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SHANAHAN. In life sciences, the current
approach of connecting lab informatics silos to
accelerate R&D is at a point of diminishing
returns. Storing valuable lab information in
office document formats, restricting collabora-
tion through rigid lab databases, and relying
on IT programming to support new projects
are failing propositions as the margin pressure
on R&D continues. R&D productivity can
break through the current lab informatics bar-
rier only when a flexible software solution sup-
ports the entire life cycle of lab research and
closes the loop between design, experimenta-
tion, analysis, and reporting.

CARABELLO. The pharmaceutical industry
will continue to invest an exorbitant amount
of capital and human resources into patient
recruitment. Whether results improve
depends on whether the industry adopts new
approaches, such as the use of aggregated
healthcare data. Rather than relying so pre-
dominantly on traditional marketing-driven
recruiting methods, a data-driven approach
would enable the industry to more accurately
and rapidly develop clinical-trial study models
and protocols as well as to initiate and com-
plete the patient-recruitment process. The old
ways are time-intensive and consume signifi-
cant funds; new data methodologies help
sponsors reach their endpoints faster, with bet-
ter targeting and more control of risks and
outcomes. The increased availability of man-
aged-care data is significantly changing the
landscape for today’s R&D professionals.

ZELDIS. Dealing with the journal editors’
demands for public databases that discuss on-
going and completed trials is now a challenge.
While straightforward in concept, the devil is
in the details. For example, if the database lists
the results before publication of the trial in a
peer-reviewed journal, will a journal refuse to
publish the manuscript because of “embargo”
rules? Investigations will be disclosed to the
public and this could lead to increased inter-
actions/distractions from the external audi-
ences. If the time of last patient visit and the
time of database lock are listed (as demanded
by the editors), will this lead to unfair bench-
marking of the pharmaceutical companies by
analysts and others?

S. LEVY. Regulatory bodies and other stake-
holders are demanding greater disclosure of all
clinical trials conducted to research pharma-
ceuticals. Whereas in the past a clinical trial
was considered the private property of the
pharmaceutical company that sponsored it, if
many groups get their way, trials and their
results will be disclosed in a comprehensive
public database. Many players, such as New

York’s Attorney General Eliot Spitzer, medical
journal editors, physician groups, and several
members of Congress, are lining up to make
this a new reality for drug companies. Pharma-
ceutical companies are leaning toward self-reg-
ulation on this matter and are hoping that vol-
untary databases of clinical-trial information
will suffice. Whether voluntary or under feder-
al mandates, pharmaceutical companies will be
forced to disclose more information about their
clinical trials, and this will have implications
on strategy. Clinical-trial programs can high-
light a company’s market-launch strategy, and
this strategy will be made public for the first
time in 2005. In theory and in practice, com-
petitors will be able to study each other’s trial
designs and results, revealing safety and effica-
cy data early, as well as the company’s life-cycle
plans for future indications. Being the first-in-
class in the industry will no longer be a strict
advantage, as additional disclosure will allow
late fast followers to learn from the mistakes of
innovating companies for the first time. Also,
there may indeed be fewer, but more success-
ful, new studies since pharmaceutical compa-
nies will learn collectively which trial protocols
succeed or fail. The pharmaceutical industry
will face interesting choices in 2005, because
transparency is here to stay, but so is privacy, at
least in 2005.

» FINANCING

KOLODNY-HIRSCH. As a long-time partici-
pant in this industry, it is certainly encourag-
ing to finally see that more biotech companies
are on the verge of profitability. Nonetheless,
there are still hundreds of private and publicly
traded biotech firms that are in the red and
struggling to survive. This issue is not likely
to go away soon and is compounded, in part,
by the lack of access to lower cost, public equi-
ty financing. In the face of capital challenges,
companies must sharply focus their spending
plans, investing in activities that support near-
er- te rmcommercial opportunities. This means
concentrating on core competencies and seek-
ing partnering programs outside the scope of
each company’s key strengths. One pressing
issue facing the industry is that the number of
biopharmaceuticals entering clinical trials and
gaining regulatory approval has far outpaced
existing industry capacity. Construction and
validation of these facilities typically require
long lead times of four to five years at a cost of
$500 million or more. In a depressed market
environment, increasing internal capacity is
not a viable option. The need to balance finan-
cial risk in the face of growing demand will
drive the industry to outsource protein manu-
facturing and other core competencies. This
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There is a lot of pressure from investors to deliver
approvable products as quickly as possible.
Many investors don't want to wait the 10 years to
14 years it takes to develop a drug from scratch.

bodes well for contract manufacturing organi-
zations with spare capacity and innovative
platforms.

BONNEY. To get to the point of filing a NDA
a company needs substantial investment and
staying power and this requires real patience
from the investment community — from VCs
to mutual funds. If the investors see or perceive
a threat to the biotech industry because of the
popular attacks on the economically chal-
lenged pharmaceutical industry in general and
on drug pricing in particular, investors ask
themselves, why invest? If this happens there
will be fewer NDAs and fewer new drugs
brought to the patient population. So, we need
to make sure that politicians and voters con-
nect the dots and understand the long-term
damage that will be done to the biotech indus-
try if the investment cycle is threatened.

P GLOBAL ISSUES

BUA. Corporate citizenship in the global soci-
ety will face increasing pressure to provide
innovative pharmaceutical products to third-
world countries at a discount and to provide
products that have no IP protection in the
interest of public health. This will create
opportunity losses for pharma, instead of the
opportunity gains that could result from
focusing manufacturing capabilities in more
profitable areas. In addition, increased global-
ization and improved communication will cre-
ate pressure to equalize pricing across coun-
tries. This, in turn, could remove incentives
for R&D innovation.

BARRETT. Recent health issues, such as
SARS, have demonstrated that disease doesn’t
respect national borders. Neither can compa-
nies running clinical trials. With patient
recruitment becoming more difficult and clin-
ical trials requiring more specialized popula-
tions, the healthcare industry needs to find eas-
ier and better ways to globalize its efforts. Of
course, with globalization compliance issues
explode. Companies need to ensure they are

meeting all the regulations worldwide, point-
ing to standardization and automation.

BONNEY. Infection does not have boundaries,
and there is a need for new therapies in many
countries. We must deal with multiple regu-
latory regimes around the world. The payers
are very different in each region/country and
that can add complexity and challenge the
profitability of the company. And, of course,
the largest issue is the disparate contribution
to R&D made by the various developed coun-
tries of the world. Overall, the cost and effi-
ciencies of healthcare delivery in the United
States compared with other developed coun-
tries are challenges.

XANTHOPOULOS. Infectious diseases con-
tinue to present a growing healthcare problem
on a global basis, especially as more and more
patients develop resistance to available treat-
ments. For example, hepatitis B affects about
350 million people worldwide. For hepatitis
C, the CDC estimates that by 2010, the num-
ber of deaths attributed annually to the virus
could surpass HIV/AIDS. As these viruses
develop resistance to existing treatments such
as lamivudine, Anadys is focusing on the
development of novel, high-potency, low-tox-
icity treatment alternatives that either show
activity against resistant strains or use a novel,
immune-stimulating mechanism of action
that is less likely to result in resistance.

CAUWENBERGH. With the price gap get-
ting bigger, it is likely that developing coun-
tries will follow the lead of South Africa and
decide that on an “as-needed” basis for diseases
that become a national threat, they will not
respect patents anymore. Parallel import and
protectionism will become global issues, as
will acceleration of infectious diseases in devel-
oping regions of the world in the presence of a
lackluster interest in pharmaceutical compa-
nies to seek solutions.

TURETT. The lines between the developed and
developing world are blurring with the entry
of Eastern European countries into the EU, the



