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BIA leads international call to review US court decision
The UK BioIndustry Association (BIA) has urged the US Supreme Court to review a
decision of a lower court that could hinder the development of new diagnostics and lifesaving medicines.
The UK BioIndustry Association has filed an Amicus – or friend of the court – Brief
supported by an international coalition of biotechnology trade organisations arguing that
the decision of the US Federal Circuit in the case of Sequenom v. Ariosa Diagnostics
should be reconsidered. It argues that the court’s application of intellectual property law
is inconsistent with rulings on equivalent issues by courts and patent offices around the
world and so hinders international efforts to harmonise approaches to this important area
of law. The BIA says that such harmonisation is essential to support the development of
new diagnostics in a global biotechnology market and patient access to cutting edge
medicines.
Sequenom’s new procedure, which is already available to patients, eliminates the need
for risky amniocentesis to assess whether the unborn baby could develop, or has
developed, an abnormality or serious health condition.
The Federal Circuit court ruled in 2015 that Sequenom’s fetal DNA test was not eligible
for patenting. It said that the patented technology was not an invention but merely the
application of a well-understood, routine technique to the natural phenomenon of
paternally-inherited cffDNA. However, Sequenom claims that the idea of applying the
detection method to their ground-breaking discovery was new and therefore patentable.
The UK Association has taken the lead in making this international argument because
the invention on which this particular test case rests is British, originally from work at the
University of Oxford. The patentability of this technology has been proven and withstood
challenge across the globe. So it is the US that has taken an approach out of step with
other jurisdictions worldwide.
The Brief submitted by the BIA argues that the ruling is the result of an over-broad
interpretation and application of the Supreme Court’s 2012 decision in Mayo v.
Prometheus Laboratories. If left unchanged, the decision could prevent any analytical or
detection method that investigates something that is naturally occurring from being
patent protected – de-incentivising the R&D investments needed to drive innovation.
BIA Chief Executive, Steve Bates, said: “Creating a divide between US patent law and
the rest of the world is bad for the global biotechnology industry and bad for patients. It
will de-incentivise investment in the development of new diagnostics and medicines that
save and improve the lives of patients.”
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Sequenom’s patent has been awarded in a number of countries and was successfully
defended at the European Patent Office. If the Federal Circuit’s ruling is upheld, US
patent case law would be inconsistent with laws in Europe, Canada, Australia and
Japan, among others. The US Supreme Court is expected to rule in June whether to
take the case up for review.
EuropaBio General Secretary, Nathalie Moll, said: “When the US, accounting for nearly
half the global biotech market, becomes an outlier on Intellectual Property law, this
threatens global biotech innovation and undermines decades’ worth of efforts to ensure
the consistency of patent eligibility standards across the world. As such, if the Federal
Circuit’s ruling is maintained, it will have a chilling effect on investments, research and
innovation in all biotech sectors.”
BIOTECanada President and CEO, Andrew Casey, said: “Intellectual property is the
primary asset that is the foundation of biotech innovation. Ensuring patents are provided
consistent protection is essential to a company’s ability to attract the investment required
to move an innovation from the lab bench into the global marketplace. In this context, it
is essential that all innovative jurisdictions recognize the value of innovation and provide
consistent and equitable treatment of patents.”
Swiss Biotech Association CEO, Nic Alexakis, said: “The patent law should be equal in
all countries world-wide.”
HollandBIO Managing Director, Annemiek Verkamman, said: “Hundreds of SMEs in the
Netherlands are working every day to deliver new therapies that will benefit our health
and the European economy.
“Collaboration between companies, universities and patient organisations is key for our
success. Patent law gives the opportunity to share knowledge and technology at an
early stage and get a reward for investing in successful innovations.
“A great example is the Mammaprint test of the Dutch company Agendia. This predictive
test could change clinical practice by substantially de-escalating the use of
chemotherapy and sparing many patients an aggressive treatment they will not benefit
from.
“Without patent protection companies will be forced to keep their knowledge secret and
this will blast the chances for new treatments and the further development of the biotech
sector away.”
In the US, BIO the biotechnology trade association, have also submitted a brief to the
court and have voiced their support for the international call to review the decision of the
case.
“The lower court’s decision is not only fundamentally flawed, but it also threatens the
very sort of modern innovation the U.S. patent system is designed to protect and
promote,” said Hans Sauer, Deputy General Counsel, Intellectual Property for the
Biotechnology Innovation Organization. “Under such reasoning, America’s very first
patent likely would have failed to qualify as an inventive concept. The inconsistencies
inherent in the lower court’s decision require correction by the U.S. Supreme Court.”
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1. The BIA is represented in this matter by the US law firm Nutter McClennen &
Fish LLP
2. Joining BIA in submitting the Brief is EuropaBio, AusBiotech, Swiss Biotech
Association, HollandBIO, BIOTECanada and the Japan Bioindustry Association.

3. The court filing can be accessed on the BIA website
4. The BIA previously supported a petition for re-hearing of a panel decision of the
United States Court of Appeals for the Federal Circuit to the full court to overturn
the patent ruling. The Press Release can be viewed at:
http://www.bioindustry.org/newsandresources/bia-news/bia-joins-call-to-reviewus-court-decision/ and the petition here: https://pacer.login.uscourts.gov Please
note that you need to set up an account to access this.

5. About the BIA
Established in 1989, the BioIndustry Association (BIA) is the UK trade association for
innovative bioscience enterprises. BIA members include emerging and more
established bioscience companies, pharmaceutical companies, academic research
and philanthropic organisations, and service providers to the UK bioscience sector.
Our members are responsible for over ninety per cent of biotechnology-derived
medicines currently in clinical development in the UK and are at the forefront of
innovative scientific developments targeting areas of unmet medical need. This
innovation leads to better outcomes for patients, to the development of the
knowledge-based economy and to economic growth. Many of our members are
small, pre-revenue companies operating at the translation interface between
academia and commercialisation.
6. The method for non-invasive prenatal genetic diagnostic testing on paternally
inherited foetal nucleic acids derived from maternal plasma or serum was
originally patented by Isis Innovation Limited, a company owned by the University
of Oxford. Sequenom subsequently acquired the rights to this intellectual
property and they planned to leverage it for additional applications of their
technology in the future. This new procedure, which is already available to
patients, eliminates the need for risky amniocentesis, for which a needle is used
to extract a sample of amniotic fluid, the fluid that surrounds the foetus in the
womb (uterus).

