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Synagis®
(palivizumab)
Manufacturer: MedImmune
Date approved: June 22, 1998
HCPCS: n/a,
CPT : 90378
Benefit: Medical and pharmacy
SWG Recommendation:
- Custom/clinical formulary: n/a
- Part D: Specialty
- Part D Formulary Chapter: Immunology and Hematology: Immunoglobulins
- Recommended criteria and QL
Coverage will be provided if the following criterion is met:
• Criteria follow the recommendations of the American Academy of Pediatrics (AAP)
policy statement Modified Recommendations for Use of Palivizumab for Prevention
of Respiratory Syncytial Virus Infections. - This statement is consistent with the 2009
Red Book recommendations. (See table 1)
Duration of coverage:
• Initiation is at the onset of the RSV season and should continue until the maximum
doses have been completed for that particular set of risk factors
Coverage will NOT be provided for
• Cystic fibrosis
• Infants and children with insignificant heart disease (secundum atrial septal defect,
pulmonary stenosis, uncomplicated aortic stenosis, mild coarctation of the aorta, and
patent ductus arteriosus)
• Infants with lesions that have been corrected by surgery (UNLESS they continue to
require medication for CHF)
• Infants with mild cardiomyopathy who are NOT receiving medical therapy for the
condition
Quantity Limits:
• No Quantity limit recommended
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•

Dose varies 3-5 for given risk factors: see table 1

Descriptions:
• Palivizumab is a monoclonal antibody
Indications:
• Used for the prevention of lower respiratory tract infections caused by Respiratory
Syncytial Virus (RSV) in the pediatric patient that is at high risk for RSV.
Dose:

•

15mg/kg once a month for 3 or 5 months depending on risk factors through the RSV
season.(See table 1) This season is typically the start of November and runs through
April in the temperate climates of North America. Communities in the southern
United States, particularly some communities in Florida, have experience an earlier
onset. Regardless of the length of the RSV season, the maximum doses are the same,
with the start of the dose to be initiated at the start of the RSV season for the given
area. (see Considerations)

Special populations:
• Infants or children who are currently receiving palivizumab and experience a
breakthrough infection should continue monthly prophylaxis until the recommended
maximum dose for that circumstance for which they were started has been
completed.
• Immunocompromised children: The AAP recognizes that this population has not
been evaluated and therefore specific recommendations have not been made.
However, the AAP modified recommendations address the issue for infants and
young children with severe immunodeficiency (severe combined immunodeficiency
or advanced AIDS) and recognize that this population may benefit from prophylaxis.
(See Considerations)
How supplied:
• 50mg/0.5ml vial and 100mg/1ml vial
Safety profile:
• Because palivizumab is an IM injection, caution must be given to patients with
thrombocytopenia or any coagulation disorder.
Potential for off-label use:
• Use for treatment of RSV infections. Palivizumab is not indicated for the treatment of
RSV. However, as addressed above in special populations, continuation of doses is
recommended in the event of breakthrough infection after the initiation of
prophylaxis treatment

Potential Alternatives
• RSV-IgIV (Respogam) is no longer available
Considerations:
• Immunoprophylaxis is effective but costly
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There have been no prospective, randomized trials that have shown a
significant decrease in the rate mortality from RSV or recurrent
wheezing after RSV infection among those infants who have received
prophylaxis.
AAP guidelines have been updated to address the initiation and termination of
prophylaxis doses for all geographical locations. This reflects the current CDC
descriptions of RSV seasons in different geographic locations of the US. The 5 dose
maximum is recommended for all geographical locations and should be initiated at
the onset of the season for that area. In the continental US; a total of 5 doses for
qualifying infants and young children will provide an optimal balance of benefit and
cost even with variation in the season’s onset. This rational is based on:
 The national median duration of the RSV season is 17 weeks or less
 Serum palivizumab trough concentrations are well above the protective
concentration for most infants greater than 30 days after the 5th dose.
This is giving approximately 20 weeks of protection for most infants
 Despite varied onsets, the duration of the RSV season is the same in the
different regions of the state of Florida
 Administration during the 5 months after the onset of the season should
provide coverage during the peak of the season which is when
prophylaxis is most effective.

AAP recommendations for immunoprophylaxis have been updated in an effort to ensure
optimal balance of benefit and cost with this drug. Even though prophylaxis treatment has
not been evaluated in randomized trial for immunocompromised children, severely
immunodeficient infants and young children (severe combined immunodeficiency and
advanced AIDS) may benefit from prophylaxis.
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TABLE 1: Eligibility Criteria for Prophylaxis of Infants and Young Children at High Risk
When Gestational age is not a
consideration

Action

Maximum
dose

Duration

•

younger than 2 years of age with a diagnosis of
hemodynamically significant cyanotic or acyanotic
CHD (such as CHF, moderate to severe pulmonary
hypertension, cyanotic heart disease) AND require
treatment for these CHD
Severe combined immunodeficiency or advanced
AIDS

Eligible

5

at the start of the RSV season and continue
through the 5 doses

Eligible

5

at the start of the RSV season and continue
through the 5 doses

Younger than 12 months of age with significant
congenital abnormalities of the airway or
neuromuscular disease that compromises the
handling of respiratory tract secretions

Eligible

5

5 doses during the 1 year of life.

younger than 2 years of age with CLD who receive
medical therapy (supplemental O 2 , bronchodilator,
diuretic or chronic steroid therapy) for CLD within 6
months before the start of RSV season

Eligible

5

During the 1 RSV season.. Those with the most
severe CLD and require medical therapy may
benefit from prophylaxis during a second RSV
season

once an infant qualifies for initiation of
prophylaxis at the start of the RSV season,
administration should continue throughout the
season and not stop when the infant reaches
either 6 or 12 months of age
once an infant qualifies for initiation of
prophylaxis at the start of the RSV season,
administration should continue throughout the
season and not stop when the infant reaches
either 6 or 12 months of age
Up to 3 months of age or end of RSV season,
whichever come first

•

•

•

st

st

When Gestational age is a consideration: Infants born
before 32 weeks gestation (≤ 31 wks 6 days) with no CLD
(major risk factors to consider: gestational age and
chronologic age at the start of RSV season: (see outline
below)
•

Infants born 28 weeks’ gestation or less and are less
than 12 months of age during the RSV season

Eligible

5

•

Infants born at 29 to 32 weeks’ gestation (31 weeks 6
days) and are less than 6months of age.

Eligible

5

•

Infants born less than 35 weeks gestation but greater
than 32 weeks gestation and are less than 3 months
of age and have one of the following risk factors:
o Attend child care
o Has one or more siblings (or other
children living permanently in the same
household) less than 5 years old

Eligible

3
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