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WARREN, N.J. — When Celgene Corp. got its first drug approved, it priced
2 50-milligram capsule at $6. Today, it sclis the same white capsule for nearly
five times the original price, or $29, o 4
Little has changed 10 affect the cost of making the firug since it was first
sold in 1998 as a treatment for leprosy and severe weight loss, or wa.sm.\g,
caused by AIDS. But today, it is primarily prescqbcd_ for cancer, ?‘ (_hsc.}sc
whose patients and advocacy groups have shown little interest in highung for
er U.S. prices. . )
on«e_'“%{fn }:::f launched it, it was going to be an A.IDS-wastmg drug, ﬂzaygs
Celgene’s chief executive, John _]acksozj(i "'s’:e. com:::;; ‘t‘ ;bargc more or there
; smonstrations outsiae e o A ot
mugtrgi‘:cgejﬁx(gki: thalidomide, which carue.d \s'()n"ldjss'?dc potonc:,r u‘;‘ f;;
1960s for causing birth defects. The stur.y.of its reincan nanondau:l n MpS
and cancer treatment shows how the political environment anc criig o0
panies’ perception of what the marlfcl will bear drive decx;:(en;; og VJ.\‘ 51
prices in the U.S. For some serious diseases such as cancer, y
ally the limit — although it may not stay that way. e AR
The ability to price medicines ever higher lwfs elpe o e
maceutical industry's research and dcvclopmem.?l ogmr-us, \\mics gl -
medicines to palie‘nts. It also fills the coffers of some comp:

: : jents must pa
executives, Mcanwhile employers, insurers, and sometimes panents pay
the tab,

B sealed Price Rises™ by Gecta

“New Protocol: How Drug's Rebirth as Trearment lor (..ar:(g{;:ucl;d: '&};};‘;ﬁ:‘ (c,v) 2004,

Avand, The Wall Snvet Journal, Fastern Edition, November O & Company, Inc. in the
oW Jones K Company, Inc.). Reprinted with permission of Dow Jones )
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Nc“. \.‘"'.(({"")- le is incxp(-nsi\'c (8] mc‘}&l;- rundﬂ'ca( llkl';:ic?(: lte'_: D!;a'g" ?_gOVem,
Thalicdonnde. Brazil, sells JO0-milligram capst o ¢ Brazlian go,
Jaboratory m.l ‘ﬂ-' lor seven cenis. The pills are given 1o leprosy ang
)’; (of charge. A Netherlands pharmacy sells the same dqqe

ment
erpmoent health s

cancer patients fre
o ;z}::l::w?f.:?;mn as the biotechnology dcpa;'tmrcn.l (ljl‘.‘;fdc a big chemicy
firm. '(Z(’:l:lllcs{- Corp.. in the fate l}):Os. l;\ 128()(.(:: }::1'0 l: u‘ll(.::; ir(;er'%Cd with
another company. it decided 1o spin off t 1dc 1 ik hi(ﬁ)o ica.l 1. The ney
compny. named Celgene. al ﬁr?'l {focuse onlg-0 B S g p Processcf; ©
make industrial chemicals. But in the carly l.J s it decide [5, move into

was “a lousy business,” says So) I

icals 3
hanmacenticals because the old focu ‘ : s
P hief operating officer. “"Chemicalg

Barct. a founder of Celgene who is now ¢ erplecd '
are priced on the cost of ingredients,” he says. Wil ¢ pharmaceuticals are

“priced on value.” _

In the 1990s, Dr. Barer, a chemist, was wandering the halls of Rocke-
feller University in Manhattan in search of products when he bumped inio
2 scientist who was studying why thalidomide helped treat leprosy. She the.
orized that the drug acted o inhibit a protein associated with inflammatory

diseases from asthma to rheumatoid arthritis,
Dr. Barer grew excited about thalidomide’s potential but was wary of its

history. In the early 1960s, the drug was found to cause horrific birth defecs
in the habies of mothers who had taken the drug for moming sickness. Most

of the babies were born in Europe because the drug was never a
rope beca ver approved by
the U.S. Food and Drug Administration. Some babies had no arms or !e;s),

whil.t_} others had deformed limbs.
halidomidc' was still being used in poorer countries because it was
31§a|‘:u :i)ngi ;glzi?;c“:;(u:;lnng .lcprosy -and Ycast!ng in tuberculosis patients.
porting thalidomide illegally to trcat wasting. Dr.
Barer cn?ncluded. that Celgene could get the FDA 1o approve thalidomide
despélc} its notoriety, if the company sought 1o sell the drug for Angml ‘
o Al‘lc) gcn:(ilztng{.mbchmcal trials 10 show thalidomide could reduce wasting
odikerite %lood :ee:: (limexppclcdiy found the amount of AIDS virus in
lore esting world tfe to :;se temporarily on thalidomide. That meant
route: getting the drug al;::croig;i [f)l'- Barer says he decided on a quicker
data existed in public health dazaba(s);strcalmg lepuosy; for witkch aubitants
on the market for leprosy, dactors aroutiq l}.] e world. Once the drug was
i ' ““f}‘:) Presfi)‘lbc it for AIDS or any other
devis rescribing,
?nlong other things, re;flillzl_s)'s{em for dtspcnsin%; the drug that requires,
age. Since (halidomide hag be!:,mgnanq’ tests for patients of childbearing
1 around [or decades and the composition

couldn't be pate
di't be patented, Cel
trolling distribution_ gene wauld eventually patent this system of con-

The FDA faced
i : Pressy
thalidomide, In July 1998 (he F‘DAMDS activists who wanted access ©

thalidomide for | ra
]ight to those whgp;:fzcl:indcr the bra%;dl;::ﬁ] ectf;ll%ene appro\ral to mal‘kCl
-label for wasting:
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The next challenge
Marine who had heled CXCCHTve PoOsitia
Cyanamid, 100k over g Celgene's chie
Dr. Barer wanted o aveigl ANLagonizin
caid it yon charge more than $5,000 |

WIS SCHing the Price. Mr fackson, @ lanky former

sl Merck & Co. and American
I executive in 1996, Mr. Jackson and
B AIDS activists, "Our pricing people
My jackson says, per year|, they'll show up at the door,”

Ouly alter the Price had been der
didd the two men fully veuljze

AU $6 tor cach 50-milligram capsule
1997, Bart Barlogice

thalidomides potential 1o treat cancer. In
» A cancer specialise in Little Rock, Ark.. tried thalido-
micle on an eldedy man wigl, Inuliple myeloma, a cancer of the plasma cells
in hone ""f"""’“'_lhm afflicts 50,000 Americans, Dr Barlogic was acting on
the suggestion of Judal Folkman, 5 rescarcher at Children's Hospital Boston
who st ied summ."ccs that can deprive cancer cells of new blood vessels for
growth. l_). lklj-lc)glg.'s Patient had g nearly complete remission.

On Dec. O, 1999, Dr, Barlogie I‘L'pt)ri(-(l i resnite of -5 elintial kel
About 30% of 169 patienis who had relapsed after other reatments saw levels
of a protein associated with myeloma decrease by 50% or more after ki ng
thalidomide. )

Thalidomide was reborn as 4 cancer medicine just as the drug was
eclipsed by new AIDS medicines that made wasting virtually a thing of the
past in the U.S. Again it was being preseribed of-label since Celgene
hadn’t received FDA approval to sell the drug for cancer,

Celgene, like many small biotech companies, had lost money every year
since its founding. In 1998, i reported a loss of $32 million on revenue of
$3.8 million. Now it could begin 1o tackle those Josses. Mr. Jackson says he
knew he could charge a lot more for thalidomide as a cancer drug. The

question, he says, was whether to double or triple the price immediately or
make more gradual increases. He decided on the latter. In 1999, he raised
the price by 21% to $7.23 from $6 for (he Al-milligram thalidomide capsule.

The cost for consumers at pharmacies is typically bewween 20% and 25%
higher than what Celgene charges to drug distributors.

Celgene’s revenue soared to $38 million in 1999 and $85 million in
2000. I became a star on the stock market, even though it continued (o post
losses. In February 2000, Mr. Jackson did 2 secondary offering, raising $298

million at §10! a share. Mr. Jackson and Dr. Barer, who had dreamed of

turning Celgene into a major pharmaccutical company, acquired a San
Diego cancer research firm in June 2000 for $200 million in stock.

As the use of thalidomide spread, some cancer doclors noticed that they
could get the same results with a lower dose. That was significant because
thalidomide can cause a nerve disorder and sleepiness, especially at higher
doses. At the end of 2000, the company says it found the average daily dose
per patent had fallen by about 25% to 295 milligrams, from 300 milligrams
d day per patient at the start of the year. That meant the average pa(ient was
spending less per day on thalidomide — $85.70 compared with $43.38 at the

S@art of 1999. Mr. Jackson believed Celgene could raise the price.

Over 2001 and 2002, he did so scveral tmes, The medicine remained
cheaper than many cancer drugs and Mr. Jackson says he received few, if
any, complaints. By the end of 2002, Celgenc was selling the 50-milligram

Capsuie for $11.03. “By bringing it up every year, it was heading toward
where it should be as a cancer drug,” says Mr. Jackson.
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the drug Velcade 1€ market in May B
twice as high as thalidomide. Velcade, delivere .
: for the average patient, compared with

pital, cost abowt $4,100 per month . i ;
around $1.800 per month for a typical thalidomide USEE
In June. one monih after Velcade came 10 market, Mr. Jackson raiseq
, “We felt certainly from a

halidamide's price by 10% to $15.76 from $14.33.

compelitive perspective that would bc jusliﬁablc,' he says. By the end of
2003, the 30-milligram capsule of thalidomide cost $22.32. In 20083, thalido-
mide sales nearly doubled t© g244 million. Celgene declared its first profi,
of $13.5 million.

Mr. Jackson says the price increase wasn't as rapid as it seems because
in 2003 Celgene also introduced 100-milligram and 200-milligram doses of
thalidomide and didn't raise the prices of those higher doses as frequently

ligrams per day or more of the dmg:

More than 60% of patients take 200 mi!
according to Celgenc. Previously they had to take four 50-milligram pills;

now they could take a single 200-milligram pill and save some money,
Each year, as thalidomide revenue grew, Mr. Jackson plowed more
money into research and development of new medicines. By 2003, the R&D

budget at Celgene had reached $123 million, which an
\ : - p wunted t '
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to devise without violating Celgene's five patents on its own system. And the
FDA might hesitate to approve an alternative system because Celgene's sys-
tem has worked well 10 prevent bivth defects fru'm thalidomide, Cclgcnc say's
no other company has atteripied to bring thalidomide to market in the Us.

Celgene is sceking FDA approval o market thalidomide for multiple
mycloma; currcmly. since the drug is only approved [or leprosy, Celgene
sales representatives aren’t allowed 1o directly promote it for other uses.

This year, Mr. Jackson has raised the price of the 50-milligram capsule
twice, by a total of 32%, o ke it o $29.44 from §22.32. The current price
of the 200-milligram capsule is $75.60, or about 36% cheaper than the 50-
milligram capstile on w4 per-milligram basis. Patients who take 200 milligrams
a day are now paving aboul three times as much as they did in 1998, while
those with a 50-milligram daily dosc are paving nearly five umes as much.

Sull, Mr. Jackson says a month of thalidomide for a typical patient costs
only about 60% as much as a4 monih of Veleade, meaning there's room for
more price imcreases. He says il he brought his drug 0 market today he'd
scll it for the same price as Velcade, In fact, he told investors during a re-
cent presentation al an industry conference to expect Celgence’s next prod-
uct, Revlimid, 1o be priced at wwice the cost of thalidomide “unless the
political environment changes.”

Some on Wall Street believe such a change is looming. Oncelogists have
begun to complain that prices are out of hand. And the Centers for
Medicare and Medicaid Services, the federal agency that covers health-care
costs for seniors and the indigent, has proposed cutting federal reimburse-
ments for the infused biotechnology medicines covered at present. Analyst
Eric Schmidt at SG Cowen & Co. says he expects the federal agency to exerl
more pressure on drug prices when it begins covering most prescription
medicines for seniors in January 2006.

Mr. Jackson argues the high prices don’t hurt patients. “Either people
are wealthy enough to pay or health insurance pays or our company gives
the medicine away for free.” he says. Don Baylor, the New York Mets' hitting
coach last scason, lakes thalidomide to treat his multiple myeloma and says
in an interview the cost of the drug is covered under Major League Base-
ball's health-insurance plan.

But other patients bear much of the cost themselves. Mary Lou Wright, 2
retired insurance agent in Harrisonburg, Va., says she has paid a portion of
the cost of thalidomide under her insurance plan, although she has enough
income to make the expense manageable. Uniil Ms. Wright went off the drug
recently, she paid $289 a month for her prescription of 50 milligrams a day.
“The price of the drug is outrageous,” says Dr. Comenzo, the Sloan-Keticring
oncologist who treats Ms. Wright and Mr. Baylor.

Celgene’s free drug program, generous by industry standards, helps pa-
tients who earn less than $38,000 a year and also have assets of less than
$10,000. It doesn’t apply to people whose insurance is paying part of the
bill. Dr. Comenzo's nurse, Alice Ford, says she sees many patients who strug-
gle o pay for thalidomide and don't qualify for Celgene’s free drug pro-
gram. For that reason, she says, “I discourage the doclor from putting
people on it," Velcade, though more expensive, has been covered by
Medicare.

The two biggest advocacy groups for multple myeloma haven’t made
lower drug prices a priority. "I try to focus on the positive rather than
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mion sells the drug under a program

Pharmion Corp. of Boulder. Colo. P]'.mr ; )
for making lifesaving medicines available before t.hcy ve been ofﬁc.m'lly ap-
proved by regulators. A patient in Europe on a daily dose of 100 milligrams

would pay about 830 a day to get thalidomice fromfharmiow

Pieter Souneveld, 2 hematologist at the University of Rotterdam in the
Netherlands, says his patients complained so much about Pharmion’s price
that he helped set up a pharmacy to make thalidomide and sell it at cost
in the Netherlands through hospital pharmacies. It costs about $2.60 for
100 milligrams, he says. However, if Pharmion gewss marketing approval
from European regulators it would have exclusive rights to sell the drug for
multiple myeloma, making it more diflicult for low-cost alternatives such as
Dr. Sonneveld's (o survive,
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