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in brief

trait they uncover as a protective measure 
against potential competition, gene patent-
ing is still relevant to enable the development 
of new traits, creating benefits to farmers, 
Muyldermans says.

In practice, a 2012 Supreme Court decision 
in Mayo Collaborative Services v. Prometheus 
Laboratories had a much broader effect on 
diagnostics by raising the bar for obtaining pat-
ent method claims (Nat. Biotechnol. 30, 373–
374, 2012). But taken together, the Prometheus 
and Myriad decisions make the US one of the 
most restrictive jurisdictions.  “Now in the US 
your diagnostic methods are limited, and your 
ability to claim naturally occurring molecules 
is limited as well,” says Resnick. “We used to say 
Europe was a jurisdiction that gave you limited 
patent protection. [But] you can patent all this 
stuff in Europe.”

Moving forward, Sauer thinks there will be 
patent protection for most essential claims in 
the industry. “Composition claims for DNA 
are still possible,” he says.  “That’s one thing I 
think is really important.”

 “The Court is saying you have protection 
but it will be limited,” says Resnick.  If DNA 
is in a vector, for example, the bases could be 
modified and the DNA made more stable.  
“That does not exist in nature,” he says.  A 
transformed host cell also could be claimed. 
“What concerns me are the unintended con-
sequences with respect to isolated proteins,” he 
says. “Our goal is to always make something 
as close to human as possible.  But now, the 
closer you get, the greater the chances are it’s 
not going to be patent eligible.”

Mark Ratner Cambridge, Massachusetts

Box 2  The Myriad soap opera

The case against Myriad was driven in part by an antimonopoly sentiment, fueled by 
plaintiffs who were not happy that Myriad Genetics was charging a lot of money and 
that some people weren’t covered, says David Resnick of the law firm Nixon Peabody. 
Those emotions ran alongside the feeling that, fundamentally, parts of the human body 
should not be covered by patents.  “Essentially it was like a soap opera,” he says.

Myriad was an atypical case.  Normally in a patent suit, Myriad would have sued 
an infringer and the other party would have explained what they’d done, how they’d 
extracted primers, made amplicons using PCR, or whatever, says Hans Sauer of BIO, 
so the judge would have had a good understanding of what had happened.  But this 
was a declaratory judgment case where the plaintiffs claimed that Myriad’s BRCA 
patents prevented people from examining, studying, testing and researching genes.  
“It was a relatively abstract proposition and invited a relatively abstract answer,” he 
says.

Many observers felt the Court oversimplified the issues before it.  In the oral 
argument, the questions the Justices put to the attorneys sought to move the 
discussion away from chromosomes and complex biological materials by analogizing 
DNA to the ingredients of a chocolate chip cookie.

“I found it frightening,” Resnick says. Whenever the attorneys from Myriad tried to 
talk about the science “they were turned back,” he says. “Absolutely ridiculous.  The 
science is hard but it is not that hard.”

With a better grasp of the science, the Supreme Court “might have been able to 
write a less ambiguous decision,” adds Sauer.  “But I think at the end of the day the 
outcome probably would have been the same because the outcome the Court had was 
the outcome that they probably wanted.” MR

BARDA to pick and choose 
next-generation antibiotics 
In May, the Biomedical Advanced Research 
and Development Authority (BARDA), the US 
government agency charged with developing 
countermeasures to bioterrorist threats, 
struck a novel type of collaboration deal with 
GlaxoSmithKline (GSK) to develop several 
antibacterial agents. The agreement gives 
the London-based pharma $40 million over 
the first 18 months and up to $200 million 
over five years, under a new type of flexible 
structure. Instead of focusing on a single 
medical countermeasure, BARDA can shift 
funds around GSK’s antibacterial portfolio. 
The “portfolio approach” is a more efficient 
way to partner with the company, says BARDA 
director Robin Robinson, of Washington, DC. 
With the new partnership, “if one or more 
drugs do not meet our requirements we will 
replace them with others in the GSK pipeline,” 
says Robinson. The partnership, funded by 
BARDA’s Broad Spectrum Antimicrobial 
Program, allows the government agency to 
decide which drug candidates to include in the 
portfolio. GSK will conduct the preclinical and 
clinical studies to develop antibacterials for 
bioterrorism indications such as anthrax, plague 
and tularemia as well as address antibiotic 
resistance—part of BARDA’s strategic plan since 
2011.  One new class of antibiotic investigated 
under this program is GSK’944 to treat bacterial 
infections acquired in hospital and community 
settings.  “Because of economic and regulatory 
barriers, very few pharmaceutical companies 
pursue antibiotic R&D,” says Amanda Jezek at 
the Infectious Disease Society of America. “This 
type of public-private collaboration is critical to 
help leverage government and industry funding 
for antibiotic R&D.” Also in May, BARDA signed 
a $75.7-million deal with Cempra of Chapel 
Hill, North Carolina, to develop solithromycin 
(licensed from Optimer Pharmaceuticals, of 
Jersey City, New Jersey), a next-generation 
fluoroketolide antibiotic in phase 3 trials to treat 
community-acquired bacterial pneumonia, and 
potentially anthrax and tularemia infections, 
in children. BARDA currently has 140 drug 
candidates in its pipeline, 80 of which 
are directed against chemical, biological, 
radiological and nuclear defense. The majority 
were developed through partnerships with 
companies, says Robinson.  Gunjan Sinha

“There is this perception 
that the key to the next 
breakthrough is from 
someone finding a gene that 
is sitting somewhere and 
someone having a eureka 
moment. What i learned 
is that it doesn’t usually 
happen that way.” Brad 

Margus, advocate for rare diseases and former CEO 
of Perlegen and Envoy Therapeutics, speaking of 

in their words
“Talk about personal genomics. it doesn’t get any 
more personal than trying to figure out what’s 
wrong with your own kid.” Gary Schroth, an 
R&D director at Ilumina in San Diego. Illumina 
participated in a nine-year quest by a father for 
the cause of his daughter’s undiagnosed malady. 
The answer (mutation in transforming growth 
factor β-3) came out of exome sequencing. 
(Nature, 26 June 2013)

the importance of sharing genome data. (New York 
Times, 5 June 2013)

“We don’t have a lot of questions on drugs  
because they’re slam dunks. it’s not if we’re 
going to approve them. it’s how fast we’re going 
to approve them.” Richard Padzur, director of 
the FDA’s Office of Oncology and Hematology 
Products, on the need for speed in approving 
new cancer drugs. (Forbes, 23 June 2013) 
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