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Patents are important in that they create
value. The value may be reflected by
providing a source for strategic collaboration
or alliance — for example, pharmaceutical
giant and biotechnology company
collaborative efforts. Patents provide a
tangible value in that they are often a means
of attracting investors or providing a source
of revenue through patent licensing.
Moreover, patents inspire confidence in
shareholders as to a company’s competitive
position in the marketplace, since patents
protect specific products and create a barrier
to competition in the marketplace.

Patents are a cornerstone for any
technology-based business. A patent portfolio
should provide sufficient coverage to practise
a technology by setting forth claims which
encompass the desired product, preferably
claims to a broader genus which includes the
desired product, and a specification which
sufficiently describes multiple aspects of
exercising the product. A patent portfolio
should provide a sufficient defence and a
good offensive position regarding the
product, in order to provide a competitive
advantage in an environment where battle
lines are readily drawn.

Defining the material

To build a strong intellectual property
portfolio for the biotechnology/
pharmaceutical industry, one must begin by
defining the material (eg, drug, chemical,
device, kit) for which protection is sought. In
many instances, a working version of the
invention (ie, a nucleic acid, protein,
compound, etc) is “in hand”; thus a working
version exists. In some cases, patents are
obtained when there is a sufficient basis to
assume that obtaining a working version is a
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matter of “when” and not “if” — such as an
in vitro assay, indicating that a compound is
useful for a particular condition, prior to
availability of an experimental model or
clinical trial data. For example, hypothetical
company Vaccineco is founded based on the
discovery of a novel streptococcus protein,
OuterCoatProtein, and in vitro data showing
that OuterCoatProtein can be used to
generate antigen-specific cells that will likely
protect a subject against group B
streptococcus. Vaccineco immediately
(before disclosing any of its data) files for
patent protection for a group B
streptococcus vaccine containing
OuterCoatProtein protein and, optionally,
other bacterial components.

Once the invention for which protection is
sought is defined, a patent application which
claims this is submitted. For example,
claims to nucleic acids or proteins encoded
thereby, compounds characterised by a
particular structure and formulations of a
particular compound are some claims
commonly encountered in the biotechnology/
pharmaceutical industry. In the above
example, a patent application would be filed
to protect OuterCoatProtein and nucleotide
molecules encoding same as compositions
of matter, which would prevent competitors
from making recombinant OuterCoatProtein
or DNA or using it in any applications.

Ideally, the claims are broader in scope
than the specific elements of the technology
in hand, yet are not too broad so as to lack
support when viewed by the standard of
what is known or available in the state of the
art and what is described in the application.
Important considerations in the preparation
of the application as a whole, and the
drafting of claims specifically, is a
requirement for an intimate familiarity with
the state of the art, which in turn enables
drafting of claims which specifically exclude,
or carve out a territory, not currently known
or patented.
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Building a life sciences
patent portfolio

Short-term objectives should include:

Filing applications directed to the core
technology and products.

Filing applications directed to changes
or improvements to the core
technology and products.

Maintaining patent watches and
competitive landscape searches with
regards to applications/patents related
to the technology and product.
Maintaining patent watches with
regards to applications/patents related
to the market in which the technology
and product expect to compete.
Scheduling regular meetings with R&D
scientists and business strategists to
confirm the portfolio protects the
marketed products and technology.

Long-term objectives should include:

Growing the portfolio to comprise
patents/applications claiming related
technology which is broader in scope
than the core technology.

Growing the portfolio to comprise
patents/applications claiming
unrelated technology which
nonetheless, if patented, would affect
the market share of the core
technology.

Enforcing issued patents with regard
to competitors.

Expanding the core technology and/or
the market in which the company
seeks to compete, to provide a
broader revenue base.
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Multi-layered approach

A multi-layered approach is best in protecting
the desired technology, since it becomes
that much more difficult to practise the
technology or any applicable aspect thereof.

For example, when the technology is
directed to a compound, the application
should ideally claim the compound per se, a
generic structure that covers the compound,
uses of the compound and uses of the
generic structure. Such claims must be
supported by a descriptive specification,
which provides multiple embodiments for the
claimed genus (eg, streptococci) and
species, including specific exemplifications
of the product for which protection is desired
(eg, group B streptococcus), and of specific
combinations and sub-combinations thereof.
In this regard, it should be noted that both
the US Patent and Trademark Office and the
Enlarged Board of Appeals of the European
Patent Office are contemplating rule changes
regarding continuation applications that may
affect patent practice in these jurisdictions.

Understandably, it is also desirable to
claim the process for preparing the compound,
and intermediates produced in preparing the
compound or the generic structure.

With time, results supporting these
claims typically accrue. Thus initial results
may be directed to isolating or producing the
compound, and projected uses, based on a
structural analysis of the compound. In time,
in vitro and in vivo data may be obtained,
including clinical trial results. Often the latter
obtained results are somewhat unexpected —
for example, providing a dosage that is
optimal, a combination that is particularly
useful or a treatment regimen that is useful.
In the above example, a particular adjuvant
may be found to be particularly efficacious in
combination with OuterCoatProtein.

While the multilayered approach
increases the costs associated with
protecting the core technology, it provides
much added value in terms of the potential
for the portfolio since the technology itself is
protected, and competing with the
technology becomes much more difficult
since the protection afforded by the portfolio
is broader than the technology alone.

Once filed, the next stage in the life of
the application is its prosecution. In general,
when prosecuting an application, less is
more. The least argument present on the
record in regard to prosecuting the patent,
the better, since it is less likely to create
estoppel issues which in turn narrow the
scope of the claimed invention. Often
needless arguments are submitted which

may be used later to restrict the scope of
the invention. Interviews with the Examiner
may be useful in furthering prosecution, yet
provide a minimal record in terms of the
content of what was discussed.

Application rejections

Typically, applications face some kind of
rejection during prosecution. These
rejections are important, particularly in
terms of issues which may come up later if
and when the party faces litigation regarding
the issued patent. Since a patent, once
issued, is given the presumption of validity,
any issues raised during prosecution become
more difficult to revisit later during litigation.

Rejections to claims of an application are
directed to the amount of written description
provided in the application, in terms of
supporting the breadth of the claims and
placing the public in possession of the
claimed invention, in view of the level of skill
in the art at the time the application was
effectively filed.

Classic rejections to claims based on a
lack of sufficient written description are
when the claimed subject matter is deemed
by the examiner to be broader in scope that
that which is enabled in the application. For
example, claims to use of a genus of
compounds for treating a particular disease
may be thus rejected if only a single
compound is described in the context as
being useful in treating the disease.

Other common rejections to an
application are that the claims lack novelty,
or are rendered obvious, in view of
competing technologies identified or
publications directed to identical or
comparable material to that which is
claimed. Such identification, in turn, may
result in the introduction of amendments to
the claims, which may result in changes in
the scope of the claimed invention. Should
there be no identification of competing
technologies, there exists the possibility of
broadening even further the scope of
protection obtained. If the application
supports a broader claim scope, such
amendments can be readily introduced, or it
may be advantageous or at times necessary
to file a subsequent application.

Over time, further improvements to the
technology are often obtained (eg, in the
above example, a modification of
OuterCoatProtein that improves its
antigenicity). These improvements, in turn,
can also be claimed in subsequently filed
applications. Such improvements are
importantly claimed, as they provide in some
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A strong patent portfolio

instances a means of extending patent life
and in other instances, at the very least, a
means of preventing a competitor from
similarly filing and effectively blocking
practice of at least some aspects of the
technology and/or competing for the same
market share.

A portfolio is born

Thus, a portfolio is born which comprises a
core patent, directed to the essence of the
technology, patents which are broader in
scope than the technology comprising the
marketed product and patents claiming
improvements to the technology.

It is desirable to have an expert in the
art draft the patent application. Traditionally,
someone who obtained his or her PhD in the
subject matter for which the patent is sought
or a related discipline, and who has
experience in drafting and prosecuting patent
applications, should prepare the application.
For example, for applications related to
antibiotic compounds, a PhD in medicinal
chemistry or microbiology is an appropriate
candidate for drafting such an application.

A solid patent portfolio includes patent
applications filed in the United States and
multiple jurisdictions around the world,
particularly in countries where it is expected
that the technology will find a market or in
which the company will compete in an
established market. It is particularly
important that the preparation and choice of
filing of applications be conducted with
appreciation for the possibility that the
patents may ultimately be litigated.

In this context, appropriate naming of
inventors safeguards against patent
invalidation further down the road. Similarly,
appropriate assignment of rights ensures a
company’s ownership of a core technology
and provides it with freedom to operate
the technology.

Documentation, with regards to all
aspects of the development of an invention,
can often critically affect the level of
protection obtained. Notebooks documenting
a discovery can often be invaluable in terms
of establishing dates for the reduction to
practise of an invention, which can impact
the obtaining of a patent, for example, in the
United States. Notebooks, in particular those
that have been witnessed and dated, may be
used in other disputes — for example,
regarding inventorship.

While a technology perspective makes
the described incremental occurrences in the
establishment of the portfolio seem obvious,
a company’s commercial perspective may
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not be satisfied with this scenario.

For example, a competing technology for
patent purposes may not be competing in
the marketplace. Similarly, a competing
product in the market may in fact be
practised without infringing any claim of a
patent in the company’s IP portfolio.

Working together

A strong IP portfolio provides protection not
just for technologies which are directed to
similar products, but also for those which
compete for the same market share. To
achieve this, business strategists and IP
practitioners must work cooperatively, yet it is
not uncommon for there to exist a significant
disconnect between the two. Too often patent
strategists are not privy to business strategy
decisions affecting product development.

It is also not uncommon for business
strategists to lack a true grasp of a
company’s IP portfolio. The latter may result
in strategists assuming specific aspects are
protected by patents when in reality such
protection does not exist.

Further, business decisions may
result in changes to the product which are
not adequately protected prior to launch,
which in turn can compromise a company’s
ability to protect this innovation. Lastly, it is
also possible, in such a scenario, that the
change may be one for which the company
does not have freedom to operate. All of
these occurrences can prove disastrous
in terms of investor confidence and
wasted resources. Communication between
business developers and IP practitioners
is therefore critical for building a strong
IP portfolio.

Similarly, a company’s research and
development group must be intimately
involved in the establishment and
maintenance of the company’s IP portfolio.
Often it is the company’s R&D arm which is
best suited to provide arguments used
during the prosecution phase of an
application, appreciate related technologies
which may be considered to be potentially
within the scope of the claimed invention,
and assess the potential strength of a
technology in a given market.

Frequent meetings between a company’s
R&D scientists, business strategists and
patent practitioners are invaluable in terms
of providing a greater understanding of the
underlying scientific principles which form
the foundation for the product line, the
approach taken for product development, the
market involved and specific business
objectives in this context.
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The strength of a given IP portfolio is
thus dependent upon:

e The strength of the technology for which
protection is sought, in terms of its
innovation in view of the state of the art.

e The strength of a company’s competitive
position, in terms of the market sought,
for commercialisation of the product.

e The ability to address evolution of the
technology.

e The construction of the portfolio.

Clearly the strength of an IP portfolio is
influenced enormously by the skill of the
practitioner who prepares, guides and
maintains the portfolio. Such skill is
reflected not only in the drafting and
prosecution of the patent applications that
comprise the portfolio, but also in

consideration of the importance of the timing

of filing, the level of disclosure in view of

changing law regarding what constitutes

“enough”, and an appreciation of whether it

is in fact in the company’s interest to

disclose the technology at all or maintain it
as a trade secret.

Skill alone is insufficient, however. The
strongest IP portfolios arise from meticulous
planning and constant vigilance. Such
planning should comprise:

e |dentifying a core technology which
supports the company’s business
objectives.

e Directing initial IP resources towards
protecting the core technology.

e Evolving the portfolio to at least maintain
freedom to operate for the core
technology.

e Appraising business strategists of the
scope of the protection present and any
evolution thereof, including potential
competitors.

e Adjusting the portfolio to compensate for
changes in business strategy with regard
to the technology.

e Developing short and long-term
objectives (see box on page 51) with
regard to the portfolio, wherein both IP
practitioners and business strategists
are involved in setting the objectives and
any changes thereof.

In this context, it is important to review
the status of the portfolio and freedom to
operate for the technology on an ongoing
basis. Consistent searches of the
competitive landscape are essential to
maintain a defensible position and,
moreover, may require enforcement to
ensure a competitive position in the market.

Thus the strongest IP portfolio is formed
through a dynamic interaction between R&D
scientists, IP practitioners and business
strategists in forming the portfolio, with an
intimate appreciation of the technology, its
limits and the state of the art vis-a-vis the
technology.
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