
System Integration:
In addition to eIRB, the CRMS

will integrate with IDX, EMR Data, 
Hospital Billing Systems,

Radiology & Path Lab

Goal: Use Web-based clinical research software to make
the clinical trial information flow automatic and seamless. Establish 
better business practices & workflow with a primary goal of reducing or 
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Methods: Washington University uses mdlogix's Clinical Research 
Management System (CRMS) and Click Commerce's eIRB system.  
Integrating the CRMS & eIRB systems will significantly reduce 
redundant data entry, reduce IRB approval times and ensure that  
there are strong compliance checks regarding IRB approval of
protocols, amendments, and consent forms.

Results: CRMS and eIRB share information on a real-time basis. This will 
increase efficiencies within the organization. It makes the IRB application 
process easier and establishes a flexible workflow that is adaptable to a 
variable clinical trial process throughout the institution.  All fields are 
automatically populated in CRMS from eIRB.  It is anticipated that the use 
of such systems will allow WashU to establish best-practice strategies to 
improve the quality of IRB submissions and communications thereby

speeding the approval process.  In addition these systems will
introduce a rational, efficient and flexible workflow to a current

process environment which is ad hoc and inefficient.  
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Workflow Flexibility

Strong Compliance Checks

Timely Reporting

Study team can start in 
either system and the study 
sponsor & site information 
will be shared between the 

Systems, eliminating 
redundant data entry

eIRB will be the system of 
record for approval and 

renewal dates, consent forms, 
protocols and amendments 

which will be shared 
electronically to ensure that 

the study team always utilizes 
the latest approved 

documents.
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data and research 

participant scheduling will  
identify protocol 

deviations, violations and  
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shared electronically with  
eIRB notification system.

mdlogix CRMS:
CRMS represents a mutli-
year effort to develop an 
enterprise-wide system to 
manage all clinical trials at 
Washington University.  This 
is system is being co-
developed in a collaborative 
effort  with Johns Hopkins 
University.  WashU uses the 
following CRMS modules:
1) Subject Recruitment: 
database of consented 
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looking to participate in 
clinical trials. Data is 
matched to protocol inclusion 
/ exclusion criteria.
2) Subject & Protocol 
Registry: contains study 
demographics and subject 
screening and consent  
information.
3)  Protocol Schema & 
Patient Calendar:  contains 
detailed protocol schedule of 
events & research participant 
scheduling calendar.
4) Financial Management: 
develops clinical trial budget, 
billings / collections from 
sponsors, & assures clinical 
trial billing compliance.
5) Case Report Forms: 
allows creation of web-based 
electronic case report forms 
and integration with clinical 
result systems via HL7.

ClickCommerce eIRB:
In order to improve productivity 
for researchers and their study 
teams, the Human Research 
Protection Office (HRPO) in 
collaboration with Click 
Commerce is developing a 
customized  web based system 
to automate the submission 
and review process required of 
all human subjects research. 
Users prepare submissions by 
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based upon responses to 
application questions. 
eIRB includes the following 
projects: 
1) Study: system used to  enter 
new study proposals.. This 
project is the core of the eIRB 
system and contains all study 
fine points;  population details, 
consent documents, etc.
2) IRB Notification :  database 
used to review and document 
unanticipated problems, 
protocol errors and exceptions, 
adverse events, study status 
changes, etc. 
3) Amendments: method used 
to submit and review all 
proposed changes to a study.
4) Continuing Review : to 
report the progress of the study 
including new information, 
enrolment updates, protocol 
changes, etc.
5) Final Report : enables the 
ability to close a study.


