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t a widely-anticipated and closely scruti-

nized presentation to analysts in April, Pfizer

announced that it will cut $4 billion out of
its cost structure during the next four years. The
company said the restructu ring is required in the
face of an anticipatedrevenue weakness resulting
from the loss of patent protection for several key
drugs, plus the decreased performance of its COX-
2 inhibi tors, Cel ebrex and Bex tra. The announce-
ment was preceded two days earlier by the with-
drawal of Bex tra from the market at the insistence
of FDA.

The size of the cost cuts was nearly double what
Wall Street analysts had been ex pecting, but the
company provided few details to analysts or its
employees rega rding where the cost reductions
would come from. More insight came the next
day at this year’s “Partnerships with CROs” con-
ference in Dallas, where Pfizer’s (New York, NY,
www.pfizer.com) Chief Finance Officer Alan Levin
talked about efforts the company is making to rein
in R&D expenses.

Levin said that in Pfizer’s new CRO sel ecti on
paradigm, competiti on is the norm and priceis
an explicitlyconsideed and heavily-weighted fac-
tor. Quality, which traditionally was a key deci-
sion criterion in CRO selection, is now the price
of entry into the ven dor pool. In other words, a
CRO is allowed to submit a proposal only if its
qualityis acceptable. Com petition among accepted
vendors is used to drive down prices, with the help
of e-procurement tools such as online reverse auc-
tions (a real-time bidding process in which ven-
dors com pete by besting each other’s posted price).
Levin also said that Pfizer is turning increasingly
to offshore locations such as India and China to
source R&D services and conduct studies.

Mar1k]J. Guinan, CFO for Johnson & Johnson’s
(NewBrunswick, NJ, www.jnj.com) R&D opera-
tions, copresented with Levin and emphasized the
theme of competition. Guinan announced that
Johnson& Johnsonhas establisheda cen tral serv-
ices group to support clinical trial activi ties for the
company’s con s ti tu entR&D operations, incud-
ing Johnson & Johnson, Alza, Centocor, and Scios.
The cen tral servi ces group wi Il bid against CROs

to provi de servi ces for the company’s clinical stud-
ies. The goal, said Guinan, is to drive down costs
while increasing the quality of servi ces provided.

Wyeth (Madison, NJ, www.wyeth.com) repre-
sentatives told the con ference about the company’s
latest ef fort to con trol costs—a stra tegic sourcing
deal with RPS to provide field monitaring staff.
This is the second year in a row in which Wyeth
has showcased an innovative approach to out-
sourcing. This past year, company representatives
described an initiative to outsource all clinical data
managem ent activities to Accenture. According
to the company’s presentation, that initiative has
been very successful at lowering data management
costs.

Big Pharma’sadmissionthat it is making dec i-
sions on the basis of price should be a wake-up call
to the en tire con tract services industry, induding
con tract manu facturers. For a long time, con trac-
tors have convinced themselves that quality(among
other factors) trumped price as a decisioncrite-
rion. Now major ph a rmaceutical companies are
saying that quality and complianceare nece ssary
for doing business with them, but not sufficient.

Of course, price is not the same as cost. Wyeth’s
efforts with Accenture (www. accenture.com) and
Research Pharmaceutical Services (Plymouth
Meetin g, PA, www. rp sweb.com) are a recognition
that operati onal efficiency, combined with an ap-
propriate level of offshoring, may deliver signifi-
cant cost savings. The con cern for the industry
should be that the focus on price will drive out
truly cost-saving innovations.

New INDs flat in 2004
One of the big stories of 2004 was the strong per-
formancein early stage - developm ent services, in-
cluding preclinical and Phase I testing and clini-
cal trial material devel opment and manufaduring
Growth in those sectors exceeded 15%, and ca-
pacity constraints have forced pharmaceutical
companies to reserve CRO capacity 3—6 months
in advance.

One would expect, in the face of robust early-
devel opment performance, that the number of
commercial investigati onal new drug (IND) fil-
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ings would have jumped in 2004. That
does not seem to be the case, however. Ac-
cording to data recentlyrdeased by FDA,
new IND filings were essentially flat in
2004 when compared with 2003.
Various factors might explain the gap
between accelerating early development
s pending and sluggish IND growth. First,

companies are spending more time and
money per study than in the past. The
growth in safety pharmacology studies
and specialtyareas su chas inhalati on tox-
icology is driving up the cost and time in-
vested per study. As a result, preclinical
revenues and capac i ty usage may increase
faster than the number of candidates.

A further explanationis that mu ch of
the increased demand may be in support
of Phase II-III studies rather than for
preparing for first-in-man studies. CRO
booking and backlog indicate that Phase
II-IIT studies are increasing, and compa-
nies of ten must do more exten s ive testing
to support longer or larger dosage regimes.
In addition, demand for long- term toxi-
citystudies such as those for carcinogenic-
itywill pick up as candidates move beyond
Phase I. Majorpharmaceutical companies
are more likely to outsoure those long-
term studies than the short- tem studies
conducted pre-Phase L.

Althoughnew INDs were flat, the total
number of active INDs grew 6% from 4544
to 4827. Last year was a good one for financ-
ing small bio/pharma companies, and it is
likely that many compounds that were stuck
in early development began moving ahead
again this past year, which is reflected in the
growing demand for Phase IT-IIT servi ces.
The market continues to of fer plenty of
good opportunities for contract service
providers. PT




