RCH E Realizing the Digital Trial Today.

InterRx™ - Digital Trial Management

InterRx™ goes far beyond EDC and typical clinical data systems to provide
patient, laboratory, source, inventory management, data management,
and workflow scheduling between sponsors, monitors, and investigators to
encompass all auditable aspects of a clinical trial. InterRx was developed for
clinical research professionals who need rapid, complete trial management
that is visible in real-time, with the ability to foresee the budget and time
requirements of the trial before it ever begins. InterRx achieves the holy
grail of full digital trial management by letting coordinators work easily, by
allowing monitors to work efficiently, and by giving sponsors the metrics to
visualize the trial’s path to quality completion.

InterRx In The Field

Site investigators and coordinators enter data through
Web-based dCRFs installed on a Tablet PC which is
provided as a part of InterRx™ MobileTrial system.
When cradled, the tablet connects to MobileTrial site
server, which replicates and synchronizes data with the
central database. This allows multiple coordinators and
investigators to work online or offline and to pass their
threaded data securely to the central trial database with
the highest data integrity. All source from laboratories,
imaging, or associated devices can be acquired with the
Tablet PCand shared across the study teams, eliminating
the requirement for redundant paper or physical source.
This is the singular goal of InterRx.

What is Digital Trial Management?

Digital Trial Management (DTM) goes beyond EDC
and basic trial management systems by initializing,
capturing, managing and delivering trial results in a
digital format. In DTM, all source documents related to a
trial, along with secondary capture and trial operational
metrics are part of the solution — DTM reduces the
need to keep secondary systems to visualize the trial’s
operational and clinical effectiveness.

Realtime Visibility

Sponsors have complete visibility to the trial's projected
enrollment completion, patient safety, and site effectiveness
with the InterRx™ TrialControl dashboard which tracks the
health and progress of the trial. Points of risk or potential
compliance failure are identified and can be avoided in
order to keep the trial going forward, or to stop a poorly
executed trial.

Operational Efficiency

Keep the lines of communication open between sponsor,
monitors, and site investigators. More than notes-to-file and
queries, InterRx tracks allcommunications, essential activity-
based notifications and alerts through a trial message
center; to allow anytime, anywhere source validation; to
handle laboratory and drug supply management; and to
link activities and workflow through an intuitive InterRx™
TrialScheduler to know what needs to be done and when.

Quality and Speed

«  Real time, point of entry data checks captures
data errors or protocol violations, preventing
later cleanup, unnecessary notes-to-file and
queries. InterRx encourages clean data from the
start.

«  Protocol changes reflect immediately, across all
sites.

« Audit trial data is gathered in real time, including
who, when, and what activity was performed.
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Quality and Speed (cont’d)

Work offline with subjects and go online to connect
with the rest of the trial.

Previously answered data fields are auto-populated
for convenience and to reduce erroneous input.
InterRx™ ProtocolLogic allows configuration of
dCRFs to display or disable data fields based on
previous data input.

The Best in Patient Safety

InterRx’s design by research professionals includes more
than dCRFs. A patient history also accommodates a Medical
History, Procedures Log, and Concomitant Medications Log
to ensure the highest safety standards. Industry-standard
medical coding of collected AEs and SAEs can be auto-
populated onto the provided MedWatch 3500a form to send

ina

timely manner. NIH’s RxNorm, designed for immediate

drug interactions response, is fully implemented as a best
practice in patient safety.

Security

Each user has a unique login and a password that is
tracked at each page.

Each tablet has biometric scanning as a secondary
user check.

Each site has an independent site server for
redundancy, reporting, and to enhance data
integrity.

All study data stored securely, with the additional
benefit of disaster recovery planning.

Encrypted data is passed safely across the network
from Tablet PCs to site server and trial database
through SSL (secured-socket layer).

Trial procedures on source verification, data freeze,
and locks create a complete chain-of-custody with
audit trail.

Replication, synchronization, and data cleaning are
handled at multiple stages to reliably collect,
transfer, and store critical trial data.

Precerche provides the most comprehensive, cost-effective and efficient solution for the success of
clinical drug trials on the market today. InterRx brings the latest innovation in technology and pricing

to the trial research market.
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