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ith drugs c osting
an average of $800
million and tak ing
10 yearsto 15y ears
to develop, pharma-
ceutical and biot ech-
nology executives
have no choice but to improve R&D
productivity and get new pro ducts to

the market more quick ly.

To do so, the clinical-trial process needs
to be streamlined for improved efficiency.
Hampering efforts, however, is the funda-
mental nature of research and development.

“Unpredictability is the one feature that
is guaranteed to challenge — and derail —
project performance in a clinical-develop-
ment program,” says Lawrence A. Meinert,
M.D., MPH, senior VP of global clinical
operations for Covance Inc. “Years of efforts
have been expended to enhance clinical
management throughout the drug-develop-
ment industry. It is nearly universally
understood that clinical trials consistently
underperform within the areas of enroll-
ment rates and staffing. The goal is clear,
however: meet the numbers established in
the protocol that can be easily tracked and
measured by the standard arsenal of project-
management tools. And yet again and
again, project management fails to deliver
on-time, on-target completion of these sim-
ple-to-articulate, but difficult-to-deliver,
success critical goals.”

Much of the responsibility of delivering
on the critical goals of a project falls on the
shoulders of project managers or team lead-
ers. These professionals often are required to
perform Herculean tasks — coordinate
physician investigators, manage patient-
recruitment efforts, adapt to new technolo-
gies, communicate with diverse teams across
a project, gather and assimilate vast
amounts of data, among other functions.

Project managers, according to industry
experts, are the nuts and bolts that hold the
project together. They must be strong lead-
ers, able to motivate a team, keep projects
on schedule, and deliver quality.

“Project managers need to be well-
rounded, they need to have adequate knowl-
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Lessons can be learned from other

industries that have explored how to
best achieve change, NASA for example.
Drug development is indeed like rocket
science. It is complex,unpredictable, and
requires relentless proactivity to ensure
mission success.

edge of the drug-development process, and
of the processes associated with individual
clinical trials,” says Karen Wolf, VP of
strategic account management at AAl
International. “They need to have enough
knowledge to manage a multidisciplinary
team of people. They don't have to be
experts in any one discipline, but they do
have to have enough knowledge to manage
the team credibly.”

For project managers to meet all the
requirements necessary for successful pro-
ject outcomes, industry leaders maintain
that the process must change. Dr. Meinert
suggests that lessons can be learned from
other industries that have explored how to
best achieve the necessary changes.

“Look at NASA for example,” he says.
“For years NASA operated its robotic mis-
sions under the same model as the drug-
development industry: faster, better, cheap-
er. But such an approach leads to a profound
risk of catastrophic failure, as we saw in the
Mars Polar mission disasters. As a result,
NASA developed an approach called ‘con-
tinuous risk management.”

Dr. Meinert says this methodology can
be applied to scientific management.

“Drug development is indeed like rock-
et science,” he says. “It is complex, unpre-
dictable, and requires relentless proactivity
to ensure mission success.”
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