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MADEY v. DUKE UNIV.
(2002), cert. denied

Strictly Limited Research Exemption

» Research exception is “very narrow and
strictly limited”

= Disqualifie Ightest commercial
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RESEARCH EXEMPTION FROM
INFRINGEMENT

= 35 USC 271(e)(1) “safe harbor”

= “|t shall not n act of infringement to make,
use, offer to se | within the United States
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INTEGRA V. MERCK KGaA
(2003)

Narrow Safe Harbor for Tools

= New life for tool patents

= Drug candi identification and pre-
cllm al studie tected by “safe harbor”
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UNIV. ROCHESTER v.

G. D. SEARLE (2004)
Challenge to Reach-Through Claims

= Claims held invalid
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BAYER AG v. HOUSEY
(2003)

Offshore Loophole for Tool Use

= No infringement of U.S. tool patent when
used outside

= B Ing method in Germany




KINIK CO. v. ITC (2004)

Importation of Product Made by
U.S. Patented Process - Trade Law

= Use of a process outside U.S. violates
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NON-SPECIFIC

PATENTING ISSUES
Anticipating Litigation

= Claims drafted for court interpretation

= Claim structu ultiple independent claim
alternatives

= Equivalen
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PATENTING
RECOMMENDATIONS

Minimizing Risk Exposure

= “A patent Is a rlght to go to court”
= Focus on liti perspective

= Legal arxg-b Strategy to anticipate and
coverh eI '
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RECOMMENDATION
FOR RISK MANAGEMENT

Opinion Letters

* Freedom to operate (clearance) opinion
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RECOMMENDATION
FOR LICENSING

Strategies

= Define the licensed technology
consistent wi atent claims

fine nsistent with
Inti _

ochester
lclal
Llcerﬁ deS|gn a

les If supporited

. |

D, |itiga'mJ

v




IP in the LIFE SCIENCES INDUSTRY
Genomic Pharmaceuticals

RESEARCH TOOL PATENTS
U.S. Litigation and Licensing

I. ‘




