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Inhaled Nitric Oxide: Product Licence 
[EMEA 2001] 

Licensed for the treatment of newborn infants  
≥ 34 weeks gestation with hypoxic respiratory failure 
associated with clinical or echocardiographic evidence 
of pulmonary hypertension, in order to improve 
oxygenation and to reduce the need for extracorporeal 
membrane oxygenation  

 
 

  



0

10

20

30

40

50

60

LWH – Nitric Oxide 
Number of treatment episodes 

 



Using data submitted from Badgernet platform into 
the NNRD database: 
  

1. To investigate trends in iNO usage in neonates in a 
geographically defined population 
 

2. To define the extent of unlicensed (off-label) use 
of iNO in neonates. 
 

3. To describe variation in iNO use between neonatal 
units 
 

 
 

  



• Retrospective cohort study of iNO use in neonates 

 

• Badgernet – NNRD data download (2010-2015) 

 

• English neonatal units (n~165) 

 

• 6-year period, 3 epochs (2010-11, 2012-13, 2014-15) 

 

• 3 gestation bands, <29w, 29-33w, >=34w 

 

• Baby-level and unit-level analyses  



2010-2011 2012-2013 2014-2015 

Neonatal admissions  
[babies receiving > 1 day of IC] 

37885 43160 48838 

Infants treated with iNO 1296 (3.4%) 1941 (4.5%) 3112 (6.4%)* 

* p < 0.001 [2010-2011 compared with 2014-2015] 



iNO use by Gestation 
% of babies receiving > 1 day IC 

p = <0.001 



iNO use by Gestation 
% of babies receiving > 1 day IC 

p = <0.001 



iNO use by Gestation 
% of babies receiving > 1 day IC 

p = <0.001 

** p < 0.0001 [2010-2011 compared with 2014-2015] 



[Excludes units treating fewer than 5 babies] 

iNO use by Unit 
% of babies receiving > 1 day IC treated with iNO 

All babies < 29 weeks 



Summary 

1. The use of iNO increased significantly in English neonatal units 
between 2010 and 2015 with ~900 more babies treated/year. 
 

2. 55% of all infants treated with iNO are preterm < 34 weeks’ 
gestation in whom iNO is used outside its licensed indication. 
 

3. The largest proportional increase was in preterm infants (3-4 fold 
increase). 
 

4. There is wide variation in iNO usage between English neonatal 
units, especially in extreme preterm infants. 



Why has the use of iNO increased? 

• Increased familiarity with the drug, no reports of significant  
adverse safety signals in term infants 
 

• Absence of other proven treatments in preterm hypoxaemic 
respiratory failure +/- PPHN physiology 
 

• Emerging evidence of promise in specific disease conditions – 
expert consensus statements (eg. in PPHN/PPROM) 
 

• No  national guidelines/no financial restrictions on off-label use of 
iNO in preterm infants 
 

 


