solutions for our customers. Most importantly,
we are using CDISC standards as our program-
ming defaults and have trained all relevant pro-
gramming, statistical, and clinical data man-
agement associates on the CDISC standards.
Other efforts include working with our cus-
tomers to accept or adopt CDISC, SDTM, and
ADAM (active directory application mode) as
their programming standards; working with
clinical labs to transfer data using the CDISC
LAB model; setting up a global work group
with members from all relevant departments
to review how well CDISC is working on cur-
rent projects; and identifying, programming,
and validating SAS programs to increase effi-
ciencies.

ROY. We are committed to promoting stan-
dardk and incorporating CDISC data inter-
change models into the functionality of our
product suite. Phase Forward is a CDISC
parmer and is working closely with the orga-
nization. We have developed a CDISC com-
pliant sample study protocol in our Clintrial
Clinical Data Management System (CDMS)
that can be used to facilitate CDISC compli-
ance.

» DRUG DEVELOPMENT

BOILY. Developing a drug is like walking on a
tightrope blindfolded. Drug development takes
between 10 years and 15 years and costs upward
of $800 million per drug, yet only 8% of all
drugs in development ultimately receive FDA
approval, according to FDA Commissioner
Lester Crawford. New financial models will be
required to share the significant costs and asso-

TED W. LOVE, M.D. CEQO, President,and
Director, Nuvelo Inc., Sunnyvale, Calif,; Nuvelo is

a biopharmaceutical company dedicated to

the discovery, d evelopment, and
commercialization of treatments for acute

cardiovascular indications and cancer. For

more information, visit nuvelo.com.
MERRILL MATT HEWS, PH.D. Resident Scholar,
Institute for PolicyInnovation, Lewisville, Texas;

Institute for Policylnnovation is a nonprofit,
nonpartisan public policythink tank. For more

information, visit ipi.org.
PAMELA MCNAMARA. CEO, CRF Inc., Waltham,
Mass.; CRF, with global headquarters in Helsinki,

Finland, provides electronic patient diaries and

multichannel data capture for clinical trials. For

more information, visit cifhealth.com. | 3

ciated risks involved in bringing new drugs to
market.

CAUWENBERGH. The increased investment
in R&D at the private and public side is an illu-
sion. It is true that more money has been spent
in those departments. The increased spending,
however, primarily has covered increased over-
heads. Why is it that the fully loaded cost of a
full-time equivalent (FTE) is about $100,000
pet year lower in small pharma compared with
big pharma? Watering the lawn and feeding
the ducks in the pond also costs money and the
overall cost of a heavy corporate overhead struc-
ture in big pharma contributes significantly to
the difference. The increase in spending is in
part also justified by the increased costs in areas
such as regulatory, QA, compliance, legal costs,
and IP protection. The FDA looks at fewer
NDAs because big pharma submits fewer

NV

NDAs. That is because the financial machina-
tions that go behind a development decision
look at constantly increasing NPV require-
ments because of increasing internal costs: over-
heads. Drugs that take seven years to complete
development and that have annual sales poten-
tial of $400 million don’t make the cut in big
pharma. To overcome these obstacles, compa-
nies need to question the relevance and validity
of some of the regulatory interferences. They
also need to stimulate controlled patent life
extensions. Why is it that Mick Jagger (or his
relatives) continue to get author right payments
on “I Can’t Get No Satisfaction” for a period of
50-plus years, whereas scientists see the time
span they have to profit from their brain child
reduced to less than 10 years as a result of
extended development times? Patent life exten-
sions could be considered in lieu of accepting
price control measures after the initial patent

STRONG CLINICAL-TRIAL MANAGEMENT SYSTEMS MARKET

OFFERS OPPORTUNITIES FOR SUPPLIERS, CLINICAL SPONSORS,

AND CROS ALIKE

The U.S. clinical-trial management systems (CTMS) market is poised for steady
growth through 2008, achieving a five-year compound annual growth rate (CAGR)
of about 13%, a new research study from Life Science Insights reveals. Analysts

expect the market for CITMS software licenses to grow during the same forecast

period, from $193 million to $360 million.

While component technologies, such as EDC,
play a major role in these markets, systems
designed to manage multiple aspects of clinical-
trial management will drive adoption of CTMS
among pharmaceutical and
biotechnology companies.

For similar capabilities, such as
automating trial processes,
increasing the efficiency of trials,
and managing ope rations better,
academic and govemment insti-
tutions will look to CTMS. Accord-
ing to the study, CROs will select
applications providing a complete range of func-
tions that these organizations can use to create
greater efficiencies for outsourced clinical trials.

Life Science Insights’ study U.S. Clinical Trial
Management System 2004-2008 Forecast and
Analysis, illustrates that clinical-trial sponsors will
increasingly seek to optimize the clinical-trial pro-

Suppliers must offer
sponsors the

opportunityto save in

management costs with

ownership compared
with homegrown

systems.

cess by moving to fully functional CTMS. Success-
ful providers will mature their systems with cross-
functional features able to meet growing integra-
tion needs. Additionally, providers must offer
sponsors the opportunity to save
in management costs with a lower
total cost of ownership compared
with homegrown, disparate sys-
tems. Providers able to deliver

a lower total cost of

these applications at lower prices
could turn the tables on current
market leaders.

“The market for CTMS is still rel-
atively immature,” says Judy Hanover, research

analyst. “Current market leaders cannot afford to
become complacent as this market evolves
because leadership and market-share positions
remain in flux.”

Source: Life Science Insights, an IDC company, Framingham,
Mass. For more information, visit life-science-insights.com.
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CONTENT MANAGEMENT PROVIDERS MAY CHALLENGE GROWTH

FOR PLM’S NEW PRODUCT DATA-MANAGEMENT STRATEGY

Product life-cycle management (PLM) has had a slow start despite its potential to

create operational efficiencies in the life-sciences market. Enterprise resource

planning (ERP) is likely to provide the necessary impetus for the PLM industry to

take off successfully, according to Frost & Sullivan.

The report, PLM Markets for Life Sciences,
reveals that revenue in this industry totaled $38.3
million in 2004 and is projected to reach $48.8 mil-
lionin 2007.

“There is a move to position PLM as the back-
door extension to enterprise ERP” says Amith
Viswanathan, research manager at Frost & Sulli-
van.Since 45% of life-sciences companies already
have a current or a legacy ERP system license, con-
version to PLM is the natural next
step.”

Providers must also be ready to face competi-
tion from content management (CM) providers
seeking to expand their presencein the enterprise
applications markets. Regulato ry document man-
agement, in paticular, is a prime candidate for
competitive entry.

Warding off competition from CM providers is
likdy to be a potentially difficult task.This is large-
ly because current and legacy CM systems are
used in more than 70% of the life-
sciences market. This gives pow-

2005 is anticipated to

License restructuring and add-
on discounts are expected to
become a key part of the penetra-
tion strategy for PLM providers
having an ERP presence.

witness profound changes
in the way PLM
is perceived in more

discrete manufacturing

industries, such as medical

erful leve rage to established play-
ers to expand outward into
specific data and document man-
agement niches, such as manu-
facturing, clinical trials, and

devices.

OncePLM gathers pace in the
life-sciences market, there are
possibilities of fusing it with ERP systems to form a
unified solution that eliminates complicated and
expensive integration procedures.

But ERP’s existing links with data-management
systems may create a cheaper solution for cus-
tomers and bypass many of PLM'’s similar applica-
tion sets. Faced with this challenge, PLM providers
need to consider out-of-the-box solutions where-
in they focus on core application sets and use flex-
ible integration software to win business.

There are still chances of encountering inte-
gration roadblocks in these out-of-the-box solu-
tions. For instance, the bulk of the integrations
between dissimilar PLM and ERP applications
requires conversion software. Not only does this
add extra layers to an already bulky infrastructure,
but it can lead to conversion errors and data
migration problems.

“For such larger installations, the market is like-
ly to continue to rely on conventional integration
channels that add heavy premiums to PLM
prices,” Mr.Viswanathan says.

resource planning.

“If larger CM providers decide
to compete, PLM companies could have a serious
issue on their hands,” Mr.Viswanathan says.

The threat posed by CM providers is expe cted
to be greater for PLM companies striving to make
inroads in the process engineering segments,
such as biotechnology and pharmaceuticals.

CM providers are likely to adopt aggressive
strategies to maintain their dominance. They are
already adding tools that resemble PLM, for exam-
ple document archive and authorization and e-
room collaboration.

Although PLM is highly undersold in process
engineering industries such as pharmaceuticals,
2005 is anticipated to witness profound changes
in the way PLM is perceived in more discrete man-
ufacturing industries, such as medical devices.

“PLM is moving to add value to logisticd effi-
ciency goals that are coming sharply into vogue
among management circles, such as just-in-time
inventory planning,” Mr.Viswanathan says.

Source: Frost & Sullivan, Palo Alto, Calif.
For more information, visit healthca refrost.com.
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life has expired. Big pharma companies need to
realize that they are what they are: big financial
institutions, the keepers of large IP portfolios
and massive global sales, marketing, and distri-
bution machines. They need to be convinced to
stay out of R&D, and only fund it, either in sep-
arate companies or in an internal environment
unencumbered by the nonsense of inflated cor-
porate overhead spending.

PEACOCK. The pharmaceutical and biotech
industries will share many of the same chal-
lenges in the coming year. Perhaps the biggest
issue facing our industry is R&D and depth of
pipelines, from a financial/business considera-
tion and from a patient-treatment point of
view. With each new NCE costing from $500
million to $1.6 billion to bring to market,
companies have to scrutinize each opportunity
more than ever before. In addition, each new
compound needs to be evaluated to determine
if the investment can be maximized across a
range of indications. As in the past, in 2005
and beyond, our industry will continue to be
challenged to innovate, to bring the ideas
developed at the bench to life as medicine, and
to deliver on the exciting discoveries taking
place each year in laboratories across the globe.

BARRETT. As a major cost center for research
and development, clinical trials are affecting
the bottom line. So, companies are continual-
ly looking at ways to streamline how they
successfully complete trials to increase the
profits their shareholders realize. This
requires better use of the technology now
available to the industry.

FREIMAN. The biggest challenge is to find

MICHAEL MUYOT. President, Tracer Analytics,
New York; Tracer is an independent

supplier of strategic financial intelligence.

For more information, visit traceranalytics.com.
KRISTINE NASH-WONG. Marketing Manager,
HealthMedia Inc., Ann Arbor, Mich.; HealthMedia
is a technology and health management

company that builds and delivers individualized,

one-to-one consumer solutions for the

pharmaceutical/medical-device market, the

healthcare market, and organizations focused on

disease management. For more information,

visit healthmedia.com.
MICHAEL OWINGS. VP, Quality and Regulatory
Compliance, Phase Fo rward, Waltham, Mass.;

Phase Fo rward is a provider of integrated data

management solutions for clinical trials and P>



meaningful new products that are not
just incremental differences from their
competitors. I believe the amount of
money spent on research by big phar-
ma has not been commensurate with
the results. It is difficule to develop
new drugs effectively when research
layers of management have proliferat-
ed and decision making becomes sec-
ondary to turf wars within a company’s
portfolio. More and more companies
would be better served by working
collaboratively with smaller biotech
companies that can
provide the same
good science with-
out the bureaucracy
of larger organiza-
tions.

Bringing candidate compounds to market faster is a challenge
that the industry has been wrestling with for more than a
decade. While there is no silver bullet, there are a range of
tactics that can be employed to reduce the overall clinical-
development cycle time.

TARGET THE INDICATION. Given the cost and
risks associated with clinical trials, the natural te n-

implemented cor-
rectly, eDM should
shave weeks off the
back end of the
study,

dencyis to try to gather as much evidenceon as
wide a range of endpoints as is feasible. This

reducestisk; if one endpoint fails to showbenefit leading to

Without aligning the

another may prove useful. But this approach can either faster start up

Gary Tyson

organizational

be unwieldy and result in complex protocols of the next phase Campbdl Alliance

structure to new

often  with  highly restrictive patient study or earlier sub-

operations, unneces-

inclusion/exclusion criteria. Instead, it is best to mission. Electronic

sary handoffs and turf

DRAKEMAN. The
rate of approvals for
new biologic prod-
ucts has been grow-
ing over the last
decade as monoclonal antibodies and recombi-
nant proteins have hit their stride. In prepar-
ing for the future, it is critical to adjust to the
new pattern of biopharmaceutical develop-
ment, from large-molecule researh to protein
manufacturing and specialized salesforces for
targeted therapeutics.

keep endpoints focused and protocols simple. submission should reduce submission readiness
ASSUME A PATIENT-RECRUITMENT CRISIS.

While it is common knowledge that patient

battles canresultin a
time as well. A well-implemented eDM plan will loss of time savings.
speed clinical development.

APPLY THE RIGHT RESOURCES. All the changes

discussed above demand a new approach to

recruitment is the single-most common cause of
delays in clinical trials, few study managers apply

aggressive patient-recruitment practices until a staffing clinical-development organizations. Yet,

problem becomes apparent. While this approach despite these and other major changes imple-

may seem to avoid ove rreacting, in reality it allows mented in clinical development, few organiza-

time for a patient-recruitment crisis to develop. tions invest the time and political will power nec-

Organizations that begin with the assumption essary to restructure their organizations to
MUYOT. The big pharma multibillion-dollar
research and development budgets (estimated
at more than $50 billion in 2005) have been
hard pressed to continue the trend as the indus-
try matures. The life-sciences industry is under-

going a paradigm shift in which there will be

that there will be a problem are much more effec- capitalize on these changes. Without aligning the
tive at preventing one fromoccurring.
REDUCE TIME BY LEVERAGING TECHNOLOGY.

The primary value of new electronic data man-

organizational structure to the new operations,
unnecessary handoffs and turf battles can result
in a loss of time savings.

agement(eDM) technologies should be to reduce

Source: Campbell Alliance, Raleigh, N.C.
For more information, visit campbellalliance.com.

the overall clinial-development cycle time. If
integrated data management solutions for

clinical trials and drug safety. For more

drug safety. For more

information, visit phasefo rward.com.
BRUCE A.PEACOCK. President and CEQ,
Adolor Corp., Exton, Pa.; Adolor is a
biopharmaceutical company specializing in
the discovery, d evelopment, and
commercialization of novel prescription
pain-management products. For more
information, visit adolor.com.

MARK S. PERLOTTO. Executive VP, Chief

Ma rketing Officer, Adair-Greene Healthaare
Communications, Atlanta; Adair-Greene offers
a full range of services tailored to meet each

client’s individual needs, all geared either

toward successful prod u ctintrod uction or the
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creation and maintenance of a competitive
advantage for prod ucts already on the market.
For more information, visit aghealthcare.com.
DAVID S.ROSENBERG. Associate Director,
Marketing, Pain and Ciritical Care, aaiPharma
Inc,, Wilmington, N.C; aaiPharma is a
science-based pharmaceutical company
focused on pain management. For more
information, visit aaipharma.com. (Note: As this
issue went to press, Mr.Rosenberg is no longer
with aaiPhama; he is now with the newly
merged company of UCB Pharma and
Celltech.)

KATHRYN ROY. VP, Marketing, Phase Fo rward,
Waltham, Mass.; Phase Fo rward is a provider of

information, visit phasefo rward.com.

BRENT SAUNDERS. Senior VP, Global
Compliance and Business Practices,
Schering-Plough Corp., Kenilworth, N.J.;
Schering-Plough is a global science-based
healthcare company. For more information,
visit scheringplough.com.

DAVID R.SAVELLO, PH.D. Executive VP and
Chief Technology Officer, Cardinal Health Inc.,
Dublin, Ohio; Cardinal Health has a broad suite
of products and services that help improve
quality safety, and efficiency all along the
chain of care. For more information,

visit cardinal.com.

RICHARD SCHUERGER, PH.D.Practice




A rational policymust be developed for
testing and approving products that are
identical to existing products except that
they are made using biotechnological
processes. For too long, biotech products
have been treated differently from
products made by any other technology.

DR.WARREN LEVY

Unigene Laboratories Inc.

LAU RA CARABELLO

iTrials

Rather than relying so predominantly 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
complete the patient-recruitment process.

winners and losers. Organic company growth
has given way to outsourcing, licensing, joint
ventures, and strategic alliances. The growth
areas for the next 10 years will be focused on

Executive, Sales Practice, Campbell Alliance,

Raleigh, N.C,; Campbell Alliance, a specialized
management consulting firm serving the
pharmaceutical and biotechnology industries,
helps clients develop strategic and operational
plans, as well as improve the efficiency of their
internal operations. For more information, visit
campbellalliance.com.

JIM SCOZZIE, PH.D. Senior VP, BioEnterprise
Corp., Cleveland; BioEnterprise is a business
formation, recruitment, and acceleration
initiative designed to grow bioscience
companies. For more information, visit
bioenterprise.com.

MATTHEW SHANAHAN. Chief Marketing
Cfficer, Teranode Corp., Seattle; Teranode is an

innovator in design automation for the

specialty markets. Advancements in technology
and materials have opened up new opportuni-
ties in drug delivery, large-molecule drug devel-

opment, medical technology, and diagnostics.

life-sciences industry, providing software that
accelerates decision making, collaboration, and
compliance. For more information, visit
teranode.com.

NIGEL SHEAIL. Global Head, Acquisitions and
Strategic Alliances, Pharma Partnering, Roche,
Nutley N.J.; Roche is a leading healthcare
company. For more information, visit
rocheusa.com.

DAVID L.STERN. VP, Marketing, Metabolic and
Endocrinology, Serono Inc., Rockland, Mass.;
Serono, with corporate headquarters in
Genewa, Switzerland, is a global biotechnology
company. For more information,

visit seronousa.com.

DESTRY J. SULKES, M.D. Managing Dire ctor,
Eastern Region, Medsn, Jersey City, N.J.;

Teranode Cor|::).

organizations as theystruggle to improve.

Medsn, with corporate headquarters in Culver
City, Calif, is a medical-education company
that designs and implements highly
interactive and traditional media-educational
programs for pharmaceutical, medical-device,
biotechnology, and healthcare organizations.
For more information, visit medsn.com.
SCOTT SZWAST. Sector Ma rketing Manager,
UPS Supply Chain Solutions, Apharetta, Ga.;
UPS Supply Chain Solutions has resources to
manage every aspe ct of global supply chains,
from transportation management to logistics
and distribution to customs broke rage and
international trade services. For more
information, visit ups-scs.com.

BRAD THOMPSON, PH.D. Chairman, President,
and CEO, Oncolytics Biotech Inc., Calgary | 2
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productivityand number of drug approvals continues to

In the field of life sciences, R&D effigiency co ntinues to'climb
with advances in lab-automation and data analytics, but the

decline.The paradox of the situation is confounding many




DR.DOUGLAS KOLODNY-HIRSCH
ChesapeakePERL Inc.

The need to balance financial rvisk in the face of growing
demand will drive the industry to outsource protein

manufacturing and other cove competencies. This bodes

well for contract manufacturing organizations

with spare capacity and innovative platforms.

XANTHOPOULOS. There is a lot of pressure
from investors to deliver approvable products
as quickly as possible. A lot of investors don’t
want to wait the 10 years to 14 years it takes
to develop a drug from scratch. Furthermore,
many investments in new technologies and
infrastructures in recent years have not yet
begun to deliver on their promise or impact
the productivity of the pipeline. This is driv-
ing the trend toward quick-fix solutions to
fill pipelines, such as tweaking products to
extend patents and licensing products from
other companies rather than developing prod-
ucts oganically. Licensing is critical to
pipeline building, but unless pharmaceutical
companies also devote resources to internal
drug-discovery programs, there won’t be
many quality opportunities to license in the
near future.

W. LEVY. Many companies have insufficient
product pipelines, as well as near-term patent
expirations on leading products. Costs contin-
ue to rise while the public is clamoring for
reduced drug prices. The regulatory approval
process is long and lacks consistency from

Canada; Oncdlytics Biotech is a biotechnology
company focused on the development of
Reloysin, its proprietaryformulation of the
human retrovirus, as a potential cancer
therapeutic. For more information, visit
oncolyticsbiotech.com.

W.LEIGH THOMPSON, PH.D., M.D., SC.D.,
FACP, FCCM. President and CEO, Profound
QualityResources Ltd., Chardeston, S.C;
Profound QualityResources is a worldwide

scientific consulting firm. For more
information, call 843-577-8936. (Note:
Dr.Thompson also was a former Professor of
Medicine at CWRU, Indiana University former
Chief Scientific Officer at Eli Lilly; and former

President and Honorary Life Member of
SCCM.)
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GREGORY YOUNG

NeoPharm Inc.

As the number of clinical trials escalates, there

is increasing competition for the same patients.

This is at a time when the trial requirements

are becoming even more stringent.

country to country. Increased manufacturing
costs are addressed by relocating facilities
instead of developing technological advances
to manage costs. The companies that are suc-
cessful will develop strategies that address
these factors.

CARABELLO. Inaccurate study modeling and
delayed patient recruitment translate into lost
revenue in the hundreds of millions of dollars,
per drug. Pharmaceutical companies and their
affiliates continue to rely upon traditional
marketing tactics and media campaigns that
are not only costly and time-consuming, but
also act as a continuous drain on the patent
clock. Smarter use of available healthcare data

THOMAS TILLETT. President and CEO,
RheoGene Inc., Norristown, Pa,; RheoGene, a
wholly owned affiliate of the University of
Pittsburgh Medical Center, is the source for
advanced products, applications,and
technologes that regulate gene expression for
the development of safe and effective
therapeutics. For more information,

visit rheogene.com.

NANCY TURETT. President and Global
Director Health, Edelman, New York; Edelman is
an independent public relations firm. For more
information, visit edelman.com.

GARY TYSON. VP, Clinical Development
Practice, Campbell Alliance, Raleigh, N.C,;
Campbell Alliance, a specialized management
consulting firm serving the pharmaceutical

can build value by bringing products to mar-
ket more rapidly and allowing companies to
more quickly recoup R&D costs.

YOUNG. As the number of clinical trials esca-
lates there is increasing competition for the
same patients. This is at a time when the trial
requirements are becoming even more strin-
gent.

KARCZEWSKI. One of the major challenges
facing the industry is weak drug pipelines.
Interestingly, much of the research today is
coming from small- and medium-sized com-
panies, so big pharmaceutical companies are
looking to acquire products and companies

and biotechnology industries, helps clients
develop strategic and operational plans, as
well as improve the efficiency of their intemal
operations. For more information,

visit campbellalliance.com.

ROBBERT P. VAN MANEN. Worldwide
Technical Dire ctor, Phase Fo rward, Waltham,
Mass.; Phase Fo rward is a provider of
integrated data-management solutions for
clinical trials and drug safety. For more
information, visit phasefo rward.com.
THOMAS WICKS, PH.D. VP of Regulatory
Affairs, Odyssey Phamaceuticals Inc., East
Hanover, N.J.; Odyssey Phamaceuticals is a
specialty pharmaceutical company, and a
wholly owned subsidiary of PLIVA Inc,, focused
on key therapeutic categories, including




with promising compounds. The lack of drugs
in the pipelines means everyone loses. Phar-
maceutical companies are scrambling to fill
the void and find ways to increase corporate
profits. Suppliers that help market new drugs
— from healthcare agencies to medical pub-
lishers to medical-education firms — are look-
ing at a shrinking marketplace and decreasing
income.

W.THOMPSON. Clinical testing is the chal-
lenge as it grows more extensive and expen-
sive. Results are often equivocal. Diseases are
multifactorial and single agents may have
small marginal benefits in a fraction of the
patients who may be difficult to identify in
advance.

MCNAMARA. Pharmaceutical companies are
spending enormous amounts of money on
clinical-development programs and often have
little to show for those investments. The key
to this challenge lies in obtaining better clini-
cal data earlier in the drug-development pro-
cess. As a result, ineffective clinical programs
can be adjusted or stopped sooner and effective
clinical programs can be accelerated. The
question is, are companies doing everything in
their power — using all the tools available —
to collect clinical data in the most accurate and
timely manner? In many cases they aren’t and
this has to be fixed. Pharmaceutical compa-
nies, IT providers, clinical investigators,
patient advocates, and the federal government
all need to work together to ensure patient
safety, reduce costs, and improve productivity
and data collection so that new and effective
drugs can be brought to market more effi-
ciently.

urology, respirato ry, and metabolic disorders.
For more information, visit odysseypharm.com.
MICHAEL K. WILHELM. CEO, Dire ctor, and
Founder,ImmuneRegen BioSciences Inc.,
Scottsdale, Ariz.;ImmuneRegen Biosciences is
a biotechnology company engaged in the
research and development of applications
using modified substance P, a naturally
occurring immunomodulator. For more
information, visit immuneregen.com.

SCOTT WILHOIT. VP Managed Markets, Biovail

Corp., Mississauga, Ontario; Biovail is a fully

integrated pharmaceutical company engaged
in the development, manufacturing,
marketing, licensing, and distribution of
pharmaceutical products primarily in North

America with a primary focus on cardiovascular

BEH SWAN GIN. In the short term, some
phammceutical companies are responding by
extending the life cycle of their existing drugs
through new indications or novel combina-
tion therapies. Pharmaceutical companies also
are casting their nets wider to seek novel
ideas, products, and fresh insights to improve
the productivity of their drug-discovery pro-
cesses. In the long term, companies need to
improve the productivity of their drug-dis-
covery and development processes. In addi-
tion, there has to be a review of the regulato-
ry requirements to make it less onerus,
without sacrificing patient safety, for the
development of new therapies. Biomedical
companies, scientists, doctors, healthcare
providers, and payers need to come together
to figure out how to apply the many new sci-
entific and technical tools, including assays,
in silico solutions, biomarkers, and clinical-
trial endpoints to make the clinical-develop-
ment process more efficient, effective, and
safe.

W.THOMPSON. Acute simple diseases have
lots of therapies. The complex multifactorial
diseases take much more work and the indus-
t ry should expect only marginal benefits. This
will not get better as we have witnessed since
the bloom of genomics/molecular biology.
The industry has far more discoveries than it
can develop. Expectations must become more
realistic.

CARABELLO. Looking longer term, there is
a major challenge in expanding clinical-trial
capacity. Because of the recent discovery of
the genome, the number of drug targets in
the human body is predicted to increase from

disease, central nervous system disorders,and
pain management. For more information, visit
biovail.com.

MARCUS WILSON, PHARM.D. President,
HealthCore Inc, WiImington, Del.; HealthCore,
an independent subsidiary of WellPoint
Health Networks, is a full-service
pharmaceutical research and consulting
firm that provides outcomes research

and conducts clinical trials for

new medicines. For more information,

visit healthcore.com.

KLEANTHIS G. XANTHOPOULOS, PH.D.
President and CEQ, Anadys Phamaceuticals
Inc, San Diego; Anadys discovers, develops,
and commercializes novel small-molecule

medicines for the treatment of chronic viral

NV

4,500 to about 10,000. Surging innovation
will produce surging demand for clinical-trial
capacity. Demand soon will outstrip the
capacity of the current trial infrastructure,
supported by less than 5% of physicians (as
investigators) and fewer than 1% of patients
(as trial participants). Data-driven processes
are well-suited to identify which physicians
are likely to become effective investigators,
and who/where the patients are with com-
bined conditions that make them good candi-
dates for trials.

SULKES. There is a great opportunity for
academic tech-transfer programs to send more
early-phase compounds to the commercial
sector. Additionally, there is a need for phar-
maceutical and device companies to invest in
a broader range of new compounds. For these
events to happen, there needs to be a reduced
price associated with risky early-stage com-
pounds as well as a more cost-effective way to
run early trials and gather required data. In
the immediate short term, the industry
should support efforts to provide distance
learning for clinicians, investigators, nurses,
patients as well as clinical-trial management
appraches to enable a larger number of com-
pounds to move forward.

KOVAC. As information technology’s role in
pharma grows at an exponential rate, one of
the main challenges the industry faces is iden-
tifying which technologies are a prerequisite
for making targeted treatment solutions and
which are essential for managing processes in
the interim. In other words, on what tech-
nologies should pharmaceutical companies be
spending their money?

infections and bacterial infections. For more
information, visit anadysphamma.com.
GREGORY P.YOUNG. President and CEQ,
NeoPharm Inc,, Lake Forest, lll.; NeoPharm is a
biopharmaceutical company engaged in the
research, development, and commercialization
of drugs for the treatment of various forms of
cancer. For more information, visit
neophrm.com.

JEROME B. ZELDIS, M.D., PH.D. Chief Medicl
Officer and VP of Medical Afairs, Celgene
Corp., Warren, N.J,; Celgene is a pharmaceutical
company with a focus on the discovery,
development, and commercialization of small
molecules for cancer and immunological
diseases. For more information, visit

celgene.com.
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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



