
Discussion

Lifecycle Management: Criticism and Supports

It has been reported that “[o]ver the next few years, patent exclusivity
will expire for drugs with combined annual sales of $140 bil-
lion.”108 With increasing generic competition and constantly growing
expenses for developing new chemical entities (NCEs) into successful
drugs, drug companies are forced to maximise the value of their prod-
uct portfolio. To deal with this challenge, active lifecycle management
represents a response and comprises the efforts of improving return
from R&D investments.109 Various strategies are being pursued and
among these figure product improvements and product line exten-
sions.110

Members of the generic industry argue that “[...] such practices are
anticompetitive and result in higher cost of healthcare to the patient
and government bodies [...]”.111 The strategies employed are often-
times pejoratively called “evergreening” strategies.112, 113, 114 This
negative connotation stems from the impression, that the originator
drug companies have the ability to obtain multiple patents on a drug
which in turn leads to an effective extension of the patent term. Such
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strategy is seen as impeding entry of generic drugs to the market. In
this context, one cannot fail to observe that the term “evergreen-
ing”115 in itself is entirely incorrect and inappropriate as it implies that
the same invention is repeatedly protected. However, the patents ob-
tained are generally different from one another and are directed to
various aspects. The patenting strategies employed generally conform
to the letter of the law. GlaxoSmithKline took publicly position on
this issue. The innovator company argues that no evidence has ever
been produced that those practices coined “evergreening” have an
impact on patients or markets.116 Furthermore, GlaxoSmithKline
pointed out three key issues. First, improvement patents are available
only if they meet the normal requirements of patentability. Second, it
is disputed “that improvements subject to later patents are not medi-
cally important and should not be encouraged.” The patent system
provides an incentive to improve products and “the importance of
such improvements is assessed by the market and clinical demand.”
Third, there is no motivation why patented improvements should de-
lay generic competition, because the patent systems allow and foster
competition.117

The generic industry holds against the point of view that in their
opinion a multitude of low-quality patents is granted which to be re-
voked and worked around binds a considerable amount of resources
and of money.118 The same issue of quality of late secondary patents
was also considered by the EU Commission in its recent sector in-
quiry.119 The Commission recognized the importance of subsequent
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improvements made to the initial invention.120 They agreed that such
contributions, if inventive, merit patent protection but they call for a
closer scrutiny of patent applications.121

Patents that try to protect improvements of a drug incorrectly are
deemed to prolong the life of the basic patent. First, they do not impede
the commercialization of the drug, whose patent is expired. Second,
everyone is free to invest into research and identify (incremental as
well as substantial) improvements to existing inventions by building
on the existing knowledge. The only advantage the originator initially
has over a competitor is the know-how generated on the way to the
first patent and finally the marketed drug. However, this know-how
came at a price (the investment into research) to the originator com-
pany, this price being generally orders of magnitude higher than the
one paid for later increments. As some authors observed the use of
the clinical know-how gained can lead to cheaper and faster devel-
opment of novel applications, offering a benefit for both industry and
patients.122

Given the continuous advances in science and the consequent gain
of knowledge the inventive step disclosed in some of these applica-
tions is smaller than in a pioneering patent. Notwithstanding the fact
that such patents are considered weaker and of low quality, an inven-
tive step may oftentimes be identified. The gain from such incremental
improvement is to the benefit of all. If no protection would be avail-
able for these improvements identified during the lifecycle manage-
ment and if all researching industry would focus only on providing
“blockbuster” drugs, which then however would not be refined into
the best possible formulation or made with the most economic pro-
cess, then it may be expected, that due to reduced revenue less drugs
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will reach the market in the end, and fewer medical needs will be
addressed.

Further Filing Strategy: Commercial Value

Further research to improve properties of a drug and to address unmet
needs benefit not only the industry but also the public. Such research
needs incentives but it is debatable whether the strategy of further
filing is of any value in this context. The further filing connected with
a blockbuster drug might present various problems also on the side of
the originator. Such problems can be highlighted through the analysis
of the case studies reported in this work. First, innovation tracks such
as formulation, combination, new uses and process have many short-
comings for the originator; second, the patent strategy pursued by an
originator in a dominant position can fall under scrutiny of competi-
tion law.123

It is also important to underline that such strategy per se does not
preclude competition but on the contrary can foster it both in regard
of innovation (as this work will try to evidence) and of price. On this
point it has been shown in the past that 80% of the new entrants to an
existing class (follow-on drugs) were launched in the U.S. with a price
discount and the discount rate was on average 26%.124

Furthermore, inventions whose patent have expired can be mar-
keted by a generic competitor, since improvement patents are nar-
rower in scope.125
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