
 

 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
_________________ 

BEFORE THE PATENT TRIAL AND APPEAL BOARD 
_________________ 

LUPIN LTD. and LUPIN PHARMACEUTICALS INC.   

Petitioners,  

v. 

HORIZON THERAPEUTICS, LLC   
 

Patent Owner. 
_________________ 

IPR2018-00459 

PETITION FOR INTER PARTES REVIEW OF U.S. PATENT NO. 9,561,197  
 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

 

TABLE OF CONTENTS 

Page 

I. INTRODUCTION ......................................................................................... 1 
II. MANDATORY NOTICES (37 C.F.R. § 42.8) ............................................ 4 

A. Real Parties-in-Interest ....................................................................... 4 
B. Related Matters ................................................................................... 4 
C. Lead and Backup Counsel (37 C.F.R. § 42.8(b)(3)) and Service 

Information (37 C.F.R. § 42.8(b)(4)) ................................................. 5 
III. TECHNICAL BACKGROUND ................................................................... 6 

A. Nitrogen Scavenging Drugs ................................................................ 6 
1. Phenylacetate ............................................................................. 6 

2. Sodium Phenylbutyrate ............................................................ 8 

3. Glyceryl Tri-[4-Phenylbutyrate] ............................................. 9 

B. PAA Toxicity ...................................................................................... 10 
C. Phenylacetate Saturability ................................................................ 13 
D. Dose Optimization Based on the PAA:PAGN Ratio Was Known 15 

IV. SUMMARY OF THE ’197 PATENT AND ITS PROSECUTION 
HISTORY ..................................................................................................... 16 
A. Specification ....................................................................................... 16 
B. Claims ................................................................................................. 18 
C. Overview of Prosecution History ..................................................... 19 
D. Differences Between Petitioner’s Unpatentability Arguments and 

Arguments Raised During Prosecution ........................................... 25 
V. PAYMENT OF FEES (37 C.F.R. § 42.103) .............................................. 27 
VI. GROUNDS FOR STANDING (37 C.F.R. § 42.104(a)) ............................ 27 
VII. PERSON OF ORDINARY SKILL IN THE ART .................................... 27 
VIII. CLAIM CONSTRUCTION ........................................................................ 28 
IX. STATEMENT OF THE PRECISE RELIEF REQUESTED AND THE 

REASONS THEREFORE (37 C.F.R. §§ 42.22(a) and 42.104(b)) .......... 29 
A. Scope and Content of Prior Art ....................................................... 29 

1. Enns 2010 ................................................................................. 29 

2. MacArthur ............................................................................... 31 

3. Piscitelli .................................................................................... 35 

B. Claims 1 and 2 are Unpatentable as Obvious ................................. 37 
C. Lack of Secondary Considerations .................................................. 44 

1. No Unexpected Results ........................................................... 45 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

 ii 

2. No Commercial Success .......................................................... 46 

3. No Teaching Away .................................................................. 47 

X. CONCLUSION ............................................................................................ 50 
 
 
  

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

 iii 

TABLE OF AUTHORITIES 
PAGE 

Cases 

Allergan, Inc. v. Sandoz, Inc.,  

726 F.3d 1286 (Fed. Cir. 2013) ............................................................................ 38 

Alza Corp. v. Mylan Labs., Inc.,  

464 F.3d 1286 (Fed. Cir. 2006) ............................................................................ 38 

Biomarin Pharm., Inc. v. Genzyme Therapeutic Products Ltd. P’ship,  

IPR2013-00534, Paper 81 (P.T.A.B. Feb. 23, 2015) ....................................... 3, 43 

Celltrion, Inc. v. Genentech, Inc.,  

IPR2017-01374, Paper 15, at 17-18 (P.T.A.B. Dec. 1, 2017) .............................. 44 

Cuozzo Speed Techs. LLC v. Lee,  

136 S. Ct. 2131 (2016) .......................................................................................... 28 

Hoffmann-La Roche Inc. v. Apotex Inc.,  

748 F.3d 1326 (Fed. Cir. 2014) ............................................................................ 45 

In re Applied Materials, Inc.,  

692 F.3d 1289 (Fed. Cir. 2012) ....................................................................... 3, 43 

Innovention Toys, LLC v. MGA Entm’t, Inc.,  

637 F.3d 1314 (Fed. Cir. 2011) ............................................................................ 11 

KSR Int’l Co. v. Teleflex Inc.,  

550 U.S. 398 (2007) .............................................................................................. 27 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

 iv 

Limelight Networks, Inc. v. Massachusetts Institute of Technology,  

IPR2017-00249, Paper 9 (P.T.A.B. May 18, 2017) ............................................. 26 

Mayo Collaborative Services v. Prometheus Labs. Inc.,  

132 S. Ct. 1289 (U.S. 2012) ........................................................................... 24, 25 

Pfizer, Inc. v. Apotex Inc.,  

480 F.3d 1348 (Fed. Cir. 2007) ............................................................................ 44 

PharmaStem Therapeutics, Inc. v. ViaCell, Inc.,  

491 F.3d 1342 (Fed. Cir. 2007) ............................................................................ 44 

Unified Patents, Inc. v. Berman,  

IPR2016-01571, Paper 10 (P.T.A.B. Dec. 14, 2016) ........................................... 25 

Statutes 

35 U.S.C. § 101 ........................................................................................................ 25 

35 U.S.C. § 102 ........................................................................................... 30, 31, 35 

35 U.S.C. § 103 ................................................................................................. 29, 50 

35 U.S.C. § 311 .......................................................................................................... 1 

35 U.S.C. § 312 .......................................................................................................... 1 

35 U.S.C. § 313 .......................................................................................................... 1 

35 U.S.C. § 314 .......................................................................................................... 1 

35 U.S.C. § 315 .......................................................................................................... 1 

35 U.S.C. § 316 .......................................................................................................... 1 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


