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I. INTRODUCTION AND REQUESTED RELIEF 

Pursuant to the Board’s Order of May 3, 2021, the parties file this joint paper 

addressing the portions of Patent Owner’s Response (Paper No. 12), Sur-Reply 

(Paper No. 25), and Declarations of Dr. Pinal (EX2002, EX2025) that Petitioner 

believes should be struck.   

A. Issue #1: Whether Claim 1 Requires No Isolation Between Method 
Steps (B) and (C) 

Attached as Exhibits 1043 to 1046 are highlighted copies of the Patent 

Owner’s Response, Sur-Reply, Exhibit 2002, and Exhibit 2025, identifying in 

yellow the portions by page and line number or paragraph number that Petitioner 

believes should be stricken.  Portions identified with strikethrough and in black 

indicate statements the parties jointly agree should be stricken.    

Paper/Exhibit 
Petitioner Identification 
of Passages to be Stricken 

Patent Owner Identification 
of Passages to be Stricken 

Patent Owner 
Response (Paper 
No. 12) 

 5:13-15 
 5:17-6:8 
 11:5-14 
 15:12-16:5 
 Footnote 1 
 19:8-20:18 
 25:1-3 
 29:3-6 
 29:16-34:18 
 51:10-14 
 53:9-12 
 56:14-60:16 
 61:16-64:17 
 66:19-67:13 

 11:10-14 
 15:12-13 
 25:7-8 
 29:5-6, 16-17 
 34:11-17 
 53:9-12 
 56:15-16, 18 
 58:14 
 59:7 
 62:12-13 
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Ex. 2002   ¶¶ 135-140 
 ¶ 170 
 ¶¶ 274-277 
 ¶¶ 294-295 
 ¶ 304 
 ¶ 305 

None 

Ex. 2025  ¶ 90 
 ¶ 91 
 ¶ 95 
 ¶¶ 156-160 
 ¶ 256 
 ¶ 258 
 ¶ 291 

None 

Patent Owner’s 
Sur-Reply (Paper 
No. 25) 

 4:8-9 
 17:18-18:5 
 19:12 
 22:10-16 
 22:14-16 
 23:1-24:2 
 Footnote 3 

None 

B. Issue #2: Whether Claims 6 and 7 Require Actual Storage 

1. Petitioner’s Narrative: UTC’s Inconsistent Positions 
Concerning “Storage” of the Treprostinil Salt Prior to Use 

Claim 6, and its dependent claim 7, recite: “storing a pharmaceutical batch of 

a salt of treprostinil as claimed in claim 1 at ambient temperature, and preparing a 

pharmaceutical product from the pharmaceutical batch after storage.”  EX1001, 

18:12-20.  UTC argued that the claims require actual storage of the “salt of 

treprostinil” (evidenced by storage stability data) prior to using the salt to make the 

claimed pharmaceutical product and that Phares (EX1008) did not “teach or suggest 

the ‘storing’/‘storage’ limitation in these claims,” because it “provides no stability 
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data.”  POR, 11-12, 37-38, 50-52, 65; EX2002, ¶¶222, 229-230, 235-236, 251; 

EX2025, ¶¶91, 204, 211-212, 217-218, 230, 283-285.  UTC also included storage- 

specific objective indicia of nonobviousness, arguing that “neither Phares nor 

Moriarty provides any indication of . . . whether refrigerating or other measures 

would be necessary to provide stability in a batch form.”  POR, 68-69.  UTC 

continued to make this argument in its Sur-Reply, specifically stating “Phares offers 

no guidance about treprostinil or a salt thereof as a pharmaceutical batch to be stored 

and used for later making finished dosage forms. . . . Phares similarly provides no 

storage stability data for treprostinil diethanolamine[.]”  Sur-Reply, 181; see also 

id., 11-13 (“storage/storing” limitation requiring actual storage); 24-25 (relying on 

storage as objective indicia).  UTC, thus, interprets claims 6 and 7 to require actual 

storage of the “salt of treprostinil” prior to use.2 

UTC’s expert in the parallel district court proceeding, Dr. Ruffolo, opined that 

in the ̓ 901 patent, actual storage was not required.  Specifically, Dr. Ruffolo equated 

the “storage” limitation in claim 6 of the ʼ901 patent with the “storage” limitation in 

claims 6 and 8 of UTC’s U.S. Patent No. 9,593,066 and provided an identical claim 

 

1 All emphasis is added unless otherwise noted. 
2 Whether actual storage is required or not, clams 6 and 7 are invalid for the reasons 

presented in the Petitioner’s Petition and Reply.  See Paper No. 1, 43-45, 67-70; 

Paper No. 15, 6-8, 18-21, 26. 
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