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in brief

NEWS

Celgene’s multibillion spree 
on Oncomed/NYC
In December, Celgene, of Summit, New 
Jersey, signed a deal potentially worth a 
whopping $3.3 billion for options on up to six 
anti-cancer stem cell products from OncoMed 
Pharmaceuticals, of Redwood City, California. 
Celgene initially became interested in one of 
OncoMed’s lead products, demcizumab—a 
monoclonal antibody that targets Delta-like 
ligand 4, an activator of Notch signaling, 
known to be important in stem cells and 
cancer—because of its potential to work in 
combination with Celgene’s chemotherapy 
Abraxane (nab-paclitaxel). But George 
Golumbeski, senior vice president of business 
development at Celgene, says they soon 
realized OncoMed has “a wonderfully effective 
drug discovery group.” Wells Fargo analyst 
Brian Abrahams characterizes the up-front 
payment of $177.25 million, including 
a $22.25-million equity investment in 
OncoMed, as “substantial,” but notes that 
Celgene is getting multiple shots on goal for 
the initial payment. Although most of the 
deal is for preclinical compounds and only 
demcizumab is in phase 2b trials, Golumbeski 
defends the up-front payment, noting it’s “in 
line with what’s been paid for similar assets at 
similar stages.” The investment in OncoMed’s 
promising-but-unproven cancer stem cell 
targets highlights Celgene’s broader strategy 
of investing in innovation. In November, 
Celgene established a collaboration with 
Versant Ventures, of Menlo Park, California, 
to license or acquire products developed 
by Versant’s biotech incubator Blueline 
Bioscience, which will license technology 
in Celgene’s core focuses of oncology and 
inflammatory diseases out of research 
centers in Toronto. “We were really struck 
by how much good work is going on there,” 
Golumbeski says. In New York, Celgene 
seeded a fund to invest in startups with Eli 
Lilly, of Indianapolis, and GE Ventures, of 
Fairfield, Connecticut. The collaboration 
pools a total of $50 million from the three 
companies and the public-private New York 
Economic Development Corporation with 
another $50 million from venture capital 
partners. The funding doesn’t give Celgene 
rights to products developed by the startups, 
but comes with increased access to innovation 
at the New York medical centers where the 
startups will be spun out from. “With or 
without rights, that kind of closeness has 
always been to our advantage,” Golumbeski 
said. Celgene hasn’t acquired a marketed 
product since its 2010 acquisition of Los 
Angeles-based Abraxis BioSciences, but 
Golumbeski said the biotech has looked  
at late-stage compounds because, “The  
deals that get done tend to be more a  
function of what gets through our diligence 
process.” Brian Orelli

Five biopharma companies will soon be 
testing their lung cancer compounds in 
a very different type of clinical trial. The 
Lung Cancer Master Protocol will test mul-
tiple novel drugs simultaneously using a 
biomarker-driven protocol. The idea is to 
modernize clinical trial infrastructure by 
setting up a model of collaborative testing of 
drug candidates that saves much of the time 
and expense usually associated with clini-
cal trials. The master protocol’s first focus 
is squamous cell lung cancer, and five inves-
tigational drugs from Amgen, AstraZeneca, 
Genentech, MedImmune and Pfizer will be 
tested (Table 1). Trials could begin in March 
2014, according to Roy Herbst of the Yale 
Cancer Center in New Haven, who co-chairs 
the master protocol’s steering committee. 
Detailed plans of the protocol design were 
announced during the Friends of Cancer 
Research at the Brookings Institution 
Conference on Clinical Cancer Research, 
November 7, 2013, in Washington, DC.

The master protocol is a “truly exciting 
development, one that will benefit indus-
try and patients,” says US Food and Drug 
Administration (FDA) Commissioner 
Margaret Hamburg. “It vastly increases the 
chances of finding more and better treat-
ments.” Although a concept paper from 
several years ago laid the groundwork, the 

practical genesis of the master protocol was 
a brainstorming session early during 2012, 
according to oncologist David Gandara of 
the University of Davis, California, part of 
the steering committee whose members 
worked out details for the protocol. “We con-
cluded the classic drug development para-
digm needed to be revised because it takes 
seven and a half years to complete and has 
too many failures,” he says.

Other biomarker-driven screening trials 
are already under way, such as I-SPY2 (Box 1)  
for breast cancer and BATTLE-2 for non-
small cell lung cancer. But the master pro-
tocol is pioneering in that it aims to create 
an infrastructure that could be applicable 
to other types of cancer and other diseases 
as well. It also allows successful agents to be 
followed into phase 3, whereas experimen-
tal agents in I-SPY2 ‘graduate’ after phase 2.  
“We hope that this serves as a prototype,” 
says Janet Woodcock, director of the FDA’s 
Center for Drug Evaluation and Research.

In the master protocol, initially, patients 
will be screened with a centralized geno-
typic test, probably using next-generation 
sequencing. Those with squamous cell lung 
cancer will then be sorted into one of mul-
tiple arms of a clinical trial. Each patient is 
assigned to a study arm matching tumor 
mutations to the hypothesized mechanism 

Master Protocol for squamous cell lung 
cancer readies for launch

The first Master Protocol will test five experimental drugs for squamous cell lung cancer.
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