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A. Palivizumab(15 mg/kg) #

Age: 23 days BW(at birth, day 1) : 2.6 kg, 3.8kg Female, CHD/CLD

Underlying conditions: ASD*, PDA, Agenesis of corpus callosum, 46XX(11;22)(q13.2;11.2)

Description of event leading to death: 29 days after the Season 1 Day 121 dose of study drug (palivizumab),
the participant was diagnosed with bronchiolitis. During the next 48 hours, the illness progressed to
respiratory failure requiring intubation and mechanical ventilation. Multisystem organ failure ensued, and
the participant died on Day 7 of hospitalization (Day 155). An autopsy was not performed. Diagnostic tests
for SARS-CoV-2 (x2), rotavirus, norovirus, and adenovirus were negative. RSV diagnostic testing was not
done. Study-related nasal swab for RSV RT-PCR was not collected (participant was admitted to an offsite
hospital). The participant missed Season 1 Day 91 visit. The site investigator assessed the event as not related
to study drug.
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B. Nirsevimab £ (=4t <=7 10+ 72D 1 pABIC Y X 7D 7SI FK4[H)

Age: 3 months, BW(at birth, day 1) : 2.5 kg, 3.1kg Female, CHD/CLD, Underlying conditions: VSD*,

ASD, Coarctation of the aorta, PDA, Dysgenesis of corpus callosum, Congenital cystic kidney disease.

Description of event leading to death: The participant died at home suddenly and unexpectedly on Day

19, 18 days after the Season 1, Day 1 dose (nirsevimab), and 4 days after the Season 1, Day 15 visit, at

which time she was found to be healthy by the site investigator and was in ‘good condition’ per parental

report. The cause of death was determined to be respiratory failure due to bronchopneumonia. The site

investigator assessed the event as not related to study drug.
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Age: 7.5 months, BW(at birth, day 1) : 1.0 kg, 4.4kg Male, Preterm(29w), Underlying conditions:
Prematurity(29w), Neonatal encephalopathy, Retinopathy of prematurity, Patent foramen ovalet
Description of event leading to death: 149 days after the first dose of study drug (nirsevimab) and 59
days after the Season 1, Day 91 dose of study drug (placebo), the participant was diagnosed with
pneumonia caused by SARS-CoV-2. He was treated with intensive care at a regional children’s infectious
disease hospital. Respiratory failure ensued, requiring mechanical ventilation. He died on Day 12 of
hospitalization (Day 162). Study related nasal swab for RSV RT-PCR was not collected (prohibited due
to COVID-19 related restrictions at the off-site hospital where the participant was admitted). The site
investigator assessed the event as not related to study drug.
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Age: 2 months, BW(at birth, day 1) : 2.6 kg, 3.8kg Female, CHD/CLD,

Underlying conditions: VSD*, ASD, Trisomy 21, Hypothyroidism

Description of event leading to death: The participant presented to the hospital in cardiogenic shock and
heart failure 64 days after the Season 1, Day 1 dose of study drug (nirsevimab) and 34 days after the Season
1, Day 31 dose of study drug (placebo). Her hospital course was complicated by nosocomial sepsis (onset
Study Day 41) and pneumonia (onset Study Day 53). Results of diagnostic testing for RSV, both local and
study-related RSV RT-PCR, were negative. She did not receive the Season 1, Day 61 dose of study drug due
to her unstable condition. Despite emergency surgical correction of her large atrioventricular septal defect,
her condition worsened, and she died the next day (Day 66). An autopsy was not performed. The site

investigator assessed the event as not related to study drug.
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Age: 6.5 moonths, BW(at birth, day 1) : 2.7 kg, 5.5kg Female, CHD/CLD, Underlying conditions:
Pulmonary atresia with VSD*, Major aortopulmonary collateral arteries-unifocalization and creation of
systemic pulmonary anastomosis, Cerebral ischemia

Description of event leading to death: The participant died at home suddenly and unexpectedly on Day
19, 18 days after the Season 1, Day 1 dose of study drug (nirsevimab). An autopsy determined the cause of
death to be congestive heart failure and pulmonary atresia. The site investigator assessed the event as not

related to study drug.
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Age: 1 months, BW(at birth, day 1) : 1.6 kg, 2.1 kg Male, Preterm(32w),

Underlying conditions: Prematurity(32w), Congenital cytomegalovirus infection

Description of event leading to death: 29 days after the Season 1, Day 1 dose of study drug (nirsevimab)
and the same day that the Season 1, Day 31 dose of study drug (placebo) was administered, the participant
was hospitalized with acute bronchiolitis, concomitant congenital cytomegalovirus infection and severe
protein calorie malnutrition. The participant was discharged on Day 12 of hospitalization, against medical
advice, then re-hospitalized the next day with cough, an abnormal chest radiograph, vomiting and weight
loss. On Day 12 of the second hospitalization (Day 52), the participant developed cardiopulmonary arrest
and died. Autopsy findings indicated that the cause of death was acute cardiovascular and respiratory
failure, secondary to acute bronchiolitis. RSV diagnostic testing was not done. Study related nasal swab for
RSV RT-PCR was not collected (participant was admitted to an off-site hospital). The site investigator

assessed the event as not related to study drug.
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*Primary cardiac lesion for participants in the CHD/CLD cohort
*CHD/CLD = — 2 @ 72 Olsis 28

tParticipants enrolled into the preterm cohort could have uncomplicated small atrial or ventricular septal defects
or patent ductus arteriosus, OR aortic stenosis, pulmonic stenosis, or coarctation of the aorta alone
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CHD, congenital heart disease; CLD, chronic lung disease; COVID-19, Coronavirus Disease 2019; RSV,
respiratory syncytial virus; RT-PCR, reverse transcriptase-polymerase chain reaction; SARS-CoV-2,
severe acute respiratory syndrome coronavirus 2.
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