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Price Matters
Jim Miller

t a wi dely - a n ti c i p a ted and cl o s ely scruti-
n i zed pre s en t a ti on to analysts in Apri l , P f i zer
announced that it will cut $4 billion out of

its cost structure during the next four years. The
com p a ny said the re s tru ctu ring is requ i red in the
f ace of an anti c i p a ted revenue weakness re su l ti n g
from the loss of patent protection for several key
d ru gs , p lus the dec re a s ed perform a n ce of its COX -
2 inhibi tors , Cel ebrex and Bex tra . The announce-
ment was preceded two days earlier by the with-
d rawal of Bex tra from the market at the insisten ce
of FDA.

The size of the cost cuts was nearly do u ble wh a t
Wa ll Street analysts had been ex pecti n g, but the
com p a ny provi ded few details to analysts or its
em p l oyees rega rding wh ere the cost redu cti on s
would come from . More insight came the nex t
day at this year’s “Partnerships with CROs” con-
ference in Dallas, where Pfizer’s (New York, NY,
w w w. pf i zer. com) Ch i ef F i n a n ce Officer Alan Levi n
t a l ked abo ut ef forts the com p a ny is making to rei n
in R&D expenses.

Levin said that in Pfizer ’s new CRO sel ecti on
p a rad i gm , com peti ti on is the norm and pri ce is
an ex p l i c i t ly con s i dered and heavi ly - wei gh ted fac-
tor. Q u a l i ty, wh i ch trad i ti on a lly was a key dec i-
sion criterion in CRO selection, is now the price
of en try into the ven dor poo l . In other word s , a
C RO is all owed to su bmit a proposal on ly if i t s
qu a l i ty is accept a bl e . Com peti ti on among accepted
ven dors is used to drive down pri ce s , with the hel p
of e - proc u rem ent tools su ch as online reverse auc-
tions (a real-time bidding process in which ven-
dors com pete by be s ting each other ’s po s ted pri ce ) .
Levin also said that Pfizer is turning increasingly
to offshore locations such as India and China to
source R&D services and conduct studies.

Ma rk J. Gu i n a n , CFO for Jo h n s on & Jo h n s on’s
( New Bru n s wi ck , N J, w w w. j n j. com) R&D opera-
ti on s , copre s en ted with Levin and em ph a s i zed the
t h eme of com peti ti on . Guinan announced that
Jo h n s on & Jo h n s on has establ i s h ed a cen tral serv-
i ces group to su pport clinical trial activi ties for the
com p a ny ’s con s ti tu ent R&D opera ti on s , i n clu d-
ing Jo h n s on & Jo h n s on , Al z a , Cen tocor, and Scios.
The cen tral servi ces group wi ll bid against CRO s

to provi de servi ces for the com p a ny ’s clinical stu d-
i e s . The goa l , said Gu i n a n , is to drive down co s t s
while increasing the qu a l i ty of s ervi ces provi ded .

Wyet h ( Mad i s on , N J, w w w. w yet h . com) repre-
s en t a tives told the con feren ce abo ut the com p a ny ’s
l a test ef fort to con trol co s t s—a stra tegic sourc i n g
deal with RPS to provi de field mon i toring staff.
This is the second year in a row in wh i ch Wyet h
has showc a s ed an innova tive approach to out-
s o u rc i n g. This past ye a r, com p a ny repre s en t a tive s
de s c ri bed an initi a tive to out s o u rce all clinical data
m a n a gem ent activi ties to Accen tu re . Accord i n g
to the company’s presentation, that initiative has
been very su ccessful at lowering data managem en t
costs.

Big Pharm a’s ad m i s s i on that it is making dec i-
s i ons on the basis of pri ce should be a wake-up call
to the en ti re con tract servi ces indu s try, i n clu d i n g
con tract manu f actu rers . For a long ti m e , con trac-
tors have convi n ced them s elves that qu a l i ty (amon g
o t h er factors) tru m ped pri ce as a dec i s i on cri te-
ri on . Now major ph a rm aceutical companies are
s aying that qu a l i ty and com p l i a n ce are nece s s a ry
for doing business with them , but not su f f i c i en t .

O f co u rs e , pri ce is not the same as co s t . Wyet h’s
ef forts with Accen t u re ( w w w. accen tu re . com) and
Re s ea rch Ph a rm a ceutical Servi ce s ( P lym o ut h
Meeti n g, PA , w w w. rp s web. com) are a recogn i ti on
that opera ti onal ef f i c i en c y, com bi n ed with an ap-
propriate level of offshoring, may deliver signifi-
cant cost savi n gs . The con cern for the indu s try
should be that the focus on pri ce wi ll drive out
truly cost-saving innovations.

New INDs flat in 2004
One of the big stories of 2004 was the strong per-
form a n ce in early stage - devel opm ent servi ce s , i n-
cluding preclinical and Phase I testing and clini-
cal trial material devel opm ent and manu f actu ri n g.
Growth in those sectors exceeded 15%, and ca-
p ac i ty con s traints have forced ph a rm aceuti c a l
companies to reserve CRO capacity 3–6 months
in advance.

One would expect, in the face of robust early-
devel opm ent perform a n ce , that the nu m ber of
com m ercial inve s ti ga ti onal new drug (IND) fil-
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i n gs would have ju m ped in 2004. Th a t
does not seem to be the case, h owever. Ac-
cording to data recen t ly rel e a s ed by FDA ,
n ew IND filings were essen ti a lly flat in
2004 when compared with 2003.

Va rious factors might explain the ga p
bet ween accel era ting early devel opm en t
s pending and slu ggish IND growt h . F i rs t ,

companies are spending more time and
m on ey per stu dy than in the past. Th e
growth in safety ph a rm aco l ogy stu d i e s
and spec i a l ty areas su ch as inhalati on tox-
i co l ogy is driving up the cost and time in-
ve s ted per stu dy. As a re su l t , precl i n i c a l
revenues and capac i ty usage may incre a s e
faster than the number of candidates.

A furt h er ex p l a n a ti on is that mu ch of
the increased demand may be in support
of Phase II–III studies ra t h er than for
prep a ring for first-in-man stu d i e s . C RO
booking and backlog indicate that Phase
II–III studies are increasing, and compa-
nies of ten must do more ex ten s ive te s ti n g
to su pport lon ger or larger do s a ge regi m e s .
In ad d i ti on , demand for lon g - term tox i-
c i ty studies su ch as those for carc i n ogen i c-
i ty wi ll pick up as candidates move beyon d
Phase I. Ma j or ph a rm aceutical com p a n i e s
a re more likely to out s o u rce those lon g -
term studies than the short - term stu d i e s
conducted pre-Phase I.

Al t h o u gh new INDs were flat, the to t a l
nu m ber of active INDs grew 6%  from 4544
to 4827. Last year was a good one for financ-
ing small bi o / ph a rma com p a n i e s , and it is
l i kely that many com pounds that were stu ck
in early devel opm ent began moving ahead
a gain this past ye a r, wh i ch is ref l ected in the
growing demand for Phase II–III servi ce s .
The market con ti nues to of fer plen ty of
good opportu n i ties for con tract servi ce
providers. P T
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