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Navigate

For Investigator Initiated
Studies & Grant Management

Navigate is a full-featured solution for managing
investigator initiated studies while ensuring
regulatory compliance and maximizing efficiency.

Q@ Manage the complete
process from study proposal to
closeout.

Q Ensure regulatory compliance
with built-in functionality to deliver
financial transparency.

Q Streamline your submissions
with a configurable, workflow-based
engine that can adapt to your
standard operating procedures.

e Study Submission

¢ Review Committee Meetings

e Study Approval & Activation

e Study Tracking / Milestone Management

e Study Closeout
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Complete Lifecycle Support

Having a single tool that supports all of your study-
related activities offers tremendous benefits. With
Navigate, you can leverage dynamic proposal and
protocol forms that ensure completeness prior to sub-
mission, as well as a flexible workflow engine that can
map to your study review and management SOPs. In
addition, you can manage all of your document-
centric content and notification letters via templates,
oversee spend tracking, and much more; all from
within a single, easy-to-use, web-based system.

A simplified process also means less opportunities for
confusion and mistakes. Investigators go to one
website to handle all study management tasks. In-
ternal managers have a single system that keeps
track of all their studies and provides comprehensive
reporting.
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Regulatory Compliance

Navigate comes “out-of-the-box” with well-defined proce-
dures for managing study and grant activities. However,
its workflow-based engine enables Navigate to be quickly
configured to match your standard operating procedures.
No costly and time-consuming customization is required.

Navigate is able to enforce your procedures across your
activities. For example, study review by your internal
board can be made a mandatory “step” in your workflow.
Approval and budget assignment would not be permitted
without the review being completed and signed off on.

Additionally, Navigate includes a complete audit trail for
your studies. Each action, such as protocol submission or
an individual vote for study approval, is logged along with
the supporting details. This information is easily accessi-
ble through built-in reports as well as an ad-hoc reporting
engine.
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Increased Efficiency

Managing your IIS and grant processes with Navigate can
deliver large improvements in efficiency. The system
tracks all of the critical pieces of your studies and grants
including budget forecasts, actual spend, key milestones,
and much more. Required tasks, such as reviewing a
submission, are assigned to the right people and appear
on their personalized task list. This not only ensures that
your processes are followed, but it makes it easy to keep
track of large numbers of diverse studies.

Built-in reports and charts help you analyze your data.
These tools cover:

e Budgeting & Forecasting (e.g., forecast vs. actual spend)
e Risk Analysis (e.g., study and milestone delinquency)

e Status (e.g., trends across studies)

In addition to the built-in reports, Navigate provides an ad
-hoc reporting engine. Together these analysis tools pro-
vide an excellent source of information to optimize your
studies.
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