BY ROBIN ROBINSON

Development METRICS

The use of standardized performance metrics by drug developers —
CROs and sponsors — to reduce clinical development time and to improve
deliverables is more essential than ever for success.

Many companies have attempted to come
up with ways to better manage the

clinical-trial process, but there has yet to be
an industry shift that has made a difference.

magine the confusion if every
Major League Baseball team had
its own way of calculating batting
averages. This fictional scenario is
analogous to the real environment in which
sponsors and CROs are currently operating.
With every company — sponsors and
CROs — having its own set of metrics and
tracking methods for clinical trials, across-
the-board analyses and comparisons are major
challenges. Metrics are crucial to keeping clin-
ical trials on track and identifying weak spots
that may impede success, but only a fraction
of the industry currently uses standardized
performance metrics, says Linda Sullivan, VP
of operations at Metrics Champion Consor-
tium (MCC). The nonprofit organization aims
to develop performance metrics within the
biotechnology and pharmaceutical industry

DA SULLIVAN, Metrics Champion Consortium

that will enhance performance, effectiveness,
and efficiency, and set appropriate levels of
controls for both sponsors and service
providers.

These MCC Clinical Trial metrics are the
fourth set of standards that the organization is
initiating; it has also addressed laboratory per-
formance, ECG performance, and medical
imaging.

“This collaboration is intended to under-
stand how metrics are measured and what’s
behind the numbers,” Ms. Sullivan says.
“Because there are so many metrics being
used across the industry, the goal is to make
sure everybody is measuring and talking
about results in the same way.”

Some experts are leery of the feasibility of
standardized measurement across the board,
and wonder if the metrics will be applicable
to their own partnerships.

According to Ms. Sullivan, although data
are coming out of CRO data systems, in some
cases the data are tracking items that the
CRO has no control over.

After an industry review of the metrics in
April, the MCC will collect the feedback, and
responses will be included in a working draft
version. Once industry members have had an
opportunity to implement the outlined initia-
tives into their operations, further feedback

The purpose of the MCC metrics
initiative is to establish a standard
set of performance metrics that

collect and review together to
understand where there are
opportunities to improve the
clinical-trial process.

will be requested to ensure that
the metrics are successfully
measuring the information that
they were designed to capture,
resulting in actionable out-
comes. Ms. Sullivan says modi-
fications will be incorporated, as
necessary, for future versions.

The Impact of the MCC Metrics

PharmaV/OICE asked experts in the CRO field to
share their opinions on how the new Metrics
Champion Consortium (MCC) objectives might
shape the future of CRO and sponsor partner-
ships and processes.

BOHM. TRIALYTICS. The industry is crying out
for a set of metrics that can be standardized to
measure the productivity of solution providers
and sponsor-driven programs. There is going to
be universal interest in the MCC outcomes, but
the details will be in the final criteria: for exam-
ple, whether the proposed metrics are suffi-
ciently aligned with sponsor metrics. There are
anumber of factors that drive the ultimate trial
enrollment and the number of patients ran-
domized over time. The challenge is that
beneath this metric are a myriad of contributo-
ry factors, such as how productive are the sites
and how quickly can sites be up and running.
To the extent that the metrics drill down to the
nitty-gritty operational levels and provide a
bottoms-up approach to improvement, | think
there will be a great deal of interest in the adop-
tion of these metrics.

CORCORAN. STIEFEL. One of the biggest chal-
lenges between sponsors and CROs is estab-
lishing common standards. This is usually a
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THE PROOF IS
IN THE PROCESS

As a global CRO, we understand that you need process experts to support
your clinical development goals. The Trusted Process® is our proven,
metrics-driven methodology that delivers predictably dependable outcomes.
Tailored to your specific study, our Trusted Process provides flexibility
with reduced variability to consistently deliver actionable results.

See how we

measure up.

As measured by our Trusted Process, our customers experience:

* Project enrollment completed on average 3 weeks ahead of schedule

* Database lock on average over 3 months ahead of schedule

At INC Research, it's all about the process. About how reduced variability
leads to more informed and confident decisions. We can prove it.

Learn more about our Trusted Process metrics by visiting us online at
www.incresearch.com/trusted_process
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Standardized metrics will pave the way for
sponsors to raise the bar of excellence in
execution and realize real value from

the relationship.

big part of a study start up, especially for new
partnerships. Having well-accepted standards
will provide a reference and a starting point
for these interactions.

DEARHAMMER. I3 STATPROBE. The new met-
rics will deepen the appreciation for CROs,
the talent they have, and benefits they bring
as customers compare CRO metrics with their
own. CRO selection will be based on value
rather than price.

KUEFFER. INC RESEARCH. By its very nature,
this collaborative process undertaken
between sponsor companies and CROs — the
result of which is a set of standardized perfor-
mance metrics — will enable a new level of
partnership within the industry to bring
drugs to market. The introduction of stan-
dardized performance-based metrics acts to
reduce the high degree of uncertainty and
perceived risk traditionally associated with

President, Trialytics, a
site selection and patient recruitment
company specializing in applying
advanced analytics of healthcare data to
clinical-development strategies to
optimize protocol designs, mitigate the
risks of site selection, locate the right

patients, and drive patient recruitment at
the local level through primary-care
pathways. For more information, visit
trialytics.com.

Chief Scientific Officer, Stiefel Laboratories
Inc., which is committed to advancing
dermatology and skin science around the

MARKWADE, Lionbridge

selecting a CRO partner, and thus tangibly
benefits the overall quality of the clinical-
trial process.

MOORE. CHILTERN. | expect that the use of the
new metrics will provide benchmarking stan-
dards for performance on specific trials and
will enable the identification of opportunities
for process improvement. The standardized
metrics may also be used for quality risk man-
agement purposes. Hopefully, this will result
in enhanced transparency and trust between
sponsors and CROs, which will promote
increased customer satisfaction.

SULLIVAN. McC. The MCC plays an important
role in the industry, as it is a place where spon-
sors and service providers can work collabora-
tively in groups to develop metrics. The shared
learning experience of participating in the met-
ric development process is very valuable for
both sponsors and service providers. When we
ask sponsors and service providers involved in
the consortium what their takeaway is about
the process, they often report it’s the value they
find in participating. Some companies have
taken a wait-and-see attitude, but the consor-

world. For more information, visit
stiefel.com.
President, i3
Statprobe, a global pharmaceutical services
company that provides integrated strategies
and solutions throughout the product life
cycle. For more information, visit
i3global.com.
VP, Global Operations
Management, INC Research, a therapeutically
focused CRO. For more information, visit
incresearch.com.
Global
Head, Quality Assurance, Chiltern
International Inc., a global CRO with
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One of the biggest challenges between sponsors

and CROs is establishing common standards.

tium is not just about a list of metrics. It's
about what can be learned in the work group
sessions and developing a consensus around the
metrics. When people from both sides can sit at
a table and discuss how and why they do cer-
tain processes, everyone learns from one anoth-
er. Sponsors are increasing their understanding
of the CROs; CROs get a good opportunity to
hear from sponsors about what’s going on
behind the scenes. Both sides come to appreci-
ate the value each brings to the table.

WADE. LIONBRIDGE. The discussion around the
proposed metrics is being driven by the need for
sponsors and their suppliers to change the
dynamic of their relationship from that of “sup-
plier” to one of “partner.” Currently sponsors
outsource certain functions to suppliers, often
without mapping out each other’s internal pro-
cesses and expectations. We live in one of the
most regulated and complex vertical markets.
This requires clearly defined expectations and
responsibilities in terms of deliverables.

Improving Relationships

Our experts anticipate that the standardized
metrics will have a positive effect on the relation-
ships between sponsors and CROs.

CORCORAN. STIEFEL. As metrics get used more
often and the comfort level grows, it could be
a great help in shortening timelines and
increasing efficiency of clinical research. We
are committed to operational excellence in our
research activities and these standards are like-
ly to help us further that goal.

experience in conducting and staffing
global Phase | to Phase V trials. For more
information, visit chiltern.com.
VP, Operations, The

Metrics Champion Consortium, an open,
multidisciplinary, nonprofit organization
comprised of biotechnology,
pharmaceutical, and service provider
organizations. For more information, visit
metricschampion.org.

Global Practice Leader, Life
Sciences, Lionbridge, a provider of
globalization, development, and testing
services. For more information, visit
lionbridge.com.
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Built to FIT

Early in the history of inVentiv Clinical, we made a decision that would have a
profound impact on our company. We decided to build our business through
a customer-centric approach. This has allowed us to nimbly meet customer

requirements as they change, provide flexible services and frameworks, and
solve problems.

It is a simple formula that explains how we're “Built to FIT":

Flexibility around customer needs, with
|nfrastructure, Intelligence, and Integrity to W)

Tailor Solutions that accelerate results

So whether you need comprehensive clinical development solutions,

a dedicated team of professionals working without the constraints of
co-employment, or a few specialized contractors for an upcoming project,
we can help effectively manage your resources, drive costs down, and
accelerate results.

866.707.9567 info@inventivclinical.com www.inventivclinical.com an inVentiv health company



PERFORMANCE metrics

THE METRICS CHAMPION CONSORTIUM’S
(MCC) PROPOSED CLINICAL-TRIAL
METRICS ARE NOT YET CAST IN STONE;
THEY ARE IN THE BETA PHASE WAITING
FOR FEEDBACK FROM THE INDUSTRY.
THESE ARE THE GUIDELINES BEING USED
BY THE CONSORTIUM TO IDENTIFY THOSE
MEASUREMENTS THAT SHOULD BE USED
IN THE STANDARDIZED SET.

Timeliness: Measures whether a milestone
was achieved on time

Cycle time: Measures how long it takes to
complete a task

Quiality: Measures the number of errors in
completing a task

Efficiency: Measures the resources required
to complete a task

Measure what has already happened; for
example, percentage of sites closed after
activation and before study closeout
Measure what can be used for project-
over-project improvement

Predict future performance; for example,
cycle time from final approved protocol
released to CRO to first patient-first visit
Aid in avoiding or mitigating problems on
the current project

Success of both parties required
Team-based
Relationship-based

Lots of interim decisions that affect the
project direction

Not a‘“cookie-cutter”solution

Source: The Metrics Champion Consortium.
For more information, visit metricschampion.org.

KUEFFER. INC RESEARCH. Standardized metrics
will serve to further enhance the collaborative
nature of the pharma and CRO partner rela-
tionship, as they will provide a defined set of
objective criteria upon which to choose the
right CRO partner for the pharma company’s
unique program requirements. Furthermore,
this selection will be based on a platform of
shared, defined expectations, thus reducing
dissonance in the conduct of clinical trials.

MOORE. CHILTERN. Standardized metrics
require a collaborative approach between phar-
ma and CROs. Open communication and flex-
ibility are key factors in maximizing the bene-
fit from the use of standardized metrics. This
process also will promote the use of steering
committees between pharma companies and
CROs working together on multiple projects,
as this forum provides opportunities for regu-
lar oversight and shared goal development.

SULLIVAN. Mcc. The purpose of the MCC met-
rics initiative is to collect data that a sponsor
and a service provider can review together to
understand where there are opportunities to
improve the process. Our case studies show
that metrics have helped strengthen partner-
ships in the other areas because they allow a
more fruitful dialogue that works toward solv-
ing problems. They provide an effective way to
track changes and how they are affecting the
process. They also offer solid proof of what is
happening. This is a much better way to man-
age a partnership.

WADE. LIONBRIDGE. The relationship between
sponsor and supplier will evolve into a true
partnership, one in which each party shares
common goals and common pain points.
Therefore, if one party is successful, both parties
are successful. Many suppliers strive for part-
nerships with their sponsors from the outset.
Upon achieving this mindshare, they embark
on an advocate-type relationship where each
party heralds the benefits of such a symbiotic

Standardized metrics will serve to
further enhance the collaborative
nature of the pharma and CRO
partner relationship.

relationship in the form of press state-
ments and white papers. Clearly, a sig-
nificant amount of professional collater-
al must be established prior to this form
of public endorsement; partnerships
require real sharing.

Save Time and Money

In addition to better relationships and an
easier way to analyze data across com-
panies and disciplines, our experts discuss how
widespread adoption of the standardized metrics
will enable better cost and time efficiencies.

BOHM. TRIALYTICS. The cost-efficiency drivers
that are going to come out of this initiative are
going to be very important. These efficiencies
will allow the focus to shift to quality and
time versus cost and quantity, something
CRO partnerships are not usually focused on.
From the manufacturer’s perspective, the pro-
cess of selecting the right provider across dif-
ferent solution variations using the same met-
rics makes for a better selection process and
will foster more solid partnerships.

DEARHAMMER. I3 STATPROBE. The value of the
metrics means CROs won't have to provide
the same repetitive information in a multi-
tude of formats. CROs will be able to show
value to sponsors through data comparison
versus competitors. Additionally, the metrics
will clearly identify opportunities for
improvement and best practices.

KUEFFER. INC RESEARCH. The biggest benefit
will be eliminating variability from the clini-
cal-trial process. Sponsors will have greater con-
fidence that they are receiving the expected
results time and time again.

MOORE. CHILTERN. Efficiency is presumed to
be the largest benefit; the use of standardized
metrics will facilitate a standardized approach
to performance measurement across projects
and sponsors.

WADE. LIONBRIDGE. | believe the most obvious
benefit will result in a more collaborative rela-
tionship between sponsor and CRO. This will
manifest itself in fewer errors and operational
issues throughout each study. Moreover, each
study will follow SOPs/metrics that both par-
ties have agreed upon, which will result in
speedier deliverables with less friction between
sponsor and partner.

PharmaVOICE



The greatest outcome of standardized metrics
will be the potential for increased efficiency in
performance measurement, but this is
dependent on effective implementation.

Metric Resistance

Our experts discuss reasons for the chasm in the
adoption of standardized performance metrics.

BOHM. TRIALYTICS. Up to 80% of trials are late
and more than 80% of sites originally selected
for a single study don’t contribute close to the
targets that were set. Only 7% of clinical-trial
sites are meeting enrollment objectives. The
costs to the bottom line in terms of time,
resources, and productivity are tremendous;
93% of sites doing suboptimal work is a metric
that has to improve. The proposed metrics have
to capture the operational realities of conduct-
ing clinical trials, and I have yet to see that level
of granularity in the proposed metrics.

DEARHAMMER. 13 STATPROBE. There are so
many variables that go into performance met-
rics, many of which are out of the control of
those held to the metric.

KUEFFER. INC RESEARCH. We operate within a
highly competitive industry, one in which we
are all bound to maintain strict confidentiality
in our ongoing business practices. To establish
industry standards that drive best practices,
collaboration and transparency are necessary,
but the process to do so proves more challeng-
ing given environment. Engineering variabili-
ty out of the clinical-trial process by adhering
to a standardized approach and incorporating
continual process improvement is critically
important. While historically the industry has
been reluctant to embrace the use of standard-
ized performance metrics, sponsors are

demanding this change and CROs are
responding to this need. Efforts to develop and
execute on standardized performance criteria
are a top priority among CROs, and collabora-
tive efforts across the industry are taking hold.
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Standardization will improve relationships
by defining success with data rather than
subjective, anecdotal evidence or personal
perceptions.

MOORE. CHILTERN. At the current time, there is
an unproven benefit from the use of standard-
ized performance metrics, since the CRO clin-
ical-trial metrics have not yet been finalized by
the MCC. This process understandably requires
much work to reach consensus on which met-
rics should be selected; how the metrics are
defined; how often they should be reported;
and what follow-up measures are needed to
determine if the metrics selected are the most
important to measure or whether refinements
are indicated. Success depends on effective
implementation.

WADE. LIONBRIDGE. | would not characterize the
lack of standardized metrics as reluctance by
the CROs or sponsors to improve the process.
There is a commercial element that cannot be
ignored and that is price versus value. The
commercial conversations between sponsor and
supplier do not intuitively lend themselves to
that of a sponsor/partner relationship. The con-
versations themselves, by their nature, have
historically been couched in terms of actual
cost rather than actual value. Fortunately,
strategic procurement looks at true value and
the total cost of ownership rather than actual
monetary costs. Indeed, the adoption of stan-
dardized metrics will pave the way for sponsors
to raise the bar of excellence in execution and
realize actual value from the relationship. 4

PharmaVOICE welcomes comments about this
article. E-mail us at feedback@pharmavoice.com.

To access a FREE Podcast from an i3 panel of
metrics experts, go to pharmavoice.com/podcasts.
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Building Partnerships Around

Standardized
Performance METRICS

he Metrics Champion Con-
sortium (MCC) is an open,
multidisciplinary, non-
profit organization com-
prised of biotechnology,
pharmaceutical, and service provider
organizations.

Within the MCC, member organizations
work collaboratively to develop and imple-
ment standardized performance metrics
aimed at improving the efficiency and effec-
tiveness of managing and tracking resources
needed to successfully run clinical trials.

MCC'’s Mission

The mission of the MCC is to develop,
through a collaborative process, performance
metrics within the biotechnology and phar-
maceutical industry with the intent to joint-
ly encourage performance improvement,
effectiveness, efficiency, and appropriate lev-
els of controls for both sponsors and service
providers.

For CROs, the mission is to develop met-
rics to provide consistent, standardized per-
formance measurement for research activities
covering clinical, operational, and outsourc-
ing/financial aspects of the sponsor, other
CRO, and site partnerships.

Consistent industry standard metrics will
provide critical information for decision
making and drive change. Specifically, they
will identify the areas for process improve-
ment and issue escalation for all of the stake-
holders in terms of what works and what
needs improvement. 4
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Source: The Metrics Champion Consortium.
For more information, visit metricschampion.org.
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PERFORMANCE metrics

THE DEMAND FROM THE SPONSOR THE DEMAND FROM CRO SPONSOR CRO PERCEPTION OF
ORGANIZATION FOR PARTNER ORGANIZATIONS FOR SPONSOR-REQUESTED
PERFORMANCE METRICS IS PERFORMANCE METRICS IS: PERFORMANCE METRICS IS:

13%
Neutral 200%

42% Growing

Growing
45%
Rapidly 57%
growing Rapidly
growing

Note: Responses from sponsor companies Note: Responses from CROs ;
Sponsors request and review performance

metrics to take effective action with CROs

Source: The Metrics Champion Consortium. Sponsors request and review performance
For more information, visit metricschampion.org. metrics but they do not use them to take

effective action with CROs

Sponsors request performance metrics but
do not routinely review them with CROs
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