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The current environment in which
organizations conduct clinical research

is fraught with complex regulations, ever-
changing compliance challenges, and
mounting financial pressures. Organizations
face a growing need to expand translational
and clinical research capacity while

dealing with flat NIH funding for biomedical
research. Meanwhile, industry sponsors
continually demand quality results and clean
clinical data with ever tighter budgets. These
pressures have led research organizations
to review their clinical trials operations in
search of ways to better manage the clinical
research enterprise through:

* Better access to information,

* More efficient processes,

+ Tighter financial management,
» Lower compliance risk, and

« Delivery of high-quality data to
sSponsors.

The clinical trials enterprise at many
organizations is decentralized and highly
dependent on the variable experience

of individual principal investigators and
research coordinators. In many hospitals,
clinical research is often invisible throughout
the organization and typically is managed
opportunistically rather than strategically.
Research organizations, from large
academic centers to small research units
within community healthcare providers,
often manage in a reactive way, missing
opportunities to optimize the use of
resources.

Central administration generally has little
control over funds flow related to clinical
research, minimal information about the
volume of research taking place, and
limited ability to ensure that the actual
costs involved with each project are
recovered from the sponsors. This can

lead to significant financial losses, poor
research outcomes, and exposure to
higher compliance risks. Examples of these
problems can include:

* Financial losses due to under-
estimation of costs or over-estimation of
enrollment,

+ Dedication of scarce institutional
resources to research projects that are
poorly designed or are not aligned with
institutional mission and strategy, and

* Increased compliance risk related
to billing patients and insurers
inappropriately.

Effectively managing a clinical trials
program can mitigate both compliance and
financial risks associated with research
operations.

Leveraging Available Information and
Providing Structure

One of the most useful tools available to
clinical research organizations is a clinical
trials management system (CTMS). These
systems were developed to improve overall
management of clinical trials from an
operational, regulatory compliance, and
financial perspective. A CTMS can have

a direct impact on many challenges of
managing clinical trials by providing:

« Visibility into trial- and subject-specific
information across the entire enterprise,

» Financial management tools: from
pre-study budgeting to in-study
expenditures & invoicing,

» Coordinated management of all phases
of a research project, and

+ Support for research billing compliance.

The CTMS serves as a central repository
of administrative, operational, and financial
data, significantly reducing redundant data
entry, and reducing error.

The Benefits of Implementation

One notable benefit from implementing

a CTMS is the improvement in
communication, processes, policies,

and accountability that can be obtained
through the implementation process.
Successfully implementing a CTMS
requires a thorough review and redesign of
processes and expectations. The process of
implementation brings together individuals
spanning the clinical, compliance, and
financial departments to fully understand
(often for the first time) existing processes
and to design effective new processes.

As a result of this collaborative effort the
organization will have:

» Clear and commonly understood
processes,

» Clearly documented roles and
responsibilities,

* Enhanced channels of communication
across participants in research
processes, and

» Clear policies and expectations.

Where Clinical Trials Management
Systems Matter Most

The primary benefit of a CTMS for an
organization is the impact it has across all
aspects of the clinical research cycle: from
the pre-planning stages (including feasibility
review, budget development, coverage
analysis, and contracting) through the actual
management of recruited and enrolled
research subjects, patient procedure
tracking, milestone capture, and study
close-out. CTMS facilitates centralization of
all types of research information in a web-
based environment, giving key stakeholders
access to information and enabling
streamlined processes.
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Key Clinical Trial Processes Affected by
CTMS

Pre-Planning and Feasibility

The pre-planning start-up phase of the
clinical research process is a critical point in
the research cycle and strongly influences
the success of the project. During this
phase, the initial feasibility of the clinical trial
is assessed, a budget is developed, and the
stage is set for effective implementation of
the study. A CTMS can provide an effective
and efficient framework to structure the
processes around pre-planning.

Budget Development

Effective budget development using a
CTMS can also assist in reducing the risk
of financial loss. The key to a financially
sound project is understanding the financial
model before the first patient enrolls. An
accurate budget encompasses many types
of cost. Budget development requires

the collaboration of study team members
and experienced administrators. CTMS
functionality provides:

» Immediate access to the latest charge
master procedure costs,

» Standardized, applicable research rates
& real cost information,

» Tools to support a uniform and
complete budgeting approach, and

» Break-even analysis.

The development of the budget in a CTMS
can also establish baseline information that
will be used throughout the course of the
trial to analyze the financial status of the
project.

Conducting Coverage Analyses
Coverage analyses is a recommended
process for managing compliance risks
related to billing clinical trial subjects and
their insurers. A CTMS:

» Allows organizations to standardize the
approach for defining coverage based
on the Clinical Trials Policy (formally
the Clinical Trials National Coverage
Determination),

» Supports documentation of decisions,
including references to National and
Local Coverage Determinations and
clinical guidelines, and

* Provides a tool to support
collaboration between coverage
analysts and researchers.
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Being able to ear-mark each procedure
with the specific coverage determination
supports segregation of charges to
study accounts or 3rd party payers and
helps reduce the risk of potentially billing
incorrectly.

Research Trial and Subject Tracking
Capabilities

The project and subject tracking ability of
many CTMS supports both management
of individual clinical trials and the roll-up of
clinical trials information into departmental/
institutional tracking reports. Many
research organizations struggle with
tracking and monitoring open clinical trials
and the participation of patients in those
trials. CTMS provides accurate subject
tracking and management reporting
without additional work from study teams.
Having access to this information can be a
significant leap forward for organizations.
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Complete Study Financial Management
CTMS impacts financial management in
several ways:

» Expenditure tracking,

+ Accounts receivable monitoring &
reporting, and

* Invoicing & payment distribution.

The ability of these systems to perform
financial tracking and management tasks
benefits organizations by providing more
accurate and timely financial data, giving
them the ability to intervene in a timely
manner. Actions triggered by access to
timely information may include taking
steps to increase enrollment, renegotiating
trial budgets, contacting sponsors for
payments owed, and sometimes closing

a study. CTMS also aggregates financial
data to provide an ability to monitor and
manage the finances of the clinical research
enterprise.



Easy and Ready Access to Research
Information

One of the strongest benefits of CTMS is its
ability to gather, organize, store, and provide
a large number of key stakeholders with
access to study information. Management
of clinical trials is a complex and

dynamic operation that relies on effective
communication and access to information.
CTMS provides an environment that
integrates trial information across financial,
regulatory, and operational functions.
Access to this information enables active
management of trials and effective trial
processes, and reduces the time and effort
required by manual processes.

Conclusion

A CTMS can benefit a research organization
in multiple ways. First, a CTMS can provide
the ability to collect and track financial,
regulatory, and operational information
simply and without the need for duplicate
data entry. Second, a CTMS can provide
such information readily to multiple
stakeholders, from study teams, to patient
financial services to senior leadership.
Finally, a CTMS can support process
standardization, which is important to
organizations with research conducted
across a wide range of clinical areas.

Given these capabilities, a successfully
implemented CTMS can positively affect
the compliance, financial, regulatory, and
resource management of the research
enterprise.
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