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Description: 
 
Synagis is a humanized monoclonal antibody designed to prevent respiratory syncytial 
virus (RSV) infection.  It is given monthly to high risk infants during the RSV season 
(October through April). 
 

Indications of Coverage:  
 
Synagis is considered medically necessary for any of the following conditions: 
 

 Five doses are allowed for the following: 
 
Infants and children younger than twenty four months of age with 
chronic lung disease, congenital anomalies of the airway, 
neuromuscular disease, or severe immunodeficiency who have 
required medical therapy within the six months before the 
anticipated RSV season. 

   
Infants twenty nine to thirty two weeks gestation at birth and less 
than six months old chronological age at the time of the start of the 
RSV season. 

  
Infants less than or equal to twenty eight weeks gestation at birth 
and less than twelve months old chronological age at the time of 
the start of the RSV season. 

 
Infants and children 24 months or younger with hemodynamically 
significant cyanotic or acyanotic congenital heart disease 

 
Three doses are allowed for the following: 
 

Infants from thirty two to thirty five weeks gestation at 
birth, when at least one of the following additional risk 
factors is documented: 

 
Underlying conditions that predispose to respiratory                           

 
   One or more siblings under the age of five years in the    
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                              household 
 
   Daycare attendance 
   

If criteria are met, treatment with Synagis may be allowed. The 
medication may be administered in the clinic or by home health services. 
If a dose is administered in the hospital prior to discharge, it is considered 
as one of the three or five allowable doses. 

 
Limitations of Coverage:   
 
Review contract and endorsements for exclusions and prior authorization or benefit 
requirements. 
  
If used for a condition/diagnosis other than is listed in the Indications of Coverage, deny 
as experimental or investigative. 
 
If used for a condition/diagnosis that is listed in the Indications of Coverage, but the 
criteria are not met, deny as not medically necessary. 
 
Documentation Required:   
 
 Office visit notes OR hospital progress notes or discharge summary 
 Documentation of gestational age at birth 

 
Rationale: 
 
Respiratory syncytial virus (RSV) is a common cause of respiratory tract infections in 
children in the first 2 years of life. For children with lung disease, heart disease, or other 
risk factors such as premature birth at thirty-two weeks or earlier, contracting the virus 
presents the possibility of severe respiratory illness. Synagis administration has been 
shown to decrease the likelihood of severe illness for these children. 
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