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Claims 1-19 of the ʼ112 patent are unpatentable as obvious in view of 
Bernasconi, the INOMAX label, Loh, and Goyal 

 
U.S. Pat. No. 

8,846,112 
INOMAX label (Ex. 1014), Bernasconi (Ex. 1004), Loh (Ex. 

1006), and Goyal (Ex. 1007) 
CLAIM 1  

A method of 
providing 
pharmaceutically 
acceptable nitric 
oxide gas, the method 
comprising: 

INOMAX label teaches providing pharmaceutically acceptable 
nitric oxide gas for treatment: 

Ex. 1014 (INOMAX label) at 4. 

obtaining a cylinder 
containing 
compressed nitric 
oxide gas in the form 
of a gaseous blend of 
nitric oxide and 
nitrogen; 

INOMAX label teaches obtaining a cylinder containing 
compressed nitric oxide gas in the form of a gaseous blend of 
nitric oxide and nitrogen. 

Ex. 1014 (INOMAX label) at 1. 
 

Ex. 1014 (INOMAX label) at 6-7. 
 

supplying the 
cylinder containing 
compressed nitric 
oxide gas to a 
medical provider 
responsible for 
treating neonates who 
have hypoxic 
respiratory failure, 

INOMAX label teaches supplying compressed nitric oxide gas 
to treat neonates with hypoxic respiratory failure including 
some who do not have left ventricular dysfunction. 

Ex. 1014 (INOMAX label) at 1. 
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U.S. Pat. No. 
8,846,112 

INOMAX label (Ex. 1014), Bernasconi (Ex. 1004), Loh (Ex. 
1006), and Goyal (Ex. 1007) 

including some who 
do not have left 
ventricular 
dysfunction; 

Ex. 1014 (INOMAX label) at 6-7. 
 

Ex. 1014 (INOMAX label) at 2. 
 

Ex. 1014 (INOMAX label) at 4. 
providing to the 
medical provider (i) 
information that a 
recommended dose of 
inhaled nitric oxide 
gas for treatment of 
neonates with 
hypoxic respiratory 
failure is 20 ppm 
nitric oxide and (ii) 
information that, in 
patients with pre-
existing left 
ventricular 
dysfunction, inhaled 
nitric oxide may 
increase pulmonary 
capillary wedge 

The content of the INOMAX label is information provided to a 
medical provider. 

Ex. 1014 (INOMAX label) at i. 
 
INOMAX label teaches the recommended dose of inhaled nitric 
oxide gas for the treatment of neonates with hypoxic 
respiratory failure is 20 ppm nitric oxide. 
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U.S. Pat. No. 
8,846,112 

INOMAX label (Ex. 1014), Bernasconi (Ex. 1004), Loh (Ex. 
1006), and Goyal (Ex. 1007) 

pressure (PCWP), 
leading to pulmonary 
edema, the 
information of (ii) 
being sufficient to 
cause a medical 
provider considering 
inhaled nitric oxide 
treatment for a 
plurality of neonatal 
patients who (a) are 
suffering from a 
condition for which 
inhaled nitric oxide is 
indicated, and (b) 
have pre-existing left 
ventricular 
dysfunction, to elect 
to avoid treating one 
or more of the 
plurality of patients 
with inhaled nitric 
oxide in order to 
avoid putting the one 
or more patients at 
risk of pulmonary 
edema. 

Ex. 1014 (INOMAX label) at 6. 
 

Ex. 1014 (INOMAX label) at 2. 
 
INOMAX label contains INDICATIONS and 
CONTRAINDICATIONS: 

Ex. 1014 (INOMAX label) at 4. 
 
Bernasconi also teaches the recommended dose of inhaled 
nitric oxide gas for treating neonates with hypoxic respiratory 
failure is 20 ppm nitric oxide. 

Ex. 1004 (Bernasconi) at 3. 
 

Ex. 1004 (Bernasconi) at 8. 
 
Bernasconi teaches the possibility of pulmonary edema upon 
administering inhaled nitric oxide to a patient with left 
ventricular dysfunction. 
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U.S. Pat. No. 
8,846,112 

INOMAX label (Ex. 1014), Bernasconi (Ex. 1004), Loh (Ex. 
1006), and Goyal (Ex. 1007) 

Ex. 1004 (Bernasconi) at 8. 
 
Loh teaches measuring wedge pressure in patients in its study. 

Ex. 1006 (Loh) at Abstract. 
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U.S. Pat. No. 
8,846,112 

INOMAX label (Ex. 1014), Bernasconi (Ex. 1004), Loh (Ex. 
1006), and Goyal (Ex. 1007) 

 
Ex. 1006 (Loh) at 2780-81. 
 
Loh teaches patients with left ventricular dysfunction show an 
increase in wedge pressure upon treatment with inhaled nitric 
oxide. 

 
Ex. 1006 (Loh) at 2780. 
 

 
Ex. 1006 (Loh) at 2781. 

 
Ex. 1006 (Loh) at 2781, Table 1. 
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