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POLICY

FDA-APPROVED INDICATIONS

Zyvox is indicated for the treatment of infections caused by susceptible strains of the designated microorganisms in the
specific conditions listed below. 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.

Pneumonia

Nosocomial 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).

Skin and Skin Structure Infections

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.

Uncomplicated skin and skin structure infections caused by Staphylococcus aureus (methicillin susceptible isolates only)
or Streptococcus pyogenes.

Vancomycin-resistant Enterococcus faecium Infections including cases with concurrent bacteremia.

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.

The safety and efficacy of Zyvox formulations given for longer than 28 days have not been evaluated in controlled clinical
trials.

COVERAGE CRITERIA
Zyvox (linezolid) will be covered with prior authorization when the following criteria are met:
e The patient is being converted from IV linezolid (Zyvox) as prescribed or directed by an Infectious Disease
specialist
OR
e The patient has any of the following:
an infection caused by vancomycin-resistant Enterococcus faecium including cases with concurrent
bacteremia
— anosocomial (institution-acquired) pneumonia caused by Staphylococcus aureus (methicillin-susceptible and
-resistant isolates) or Streptococcus pneumoniae

Zyvox Policy 263-A 12-2017 © 2017 Caremark. All rights reserved.

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written
permission from CVS Caremark. This document contains references to brand-name prescription drugs that are trademarks or registered trademarks of
pharmaceutical manufacturers not affiliated with CVS Caremark.

1




— community-acquired pneumonia caused by Streptococcus pneumoniae, including cases with concurrent
bacteremia, or Staphylococcus aureus (methicillin-susceptible isolates only)

— acomplicated 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

AND

e The infection is proven or strongly suspected to be caused by susceptible bacteria
AND

e The patient has experienced an inadequate treatment response, intolerance, or contraindication to alternative
therapies OR the bacteria are NOT susceptible to any other antibiotics

REFERENCES

1.
2.

3.

Zyvox [package insert]. New York, NY: Pfizer Inc; May 2017.

AHFS DI (Adult and Pediatric) [database online]. Hudson, OH: Lexi-Comp, Inc.;
http://online.lexi.com/Ico/action/index/dataset/complete_ashp [available with subscription]. Accessed December 2017.
Micromedex Solutions [database online]. Greenwood Village, CO: Truven Health Analytics Inc. Updated periodically.
www.micromedexsolutions.com [available with subscription]. Accessed December 2017.

Mandell L, Wunderink R, Anzueto A, et al. Infectious Diseases Society of America/American Thoracic Society
Consensus Guidelines on the Management of Community-Acquired Pneumonia in Adults. Clinical Infectious Diseases
2007;44:S27-72.

Lipsky B, Berendt A, Cornia P, et al. 2012 Infectious Diseases Society of America Clinical Practice Guideline for the
Diagnosis and Treatment of Diabetic Foot Infections. Clinical Infectious Diseases 2012; 54(12):132-173.

Kalil A, Metersky M, Klompas M, et al. Management of Adults With Hospital-acquired and Ventilator-associated
Pneumonia: 2016 Clinical Practice Guidelines by the Infectious Diseases Society of America and the American
Thoracic Society. Clinical Infectious Diseases 2016;1-51.

Stevens D, Bisno A, Chambers H, et al. Practice Guidelines for the Diagnosis and Management of Skin and Soft-
Tissue Infections: 2014 Update by the Infectious Diseases Society of America. Clinical Infectious Diseases 2014;1-43.
Gorwitz RJ, Jernigan DB, Powers JH, Jernigan JA, and Participants in the CDC Convened Experts’ Meeting on
Management of MRSA in the Community. Strategies for clinical management of MRSA in the community: Summary of
an experts’ meeting convened by the Centers for Disease Control and Prevention. 2006. Available at
http://www.cdc.gov/mrsa/community/clinicians/index.html. Accessed December 2017.

Zyvox Policy 263-A 12-2017 © 2017 Caremark. All rights reserved.

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written

permission from CVS Caremark. This document contains references to brand-name prescription drugs that are trademarks or registered trademarks of

pharmaceutical manufacturers not affiliated with CVS Caremark.
2



