Bronchiolitis
Three successful pilot studies completed in infants

Nitric Oxide Market Dynamics for Bronchiolitis
Targeting US Bronchiolitis Patients
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Bronchiolitis Disease Overview
A leading cause of child mortality globally

The disease

Bronchitis is different from bronchiolitis(8)

• Acute inflammatory injury of the bronchioles usually caused by viral infection

Bronchitis
Inflammation and swelling of the
bronchi

• Usually affects children <2 years(1), with a peak in infants aged 3-6 months(1)

Mucus

• Leading cause of infant hospitalizations, accounting for >120,000
hospitalizations with a direct cost of at least $550 million each year(1)

Inflammation

• Most common cause is respiratory syncytial virus (RSV)(2)

Benefits of nitric oxide
• Antiviral and Antibacterial mechanisms
– Preclinical studies show high dose NO has antibacterial and antiviral properties(3-6)

• Pulmonary vasodilatory properties
– FDA/EMA approved for ~20 years

Bronchiolitis
Inflammation and
swelling of the
bronchioles

Mucus

Inflammation

No drugs approved for the treatment of bronchiolitis(9)
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Two Completed and Published Pilot Bronchiolitis Trials
First two pilot bronchiolitis trials demonstrate reduction in hospital LOS

LOS did not differ between groups. However,
in a post‐hoc analysis of a subgroup of
infants hospitalized for >24 h (n = 24), the
median LOS was shorter in the nitric oxide
(41.9 h) than in the control group (62.5 h) (P
= 0.014).

LOS (hr, Mean SD)

Length of Stay (per protocol)
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Third Bronchiolitis Pilot Study Top Line Data
Statistical significance on both the primary and secondary endpoint at 150 ppm vs. placebo and vs. 85 ppm

150 ppm vs. 85 ppm

150 ppm vs. SST

85 ppm vs. SST

2.11

2.32

0.90

95% CI

1.03, 4.31

1.01, 5.33

0.44, 1.81

P-value

0.041

0.049

NS

2.01

2.28

0.77

95% CI

1.01, 3.99

1.03, 5.06

0.40, 1.48

P-value

0.046

0.043

NS

Primary endpoint
Time to Fit-to-Discharge (FTD)
Hazard Ratio

Secondary endpoint
Hospital Length of Stay (LOS)
Hazard Ratio

Pivotal study in the US expected to start in 2021

Pivotal study delayed due to COVID-19 – Beyond Air is prepared to initiate in the fourth quarter of 2021 pandemic permitting
Company press release May 20, 2020
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