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The Issue

Manage CRF instructions and study documents in a secure and controlled way.

Upload files from anyway directly through the RDC interface.

pharma SOL

solutions for the
pharmaceutical industry

Why do growing companies

choose Oracle?

Industry-focused solutions to
meet your unique requirements

Complete solutions to meet your
needs today and tomorrow

Easy-to-own solutions with
predictable value

fuppsi is a File Management application for Oracle
RDC delivering;

efficient and secure file management integrated
with RDC

an easy and safe way to deliver CRF Guidelines
and other study-related documents to RDC users
a superior method for sites to attach patient
related data to CRFs, such as device logs and x-
rays

an easy way for researchers to review patient
files when they review the associated patient
data

fully integrated with RDC; no extra passwords or
accounts to remember or support
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In addition:

* Prevents bookmarking and URL guessing
*Simplified definition of security constraints such as
the maximum file size or file type

* Simple to disable/enable the tool for specific pages,
sites or studies.

*The system is easy for the end-user to understand.

Attaching files to CRF pages made easy

When you need to place patient-related information
into the system or view similar information posted in
the last visit, you can open the correct CRF page,
such as Visit 2, X-ray, and click on a paperclip icon.
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A simple list will let you upload your new x-ray data for
this subject. And when you want to see the data for
the x-ray taken at Visit 1, you simply navigate in RDC
to that CRF page, and click on the paperclip again.

File management made secure

Security is a critical item for a file system. That's why
we've designed fuppsi to have superior security over
standard RDC downloading functionality.  Every
downloaded file is delivered to a randomly-generated
URL that is only active for a short time. Thus, any
attempt to bookmark URLs will be futile, and guessing
the URL for a file isn’t feasible. We don’t even display
the real file name in the URL to make URL guesses
impossible! The files themselves are stored directly in
the Oracle database. Thus your data does not require
storage in the DMZ.

Access to fuppsi files depends on a user’s roles and
study access in RDC. So you don't need to worry
about someone having access to a file if they don't
have access to the underlying data, and there’'s no
extra work involved in synchronizing two different sets
of privileges.

Extraction to File System

Collecting medical device data from a site can be a
massive accomplishment in itself, but you're not done
until you have the files in a place where you can
review them. Once again, fuppsi can assist you with
an automated process. By setting up a batch extract,
uploaded files can be moved daily from the Oracle
database to a directory where you can analyze them.
The automatic extract setup lets you specify naming
conventions for files, allowing you to store files under
unique directories for each study, site or patient.
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psiLearn — a complete
elLearning suite tailored
for OHS

psiReports — RDC site
reports

psiEAR — Account
management system
suppsi — EDC site support
system

INCA — Interface Oracle
Clinical to Argus/AERs

Focus on your customer
business through
outsourcing.

Software as a Service
Hosting facilities
Study set-up services

Accelerate the
implementation of new
systems - RapidLIVE

We are the only provider
of an Oracle Accelerate
approved rapid
implementation approach
for the Oracle RDC

Fast time to production
use

Maintain a validated and
efficient system

Customizable Usage

fuppsi makes it easy for your employees to post study
documents for the sites to access. Imagine approving
a new document on your RDC 4.6 upgrade and
having it available to every RDC user within the hour.
Would your staff appreciate the convenience of having
site users post their CVs in fuppsi's file management
system?

Enable / Disable upload on a study and
CRF page level

Set allowed file types

Set maximum number of files per page

Set maximum file size

And it's all done via an RDC interface for fuppsi
administrators, and all the files are stored in your
secure Oracle database.

fuppsi - File management delivered to the Remote
RDC Users

Increase efficiencies and usability with an
integrated file-management system

There’s no need for sites to waste time searching for a
study document or guidelines; you can make them all
available in one place. There’'s no need to set up an
FTP site to transfer CT-scan data from the sites to
statisticians; the sites can upload the results when
they enter the summary page in RDC. There's no
need to search medical records for a digitized x-ray
file from the last visit; you can set it up so that it's
available from the x-ray CRF in two quick clicks. Most
of all, there’s no need to learn yet another system, or
remember yet another username and password.
Instead, it’s all available inside RDC.

Finding Study Documents is now simple

Using fuppsi is as simple as using the links function in
RDC. That's right; site users and CRAs can click on
the link in the home tab in RDC and select the study-
related documentation they need to download, such
as CRF guidelines. No more wasting time searching
for the latest amendment or the new guidelines
regarding adverse events.

For further information contact:
Tim Billington
Director Data Management
Telephone: +44 118 900 1595
Email: tim.billington@pharmasol.de
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For more information about Oracle or Oracle
Accelerate’s Life Sciences solution, please
visit oracle.com/accelerate



