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 Pursuant to the Order Setting Oral Argument (Paper 25) at 3 the parties 

jointly provide their objections to the opposing parties’ demonstratives as set out 

below. 
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Patent Owner’s Objections to Petitioner’s Demonstratives  

Slide 36:  

 

Patent Owner objects to Petitioner’s Slide 36 as constituting new argument because 
Petitioner has relied on the ’334 patent’s priority date (i.e., September 11, 2017) 
since filing the Petition, see Petition at 5, has never asserted Milroy as a prior art 
reference and has even conceded that Milroy “need not qualify as statutory prior 
art” when responding to Patent Owner’s argument that Petitioner failed to 
demonstrate that Milroy was publicly available as of the ’334 Patent’s priority date 
(September 11, 2017), see Paper 10 at 8 n.4, and has never disputed the ’334 
Patent’s priority date.  
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Slide 47:  

 

Patent Owner objects to Petitioner’s Slide 47 as including an incorrect heading 
because Patent Owner and its expert, Dr. Stephen Davies, have consistently argued 
that under a number of conditions, (Z)-endoxifen’s instability causes rapid 
isomerization to a mixture of (Z)-endoxifen and (E)-endoxifen, including when 
exposed to elevated temperatures (i.e., heat). See, e.g., Paper 7 at 34 (citing 
EX2001 at ¶ 51 (“[A] POSA would understand that exposure to elevated 
temperatures would accelerate the isomeric conversion of (Z)-endoxifen or (E)-
endoxifen to an equilibrated mixture of (Z)-endoxifen and (E)-endoxifen.”)); Paper 
14 at 60 (citing EX2020 at ¶ 56 (“[E]levated temperatures would accelerate the 
isomeric conversion of (Z)- endoxifen . . .”)).  
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Slide 90:  

 

Patent Owner objects to Petitioner’s Slide 90 as including an incorrect heading 
because Patent Owner and its expert, Dr. Stephen Davies, have consistently argued 
that impurities can affect the pharmacokinetics of a formulation. See, e.g., Paper 7 
at 46-47 (“EX1004 is silent on whether residual solvents or other impurities might 
be present, which would make the resulting endoxifen product unsuitable for a 
pharmaceutical formulation.” (citing EX2001 at ¶ 69 (demonstrating improved 
pharmacokinetics based on impurity-free formulations), ¶ 114 (“Liu’s synthetic 
pathway is distinct from what is taught in the ’334 patent and could result in a 
different stability profile and different impurity profiles, both of which are 
important to characterize for further use of a composition for an oral 
formulation.”))); EX2020 at ¶ 111 (demonstrating improved pharmacokinetics 
based on impurity-free formulations).  
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Petitioner’s Objections to Patent Owner’s Demonstratives 

Slide 30 

Petitioner objects to the red text on slide 30 stating “and used endoxifen 
starting material with a different Z:E ratio than Liu” highlighted below: 

 
 
Petitioner believes the yellow highlighted portion is a new argument. 
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Slide 31 
 

Petitioner also objects to all of the red text on slide 31, stating “Bihovsky 
heated for 4 hours” and “Bihovsky dried the precipitates and concentrated filtrates 
of each step” as well as the black text stating “Heating time: and “Drying the 
precipitates and concentrated filtrates of each step” as highlighted below: 

 

 

Petitioner believes the yellow highlighted portions are new arguments.  
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Respectfully submitted on behalf of both parties, 

 McANDREWS, HELD & MALLOY, LTD. 
 
Dated:  October 29, 2024  By: /Alejandro Menchaca/   

Alejandro Menchaca 
Reg. No. 34,389 
Lead Counsel for Petitioner  
Intas Pharmaceuticals Ltd.
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CERTIFICATE OF SERVICE 

Under 37 C.F.R. §§ 42.6(e)(4) and 42.105, the undersigned certifies on this 

date, a true and correct copy of these Joint Objections were sent to counsel for 

Patent Owner at the following email addresses: 

Melissa M. Harwood, Ph.D (Melissa.Harwood@us.dlapiper.com) 

Susan M. Krumplitsch (Susan.Krumplitsch@us.dlapiper.com) 

Michael A. Sitzman (Michael.Sitzman@us.dlapiper.com) 

SeattlePTABDocket@us.dlapiper.com 

Dated: October 29, 2024    By: /Alejandro Menchaca/   
 Alejandro Menchaca 
 Reg. No. 34,389 

Lead Counsel for Intas Pharmaceuticals 
Ltd.  
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