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On April 30, 2007, the United States Supreme Court issued
a decision in the case of KSR International Co. vs. Teleflex
Ltd ("KSR"). The KSR decision focused on the criteria for
inventive step to be applied in examining patentability.
KSR is considered by many to be among the most
important patent-related decisions in many years that
may have far-reaching consequences.

The KSR decision criticized the rigid application of the TSM
test ("Teaching, Suggestion, Motivation") for determining
inventive step. Prior to KSR, the Court of Appeal for the
Federal Circuit (CAFC), the highest legal authority for
hearing intellectual property cases in the U.S. and the
USPTO relied almost exclusively on the TSM test for
determining obviousness.

In KSR the Supreme Court noted that "A factfinder should
be aware, of course, of the distortion caused by hindsight
bias and must be cautious of arguments reliant upon ex
post facto reasoning”. However, the Court gave ample
examples of obvious analysis, which are proper in the eyes
of the Court and which seem to be based on post-facto
analysis and call for hindsight bias.

The KSR decision was accepted with mixed feelings by
patent professionals: some felt that the Supreme Court did
nothing more than call the CAFC to order in response to a
bad decision handed down by the CAFC, while others were
worried that under the new standards set by KSR, almost
everything under the sun made by man will be considered
obvious.

The patent at issue in KSR concerned a mechanical
invention (directed to a vehicle control pedal). Mechanics
and engineering belong to predictable arts, in which a
prediction on the outcome can reasonably be made. In
contrast life sciences, chemistry and medicine are non-
predictable arts in which prediction is more difficult and
less certain. For example, it is usually impossible to predict
the nature of the biological effect of a molecule or
biological agent without actual testing. Thus, the question
was, and to some extent still remains, as to the implications
of KSR on the non-predictable arts.
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of inventions in the non-predictable arts by U.S
Patent Office and Courts

Following the KSR decision, the USPTO published new
"Examination guidelines for determining obviousness..."*
The main change reflected in the new guidelines is that:

"The prior art reference (or references when
combined) need not teach or suggest all the claim
limitations; however, Office personnel must explain
why the difference(s) would have been obvious to
one of ordinary skill in the art."

These guidelines, when initially published, were viewed as
alarming. Now, more than 18 months after KSR, the
relevant legal authorities including the Board of Patent
Appeals and Interference (BPAI) and the CAFC are showing
they are reluctant to interpret KSR as an unlimited license
for hindsight. Although KSR seems to have made it more
difficult to obtain a patent, the magnitude of the change in
obviousness standards does not seem as great as originally
feared.

In particular, the CAFC seems unwilling to abandon the
TSM test, at least in the non-predictable arts. In several
important decisions the CAFC has, indicated that a clear
demonstration of motivation to make the invention is
required to establish obviousness. In these unpredictable
arts, an "obvious to try" rationale is deemed insufficient to
establish obviousness because the results of such trial are
unpredictable.

! Federal Register 72(195):57526 -57535 (October 10, 2007)



POST-KSR PATENT EXAMINATION

Before KSR, when patent examiners rejected a claim for
obviousness, they had to explain (1) how the combined
references produced all of the claim limitations and (2) the
motivation in the references themselves for a person of
ordinary skill to combine the cited references. Sometimes,
a reference was cited only for showing that such motivation
existed at the time the invention was made.

Post KSR, the examiner's burden has been reduced. The
cited references need not show all that is claimed and
motivation does not necessarily have to be explicit in the
references. This has caused a trend in USPTO Office Actions
for using post facto analysis to show that obtained results
were known to be desirable as a substitute for any
explanation of suggestion or motivation to produce the
invention.

The KSR decision explained that the TSM test was only one
of the ways for establishing obviousness of an invention. In
particular, KSR explained that an invention can be obvious
in view of a publication in a non-related field; that
"common sense" can be applied in obviousness analysis;
and that "obvious to try" is a valid rationale for attacking
the patentability of an invention. KSR also indicated that "A
person of ordinary skill in the art is also a person of ordinary
creativity, not an automaton." This statement has made it
easier for examiners to combine references.

The USPTO guidelines published in the Federal Register
specifically indicate that "The key to supporting any
rejection [for obviousness] is the clear articulation of the
reason(s) why the claimed invention would have been
obvious.” Despite this requirement, examiners often do not
provide any explanation of the reason for which a skilled
person would modify prior teachings to arrive at a claimed
invention.

Instead, examiners tend to rely upon teachings of the
application being examined to establish obviousness. In
many cases examiners simply declare results to be
predictable, without making any effort to show that the
results were indeed predictable at the time the invention
was made. This appears not to be in line even with current
USPTO examination guidelines that: "[r]ejections on
obviousness cannot be sustained by mere conclusory
statement; instead there must be some articulated
reasoning with some rational underpinning to support the
legal conclusion of obviousness".
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In practice, post-KSR patent examination freely applies
hindsight and finds almost all inventions obvious. This
seems to be true in the predictable arts (e.g. engineering)
as well as in the non-predictable arts (e.g. chemistry and
biology). As a result, success of patent applicants in
overcoming an obviousness rejection is more limited and
the need to appeal an examiner’s objection to the BAPI
more frequently arises.

POST-KSR BPAI APPEALS

The Board of Patent Appeals and Interferences (BPAI) hears
appeals against examiner’s decisions. The BPAI decides
about 150 cases each month. BPAI rulings in favor of
applicants decreased by about 18% in the two months
following the KSR decision. This decline in appeals success
rate showed that KSR had an influence on standards of
examination of inventive step, although possibly less
dramatic than might have initially been expected.

In general, the BPAI seems to apply the new guidelines for
examination more reasonably than Examiners. The BPAI
still seems inclined to reward genuine innovation with a
patent. Thus, although the Appeal procedure is costly and
time consuming, it can be worthwhile, especially post KSR.

The attitude of the BPAI that genuine innovation is still
worthy of a patent is consistent with decisions by the CAFC.
The cases heard by the CAFC include appeals from BPAI
decisions as well as appeals from district court rulings in
patent litigation.



POST-KSR CAFC DECISIONS

In a key post KSR decision of the CAFC — Eisai Co. Ltd. et al
v. Dr. Reddy’s Laboratories et al® ("Eisai") — the question of
inventive step of a pharmaceutical invention was
examined. The CAFC in Eisai made two important steps,
which may remedy much of the bias towards hindsight
called for by KSR at least in as far as the non-predictable
arts of chemistry and biology are concerned.

The patent at issue in Eisai was US patent 5,045,552, which
disclosed and claimed the compound rabeprazole, which is
a proton pump inhibitor. Eisai sells the sodium salt of
rabeprazole as Aciphex®, which is a drug used for duodenal
ulcers, heartburn, and related disorders. Although the
Court in Eisai discussed obviousness criteria in relation to a
new chemical compound, the court’s findings are relevant
to the non-predictable arts in general.

The court in Eisai took advantage of the KSR court's
permission to apply TSM analysis in a flexible manner.

The Eisai Court noted that KSR required that the prior art
should provide some reasons for “narrowing the prior art
universe to a ‘finite number of identified, predictable
solutions’”. The Eisai Court summarized and stated that:

“[t]o the extent an art is unpredictable, as the
chemical arts often are, KSR’s focus on these
“identified, predictable solutions” may present a
difficult hurdle because potential solutions are less
likely to be genuinely predictable”.

By interpreting the term "predictable solutions" to mean
that the result of the solution is predictable, and not only
the existence of the solution, the CAFC established a
precedent that the KSR obvious-to-try analysis is often
inappropriate in the unpredictable arts.

The Eisai Court explained that it applies the TSM testin a
flexible way, as suggested by KSR, but still refers to
"requisite motivation" despite the KSR ruling. Thus, the
CAFC's Eisai decision suggest that when there is case law
requiring demonstration of a motivation to establish
obviousness, KSR does not cancel the requirement to
demonstrate motivation.

The Eisai decision interprets KSR as merely broadening the
sources from which motivation can be found. Thus, the
CAFC brings back the requirement that a valid obviousness
analysis should include a showing that a skilled person was
motivated to make the invention at the time it was made.

# Eisai Co. Ltd. and Eisai Inc. v. Dr. Reddy’s Laboratories, Ltd., Dr. Reddy’s
Laboratory, Inc. and Teva Pharmaceuticals USA, Inc., Fed. Cir., July 21,
2008

3 In re Translogic Tech., Inc. 504 F.3d 1249, 1257 (Fed. Cir. 2007)
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The position of the CAFC that the TSM test, flexibly applied,
is still an important tool for evaluating obviousness, was
affirmed also in an earlier decision — Ortho-McNeil
Pharmaceutical Inc. v. Mylan Laboratories Inc. and Mylan
Pharmaceuticals Inc. [CAFC March 31, 2008]. The case
concerned topiramate, an anticonvulsive drug which
resulted from initial efforts to develop a drug for treatment
of diabetes.

In finding against obviousness, the CAFC re-affirmed that "a
flexible TSM test remains the primary guarantor against a
non statutory hindsight analysis such as occurred in this
case". The court cited their own earlier decision® in which
they indicated:

"As the Supreme Court suggests, a flexible
approach to the TSM test prevents hindsight and
focuses on evidence before the time of the
invention."

SUMMARY

KSR has made it more difficult to obtain and defend a
patent. USPTO examiners routinely present obviousness
rejections that follow the format suggested by the post KSR
examination guidelines. However these rejections are often
"mere conclusory statements" as opposed to a recitation of
"factual findings". Therefore, the rejections lack
"articulated reasoning with rational underpinnings" as
dictated by those guidelines.

This means that the applicant is often forced to go to the
BPAI in order to get the application examined in accord
with the post KSR examination guidelines. The BAPI usually
offers today a friendlier forum for hearing reasoned
arguments of non-obviousness based on a flexibly applied
TSM test, particularly in the non-predictable arts.

The CAFC seems even more "patentee" friendly when
addressing issues of obviousness than the USPTO.
Hopefully, the Court’s attitude will eventually be reflected
in Office Actions issued by examiners during examination
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