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Seminar ObjectiveSeminar Objective

•• What is a patent?What is a patent?

•• How much diligence is due?How much diligence is due?

•• How do I invest or build a How do I invest or build a 
business around patents?business around patents?
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What must a patent contain?What must a patent contain?
NoveltyNovelty

35 U.S.C. 35 U.S.C. §§ 102 102 

Not know or used by others prior to the date of Not know or used by others prior to the date of 
application; not published by any party more than 1 application; not published by any party more than 1 
year from application; and not offered for use or sale year from application; and not offered for use or sale 
more than one year prior to applicationmore than one year prior to application

NonNon--obviousnessobviousness

35 U.S.C. 35 U.S.C. §§ 103 103 

A person of ordinary skill A person of ordinary skill ““in the artin the art”” should not be should not be 
able to obviously practice the inventionable to obviously practice the invention

Reduction to Reduction to 
Practice & UsefulPractice & Useful

35 U.S.C. 35 U.S.C. §§ 101 101 

The patent must disclose the precise methodology The patent must disclose the precise methodology 
whereby a person skilled in the art can whereby a person skilled in the art can ““practice the practice the 
inventioninvention”” and should have some utility or meet and should have some utility or meet 
some needsome need
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IP Chronology: ConventionalIP Chronology: Conventional

The conventional perspective is “discontinuous”. 

Past FuturePresent

Pendency Period

Statutory life

Application Issuance Expiration

Subsequent ArtPrior Art INTELLIGENCEINTELLIGENCE
GAPGAP
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IP Chronology: ConventionalIP Chronology: Conventional

The “Intelligence Gap” widens along with pendency period . 

Prior Art

Past FuturePresent

Pendency Period

Statutory life

INTELLIGENCE GAPINTELLIGENCE GAP

If the Utility Life Cycle ≤
Pendency Period, business

risk is amplified 

Application Issuance Expiration



The Operating System for the Knowledge Economy              ©2002The Operating System for the Knowledge Economy              ©2002

* Source:  WIPO; The Patent Cooperation Treaty (PCT) in 2000; Geneva, February 13, 2001

International Patent Filings (“PCT’s”)*
CY 1978 through CY 2000

We’re evolving into a global, knowledge-driven economy. 

Background: GlobalBackground: Global
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•• More data More data -- information overloadinformation overload
•• Higher probability of overlapping initiatives Higher probability of overlapping initiatives --

inefficientinefficient resource managementresource management
•• Increasing globalization of IP Increasing globalization of IP -- higher stakes on higher stakes on 

R&D investmentsR&D investments
•• Longer time intervals between patent filing and Longer time intervals between patent filing and 

issuance (pendency period) issuance (pendency period) -- increasing increasing 
vulnerability to infringementvulnerability to infringement

Increasing need for reliable, auditable, relevant information. 

Background: Net ResultBackground: Net Result
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TerminologyTerminology
Statutory Validity Commercial Validity Risk Mitigation

Level 1: 
The process by 
which the legal 
aspects of the 

patenting process, 
the assignment of the 
patent and its current 

status as related to 
international filings 

and maintenance fees 
are all verified.

Level 2: 
The process by which the 
uniqueness of the property 

is evaluated, thereby 
establishing whether the 
patent is a genuine asset 

or a liability. Since a 
patent is a limited 

monopoly to exclude 
others, failure to meet the 
standard may reduce or 

eliminate any independent 
commercial value the 
patent may have had.

Level 3: 
The process by which 
the patent is evaluated 
for potential liabilities, 

the degree of risk 
associated with such 

liabilities and the 
possible strategies by 
which such liabilities 

may be reduced or 
completely eliminated.
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Statutory ValidityStatutory Validity

•• Identify relevant jurisdiction and patent standardIdentify relevant jurisdiction and patent standard
–– What country laws apply?  Are markets protected?What country laws apply?  Are markets protected?

•• Review first Review first ““enabling disclosureenabling disclosure”” and time to and time to 
patent applicationpatent application
–– Did someone publish the Did someone publish the ““crown jewelscrown jewels”” before securing before securing 

IP?IP?
•• Evaluate claims vs. intended use(s)Evaluate claims vs. intended use(s)

–– Patents are exclusionary rights, not affirmative.  Patents are exclusionary rights, not affirmative.  
Therefore, establishing dependency limits downTherefore, establishing dependency limits down--stream stream 
infringement riskinfringement risk
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How much diligence is due?How much diligence is due?
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Due Diligence ObjectivesDue Diligence Objectives

•• Statutory ValidityStatutory Validity
–– Breadth of coverage + International scopeBreadth of coverage + International scope

•• Commercial ValidityCommercial Validity
–– True Innovation or the True Innovation or the ““Thesaurus PatentThesaurus Patent””
–– Delimitations and LimitationsDelimitations and Limitations

•• Risk mitigationRisk mitigation
–– Likely challengers and probability of successLikely challengers and probability of success
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Classic IP due diligence stepsClassic IP due diligence steps

•• Collect and review patent documents, publications, Collect and review patent documents, publications, 
and other corporate materials to evaluate procedural and other corporate materials to evaluate procedural 
compliancecompliance

•• Conduct keyword searches for obvious overlapping Conduct keyword searches for obvious overlapping 
patentspatents
–– USPTO, JPO, EPO, WIPO, Derwent, othersUSPTO, JPO, EPO, WIPO, Derwent, others……

•• Consult with an attorney for a positive opinion letter Consult with an attorney for a positive opinion letter 
as to affirmative statements visas to affirmative statements vis--àà--vis granted rightsvis granted rights
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Keyword Search ExampleKeyword Search Example
•• Amino Acid SequenceAmino Acid Sequence

–– U.S.    > 10,300 patentsU.S.    > 10,300 patents
–– WIPO <50 patentsWIPO <50 patents
–– JPO  >1,400 patentsJPO  >1,400 patents

•• Target KinaseTarget Kinase
–– U.S.  > 50 patentsU.S.  > 50 patents
–– WIPO <10 patentsWIPO <10 patents
–– JPO <10 patentsJPO <10 patents

•• Drug DiscoveryDrug Discovery
–– U.S.  1 patentU.S.  1 patent
–– WIPO  <20 patentsWIPO  <20 patents
–– JPO <20 patentsJPO <20 patents

??
????

??
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Commercial ValidityCommercial Validity

•• Is the patent Is the patent 
UNIQUE?UNIQUE?

•• Is the patent Is the patent 
DEPENDENT?DEPENDENT?
–– If so, on whom?If so, on whom?
–– If not, are there If not, are there 

public domain public domain 
reasons why?reasons why?

19

19
33

10
19

Redundant Concurrent
RetroLimit Prospective Limit
Clean
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Patent ConceptPatent Concept--driven Uniqueness driven Uniqueness 
TestingTesting

•• ChildrenChildren’’s Hospital of s Hospital of 
Boston patent licensed Boston patent licensed 
by KERYX by KERYX 
Biopharmaceuticals for Biopharmaceuticals for 
identifying drug identifying drug 
candidates for candidates for ““kinase kinase 
functional genomicsfunctional genomics””
–– 43 patents that predate 43 patents that predate 

platform with considerable platform with considerable 
redundancy in key elementsredundancy in key elements
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Who thinks they own it too?Who thinks they own it too?

•• Identification of parties already holding patents Identification of parties already holding patents 
claiming or describing overlapping compounds or claiming or describing overlapping compounds or 
useuse
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Risk MitigationRisk Mitigation

•• Inconsistency between Inconsistency between ““searchsearch”” logic and real lifelogic and real life
–– Patents written to confuse Patents written to confuse –– keyword keyword ““due diligencedue diligence”” isnisn’’tt

•• Thesaurus Patents arenThesaurus Patents aren’’t assets, theyt assets, they’’re liabilitiesre liabilities

•• Know who else is playing (noticed or unnoticed) to gauge risk Know who else is playing (noticed or unnoticed) to gauge risk 
acceptabilityacceptability
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But I thought that the Patent Office But I thought that the Patent Office 
reviewed all that!reviewed all that!

Concurrent patents

Delimiting Innovation

Limiting Innovation

How unique – how thorough the review?



The Operating System for the Knowledge Economy              ©2002The Operating System for the Knowledge Economy              ©2002

Market ImpactMarket Impact

2.5 month lead time on 2.5 month lead time on 
predicting a one day loss of predicting a one day loss of 
>53% market cap (TKTX) >53% market cap (TKTX) 
with an associated 10% up with an associated 10% up 

tick for Amgen.tick for Amgen.

Patents all Patents all ““validvalid”” per per patent patent 
officesoffices and and opinion lettersopinion letters
but nonbut non--novel upon more novel upon more 

careful analysiscareful analysis
Short positions netted one large Short positions netted one large 

investment bank >$100mminvestment bank >$100mm
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Assets vs. LiabilitiesAssets vs. Liabilities

•• Patents are Patents are not necessarilynot necessarily assetsassets
–– Redundant, Plagiarized, Dependent on other Redundant, Plagiarized, Dependent on other 

protected properties, Reprotected properties, Re--patented patented 
•• You get to sue to establish titleYou get to sue to establish title
•• You get to pay the success tariffs (read You get to pay the success tariffs (read ““infringement infringement 

damagesdamages””))

•• Mitigate liability by identify threats prior to Mitigate liability by identify threats prior to 
commercial successcommercial success
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License (the right patents) License (the right patents) 
Early & OftenEarly & Often

•• Objective assessment of uniqueness can right Objective assessment of uniqueness can right 
size licensing costssize licensing costs

•• Licensing during R&D provides more Licensing during R&D provides more 
leverage than when product dependencies leverage than when product dependencies 
have been establishedhave been established

•• Identify patents upon which competitors rely Identify patents upon which competitors rely 
but about which competitors are unawarebut about which competitors are unaware



The Operating System for the Knowledge Economy              ©2002The Operating System for the Knowledge Economy              ©2002

Objective StandardsObjective Standards

•• Lessen reliance on the Lessen reliance on the 
““lobbyinglobbying”” of interested of interested 
parties parties –– both patent holders both patent holders 
and investorsand investors

•• Provides adequate risk rating Provides adequate risk rating 
for investorfor investor’’s capital s capital 
allocationsallocations

•• Reduces risk of Reduces risk of ““post successpost success””
litigationlitigation

•• Focuses management on IP Focuses management on IP 
quality and protection quality and protection –– after after 
all, the IP all, the IP ISIS your exityour exit
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