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Drug Maker Targets Infections That Are Resistant to Antibiotics
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Hospitals can be dangerous
places for sick people.

Their wards can be a fatal
mix of weakened immune
systems and nasty bacteria
that tolerate some of the
strongest antibiotics. But
that’s created opportuni-
ties for Cubist Pharmaceu-
ticals©BsT,

The Lexington, Mass.-based
drug research company sells
theintravenousantibioticdap-
tomycin under the brand
name Cubicin. It goes after
nasty bacteria that can cause
staph infections, and other
skin and bloodstream infec-
tions.

The five-year-old drug
has been the most success-
ful new LV.-antibiotic
launch in the U.S., based on
sales. It’s delivered consis-
tent double-digit revenue
growth and nine consecu-
tive profitable quarters for
Cubist.

Cubicin is steadily taking
market share from its main
competitor, Vancomycin.
That generic antibiotic has
long been the treatment of
lastresort for some drug-re-
sistant strains of bacteria.
Butasdrugs are used, bacte-
riamutate, developingresis-
tance.

Resistant Bugs

Cubicinis partof that next
generation of antibiotics
that target those resistant
bugs.

Competitors have other
drugs in the works as well.
Federal regulators could ap-
prove some for further

Biotic Battles

The antibiotic Cubicin has racked up cumulative U.S. sales of
about $1 billion since winning regulatory approval five years
ago. Analysts say the trajectory should continue.
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tests later this month. But
analysts say Cubicin has a
powerful head start.

“This is a market slow to
adopt new drugs,” said
Jason Kantor, an RBC Capi-
tal Markets analyst. “If you
look at the ramp of Cubicin,
it’s taken them many years
to get where they are.”

The company reported
$6.3 million in Cubicin
sales in the first quarter of
2004, shortly after the drug
hit the market. By the third
quarter of this year, net
U.S. sales reached $109.2
million. The company said
full-year U.S. Cubicin sales
will be $410 million to
$420 million.

Cubist estimates that
more than 570,000 people

have been treated with the
drug. The company says it’s
sold more than $1 billion
worth of Cubicin since its
launch.

“We had to slog it for five
years to gettowhere we are
today, David McGirr, Cub-
ist’s chief financial officer,
said during an investment
conference earlier this
month. “It’s an important
point to have in mind as we
talk about competition be-
cause they will begin back
at that zero number if they
ever get approved. They
will have to climb this wall
like we did.”

MRSA — or methicillin-re-
sistant Staphylococcus au-
reus — is a growing prob-
lem. S. aureus is commonly
carried on the skin and in
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the noses of completely
healthy people. But if it
finds an open sore or a weak-
ened immune system, a full-
onstaph infection can devel-
op. The Centers for Disease
Control says that 60% of the
strainsit finds are the methi-
cillin-resistant variety.
That means most of the
frontline and secondary at-
tacks doctors usually use
havelittle impact.

MSRA has been showing
up in hospitals, nursing
homes, jails, and even neigh-
borhood gyms and fitness
centers. Cubicin is ap-
proved to go fight MRSA.

One of its big advantages
is that Cubicin is adminis-
tered once daily, rather
than the twice-daily dos-
age required of some other
antibiotics. That’s helped
expand its use for outpa-
tients as well as those con-
fined to hospital and nurs-
inghomes.

Cubist partners with Euro-
peandruggiant Novartis\'s
for sales outside the U.S. But
the drug has made far less
headwaywith European reg-
ulators and doctors. The
company expectsjust $7 mil-
lion in revenue this year out-
sidethe U.S.
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U.S. sales have been so
strong though, the com-
pany earlier this year ex-
panded its headquarters
and research facility in
Lexington.

Researchers at Eli Lil-
Iyt first discovered the
compound in Cubicin in

the 1980s. It showed
some early promise,
though that company

later put it aside. Cubist
formed in 1992. In 1997,
it licensed the compound
from Eli. And in Septem-
ber 2003, it won FDA ap-
proval for the drug.
Cubicin isn’t Cubist’s
only product, but it’s by
far the most important.

Cubist’s third-quarter
revenue rose 41% to
$112.4 million — almost

entirely from Cubicin.

Earnings climbed 38% to
44 cents per share, 11
cents better than analysts’
forecast.

Analysts surveyed by
Thomson Reuters expect
full-year EPS of $1.26,
up 48% vs. 2007.

Cubist has several new
compounds in various
stages of development.
But those are potentially
years off. This summer
the company signed a
deal with AstraZene-
ca*?™N to sell its antibiot-
ic, Merrem, which works
against  bacteria  that
don’t respond to Cubicin.

That should bring in
about $9 million this
year and $20 million in
2009. While the amounts
are small, the company

has no development and
very low marketing costs
associated with the drug.

“We’re selling this com-
pound, we’re selling Mer-
rem to the same hospi-
tals, the same doctors,
that we’re already talking
to about Cubicin, so (it
is) a very nice little deal
for us,” McGirr told in-
vestors.

Single Product

Still, that reliance on just
one compound is one of the
risks with Cubist, analysts
say. Next week, the FDA
will look at three other
drugs to see if they have
merit in fighting some of
the same skin infections Cu-
bicin targets.

RBC’s Kantor doesn’t
have high hopes for those

potential rivals. But he
thinks an FDA rejection of
those competitors has al-
ready been priced into the
stock. So if the FDA gives
any of them a green light,
Cubist could take a hit.

And as Cubicin gains mar-
ket share, it makes itself a
more attractive target for
generic drug makers. Cubi-
cin has patent protection
on the dosing and adminis-
tering of the drug. So far, it
appears no one has filed
the necessary patent chal-
lenge to attempt a generic.
A key expected date for
such afiling — the five-year
anniversary of Cubicin’s
FDA approval — passed in
September without notice.

As Stanford Group ana-
lyst Biren Amin said in are-
search note, “No news is
good news.”
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