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Reference number(s) 

495-A 

Initial Prior Authorization 

Zyvox 

Products Referenced by this Document 
Drugs that are listed in the following table include both brand and generic and all dosage forms and 

strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise 

stated. 

Brand Name Generic Name 

Zyvox linezolid 

Indications 

FDA-approved Indications 

Nosocomial Pneumonia 
Zyvox is indicated for the treatment of nosocomial pneumonia caused by Staphylococcus aureus 

(methicillin-susceptible and -resistant isolates) or Streptococcus pneumoniae. 

Community-acquired Pneumonia 
Zyvox is indicated for the treatment of community-acquired pneumonia caused by Streptococcus 

pneumoniae, including cases with concurrent bacteremia, or Staphylococcus aureus (methicillin-

susceptible isolates only). 

Complicated Skin and Skin Structure Infections 
Zyvox is indicated for the treatment of complicated skin and skin structure infections, including diabetic 

foot infections, without concomitant osteomyelitis, caused by Staphylococcus aureus (methicillin-

susceptible and -resistant isolates), Streptococcus pyogenes, or Streptococcus agalactiae. Zyvox has not 

been studied in the treatment of decubitus ulcers. 
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Uncomplicated Skin and Skin Structure Infections 
Zyvox is indicated for the treatment of uncomplicated skin and skin structure infections caused by 

Staphylococcus aureus (methicillin susceptible isolates only) or Streptococcus pyogenes. 

Vancomycin-resistant Enterococcus faecium Infections 
Zyvox is indicated for the treatment of vancomycin-resistant Enterococcus faecium infections, including 

cases with concurrent bacteremia. 

Limitations of Use  

• Zyvox is not indicated for the treatment of Gram-negative infections. It is critical that specific 

Gram-negative therapy be initiated immediately if a concomitant Gram-negative pathogen is 

documented or suspected. 

• The safety and efficacy of Zyvox formulations given for longer than 28 days have not been 

evaluated in controlled clinical trials. 

Usage 

To reduce the development of drug-resistant bacteria and maintain the effectiveness of Zyvox and other 

antibacterial drugs, Zyvox should be used only to treat or prevent infections that are proven or strongly 

suspected to be caused by susceptible bacteria. When culture and susceptibility information are available, 

they should be considered in selecting or modifying antibacterial therapy. In the absence of such data, 

local epidemiology and susceptibility patterns may contribute to the empiric selection of therapy. 

Off Label Uses 

Combination regimen with Pretomanid and linezolid for the treatment of adults with pulmonary 

tuberculosis (TB) resistant to isoniazid, rifamycins, a fluoroquinolone and a second line injectable 

antibacterial drug OR adults with pulmonary TB resistant to isoniazid and rifampin, who are treatment-

intolerant or nonresponsive to standard therapy.2, 9, 10 

Coverage Criteria 

Community-Acquired Pneumonia, Complicated Skin and Skin Structure 

Infections, Nosocomial Pneumonia, Uncomplicated Skin and Skin 

Structure Infections, Vancomycin-Resistant Enterococcus faecium 

Infections 

Authorization may be granted for the requested drug when ALL of the following criteria are met: 
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• The patient has ANY of the following: 

▪ An infection caused by vancomycin-resistant Enterococcus faecium including cases 

with concurrent bacteremia. 

▪ A nosocomial (institution-acquired) pneumonia caused by Staphylococcus aureus 

(methicillin-susceptible and -resistant isolates) or Streptococcus pneumoniae. 

▪ Community-acquired pneumonia caused by Streptococcus pneumoniae, including 

cases with concurrent bacteremia, or Staphylococcus aureus (methicillin-susceptible 

isolates only). 

▪ A complicated skin and skin structure infection including diabetic foot infections, 

without concomitant osteomyelitis, caused by Staphylococcus aureus (methicillin-

susceptible and -resistant isolates), Streptococcus pyogenes, or Streptococcus 

agalactiae. 

▪ An uncomplicated skin and skin structure infection caused by Staphylococcus aureus 

(methicillin-susceptible isolates only) or Streptococcus pyogenes. 

• The infection is proven or strongly suspected to be caused by susceptible bacteria. 

• The patient will use the requested drug orally or intravenously. 

Non-Tuberculosis (TB) Bacterial Infection 

Authorization may be granted when the requested drug is being prescribed for a NON-Tuberculous (TB) 

bacterial infection when ALL of the following criteria are met: 

• The patient is being converted from intravenous (IV) linezolid (Zyvox). 

• The requested drug is being prescribed or directed by an Infectious Disease specialist. 

• The patient will use the requested drug orally or intravenously. 

Tuberculosis (TB) 

Authorization may be granted when the requested drug is being prescribed for pulmonary tuberculosis 

(TB) resistant to isoniazid, rifamycins, a fluoroquinolone and a second line injectable antibacterial drug OR 

TB resistant to isoniazid and rifampin, that is treatment-intolerant or nonresponsive to standard therapy 

when ALL of the following criteria are met: 

• The requested drug is being prescribed as part of a combination regimen with Pretomanid AND 

Sirturo (bedaquiline). 

• The patient will use the requested drug orally or intravenously. 

Duration of Approval (DOA) 
• 495-A: 

▪ Non-Tuberculosis bacterial infection DOA: 28 days 

▪ Pulmonary tuberculosis (TB) DOA: 12 months 
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