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Intellectual Property [IP] 

Refers to creations of the mind which includes 

INVENTIONS 

 

Two Categories – 

• Industrial Property 

• Copyright 

 

There are several compelling reasons to PROMOTE and 

PROTECT IP through efficient and equitable IP System 

 

1967: WIPO provided list of subject matter protected by 

IP rights 

• SCIENTIFIC WORKS  

• SCIENTIFIC DISCOVERIES 



The pharmaceutical products 

including, but not limited to, 

formulations, processes, medical 

devices, diagnostic kits, etc., for 

example, resulting from scientific 

works and discoveries have been 

protected by IP rights by issuance 

and grant of Patent to the 

generator (innovator) of IP.  
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INTELLECTUAL PROPERTY [IP] 

•Creation/Generation of NEW knowledge 

 

•Novel 

 

•Innovative 

 

 novelty + innovation  PATENT 

 

•Protection of IP -- PATENT 



 !! IP  WORTH !! 

US Patent 4,786,505 [2007] 

PRILOSEC  $ > 1.2B 

US Patent 5,427,798 [2013] 

WELBUTRIN XR  $ > 900M 

US Patent 6,663,720 [2020] 

LIALDA    $ = 1B 



PATENTABILITY 



IVIVC 



          IP          PATENT 

• NOVELTY 

• INNOVATION  

• (non)OBVIOUS 

• (non)INHERENT 

• OTHERS 



DISSOLUTION 

 

 

 

The process by which a solid 

substance enters into the solvent to 

yield a solution. It is the process by 

which a solid substance dissolves. 



PATENTS 

   

 

 

An official document granting a 

right or privilege to an inventor for  

a term of years the only right to  

make, use or sell his or her  

invention 



Terŵs/TerŵiŶology ….1 

Novelty ---- 

 First time ever ….. 
 

Innovation ---- 

 First time for what is already 

 known 

 

Both are required to support a 

patent claim  



Intellectual Property 

Claims ! 

Claims !! 

CLAIMS !!! 

CLAIMS !!!! 



DISSOLUTION TESTING 

 



Intellectual Property [IP] 



API [Sugar Cube] 









API DISSOLVED  

IN DISSOLUTION MEDIUM !!! 



NOVELTY 
 
 

INNOVATION 
 
 

!! INHERENCY !! 



IN VITRO  DISSOLUTION 

!! INHERENT !! 

 

 

 

NON PATENTABLE !! 
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Claim language 

   77.  “…wherein upon oral 
administration of a single dose of the 

composition to a human subject, the 

composition provides an oxymorphone 

Cmax of at least 50% higher when the 

dose is administered to the subject 

under fed as compared to fasted 

conditions…” 

Cmax Food Effect 
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Cmax Food Effect 

“Maloney‘s express 
teachings render the 
claimed controlled release 
oxymorphone formulations 
obvious, and the claimed 
‘food effect‘ adds nothing of 
patentable consequence”  

DTX-0019  at 1070. 

Federal Circuit found food effects 

to be inherent 
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AUC Food Effect 

“Maloney‘s express 
teachings render the 
claimed controlled 
release oxymorphone 
formulations obvious, 
and the claimed ‘food 
effect‘ adds nothing of 
patentable consequence”  

Federal Circuit found food effects 

to be inherent 

DTX-0019  at 1070. 



PHARMACEUTICAL FORMULATION 

                   API  + EXCIPIENTS  

 

                                      Process 

 

 

     PHARMACEUTICAL DOSAGE FORM 



DOSAGE FORM 

IN VITRO DISSOLUTION OF API 

FROM DOSAGE FORM 

 

 

 

 

 

Q%/T1        NOVELTY 

Q%/T2        INNOVATION 

Q%/T3        !! PATENTABLE !! 
 

 



US PATENT 6,344,215 

1. A modified release methylphenidate 

hydrochloride capsule comprising 

immediate release (IR) and extended 

release (ER) methylphenidate-containing 

beads …………… aŶd wheŶ the iŵŵediate 
release and the extended release beads are 

mixed in the amounts shown in the 

following table and tested using USP 

apparatus 2 at 50 rpm in 500 ml Water, 

the mixed beads release methylphenidate 

approximately in the percentages shown in 

the following table based on the total 

methylphenidate:  



US PATENT 6,344,215 

 

 

 



US PATENT 7,682,268 

 

 1. A method for treating insomnia, comprising 
the steps of: administering a solid 

pharmaceutical composition comprising 
zolpidem or a pharmaceutically acceptable 
salt thereof  to a subject prone to insomnia, 
the pharmaceutical composition further 
comprising a buffer,  

     wherein the buffer raises the pH of saliva to  

     a pH of about 7.8 or greater,  
     wherein zolpidem is absorbed across a  
     permeable membrane of the subject’s oral  
     mucosa, and  
     wherein at least 75% of the solid  

     pharmaceutical composition dissolved  

     within about 10 minutes or less within an  
     oral cavity following administration. 



US PATENT 7,682,628 



US PATENT 7,682,628 



 !! WORTH OF IP !! 

US Patent 4,786,505 [2007] 

PRILOSEC  $ > 1.2B 

US Patent 5,427,798 [2013] 

WELBUTRIN XR  $ > 900M 

US Patent 6,663,720 [2020] 

LIALDA    $ = 1B 



THANK YOU 

 

Dhanyawaad !! 

 

 

 

umeshbanakar@juno.com 



Please …. 

 

• Only easy/simple 

questions that I can 

answer !!!! 



Umesh V. Banakar, PhD 

++ 317 440 7784 

umeshbanakar@juno.com 


