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Update to Synagis (palivizumab) Protocol
Approved January 2024

Background:

Respiratory Syncytial Virus (RSV) is a common respiratory virus that usually causes mild,
cold-like symptoms. Most people recover in a week or two, but RSV can be serious. Infants
and older adults are more likely to develop severe RSV and require hospitalization.

Synagis (palivizumab) is a respiratory syncytial virus F protein inhibitor monoclonal antibody
indicated for the prevention of serious lower respiratory tract disease caused by RSV in
pediatric patients

Synagis is authorized during New Jersey’s RSV season. Consideration will be given for
requests received outside New Jersey’s normal RSV season.

Updates includes expanded eligibility for 4 classes of patients, and exclusion for Beyfortus.
1. Impaired ability to clear secretions

2. Cystic fibrosis
3. Severe immunodeficiencies
4. Cardiac transplant

Criteria for Approval:

A. Prematurity
1. Patientis < 12 months of age at the start of the RSV season
2. Patient’s gestational age is less than 29 weeks, O days

B. Chronic Lung Disease (CLD) of Prematurity
1. Patient is < 12 months of age at the start of the RSV season and has ALL the
following:
a. Diagnosis of CLD; AND
b. Gestational age < 32 weeks, 0 days; AND
c. Required greater than 21 percent oxygen for the first 28 days of life; OR
2. Patient is < 24 months of age at the start of the RSV season and has ALL the
following:
a. Diagnosis of CLD; AND
b. Gestational age < 32 weeks, 0 days; AND
c. Required greater than 21 percent oxygen for the first 28 days of life; AND
d. Required medical support (i.e., chronic corticosteroid therapy, diuretic therapy,
or supplemental oxygen) during the 6 months period before the start of the
current RSV season
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C. Hemodynamically Significant Congenital Heart Disease (CHD)
1. Patientis < 12 months of age at the start of the RSV season and has ALL the
following:
2. Diagnosis of hemodynamically significant CHD including the following:
a. Infants with acyanotic heart disease who are receiving medication to control
congestive heart failure and will require cardiac surgical procedures
b. Infants with moderate to severe pulmonary hypertension

D. Impaired ability to clear secretions
1. Patientis < 12 months of age at the start of the RSV season and has either congenital
abnormalities of the airway or a neuromuscular condition that impairs the ability to
clear secretions from the upper airway.

E. Cystic fibrosis
1. Patients is < 12 months of age at the start of the RSV season and meets the following:
a. Clinical evidence of CLD OR
b. Nutritional compromise (defined as weight is at or below the 10th percentile
based on growth charts)
2. Patients is < 24 months of age at the start of the RSV season and meets the following:
a. Manifestations of severe lung disease (previous hospitalization for pulmonary
exacerbation in the first year of life or abnormalities on chest radiography or
chest computed tomography that persist when stable) OR
b. Nutritional compromise (defined as weight is at or below the 10th percentile
based on growth charts)

F. Severe Immunodeficiencies
1. Patientis < 24 months of age at the start of the RSV season and has severe
immunodeficiencies (e.g., severe combined immunodeficiency, advanced acquired
immunodeficiency syndrome, receiving chemotherapy).

G. Cardiac Transplant
1. Patientis < 24 months of age at the start of the RSV season and has had cardiac
transplantation

Exclusions
1. Patient has received Beyfortus (nirsevimab) in the current RSV season
2. Patient must not have experienced breakthrough RSV hospitalization during the
current RSV season

Approval Duration and Quantity Restrictions:
Durations are variable; will typically run until the end of the RSV season and for a maximum
of 5 doses
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