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UEROSTO COMMODO ODIONUL

“We can’t compare across trials, if not direct, head-to-head,” 
cautions Sibold, who says Aubagio’s point of differentiation is that 
it’s the only oral that has demonstrated in two studies a statistically 
signifi cant effect on disability. “Neither of the other products has.”

Knocking the cover off  the ball
About 80% of the market is injectable, so there is plenty of oppor-
tunity in the MS space for oral therapies. Expected to gain the lion’s 
share is Tecfi dera. The pill was the third oral approved but has had 
an impressive launch this year, tearing up analysts’ estimates. It’s on 
track to reach at least $1 billion in sales by the end of 2014.

“I look around the industry—biotech or traditional pharma—and 
there were a lot of high hopes around the Pfi zer arthritis drug [Xel-
janz] and [the blood thinner] Eliquis from Bristol-Myers Squibb and 
Pfi zer,” says Mike Luby, founder, president and CEO at BioPharma 
Alliance. “So many launches that have been anticipated haven’t been 
knocking the cover off the ball. [Tecfi dera] is one where they’re 
clearly knocking the cover off the ball.”

And so far, Tecfi dera is not cannibalizing sales from other MS 
therapies. Prescription data have shown that, since its launch earlier 
this year, the MS market is growing. “You could see how orals will 
work to really build the market,” says Luby. “Over time, [Tecfi dera] 
may chip away at others but it seems to be resulting in better care.”

Considering the industry’s hottest launch today can be found in 
biotech, the present seems well accounted for. Not that biotech hasn’t 
seen its share of commercial success before. One of the earliest to 
cross the billion-dollar threshold was Epogen, Amgen’s recombinant 

drug for treating anemia that launched in 1989. Betaseron, debuted by 
Chiron in 1993, was the fi rst disease-modifying agent for treating MS. 

But these drugs were fi rst-and-foremost medical innovations. “If 
you were to take away those medicines, today we’d be in a much 
different place from a care perspective,” says Sibold. 

The life blood of biotech is drug development, and biotech fi rms 
will continue pushing to get drugs to market. Mid-cap companies’ 
overall R&D expenditure rose 20% in Q3 2012 vs. Q3 2011, according 
to research fi rm GlobalData, climbing from $621.1 million to $746.8 
million.  Oncology was the main focus of these fi rms’ R&D activities.

But partnering money to license those compounds has been drying 
up. Comparing 2012 ($2.5 billion) vs. 2010 ($5 billion) shows a 50% 
drop in upfront licensing payments on pipeline drugs. Such funding 
is impactful for small biotechs, moreso than promised milestone pay-
ments. “All this might suggest that pharmas were on a big shopping 
spree before the major patent expirations and mergers and has been 
fi nding a more sustainable level of deal making,” says Tracy Cooley, 
senior director, health and emerging company policy for BIO (the 
Biotechnology Industry Organization).

Big issues for biotech
A decrease in fi nancing for early-stage companies is “the single most 
important issue” for biotech,” adds Ron Cohen, CEO of the biotech 
Acorda Therapeutics, who has served as president of BIO’s emerging 
companies section. The reason for it, Cohen says: “[VC fi rms] draw 
a bright line to regulatory issues.”  That is, after the safety scandals 
involving Merck’s Vioxx and GlaxoSmithKline’s Avandia, the FDA 
went into a defensive crouch, he says.

That’s why R&D productivity has suffered, he says, although now 
it’s coming back. Last year the FDA approved 39 NMEs, and BLAs, 
up from 30 in 2011. And the FDA Safety and Innovation Act of 2012 
compelled FDA to create its new “breakthrough therapy status,” 
which guarantees more meeting time with senior agency offi cials 
clearing the way for an accelerated pathway to approval. 

This provision originally was “against pharma’s wishes,” says 
Cohen.  The impetus to advocate for breakthrough designation came 
from BIO, specifi cally from its emerging companies section, he says.

“Friends of Cancer Research championed Breakthrough Thera-
pies,” says Cooley, “but Ron is right in that BIO and our member 
companies were supportive of the new designation process.”

On the other end of the spectrum, biotech’s aging stalwarts face 
a big threat from biosimilars. While regulatory uncertainty still sur-
rounds their go-to-market pathway in the US, the copycat meds are 
coming to a market near you. A European committee, for instance, 
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Top 10 Biologic Drugs by US Sales, 2012

Rank Product Company US sales % change vs.
   $ (millions)  prior year 
1 Humira Eli Lilly $4,608.5  23.1%

2 Enbrel Amgen $4,336.6  15.1%

3 Remicade J& J/Merck $3,876.1  11.1%

4 Copaxone Teva $3,581.1  13.3%

5 Neulasta Amgen $3,459.6  4.0%

6 Rituxan Genentech/ $3,196.7  7.5%
  Biogen Idec

7 Avastin Genentech $2,660.8  -0.1%

8 Lantus Sanofi  $2,326.3  12.5%

9 Lantus SoloStar Sanofi  $2,189.3  37.3%

10 Epogen Amgen $2,166.8  -22.0%

Source: IMS Health, MIDAS, MAT Dec 2012, US Biologic market at trade level


