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As providers seek
approaches for leveraging
competitive advantage in an
increasingly unstable and
unpredictable healthcare
market, clinical research
trials can provide a unique
opportunity to distinguish
an organization from its
competitors and increase
revenue. By gaining access
to new patient populations
and enhancing an organi-
zation’s image as a state-
of-the-art provider, health-
care organizations can
leverage clinical research
trials into a strategic initia-
tive with multiple benefits.
Two key developments
make trial participation an
attractive option for a wide
range of providers: growth
in funding from pharmaceu-
tical companies and the
movement of research out
of mostly academic circles.

Growth in the
Pharmaceutical Industry

Growth in the pharmaceu-
tical industry has reached
unprecedented levels in
recent years, with scientific
advances expected to drive
continued growth in

research and development
funding. Estimates indicate
that in 2001, at least $50
billion was spent on phar-
maceutical research by
private funds (e.g., pharma-
ceutical companies) and
public sources (e.g., the
National Institutes of Health
[NIH] or National Cancer
Institute). During the same
year, more than $30 billion
was invested in research
and development by phar-
maceutical companies,
according to the Pharma-
ceutical Research and
Manufacturers of America’s
2002 Pharmaceutical
Industry Profile. This esti-
mate is 16.6 percent higher
than investments made in
2000, and three times the
investment made in 1990.

Clinical development, as.a
portion of global research
and development dollars
spent, has doubled since
1996. In 1996, $14.5 billion
of $40.3 billion was spent
on clinical development. In
2002, the most current year
studied, experts estimated
the amount spent would be
$28.4 billion, excluding NIH
figures. .

As a result of these scientific
advances, clinical research
trials are on the rise.
According to CenterWatch, a
web-based clinical trials

listing service, an estimated
4,000 drugs were being
investigated in 1994. By 2000,
the number increased to
7,000.* The number of
medical personnel conduct-
ing trials, or investigators,
increased from 14,000 in
1994 to 46,000 in 2000.
Because of anticipated
growth in trials, this number
is projected to reach 56,000
by 2005.°

Shift Away from
Academia

Private funding sources are
seeking more nonacademic
providers to conduct
research, which is creating
enormous opportunities for
hospitals, physicians, and
outpatient providers.
Twenty years.ago, 80
percent of clinical research
trials were conducted
through academic medical
centers. In 1998, estimates
indicated the number of
academic medical centers as
investigator sites had
dropped to less than half.
These days, investigator
sites are more commonly
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community and teaching
hospitals, physician offices,
and other outpatient
settings.

One significant reason for
this shift is the amount of
time it takes to gain
protocol approval in acad-
emic settings. The window
for funding sponsors to
initiate the trials needs to
be narrow to allow as much
time as possible for the
actual testing. The initial
approval process prior to
initiation of the study can
take from two to six
months in an academic
medical center, compared
with one to two months in
a private hospital or less
than one month in a physi-
cian’s practice.*

Why Participate in
Clinical Research Trials?

Healthcare providers who
participate in clinical
research trials realize
numerous advantages.
Participation in clinical
research trials enables
healthcare organizations to
provide premier medical
care to existing patients as
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well as a new group of
patients. Recognition as a
state-of-the-art provider may
enhance an organization’s
ability to expand its patient
base and recruit physicians
and residents. The provider
may gain additional recogni-
tion through mentions in
academic publications.
Participation in research
initiatives also may generate
a “halo” effect on other
programs and services in
the form of referrals and
increased awareness of
service offerings.

Increased revenue for the
healthcare organization is
an additional potential
benefit of drug trial partici-
pation. Most community
and teaching hospitals are
hesitant to provide specifics
regarding what trial partici-
pation provides to the
bottom line. Statistics for
revenue generation within
physician practices are more
readily available. Clinical
trial participation in a physi-
cian’s office can contribute
up to 3 percent of total
practice revenue. According

to CenterWatch, an average
study can bring in $58,000
in revenue, with net income
as high as 40 percent.’

Despite such potential for
revenue enhancement, it is
important to weigh costs
associated with participa-
tion, as well. For example,
one small practice indicates
that while revenue from
trials is 10 percent of the
total practice revenue, the
costs associated with
running the trial are 50
percent of total practice
costs. Because the adminis-
trative requirements of
clinical trials are re-source
intensive, experienced
physician practices suggest
networking with numerous
physicians to gain econo-
mies of scale. This approach
also helps physicians attain
the number of patients
needed for completing the
study.
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Critical Success Factors

Clinical research trials have
the potential to be cost
centers rather than revenue
generators if they are char-
acterized by poor planning
and management.

When evaluating potential
participation in clinical
research trials, healthcare
organizations should:

* Conduct a compre-
bensive budget
review. Knowing the
costs associated with
running the study is
extremely important.
Cost estimates for all of
the potential resources,
such as staffing, supplies,
and laboratory work
must be determined.

¢ Negotiate wisely.
Identifying the costs
mentioned above facili-
tates the negotiation
process. Funding sources
are fairly flexible on the
payment per patient,
which varies greatly
depending on the study.

¢ Coordinate adminis-
trative functions.
Provide a centralized
contact to be the liaison
for the funding sources,
principal investigators,
and compliance officers.
Coordinating these func-
tions is particularly
important when multiple
studies are being
conducted at once.

* .Keep-overbead low. A
healthcare institution

with high indirect costs,
such as graduate medical
education, will find it
more difficult to break
even on research trials.

* Participate in Phase
I (premarket) trials.
Funding sources are
willing to invest more
money in Phase III trials.
Be aware, however, that a
patient base of up to
3,000 people is required
for participation during
this phase, which in-
volves studying a drug’s
efficacy, further evalu-
ating its safety, and
studying side effects.

* Coordinate clinical
research trials with
centers of excellence.
Examples include drug
trials in a cancer or
women'’s health center
and device trials in a
cardiology or orthope-
dics center.

* Treat the trial as a
business line. Apply
product line business
practices to clinical
research programs.

Signs of success include
recognition for providing
excellent care and gener-
ating repeat business from
the funding sponsors.
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