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INSTRUCTIONS FOR USE 
The following Coverage Policy applies to health benefit plans administered by Cigna Companies. Certain Cigna Companies and/or lines of 
business only provide utilization review services to clients and do not make coverage determinations. References to standard benefit plan 
language and coverage determinations do not apply to those clients. Coverage Policies are intended to provide guidance in interpreting 
certain standard benefit plans administered by Cigna Companies. Please note, the terms of a customer’s particular benefit plan document 
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may 
differ significantly from the standard benefit plans upon which these Coverage Policies are based. For example, a customer’s benefit plan 
document may contain a specific exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit 
plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage 
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific 
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable 
laws/regulations; 3) any relevant collateral source materials including Coverage Policies and; 4) the specific facts of the particular situation. 
Coverage Policies relate exclusively to the administration of health benefit plans. Coverage Policies are not recommendations for treatment 
and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support medical 
necessity and other coverage determinations. 

Overview 
 
This policy supports medical necessity review for Nuzyra® (omadacycline). 

 
Medical Necessity Criteria  
 
Omadacycline (Nuzyra) is considered medically necessary when ONE of the following is met (1 or 2):  
 

1. Treatment of community-acquired bacterial pneumonia (CABP). Individual meets BOTH of the 
following criteria (A and B):  

A. Individual is 18 years of age or older 
B. ONE of the following (i, ii, or iii) 

i. Continuation of Nuzyra therapy started in the hospital  
ii. The individual’s infection is resistant to tetracycline antibiotics (for example, doxycycline, 

tetracycline) 
iii. ONE of the following (a or b): 

a. Individual has had an inadequate response to ONE appropriate first-line therapy 
option (1, 2, 3, 4, 5, or 6): 
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1) doxycycline 
2) gemifloxacin 
3) beta-lactam plus a macrolide 
4) levofloxacin 
5) a macrolide (for example, azithromycin, clarithromycin, or erythromycin) 
6) moxifloxacin 

b. Individual has a contraindication per FDA label, significant intolerance, or is not a 
candidate* for ALL appropriate first-line therapy options (1, 2, 3, 4, 5, and 6): 
1) doxycycline 
2) gemifloxacin 
3) beta-lactam plus a macrolide 
4) levofloxacin 
5) a macrolide (for example, azithromycin, clarithromycin, or erythromycin) 
6) moxifloxacin 

 
*Note: Not a candidate due to being subject to a warning per the prescribing information 
(labeling), having a disease characteristic, individual clinical factor[s], or other 
attributes/conditions or is unable to administer and requires this dosage formulation 

 
2. Treatment of acute bacterial skin and skin structure infections (ABSSSI). Individual meets BOTH of 

the following criteria (A and B):  
A. Individual is 18 years of age or older 
B. ONE of the following (i, ii, or iii) 

i. Continuation of Nuzyra therapy started in the hospital  
ii. The individual’s infection is resistant to tetracycline antibiotics (for example, doxycycline, 

tetracycline) 
iii. ONE of the following (a or b): 

a. Individual has had an inadequate response to ONE appropriate first-line therapy 
option (1, 2, 3, 4, 5, 6, or 7): 
1) ceftriaxone 
2) cefazolin 
3) cephalexin 
4) clindamycin 
5) linezolid 
6) piperacillin-tazobactam 
7) vancomycin 

b. Individual has a contraindication per FDA label, significant intolerance, or is not a 
candidate* for ALL appropriate first-line therapy options (1, 2, 3, 4, 5, 6, and 7): 
1) ceftriaxone 
2) cefazolin 
3) cephalexin 
4) clindamycin 
5) linezolid 
6) piperacillin-tazobactam 
7) vancomycin 

 
*Note: Not a candidate due to being subject to a warning per the prescribing information 
(labeling), having a disease characteristic, individual clinical factor[s], or other 
attributes/conditions or is unable to administer and requires this dosage formulation 

 
When coverage is available and medically necessary, the dosage, frequency, duration of therapy, and site of 
care should be reasonable, clinically appropriate, and supported by evidence-based literature and adjusted 
based upon severity, alternative available treatments, and previous response to therapy. 
 
Note: Receipt of sample product does not satisfy any criteria requirements for coverage. 
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Reauthorization Criteria 
 
Not applicable for continuation beyond initial approval duration. 
 
Authorization Duration 
 
Initial approval duration: up to 1 month. 
Reauthorization approval duration: Not applicable for continuation beyond initial approval duration. 
 
Conditions Not Covered 
 
Omadacycline (Nuzyra) is considered experimental, investigational or unproven for ANY other use. 
 
Background 
 
OVERVIEW 
Nuzyra, a tetracycline-class antibiotic, is indicated for the treatment of adult patients with the following infections 
caused by susceptible microorganisms1:  

• Community-acquired bacterial pneumonia (CABP) 
• Acute bacterial skin and skin structure infections (ABSSSI) 

 
Guidelines 
The Infectious Diseases Society of America (IDSA) and the American Thoracic Society (ATS) have developed 
treatment guidelines for the management of CABP (2007 version).2,3 Preferred regimens for the outpatient 
management of CABP in otherwise healthy individuals include azithromycin, clarithromycin, or erythromycin.  In 
the presence of comorbidities, in regions with macrolide-resistant Streptococcus pneumoniae, risk for drug-
resistant S. pneumoniae, or for the inpatient non-intensive care unit treatment of CABP, the guidelines 
recommend the use of a respiratory fluoroquinolone (moxifloxacin, gemifloxacin, or levofloxacin).   
 
The IDSA developed treatment guidelines for the management of skin and soft tissue infections (2014 version).4 
Treatment recommendations for erysipelas/cellulitis include penicillin, amoxicillin, amoxicillin-clavulanate, 
dicloxacillin, cephalexin, or clindamycin.  Abscesses should be treated with incision and drainage, and if 
antibiotics are needed, recommended treatment options include oxacillin, clindamycin, dicloxacillin, cephalexin, 
doxycycline, trimethoprim/sulfamethoxazole, vancomycin, linezolid, daptomycin, or ceftaroline.  Treatment 
recommendations for surgical wound infections include ticarcillin-clavulanate; piperacillin-tazobactam; imipenem-
cilastatin; meropenem; ertapenem; metronidazole plus one of ceftriaxone, ciprofloxacin, or levofloxacin; or 
ampicillin-sulbactam plus gentamicin or tobramycin.      
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“Cigna Companies” refers to operating subsidiaries of Cigna Corporation. All products and services are provided exclusively by or through 
such operating subsidiaries, including Cigna Health and Life Insurance Company, Connecticut General Life Insurance Company, Evernorth 
Behavioral Health, Inc., Cigna Health Management, Inc., and HMO or service company subsidiaries of Cigna Health Corporation. The Cigna 
name, logo, and other Cigna marks are owned by Cigna Intellectual Property, Inc. © 2022 Cigna. 
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