


KSR Decision

 |In KSR v. Teleflex, Supreme Court ruled in 2007
that CAFC analyzed the obviousness issue in a
narrow, rigid manner inconsistent with 103 and
precedents.

KSR did not abolish TSM test. The court instead
opposed the rigid application of TSM test. A
more flexible approach that takes ordinary
creativity and skill into account should be used




Issue of Eisal Co. v. Dr. Reddy’s Lab

e What is the current test for chemical
obviousness?




Case Study

e Plaintiff

— Elisal Co. Ltd. (“Eisal”)
e Patentee to US 5,045,552 (‘552)

e Defendants

— Dr. Reddy’s Laboratories, Ltd., Dr. Reddy’s
Laboratories, Inc., Teva Pharmaceuticals USA, INC.
(“Dr. Reddy’s”)

 The accused infringer




Trial In District Court

 DC ruled that Dr. Reddy’s infringed ‘552
patent and Dr. Reddy’s failed to prove
Inequitable conduct of Eisal.

 Dr. Reddy’s appealed to the CAFC
arguing ‘552 patent is invalid for
obviousness and is unenforceable for
Inequitable conduct of Eisal.




Trial in CAFC — 103 analysis

« Ultimately, Obviousness under 103 Is a
legal question but It Is based on underlying
fact

e Based on Graham v. John Deere, the
factual determinations include:

— Scope and content of the prior art
— Level of ordinary skill in the art

— Difference between the claimed invention and
the prior art

— Evidence of secondary factors




Trial In CAFC — Graham v. John Deere

* In chemical art, for the factual inquiry of factor 3
(difference between prior art and claimed
Invention) the focus is on the structural
similarities between the two compound.

Usually the analysis is based on identifying a
lead compound in the prior art and find a
motivation to modify the compound to achieve
the claimed compound.

In light of KSR, such motivation need not to be
explicitly stated in the prior art.




Trial iIn CAFC — Dr. Reddy’s argument

o ‘552 claims rabeprazole and its salts.

e Dr. Reddy’s argues that ‘552 claims are
obvious In view of a combination of three

prior art, in which one of them discloses
Lansoprazole, a compound structurally
similar to rabeprazole.

Rabeprazole

on Eisai v. Dr Reddy’s Lab




Trial in CAFC — Lead Compound

 Dr. Reddy’s selected lansoprazole as the
lead compound to argue obviousness of
552’

 Dr. Reddy’s identify a reference disclosing
that fluorine-substituted group increase
lipophilicity.




Trial In CAFC - KSR

 Under KSR, the compound may have been
obvious Iif there was a design need or market
pressure to solve the problem and there were a
finite number of identified, predictable solutions.

There is no reason shown that one of skilled in
the art would drop the group that gave the
compound the increased lipophilicity.

Therefore such modification Is not an
identifiable, predictable solution.




Trial iIn CAFC - Verdict

e The court concluded that '552 Is not
obvious.

e The court also emphasize that in post
KSR, “a prima facie case of obviousness
for a chemical compound still, in general,
begins with the reasoned identification of a
lead compound.”




