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Maximizing Value in Outsourcmg Services

Guidance on How to Do More with Less While
Maintaining High Levels of Quality

Kathy Liszewski :

he pharmaceutical industry is, with-

out a doubt, feeling the crunch of

skyrocketing costs, lackluster
pipelines, and drug safety issues. Clinical
professionals need to do more with less,
while still maintaining the highest levels of
quality. Many companies are choosing con-
tract research organizations (CROs) as a
cost-effective strategy to outsource services
ranging from drug development to manag-
ing and monitoring clinical trials.

The “18th Annual Partnerships with CROs
and Other Outsourcing Providers” conference
will be held next month in Orlando. The meet-
ing will examine critical issues in clinical out-
sourcing partnerships such as improved meth-
ods of data integration, business partnering,
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and comparing global sites for clinical trials.
Biotech and pharmaceutical companies
often choose CRO suppliers and the
required central labs independent of each
other. The ultimate goal of outsourcing is to
achieve three project drivers: efficient use of

time, high-quality products, and mutual-

value-based cost (i.c., the price charged is
cquivalent to the value of the service pro-
vided), according to Cathy Michael, execu-
tive director project and data management,
global central labs, PPD (www.ppdi.com).
Separate providers, however, can only
achieve two, and that has been traditional-
ly considered acoeptab]e.

“We feel it is possible to achieve all three
goals by using a central lab already associ-
ated with a CRO. When data management
is provided in this way there is more accu-

rate communication among all parties and
all sites. For example, Michael says, “there
may be multiple times a day when data,
protocols, and other information needs to
be added to or accessed from the various

databases held at the CRO, third-party labs,
and central lab. About six months ago, we
developed an Oracle-based system that inte-
grates and refreshes applicable data
between our CRO and central lab.”




An important benefit of such integration
is the ability to input patient data and visit
it quickly via a common format that sup-
ports real-time data cleansing, of patient
data traditionally held in multiple reposito-
ries. “The need to reconcile at the end of a
study is moot when you have one central
repository allowing for a single reconcilia-
tion effort for lab and CRO.”

Michael has some advice for companies
about to choose a CRO. “It is most impor-
tant to look at how companies integrate
databases and to develop a long-term rela-
tionship from beginning to end with how
data is captured and processed. You're
more likely to avoid costly data-integration
problems later, if you do this up front.”

Worldwide Data Capture

Integrating data from many global clini-
cal sites can be a real challenge, reports Ross
Rothmeier, senior director, EDC Portfolio,
Covance (www.covance.com). “It can get
complicated to combine data obtained from
multiple sources in global clinical trials. But
this is important because submissions
require all the data collected, and it has to be
in a consistent format to review.”

- According to Rothmeier, it is particular-
ly challenging to have straightforward and
easy access to site and laboratory data
coming from multiple locations—especially
on a global scale. One solution is electron-
ic data capture (EDC).

“If you have sites in 47 countries in a clin-
ical trial and are using multiple labs,”
explains Rothmeier, “it can be difficult to
get an overall view of the data in the trial.
data into a site’s computer, or collecting it on
paper and then transcribing it into another
system, are cumbersome and introduce
many points of potential failure and error.

“EDC allows the entry of data into a cen-
entry that help reduce errors. Whether
entered at the investigator site or transmitted
directly from a laboratory, EDC simplifies the

tral repository makes this data available to
anyone who has authorized access, regardless
of location, and does so more quncldy than
paper or decentralized systems.”

Rothmeier adds that another challenge
for the industry is adopting data-definition
standards. “Many organizations are béing
very forward thinking in endorsing indus-
try standards such as CDISC (Clinical
Data Interchange Standards Consortium)
and HL7 (Health Level 7) that provide
specific guidelines for data interchange.
This is important as it enables data from
multiple sources to be combined without
converting or transcribing it to a propri-
etary format. This further simplifies the
process and reduces the challenges of con-
ducting a global trial.” )

Strategic Planning
When forming partnerships with CROs,
companies often employ one of two ap-
proaches, transactional or strategic, says Daniel
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Spasic, CEQ, Trial Form Support International
(TFS; www.trialformsupport.com).

According to Spasic, a transactional
approach means, “that a company choos-
es to tactically outsource projects and
assignments based on what is most suit-
able for the project. But this approach also
suffers from not charting a clear pattern
since it is based primarily on each individ-
ual project. Therefore, you can end up
with several providers, problems with
internal administrative coordination, and
underutilized cost benefits.”

Spasic believes that using a straﬁeglc
approach that employs a few selected pro-
viders makes more sense. “With a strategic
‘approach you would choose one CRO for
data management and a different CRO for
clinical development work, This will be
more efficient in the long run because it will
save internal administration time and you
will likely get better pricing and attention
since the CRO you are outsourcing to can

rely on more regular workflow.”
Another important issue to consider
when selecting a CRO is where the compa-

‘ny conducts its clinical trials and the extent

of its geographical reach. “This depends on
what is being outsourced and the develop- -

‘ment phase of the clinical trial. If a compa-

ny is outsourcing early clinical develop-
ment, that could be done locally with spe-
cialized units. Here you must look primari-
ly for competence and expenenoe, and
what technical capabilities the unit has.
“But, if you do proof-of-concept studies
with 100-250 subjects,” he continues, “then
that can be regionalized to three or four
countries in Europe, or only the U.S. Mid- to
large-sized CROs are appropriate for these.
If you are conducting pivotal Phase Il trials,
however, you need to do that on several con-
tinents and there you'd select bigger CROs
with the possibility to support you thfough
its own global infrastructure,”
See Contract Research on page 50
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