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NEWS

in brief

Sequenom falls after judge 
invalidates Down’s patent

A US federal judge in 
October invalidated 
patent claims for a 
noninvasive prenatal 
test marketed by 
San Diego–based 
Sequenom. The 
decision is part of 
an anti-patent trend 
in the courts that 
has left everyone in 

the biotech community unclear on which 
diagnostic method claims are patent-eligible. 
Sequenom’s patent covers methods to detect 
cell-free fetal DNA (cffDNA) in a pregnant 
woman’s bloodstream. The technology gives 
women a noninvasive way to test their unborn 
children for chromosomal defects such as 
Down syndrome. Older methods are less 
accurate or carry a slight risk of miscarriage 
because they involve sampling tissue or 
fluid from the womb (Nat. Biotechnol. 31, 
595–601, 2013). Sequenom was first to the 
market with the test, in 2011, and has been 
trying to lock out its numerous competitors 
by claiming they infringe on the test’s central 
patent. In the ruling, Judge Susan Illston of 
the US District Court in Northern California 
said Sequenom’s patent was invalid because 
cffDNA is a natural phenomenon, and 
because the company’s methods for detecting 
it involve routine DNA amplification and 
detection techniques. Illston also said the 
patent posed a risk of preempting other uses 
of cffDNA because there is no commercially 
viable alternative for detecting it. The judge 
cited several US Supreme Court decisions, 
including a June 2013 decision involving 
Myriad Genetics in which the court ruled 
that naturally occurring DNA segments are 
a product of nature that cannot be patented 
(Nat. Biotechnol. 31, 663–665, 2013). 
She also cited a 2012 decision involving 
Prometheus Laboratories, in which the court 
ruled against another diagnostics patent, this 
one a method for determining the optimal 
dosage of a drug (Nat. Biotechnol. 30, 
373–374, 2012). The Sequenom ruling is 
“not good news” for the biotech community, 
says attorney David Resnick at Nixon Peabody 
in Boston. “But it’s not a surprise either,” he 
says. Resnick’s advice to diagnostics makers: 
“Don’t panic. It’s a district court decision 
that is being appealed and hopefully the 
Federal Circuit will provide more clarity.” But 
taken together, the Myriad, Prometheus and 
Sequenom cases present a confusing and 
decidedly anti-patent landscape that may 
lead to trade secrecy in lieu of patenting, say 
attorneys. “If a client comes in and asks about 
patenting a test for detecting abnormalities 
during pregnancy, I may tell them not to 
patent,” says attorney Kevin Noonan at 
McDonnell Boehnen Hulbert & Berghoff in 
Chicago.
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task, given pharmaceutical companies’ oppo-
sition to head-to-head trials of different 
combinations. The Hepatitis C Therapeutic 
Registry and Research Network (HCV-
Target), an initiative led by the University of 
Florida, in Gainesville, and the University of 
North Carolina at Chapel Hill, will collate 
real-world data from over 100 treatment cen-
ters across the US, Europe and Israel, which 
will offer physicians some insights into 
which patients do best on which regimens.

Eliminating the virus completely remains, 
for now, a long-term aspiration rather than a 
tangible goal. “Remember three-quarters of 
patients with HCV infection don’t know they 
have it at this point in time,” says AbbVie’s 
Bernstein. Moreover, those who do clear 
their infections successfully still carry a risk 
of liver disease. “It ain’t over completely, even 
if you completely eliminate the virus,” says 
Rice. Despite the advent of vastly improved 
new therapies, the public health burden asso-
ciated with HCV infection will be with us for 
a long time to come.

Cormac Sheridan Dublin

countries will be a large factor in deciding 
who gets treated.” An added complication for 
physicians and patients is the sheer profusion 
of combination therapies now in late-stage 
trials, which will shortly become available. 
Gilead, of Foster City, California, which 
acquired Sovaldi through its $11.2-billion 
cash acquisition of Princeton, New Jersey–
based Pharmasset in 2012 (Nat. Biotechnol. 
30, 122, 2012), may be leading the race right 
now, but others, including AbbVie, of North 
Chicago, Illinois, and Bristol-Myers Squibb, 
of New York, are not far behind. “There are 
others who have developed other regimens, 
which will be effective as well. It’s not a one-
horse race,” says John McHutchison, Gilead’s 
senior vice president for liver disease thera-
peutics. As Nature Biotechnology went to 
press, AbbVie had reported data from two of 
six phase 3 trials, with more results imminent. 
“We’re looking to file in the second quarter 
of 2014,” says Barry Bernstein, AbbVie’s vice 
president for infectious diseases.

Choosing the optimum regimen for an indi-
vidual patient will not be a straightforward  

Box 1  Patient advocates oppose Gilead patents

Initiative for Medicines, Access & Knowledge (I-Mak), a New York–based advocacy 
group, has fired the opening salvo of what is likely to be a lengthy battle with Gilead 
and other companies over access to HCV drugs in low- and middle-income countries. 
I-Mak has filed a pre-grant opposition in India to one of Gilead’s key patents for 
Sovaldi, known in India as Application Number 3658/KOLNP/2009. Others are in the 
offing. “It’s not just going to be in India—it’s going to go wider than India,” I-Mak co-
founder and director of intellectual property Tahir Amin says. “There’s probably going to 
be action on some of the other direct-acting antivirals as well.” (In the US, Merck and 
Cambridge, Massachusetts–based Idenix are also opposing Gilead’s Sovaldi patents.)

Most of the world’s HCV-infected population, which is estimated at around 185 
million people, lives outside of the wealthy regions of North America and Europe, 
as do most of the estimated 350,000 people who die every year from liver diseases 
associated with HCV infection. India has 10–12 million HCV patients. Egypt has the 
world’s highest prevalence rate, with an estimated 7 million cases in a population of 
85 million, a legacy of poorly conducted anti-schistosomiasis campaigns over several 
decades. I-Mak, whose donors include the Open Society Foundation, founded by 
investor and philanthropist George Soros, is attempting to use India’s patent laws as a 
lever to force Western pharmaceutical firms to cut their prices to affordable levels.

“India has laws that are more stringent in terms of what is regarded as new or novel,” 
Amin says. Its initial opposition concerns Sovaldi, which is administered as a prodrug 
but which, according to I-Mak, is based on claims that are covered or anticipated by 
an earlier application concerning the base uridine analog to which Sovaldi gives rise. 
“Technically they’re trying to double dip and get another four to five years patent life,” he 
says. Moreover, he claims the same compound was disclosed in a paper (J. Med. Chem. 
50, 1840–1849, 2007) published electronically on March 17, immediately before the 
patent application filing in India, which was completed on March 30, 2007. I-Mak will 
also contest the previous patent, on the basis that the compound was already known. 
The initial patent application has already been refused by the Indian Patent Office, Amin 
says, despite Gilead’s objections. “Once we file our opposition and evidence, we believe 
it will only solidify the patent office’s refusal,” he says. Although still in its infancy, the 
dispute is strongly reminiscent of the ongoing struggle between HIV patient advocates 
and the pharmaceutical industry—except it is likely to get even bigger, given the scale of 
the global HCV pandemic, which dwarfs that of the HIV pandemic. CS
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