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ollaborative  research between
Cacademic medical centers (AMGs)

and industry have become
increasingly more important to both
entities. AMCs require the support of
industry research to develop scientific
innovations and bring cutting edge
treatment to patients. Industry requires the
innovation, scientific knowledge and the
credibility of AMGs. Problems occur,
however, due to the competing demands on
each entity. Time increases the cost of
research; each additional day it takes to
market a product increases the cost
significantly. At the same time, the
regulatory burden to conduct any type of
research for AMCs has increased to the
point that timely IRB and contract
approvals are difficult to achieve.

Rush University Medical Center (Rush,
RUMC) has a history rich with examples
of research that led to the development of
innovative treatments that improved the
quality of life and the saving of lives. The
history of Rush began two days before the
city of Chicago was incorporated. Today
Rush researchers continue this rich
tradition, yet the research systems and
infrastructure of the organization had not
remained current with the needs of the
Rush research community, sponsors, nor
the increasing requirements of the
regulatory agencies. The process of
regulatory and contract review was so
complex that at times it could take almost
a year to complete. Researchers, staff,
executive leadership and sponsors were
challenged and research was being
impeded to the point that some sponsors
threatened to stop supporting research
at Rush.

To meet these challenges, a commitment
was made by Rush senior leadership to
shorten the timeline for processing
industry agreements to three months or
less. A process assessment was
conducted that included surveys, focus
groups and individual interviews. The
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need to facilitate submissions and
decrease the time from application to
approval for IRB, contracts, legal review
and contract execution was identified as
the primary issue; as well as the data
management and productivity manage-
ment of the research. A need for post-
approval invoicing and tracking receiv-
ables for active contracts was also
considered important. It was determined
that the data system used at that time
was largely ineffective and prior to
addressing any other issues, it was
decided that Rush would enter the world
of electronic research administration.

There are many vendors that provide
systems that allow users to track
research data in an effective manner. The
process of evaluating these vendors,
although always important, had an
additional importance for Rush. They had
previously purchased a system that was
not successfully implemented. Shortly
after this application was purchased the
company had declared bankruptcy. The
source code for the application had been
purchased, but due to the inability to
customize the application, enhancements
could not be made to meel the needs of
Rush. Workflow changes necessary to
manage new review requirements were
not possible in this application. It was
therefore necessary to identify vendor
requirements to avoid making a similar
mistake.

Multiple vendors were reviewed and
evaluated for this project. Many systems
only included IRB administration
packages, and some of those only
included portions of IRB management.
Our decision was to improve all of the
research processes, thus we needed a
vendor that:

D Had a proven track record with other
universities and AMCs.
D Had financial stability.

Issues with Industry Sponsored
Research: The Rush Solution
- by Mary Jane Welch and Tom Wilson

D Was able to use the current
information systems of RUMC to
facilitate organizational adaptation
and acceptance of the new system.

D Was able to provide a system that
could be integrated with other
software products utilized at Rush,
allowing for growth and adaptation as
needs required.

D Was able to provide a system which
allowed Rush staff to implement
system changes.

D Had other related products that were
able to address other research
administrative needs.

D Agreed to partner with Rush to
develop new related programs
utilizing Rush content knowledge.

D Had a product that is a portal
environment, allowing access
wherever the internet was available.

A number of “off the shelf” solutions were
examined and after a thorough review,
using the above criteria, the decision was
made to partner with Click Commerce Lo
build the Rush Research Portal (RRP).
The contract between Click Commerce,
Inc. and Rush University Medical Center
was executed on June 16, 2006.

The first module to be built in the RRP
was the electronic submission, review
and approval of protocols involving the
use of Human Subjects (IRB Module). The
installation of the IRB Module took four
months. After immediate acceptance by a
large number of early adopters, many
users voluntarily moved to using
electronic  submissions. Mandatory
electronic submissions were required
just after the beginning of the next
academic year, within nine months of the
“go live” date. Resistance to the elec-
tronic submission was non-existent. Soon
all protocols were being processed
electronically and all legacy protocols
had also been entered into the system.
Installation of the IRB Module shortened
many of the required processes, thus the



average review time for a full board review
decreased from at least three months to
approximately thirty days. The IRB Module
alone increased the satisfaction of faculty
and research administrators by 14.3
percent. This increase in researcher
satisfaction was a good beginning and as
they were increasingly satisfied, so were
the sponsors. Sponsors were able to
receive real time information about the
status of the study review from the
research staff.

The first phase was successful, but it was
very important to remain focused and
continue to find electronic solutions (o
improve the approval process timeline.
Research Affairs had already centralized
research administration into one physical
location; however, each process used by
Research Affairs still needed to be
addressed and improved in a separate
fashion. These separate processes or
systems often led to confusion and
frustration for both internal and external
customers. In order to decrease these
frustrations, as well as the approval
timeline, it was decided to decrease as
many system redundancies as possible. To
this end the RRP Team developed Study-
Centered Research Management™.

This concept uses the plasticity of the Click
Commerce product and the research
experience of research administrators. The
RRP Team created the Master Project®
concept,  connecting  the  current
installation of the IRB Module with
modules planned for the future. The
Master Project®* allows certain key
information fields of a project to be
completed and retained for all other
modules; self-populating required fields
where appropriate. This eliminates the
need for data to be entered repetitiously.
Most importantly the Master Project*
allows one administrative entry point for
the entire research project, and provides a
space for monitoring the progress, or lack
of progress, of each project.

With the Master Project® successfully
implemented, it was decided to plan the
installation of the Grants and Contacts
Module. Two years prior to the initial
planning for the RRP, Rush had developed a
coverage analysis process which outlined
all items and services required to conduct
a clinical research project following
Medicare’'s Clinical Trial Policy and
National Coverage Determination. All
studies conducted at Rush require a

Coverage Analysis prior to any other
review. Thus all other modules, including
the IRB, are dependent on this particular
process. Early in the planning of the Click
implementation it was decided to proceed
with the IRB module first since this was
already developed by Click. We would
continue coverage analysis on paper until
the Grants and Contracts Module imple-
mentation was initiated and completed. At
the time Click Commerce did not have a
coverage analysis process and utilized the
Rush format to design their system. The
Grants and Contracts Module also provides
a system-to-system application for the
electronic submission of federal grant
applications through grants.gov. The
installation of the Grants and Contracts
Module, including the Coverage Analysis
Module, was completed earlier this year
and has allowed Rush to process compliant
industry contracts more quickly and
efficiently, as well as provide a transparent
permanent electronic record.

Determining an accurate price for
research procedures and services was an
issue causing a delay in initiating an
industry sponsored clinical trial. The RRP
Team decided to create a new integrated
pricing structure for all studies conducted
at Rush. The negotiated Medicare rates
were used as the ground floor for the
integrated pricing and were increased
based on the competitive market values for
these procedures and services. The
integrated price includes both the price for
the procedure or service along with the
applicable professional fee. The integrated
pricing schedule has been posted in the
RRP by CPT code and is readily available to
Principal Investigators and research
administrators when drafting a budget for
an industry sponsored trial. The integrated
pricing strategy not only allows clinical
departments to draft budgets more quickly,
thereby opening enrollment on studies
faster, but also creates a margin in the
research fund which can be used to cover
costs which are incurred yet may not be
billable to the sponsor.

Presently we are actively involved in the
build out of the Clinical Trials Participant
Tracking Module (CTPT Module). This new
module will allow Rush to track each study
participant as they progress from
screening to completion of the clinical trial
within the RRP. The grid that is created for
each participant is coded not only to
record the cost of each service and

procedure provided under the protocol, but
also records whether the industry sponsor,
a third party insurer or the subject should
be billed for the item and the amount they
should be billed. This billing information
for each study is taken from the grid in the
Coverage Analysis Module. The CTPT
Module will allow the user to produce
billings to send to industry sponsors and
track outstanding invoices through an
accounts receivable system. The CTPT
Module is expected to go live at the end of
September, 2009.

Once the CTPT Module is installed, we
plan to develop integration between the
RRP and the Rush EPIC electronic medical
records system. This connection will allow
an automatic feed of medical data for each
study participant and research details to
the clinical setting. This data sharing will
also facilitate the rapid execution of
sponsored agreements, increase study and
billing compliance and improve the ability
to conduct Phase I and II studies. Future
plans also include implementation of the
Conflict of Interest Module and an Effort
Reporting Module.

Future plans also include the ongoing
improvement and evaluation of the new
research systems while keeping the
maximum three month study imple-
mentation target in view. As Rush meets
this target, it is anticipated that many of
the issues of industry sponsored research
will have been resolved.
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