
 

Filed on behalf of:  INO Therapeutics, LLC             
Entered:  November 5, 2015 

 
 

UNITED STATES PATENT AND TRADEMARK OFFICE 

_______________________ 

 
BEFORE THE PATENT TRIAL AND APPEAL BOARD 

_______________________ 

 
PRAXAIR DISTRIBUTION, INC. 

Petitioner 

v. 

INO THERAPEUTICS LLC, 
Patent Owner 

_______________________ 

Case IPR2015-00529 
U.S. Patent No. 8,846,112 B2 
_______________________ 

 

Before LORA M. GREEN, TINA E. HULSE, and 
ROBERT A. POLLOCK, Administrative Patent Judges. 

 
 

PATENT OWNER INO THERAPEUTICS LLC’S RESPONSE TO 
PRAXAIR DISTRIBUTION INC’S PETITION FOR INTER PARTES 

REVIEW OF U.S. PATENT NO. 8,846,112

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Case IPR2015-00529  
U.S. Patent No. 8,849,112 

i 

TABLE OF CONTENTS 

 
I. Introduction ...................................................................................................... 1 

II. The ’112 Patent Claims Novel Methods For Providing iNO To 
Physicians For the Safe Administration To Neonates ..................................... 5 

A. The Development of the ’112 Patent .................................................... 5 

1. The Prior Use of iNO in Neonates Suffering From 
Hypoxic Respiratory Failure Only Excluded 
Neonates Dependent on Right-to-Left Shunting, 
Not Those With Preexisting LVD .............................................. 6 

2. The Original INOT22 Study Protocol Did Not 
Exclude Neonates with Non-RTL-Dependent LVD ................... 9 

3. Unanticipated SAEs Occurred During the INOT22 
Study, the Study Was Amended, and the Rate of 
SAEs Was Significantly Reduced ............................................. 11 

B. The ’112 Patent Prosecution History .................................................. 14 

1. The PTO Considered Many References Including 
3 of the 4 References Relied Upon by Petitioner 
and Used By the Board as A Basis for Institution .................... 14 

2. Petitioner Relies on the Same Statements Patent 
Owner Overcame During Prosecution ...................................... 15 

III. Person Of Ordinary Skill In The Art ............................................................. 17 

IV. Claim Construction ........................................................................................ 18 

A. The Board Erroneously Ignored the Claim Term 
“Pharmaceutically Acceptable Nitric Oxide Gas” .............................. 18 

1. “Pharmaceutically Acceptable Nitric Oxide Gas” 
Is a Claim Limitation ................................................................ 19 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Case IPR2015-00529  
U.S. Patent No. 8,849,112 

 ii 

2. The Ordinary Meaning of “Pharmaceutically 
Acceptable” Nitric Oxide Is That Which is 
Suitably Safe for Pharmaceutical Use ...................................... 21 

B. The Board Erroneously Determined that “Providing … 
Information” is Not Functionally Related to the 
Remaining Claim Limitations Including 
“Pharmaceutically Acceptable Nitric Oxide” ..................................... 23 

1. King Is Inapposite To The Subject Claims ............................... 24 

2. The “Providing ... Information” Limitations Must 
be Included in the Prior Art Analysis Because 
They Bear a Functional Relationship to the Other 
Recited Claim Steps .................................................................. 27 

C. The Board Erroneously Disregarded Certain Claim 
Elements For Lack Of Statutory Subject Matter ................................. 33 

V. The Board’s Initial Determination Fails To Meet The Required 
Test For Anticipation ..................................................................................... 35 

A. The Board’s Initial Determination Relies on an 
Anticipation Argument Not Made by Petitioner and to 
Which Patent Owner Was Unable to Respond ................................... 36 

B. The Board’s Anticipation Finding Improperly Conflates 
Whether the Problem Solved by the Invention was 
Present in the Prior Art with Whether the Invention Itself 
was Present in the Prior Art ................................................................. 37 

C. The Board’s Initial Determination Fails to Identify the 
Presence of Every Element of the Subject Claims in a 
Single Reference .................................................................................. 38 

VI. The Board’s Initial Determination Fails To Meet The Required 
Test For Obviousness .................................................................................... 39 

A. There Are No Grounds for Obviousness Considering 
When All Substantive Claim Limitations Are Considered ................. 41 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Case IPR2015-00529  
U.S. Patent No. 8,849,112 

 iii 

1. The Board’s Initial Determination Fails to Find 
Either (a) the Identification of Neonates with LVD 
Or (b) the Exclusion of Such Patients from 
Treatment with iNO in the Prior Art ......................................... 42 

B. The Board’s Initial Determination Ignores the 
Overwhelming Evidence of Non-Obviousness ................................... 48 

1. Those of Ordinary Skill in the Art Would Not be 
Motivated to Combine Prior Art Teachings 
Regarding Adult Cardiovascular Patients with 
Prior Art Teachings Regarding Neonatal 
Cardiovascular Patients ............................................................. 49 

2. Numerous Experts and Others in the Field of 
Neonatal Cardiology Failed To Appreciate the 
Patented Method, Even After Conducting Many 
Clinical Studies of iNO on Pediatric Patients ........................... 53 

C. Petitioner Fails to Address Any of Patent Owner’s 
“Compelling” and “Persuasive” Arguments Made During 
Prosecution .......................................................................................... 56 

VII. Objective Criteria Compel A Finding That The Subject Claims 
Of The ’112 Patent Are Not Obvious ............................................................ 58 

VIII. Conclusion ..................................................................................................... 60 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Case IPR2015-00529  
U.S. Patent No. 8,849,112 

 1 

I. INTRODUCTION 

The Board’s initial determination to institute inter partes review of claims 1-

111 of the ’112 Patent (hereinafter the “subject claims”) failed to properly construe 

and consider the claimed inventions based on the intrinsic evidence, the unanimous 

opinions of both parties’ experts and those of skill in the art, and the controlling 

case law.  The ’112 Patent claims methods of providing pharmaceutically 

acceptable nitric oxide gas to physicians for the safe treatment of hypoxic 

respiratory failure in neonates.  The subject claims disclose a solution to the 

previously unknown problem that neonates suffering from hypoxic respiratory 

failure who also suffer from left ventricle dysfunction (“LVD”) have a high risk of 

serious adverse events (“SAEs”) such as pulmonary edema if they are administered 

inhaled nitric oxide (“iNO”).  The claimed solution to that previously unknown 

problem allows for the provision of iNO to physicians for its safe administration to 

critically ill infants.   

The Board  recognized the patentability of claims to similar subject matter in 

its denial of Petitioner’s requests to institute IPR of four related patents.2  The 

Board’s initial determination here is erroneous for several independent reasons.   
                                                 
1 This Response does not address claims 12-19 of the ’112 Patent. 

2 See Decision Denying Institution of Inter Partes Review of Case Nos. IPR2015-

00522, -00524, -00525 and -00526 (Paper 12) (“Decision Denying Inst.”). 
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