WHAT'S on your mind

OPINIONS

A Technology Revolution

The pharmaceutical industry spends about $20 billion a year on IT, but rarely reaps the full rewards of th
investment, according to a report by IBM Business Consulting Services. The scale of pharma’s IT expend

is not a problem, as long as it delivers a positive return on investment. Yet few pharmaceutical companies c ’
claim to have realized the full benefits of the money they have spent, according to IBM. IBM has predicted -
key technologies will revolutionize the pharmaceutical industry by 2010 by reducing drug-development c¢
and cutting lead times by nine years.

PharmaVOICE asked if technologies that were once considered to belong in the realm of science fiction can become the silicon reality?

An overestimation

Having run a global IT environment for a
top 10 pharma company for six years in the
mid- to late-1990s, in my estimation IBM’s
projections fall short on multiple points. The
inability to show a positive ROI for IT invest-
ments is not a problem for just pharma; it is a
problem in every industry that exists. This
“lack of ROI” is in large part driven by the
reality of the enormous legacy systems and
applications that generate historical data.
Many of these IT platforms or systems do not
integrate well with newer technologies, which
has made it difficult for evolution to occur.

The large spending relates more to Y2K
compliance, ERP implementation, and FDA
21 CFR Part 11 compliance than anything
else. When I was in pharma, the annualized IT
cost averaged 2.5% of sales, which is not much
compared with the Fortune 100 average
spending in the 3% to 4% of sales range as
reported by CIO magazine.

Pharma cannot quickly adopt new technolo-
gies because of the immense regulatory risk of
“something new or different.” The data generat-
ed by the new technology may not be accepted
by regulatory agencies that are woefully behind
the world in information managementand tech-
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in the number of collaborations and alliances.

WHAT'SYOUR OPINION?
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Overall, the business environment is improving, but there %\ * ‘2"__- 1]
are still a number of factors that are impacting the life-sci- ?\{'
ences industry. This year there was marked industry con- ""

solidation, fewer new product approvals, and an increase

PharmaVOICE wants to know: What are the most significant "f:

business challenges you believe the industry will face in 20057

Please e-mail your comments to feedback@pharmavoice.com.

nology solutions. FDA 21 CFR Part 11 is but
one example of the risk. The industry has spent
billions to comply with this “no-added-value”
rule at the expense of adopting new technologies
that might affect productivity and accuracy of
results. The risk of adopting something new
that could destabilize a “validated” environment
is just not practical. Only when upgrade or
change is driven by obsolescence will new tech-
nologies be funded by senior management.

The return of IT investment for combinato-
rial chemistry as measured by actual products
going into Phase IIT has not increased. Before
they invest heavily in something new, they are
going to want to see prototype data or some
other compelling information that directly
extrapolates to value-added results. Manage-
ment must be convinced that IT investments
are not just driving up infrastructure costs.

Lastly, the pharma industry is noted for
putting its vendors out of business by focusing
too much on cost and too little on paying for
creativity and value provided. The electronic
data capture industry for retrieving clinical data
from drug studies is a perfect example. Each
drug firm wants its own specialized solution at
the lowest cost possible to match its internal
processes. Since most vendors cannot economi-
cally provide such specialized solutions, the
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drug company creates its own internal hybrid
EDC system that does not integrate with any-
thing extramural. This results in enormous
work for the rest of the data-supply chain, such
as CROs and study sites, and puts EDC vendors
out of business. As such, there is a diminished
competitive environment and a delayed adop-
tion by the general industry and regulatory
agencies. The current EDC environment can be
characterized by automating obsolete, ineffi-
cient processes in pharma. That, in turn, has
just made projects more inefficient faster.

This example applies to virtually all areas of
new technologies. Until each pharma company
is willing to modify its parochial view of pro-
cesses and work to common standards, virtual-
ly any new technology solution will render
marginal value as measured by ROIL.

On the positive side, IBM does have one
point correct. Regardless of the myriad reasons,
the pharma industry could do much better in
managing its knowledge and information that
allows creation of intellectual property assets.
Too much information is lost or missed because
of the inability to provide timely access of these
assets to others. In the final analysis, technology
is not the value. The competitive value lies sole-
ly in the creative application of the technology
tools and the knowledge created as a result.

It is naive to believe that major technolog-
ical change will take place in pharma by 2010
based upon the current market environment
and earnings uncertainty.

Having stated the above reality, I do believe
that those companies that can embrace the
experimentation of new technologies and tools
in the context of generating information and
knowledge management, along with signifi-

cant productivity gains will win in the long
run. The pharma industry is unsustainable in
its present form and must adopt new ways of
working while investing in the tools that sup-
port the change. The catch is it will take a lot
of time and cash.
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