


Intellectual property rights provide a vehicle through which 
innovators and creators can realize the economic value of 
their contributions to society. Historically, the opportunities to 
obtain valuable intellectual property rights in the life sciences 
industry resided primarily in bringing to market either broad 
based medical treatments that were tied to small molecules 
or pioneering medical devices. However, focusing oneself on 
those limited models is very twentieth century.

Due to recent advances in molecular and cellular biology, 
the accelerating importance of information processing 
technologies to the life sciences industry, and an aging 
population that has developed an increased demand for a 
greater number of solutions to more conditions, the brass 
ring in the life sciences industry no longer resides primarily 
in the silos of Big Pharma or well-established medical device 
companies as it once did. This paradigmatic shift has brought 
with it new and numerous opportunities.

The value of these opportunities at any point in time is 
impacted by a rapidly changing landscape of intellectual 
property positions and what is at times a somewhat slow 
to respond legal framework that is responsible for both 
awarding intellectual property rights and deciding between 
or among parties who dispute the existence and/or 
appropriate allocation of those rights. This dynamic and the 
often unpredictable intellectual property system within which 
the life sciences industry operates pose risks for the unwary. 
However, it also offers great potential rewards for the innovator 
who pays attention to changes in the competitive marketplace 
and the rules that define this system. For example, as Forbes 
recently reported, in 2013 the American Stock Exchange’s 
Biotechnology Index rose 50.6%, and there were 65 IPOs that 
collectively raised $7.5 billion, which is 254% more than in 
2012. Thus, the marketplace has recently demonstrated that it 
places a premium on contributions in the life sciences.

The following sections present half of a dozen noteworthy 
developments that occurred in 2013 that both illustrate 
important trends within the life sciences industry and provide 
insight into the intellectual property framework for this 
industry. With this information inventors and investors can look 
to 2014 with a better appreciation of the environment in which 
they must now operate in order to grow.

First, 2013 marked another year in which well-known and 
very profitable pharmaceuticals went off patent, and 
pharmaceutical companies were left with the ramifications of 
the albatross of the patent cliff. This patent cliff, which some 
measures spans the years 2010 -2016, and by other measures 
as extending even beyond 2016, refers to the step losses 
in revenue faced by pharmaceutical companies due to the 
expiration of patents. The cause of the patent cliff is two-fold.

One of the causes is a reflection of the unprecedented number 
of genuine scientific breakthroughs made during the 1980s. 
A number of new pharmaceuticals were discovered during 
that time period, and there is, at least the perception that the 
current pipeline of pharmaceuticals is much drier.

The other cause is an artifact of a grandfathered way for 
determining when patents expire. Currently, the term of a 
utility patent is typically measured as ending twenty-years 
from the date that the application or any priority application 
of it other than a provisional or foreign patent application was 
filed. This term can be extended due to certain administrative 
agency delays; however, any of those extensions that are due 
to United States Patent and Trademark Office (“USPTO”) delays 
will be offset by delays caused by an applicant. Because a 
patent is not enforceable until it issues, i.e., one cannot enforce 
a patent application, and one does not want to lose patent 
term extension due to one’s own delays, applicants have an 
incentive to move their applications through the USPTO as 
rapidly as possible. However, for any patent that issues off of an 
application that was filed prior to June 8, 1995, the term ends 
the later of seventeen years from its issuance or twenty-years 
from its filing (or the filing of any non-provisional or foreign 
applications to which it claims priority). Under this legacy 
framework, particularly when manufacturers of pioneering 
pharmaceuticals were facing delays for approval by the FDA, 
there was an incentive to delay processing at the USPTO, 
thereby pushing back the expiration of the patent. Thus, if an 
application were filed, e.g., in 1992 and took four years to issue, 
it would have issued in 1996, and the expiration date would be 
seventeen years later in 2013.

The continuation of pharmaceuticals going off of the patent 
cliff was not unexpected, but it nonetheless has significant 
ramifications for the life sciences industry. Most notably, it 
affects the profitability of pharmaceutical companies, which 

Intellectual Property and the Life Sciences Industry 
Scott D. Locke, Esq.

Partner and Chair of Intellectual Property Department 
Dorf & Nelson LLP

Dorf & Nelson LLP

44



in turn affects and continues to affect their ability to invest 
in research and development. However, it also has left the 
industry and the public clamoring for new inventions, thereby 
inspiring innovative researchers to find new treatments to 
bring to market.

Second, 2013 witnessed the reporting of at least three dozen 
partnering deals in the healthcare arena that were valued 
at $500 million or more. The value of the deals usually 
rests in large part in the value of the intellectual property 
that is at issue, and many of America’s most well-known 
pharmaceutical companies participated in these transactions, 
including but not limited to Johnson & Johnson, Astrazenca, 
Bristol-Myers Squibb, GlaxoSmithKline, Eli Lilly, and Roche. 
Many of the transactions focused on collaborations and the 
development of new products. These types of agreements 
and the willingness of renowned players to participate in them 
demonstrate a need to look outside of one’s organization to 
bring products to market. Entrepreneurs should be cognizant 
of this trend and think carefully about how rights should be 
allocated in any deals in which they participate.

Third, the United States Supreme Court changed the rules for 
what is patentable subject matter. In the well-publicized recent 
decision of Association for Molecular Pathology v. Myriad 
Genetics, 133 S. Ct. 2107 (2013), the Supreme Court drew a 
clear line between isolated genomic DNA and cDNA with 
respect to the issue patentable subject matter, holding that 
the former is not patentable subject matter while the latter 
is. Although the line is clear, it was drawn late. The decision 
came approximately four decades after the technologies for 
sequencing DNA went into effect. Additionally, with respect 
to isolated genomic DNA, the decision resolves the issue of 
its patent eligibility in a way that almost universally had been 
answered differently by lower courts, the United States Patent 
and Trademark Office (“USPTO”) and foreign Patent Offices. 
More importantly, the decision may have the unintended 
consequence of deterring valuable dollars from certain types 
of biotechnology research.

By requiring one to focus on the similarity between what is 
claimed and what exists in nature, the Supreme Court has set 
the stage for the USPTO to reject claims that are directed to 
molecules that exist in nature in forms that are less pure than 
what is claimed, and for accused infringers to challenge the 
patentability of claims directed to these types of molecules. 
Thus, there is now a cloud over some patents and potentially 
a decreased value of new discoveries of naturally occurring 
molecules. Time will tell the extent to which this chills certain 
direction for research and development.

Fourth, the Supreme Court addressed the issue of whether 
pay-for-delay settlement agreements violate antitrust laws. 
Because of the potential value of exclusivity in the field of 
pharmaceuticals, there have been a number of instances 
in which innovator pharmaceutical companies have paid 
generic companies not to come to market. These payments 
are referred to as “reverse payments” because they flow from 
the patent holder to the accused infringer rather than in the 
more typical direction of from the accused infringer to the 
patent holder. Critics of these arrangements refer to them as 
“pay for delay” and according to the Federal Trade Commission 
(“FTC”), these types of agreements have cost consumers $3.5 
billion annually. On June 17, 2013, in FTC v. Actavis, 133 S. Ct. 
2223 (2013), the United States Supreme Court held that reverse 
payments, even in the absence of allegations of fraud on the 
Patent Office or sham litigation, can be the subject of antitrust 
scrutiny. This may have a chilling effect on the settlement of 
Hatch-Waxman cases and usher in more antitrust challenges to 
these types of settlements.

Fifth, the FDA released its final guidelines on mobile medical 
applications and signaled that for a significant number of 
types of applications that touch upon the healthcare industry, 
the FDA is going to impose no burdens. Thus, there are apps 
that are not deemed to be devices and thus not within the 
FDA’s jurisdiction, including mobile apps that: (1) are intended 
to provide access to electronic copies of medical textbooks 
or other reference materials; (2) are intended for healthcare 
providers to use as education tools for medical training or 
to reinforce training previously received; (3) are intended for 
general patient education and facilitate patient access to 
commonly used reference information; (4) automate general 
office operations in a healthcare setting and are not intended 
for use in the diagnosis of disease or other conditions, or in the 
cure, mitigation treatment or prevention of disease; or (5) are 
generic aids or general purpose products.

More importantly, the report also provided examples of 
mobile apps that are within the FDA’s discretion to regulate, 
but because the FDA deems them to be of low-risk to 
consumers, the FDA will not actively regulate them. Examples 
include apps that: (1) help patients/users self-manage their 
disease or condition without providing specific treatment 
suggestions; (2) provide patients with simple tools to organize 
and track their health information; (3) provide easy access to 
information related to health conditions or treatments; (4) help 
patients document, show or communicate potential medical 
conditions to healthcare providers; (5) automate simple tasks 
for healthcare providers; and (6) enable patients or providers 
to interact with Personal Health Records (PHR) or Electronic 
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Health Record (EHR) systems. The consequence of this 
clarification is that many life sciences inventors who focus on 
new computer software will be largely free from FDA oversight.

Sixth, on March 16, 2013, the United States moved from a first to 
invent to a first inventor to file patent system. Particularly for the 
start-up company, this change can lead to increased burdens. 
As has always been the case for anyone who sought to obtain 
intellectual property rights outside of the United States, there was 
a race to the Patent Office and, in a competition between two 
parties that were seeking patent protection for the same invention, 
the first to arrive would prevail. However, until last March, the later 
filer could in many circumstances still prevail in the U.S. if he or she 
could prove being the first to invent.

Particularly for start-up and small companies this change in the law 
is an added pressure. It will push many of these companies that 
have focused primarily or exclusively on U.S. markets both to file 
patent application sooner than they previously would have done 
and to increase the number of provisional patent applications 
that they file, which will in turn increase their costs. However, by 
establishing procedures by which to get to the USPTO earlier 
many of these companies will increase the urgency with which 
they conduct research and better position themselves with 
respect to foreign rights.

With these developments in mind one should keep an eye on 
six developments that will occur in 2014.

First, this Supreme Court will again speak to the issue of 
patentable subject matter. Whereas last year the Supreme 
Court addressed the issue of whether molecules that are the 
same as those that exist in nature are patent eligible, this year 
it will confront the issue of the extent to which computer 
implemented inventions are patent eligible.

Over the past fifteen years, the USPTO has been inundated 
with patent applications for inventions that are directed to the 
implementation of methods on computers, i.e., that are software 
inventions. During this time period, the Human Genome Project 
was completed and many life sciences related companies 
developed new and non-obvious ways to analyze and to process 
data. Some of these companies sought and obtained patent 
protection for their inventions. However, there is ambiguity in the 
law as to the standard for allowing patent claims directed to these 
types of inventions and large amounts of resources have been 
spent over the past few years fighting over the standard to apply 
in any particular case and how to apply it.

Doctrinally, the challenge for determining whether software 
related inventions are patentable rests in the principle that abstract 
ideas are not patent eligible. In December of 2013, the Supreme 
Court agreed to hear CLS Bank International v. Alice Corp., a case 
that, although not routed in the life sciences space, will hopefully 

provide more guidance on how to determine the validity of 
these types of claims. If the Supreme Court reads the exception 
broadly, as it is expected to do, particularly in view of Justice 
Kagan’s comment last year that the USPTO is “patent happy,” the 
decision may bring into question the validity of thousands of 
existing patents and cause the USPTO to be more stringent when 
analyzing these types of claims.

In the short run, this may put more inventions into the public 
domain. However, a potential ramification is that many 
innovators will keep their invention confidential. The case is 
scheduled to be heard on March 31, 2014, and a decision is 
expected in June of this year.

Second, the Supreme Court has agreed, in Nautilus, Inc. v. 
Biosig Instruments, Inc., to address whether patent claims with 
multiple reasonable interpretations are valid if the ambiguity is 
not insoluble by a court. The patent-in-suit is directed to a heart 
rate monitor for use in association with exercise equipment. 
As is common in medical devices patents, certain elements 
were described in relationship to each other. Within the 
independent claim at issue was the following limitation: “a first 
live electrode and a first common electrode mounted on said 
first half in spaced relationship with each other; a second live 
electrode and a second common electrode mounted on said 
second half in spaced relationship with each other.”

If the Supreme Court sets a standard that restricts how and 
under what circumstance a court can determine which of 
multiple constructions of a claim is appropriate, the decision 
may lead to an increase in challenges to claims based on 
patent validity. Additionally, for growing companies, particularly 
those in the medical devices field, it may send a signal to be 
more precise in how they draft their patent claims, which may 
in turn lead to narrower patents but more predictability for 
competitors when conducting freedom to operate analyses.

Third, in President Obama’s most recent State of the Union address, 
he called upon Congress to “pass a patent reform bill that allows 
our businesses to stay focused on innovation, not costly, needless 
litigation,” noting “[t]here are entire industries to be built based on 
vaccines that stay ahead of drug-resistant bacteria.” The President’s 
comments reflect a growing concern that patent litigation is too 
burdensome for America’s innovators.

The most common targets of this type of criticism are the non-
patent entities, which are pejoratively referred to as patent trolls. 
These are entities that owns patent rights but do not practice any 
technology. At the beginning of this year, there were eleven bills in 
Congress to reduce what are perceived as abuses by these entities. 
Patent trolls are portrayed as villains on both sides of the aisle, and 
one can expect this to be one of the few areas where bipartisan 
legislation may emerge. For the life sciences community, any 
reduction in the likelihood and/or cost of litigation is a good thing 
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because it frees funds for other research and development.

Fourth, one should expect to see acceleration in the growth of 
incubators. As noted above, we are in the middle of a period 
in which significant assets of big pharmaceutical companies 
are going over the patent cliff, and the press frequently reports 
that the pipeline for many of these companies has been drying 
up. At the same time, the public has been clamoring for faster 
development of more and better pharmaceuticals.

In a response to these pressures, as well as for many 
other reasons, a number of the best and brightest in the 
healthcare industry have started their own companies or 
joined start-ups or recently started companies rather than 
to join any of the large pharmaceutical companies. In order 
both to accommodate these entrepreneurs and to render 
their endeavors more economically feasible, biotechnology 
incubators have been and continue to spring up across 
the region. One can expect both investors and established 
pharmaceutical, biotechnology and medical companies 
to compete for alliance with these newer companies or 
acquisition of the best of the intellectual property that comes 
out of these endeavors.

Fifth, one should expect more focus of the investment 
community on orphan diseases, and an eye should be kept 
on who is developing intellectual property rights in this area. 
Orphan diseases and disorders are those that affect fewer than 
200,000 persons in the United States. Because a large number 
of them trace their causes to genetic issues, the current state 
of scientific knowledge, including being more than a decade 
past the completion of the Human Genome Project and the 
further elucidation of cellular biologic mechanisms such as RNA 
Interference, make them valuable targets for continued research 
and scientific advancements.

Furthermore, although orphan diseases and disorders by 
definition, affect a finite number of persons, regardless of patent 
rights, the economics of working in these areas can be particularly 
attractive, because pharmaceuticals for these conditions receive a 
seven year period of FDA exclusivity, which is larger than for non-
orphan conditions. Thus, the risk of unpredictable patent positions 
is mitigated. Additionally, the FDA provides incentives to entities 
that conduct research and development in this area.

Sixth, one can expect to see increased activity at the FDA in 
providing a roadmap for companies to obtain regulatory 
approval for biosimilar products and an increased investment 
by the private sector in ways by which to develop biosimilar 
products and to test for biosimilarity. By at least one estimate, 
the market for biosimilars is predicted to increase twenty-
fold between 2013 and 2019. This potential market provides 
significant opportunities for innovative companies that are 
looking to partake in the global biosimilar bounty, and one 
can expect there to be increased competition in the contest 
to stake out strong intellectual property positions related to 
biosimilar products. This competition will likely take the form of 
increased filings of patent applications and battles over patent 
rights both at the USPTO and in the courts.

The year 2014 coincides with an upswing in market conditions 
that will be conducive to large investment into the life 
sciences industry. Where these investments go will likely be a 
reflection of the predicted value of the intellectual property 
rights of inventors and companies around the globe. In order 
to maximize the likelihood of understanding this value and 
how it will change over time, one cannot underestimate the 
developments in the intellectual property landscape that were 
seen in 2013 and both the foreseeable and unpredictable ones 
that have yet to arrive.
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