline characteristics between the approved and unapproved omadacycline groups are 
shown in Table 1. On average, the unapproved cohort was older, more likely to be enrolled in a Medicare 
plan, and had a higher Charlson Comorbidity Index score compared to the approved cohort.

Most patients were treated with at least one prior antibiotic class during the baseline period.

Comparison of 30-day HRU outcomes between the approved and unapproved omadacycline groups are 
shown in Table 2. There was a significant reduction in 30-day inpatient (IP) visits after index omadacycline for 
those with an approved claim and no significant reduction in HRU was seen in the unapproved claim group.

The proportion of 30-day post-index IP visits for those with an approved and unapproved claim was 8% 
and 25%, respectively. Patients with approved omadacycline had a greater reduction in IP admissions 
compared to those whose omadacycline claim was not approved (50% vs. 18% reduction).

Table 1. Comparison of baseline characteristics in the approved and unapproved 
omadacycline NTM groups1,2

Approved 
N=117

Unapproved 
N=55 P-value

Age, mean ± SD 54.21 ± 18.31 61.58 ± 16.46 < 0.05 *

Sex
Female 75 (64.1) 39 (70.9)

0.5
Male 42 (35.9) 16 (29.1)

Region
South 64 (54.7) 39 (70.9)

0.2
Northeast 20 (17.1) 7 (12.7)

Midwest 18 (15.4) 3 (5.5)

West 14 (12.0) 6 (10.9)

Index year
2019 48 (41.0) 21 (38.2)

0.9
2020 69 (59.0) 34 (61.8)

Index medical insurance
Commercial 26 (22.2) 20 (36.4) 0.1

Medicare 5 (4.3) 7 (12.7) 0.1

Medicaid 1 (0.9) 1 (1.8) 0.5

Government 1 (0.9) 0 (0.0) > 0.99

Index pharmacy insurance
Commercial 62 (53.0) 28 (50.9) 0.9

Medicare 36 (30.8) 27 (49.1) < 0.05 *

Managed Medicaid 8 (6.8) 6 (10.9) 0.5

Medicaid 4 (3.4) 1 (1.8) > 0.99

Assistance Program 2 (1.7) 0 (0.0) > 0.99

Cash 1 (0.9) 2 (3.6) 0.2

CCI, mean ± SD 1.05 ± 1.23 1.45 ± 1.58 0.07

Additional comorbidities
Bronchiectasis 30 (25.6) 14 (25.5) > 0.99

Gastroesophageal reflux disease 14 (12.0) 10 (18.2) 0.4

Cystic fibrosis 18 (15.4) 3 (5.5) 0.1

Obesity 4 (3.4) 3 (5.5) 0.7

Asthma 12 (10.3) 2 (3.6) 0.2

Closest infection before or after index omadacycline date
Respiratory infection 17 (14.5) 9 (16.4) 0.9

CABP 11 (9.4) 6 (10.9) 0.97

ABSSSI 7 (6.0) 8 (14.6) 0.12

Osteomyelitis 8 (6.8) 2 (3.6) 0.5

Sepsis 3 (2.6) 3 (5.5) 0.39

Gastrointestinal disease 4 (3.4) 2 (3.6) > 0.99

Implant/graft/prosthetic joint infection 1 (0.9) 5 (9.1) < 0.05 *

Urinary tract infection 3 (2.6) 0 (0.0) 0.6

Surgical site infection 0 (0.0) 2 (3.6) 0.1

Antibiotic Class Claims 97 (82.9) 45 (81.8) > 0.99

Macrolide 65 (55.6) 29 (52.7) 0.9

Tetracycline (excluding omadacycline) 30 (25.6) 15 (27.3) 1.0

Fluoroquinolone 21 (17.9) 13 (23.6) 0.5

Oxazolidinone 26 (22.2) 8 (14.5) 0.3

Aminoglycoside 30 (25.6) 7 (12.7) 0.1

Cephalosporin 18 (15.4) 11 (20.0) 0.6

Carbapenem 18 (15.4) 2 (3.6) < 0.05 *

Penicillin 11 (9.4) 7 (12.7) 0.7

Glycylcycline 13 (11.1) 4 (7.3) 0.6

Lincomycin 4 (3.4) 4 (7.3) 0.3

Glycopeptide 5 (4.3) 2 (3.6) > 0.99

Cyclic lipopeptides 1 (0.9) 0 (0.0) > 0.99

Other antibiotics 13 (11.1) 5 (9.1) 0.89

Systemic corticosteroid 35 (29.9) 17 (30.9) > 0.99

Immunosuppressive agent3 12 (10.3) 8 (14.5) 0.6
1  Baseline patient characteristics are summarized during the 3-month pre-index period, with index date defined as the day after the first approved record of 

omadacycline if applicable or the day after the first prescription of omadacycline.
2 Comorbidities of interest were reported based on relevance in literature and clinical input. 
3 Immunosuppresive agents were identified as claims associated with any NDC codes falling under the Generic Product Identifier (GPI) code for 

“immunosuppressive agents”. 
Values reported as n (%) unless otherwise noted.
Abbreviations: SD: standard deviation, n: number, CCI: Charlson Comorbidity Index

Table 2. Comparison of 30-day HRU outcomes in the approved and unapproved 
omadacycline NTM groups

Approved 
N=117

Unapproved 
N=55

Outcomes

30-Day
Pre-OMC 
Rx Claim

30-Day
Post-OMC 
Rx Claim

Risk 
Ratio P value

30-Day
Pre- OMC 
Rx Claim

30-Day
Post-OMC 
Rx Claim

Risk 
Ratio P value

30-Day Inpatient visit 0.15 0.08 0.50 <0.05* 0.31 0.25 0.82 0.37

30-Day ED visit 0.04 0.07 1.60 0.32 0.07 0.02 0.25 0.21

30-Day Outpatient visit 0.67 0.61 0.91 0.21 0.73 0.65 0.90 0.25

Abbreviations: ED: emergency department, OMC: omadacycline, Rx: prescription
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Objectives

Characterize the real-world effectiveness 
outcomes of adult patients with a primary 
diagnosis of an infection due to NTM who 
received omadacycline.

Determine the incidence of unapproved 
omadacycline claims among adult patients 
with an infection due to NTM. 

Compare 30-day outcomes before and after 
index omadacycline claim among adult patients 
with NTM infections who had an approved 
omadacycline claim and those who had an 
unapproved omadacycline claim. 

Conclusion

The incidence of an unapproved claim for 
omadacycline was high among NTM patients, 
highlighting that patients often encounter 
barriers in obtaining prescribed omadacycline.

Patients with an approved omadacycline 
claim had a greater reduction in IP admissions 
compared to those whose omadacycline claim 
was not approved (50% vs. 18% reduction). 
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