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Institution Decision   
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In an inter partes review instituted under this 
chapter, the petitioner shall have the burden of 
proving a proposition of unpatentability by a 
preponderance of the evidence. 
 35 U.S.C. § 316(e) 
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’501 Patent — Claim 1 
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prescriber registration 

pharmacist registration 

counseling 

pregnancy 
determination 

authorizing filling Rx 

patient registration 

retrieving information 
on ability to become 
pregnant or 
impregnate 
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Patent Owner makes additional arguments for only claims 2, 5, 6, 7, and 10.  
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Petition: Dr. Fudin’s Testimony 
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POR: Dr. Frau’s Proposed Definitions 
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Dr. Frau’s Admissions 
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Dr. Frau’s Admissions 
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Dr. DiPiro’s Admissions 
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Dr. DiPiro’s Admissions 
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Dr. DiPiro’s Admissions 
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Dr. DiPiro’s Publication 
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Standard:  
“…broadest reasonable interpretation in light of the specification.” 

Claim term in dispute:  
 

“computer readable storage medium” 
 

Petitioner: Patent Owner: 

No construction necessary. “centralized database that includes 
all registration information 
regarding the claimed prescribers, 
pharmacies, and patients” 



  
CLAIM CONSTRUCTION 

CFAD  DX - 20 Source: Paper 49, Petitioner Reply, at 7-8; Ex. 1001 at 4:50–57, 10:12–13. 

The ’501 Patent Specification 
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Dr. Frau’s Misapplication of the 
Standard 
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Dr. Frau’s Misapplication of the 
Standard 
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The Prosecution History 
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Dr. Fudin’s Testimony 
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PRIOR ART 

Source: Paper 1, Petition, at 22, 24-25, 36, 38-42, 44, 46, 57; Ex. 1005 at 901. CFAD  DX - 29 

Powell 
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Source: Paper 1, Petition, at 14, 24, 35, 40, 43-44; Ex. 1005 at 902. CFAD  DX - 30 

Powell 



PRIOR ART 

Source: Paper 1, Petition, at 24, 40; Ex. 1005 at 903. CFAD  DX - 31 

Powell 
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Source: Paper 1, Petition, at 33, 43; Ex. 1005 at 902. CFAD  DX - 32 

Powell 
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Powell 
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Powell – The Institution Decision 
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Mann 
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Mann – The Institution Decision 
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Mann – The Institution Decision 
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FDA Meeting 
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FDA Meeting 
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Vanchieri 
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Dishman 
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Dishman 
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Dishman 
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Dishman – The Institution Decision 
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Dishman – The Institution Decision 
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Petition 
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Petition 
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Petition 
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Petition 
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Petition 
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Dr. Fudin’s Testimony 
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Dr. Fudin’s Testimony 
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Dr. Fudin’s Testimony 
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Bastani 
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Dr. Fudin’s Testimony 
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CDC Meeting Materials 
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CDC Meeting Materials 
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Dr. Fudin’s Testimony 
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Dr. Fudin’s Testimony 
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Patent Owner’s Unsupported Arguments 

●  ●   ●   ●   ● 
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Patent Owner’s Response 



  
MOTIVATION TO COMBINE 

CFAD  DX - 63 Source: Paper 49, Petitioner’s Reply, at 10. 

Petitioner’s Reply 
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Mitchell 



  
MOTIVATION TO COMBINE 

CFAD  DX - 65 Source: Ex. 2064 at 951. 

Vanchieri 
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Vanchieri 
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Marwick 
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Zeldis 
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Zeldis 
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Zeldis 
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Zeldis 
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Zeldis 
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 Dr. DiPiro’s Admissions 
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 Dr. Frau’s Admissions 
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 The Institution Decision 
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 Alleged Unexpected Results – Dr. Frau 
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 Alleged Unexpected Results – Dr. DiPiro 
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