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 Introduction 

The claims of the ‘438 patent are directed to treating prostate cancer by 

administering therapeutically effective amounts of abiraterone acetate (“AA”), a 17 

α-hydroxylase/C17,20-lyase inhibitor ("CYP17 inhibitor"), in combination with 

prednisone, a glucocorticoid.  The prior art taught use of AA as an effective anti-

cancer agent which suppresses testosterone synthesis in prostate cancer patients. 

AMG Ex. 1002, ¶¶ 26, 45, 56, 58.  The prior art also taught that the combination of 

ketoconazole and prednisone is safe and effective in treating human patients with 

hormone-refractory advanced prostate cancer.  AMG Ex. 1004, Abstract, pp. 1177-

1178, 1179.  A POSA would have been motivated to combine AA and a 

glucocorticoid, like prednisone, in view of the express teachings of the prior art.  

And the POSA would have expected that such a combination would result in a safe 

and effective treatment of prostate cancer.  None of the arguments presented by the 

Patent Owner changes this conclusion. 

 Claim Construction 

In the Institution Decision (“ID”), the Board construed a number of terms 

from the claims of the ’438 patent.  Of those construed terms “treat,” “treating,” 

and “treatment” were construed to mean “include the eradication, removal, 

modification, management or control of a tumor or primary, regional, or metastatic 

cancer cells or tissue and the minimization or delay of the spread of cancer.”  ID, 
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Paper 14 at 5.  The Patent Owner agrees with this construction.  PO Response at 8.  

Subsequent to filing their Response, the Patent Owner sought and received 

permission to file the Markman Order from the co-pending District Court 

litigation.  Because the District Court construction of these terms is narrower than 

the construction in the ID, the District Court construction is not the “broadest 

reasonable construction in light of the specification,” and is thus irrelevant to the 

current proceeding.  37 C.F.R. § 42.100(b); see In re Cuozzo Speed Techs., LLC, 

793 F.3d 1268, 1275–79 (Fed. Cir. 2015), cert. granted sub nom. Cuozzo Speed 

Techs. LLC v. Lee, 136 S. Ct. 890 (mem.) (2016).  Petitioners therefore believe no 

change in the claim construction from the ID is warranted, especially in view of the 

agreement of the Patent Owner to the construction in the Institution Decision.  SAS 

Institute, Inc. v. ComplementSoft, LLC, 825 F.3d 1341, 1351 (Fed. Cir. 2016). 

 The Claims are a Combination of Two Known Elements for a 
Predictable Result 

 A POSA would have expected that AA to treat prostate cancer 
might require co-administration of a GC based on the disclosures 
in the prior art regarding the predicted impact of AA on the 
adrenal steroid synthesis pathway 

As Patent Owner admits, AA and ketoconazole are both CYP 17 inhibitors.  

(See Preliminary Response at Figures 1, 2).  The prior art, including Barrie and 

O’Donnell, disclose that (1) the CYP 17 enzyme has two separate activities in the 

adrenal androgen synthesis pathway, a 17α-hydroxylase and a C 17,20 lyase 

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.


