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CTSI Resources

= The BU CTSI is now providing software to BUMC
Investigators

= Charges vary (free to cost per participant)

= CTSI will offer consulting on which package is
appropriate for your study (free of charge) through
CTSI BERD (Biostatistics, Epidemiology, Research
Design) Core

= CTSI will run package-specific user-groups, drop-in
Q&A sessions and on-line forums
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Software Currently Available

Software Purpose Cost to BUMC
Investigators

REDCap Web-based data collection  No cost
software

OpenClinica Web-based clinical trial data No cost
management software
(21CFR part 11 compliant)

StudyTRAX Web-based study Fee per participant
management software ($5-$35 depending
(21CFR part 11 compliant)  on study design)

FreezerPro Web-based freezer $199 per user
inventory and management license charge
software

12b2 See CTSI website for more
info
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See CTSI Website: http://ctsi.bu.edu/
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REDCap

= REDCap (Research Electronic Data Capture) is a
secure web application for building and managing
online surveys and questionnaires

= No cost for CTSI consortium members (of which BU is
one)

= Applications for emailed surveys or traditional data
entry

= Can manage longitudinal data and follow up visits
= Developed at and supported by Vanderbilt University
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REDCap (continued)

= Easy set up can be done by study coordinators and
other “non-programmers”

= Can program in required fields, skip patterns and
simple logic checks

= System maintains audit trails to document changes to
data

= Easy to export data for analysis and reporting
= Avallable through CTSI and BUMC IT partnership
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Create new project page_ https://redcap.bumc.bu.edu/index.php?action=myprojects
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https://redcap.bumc.bu.edu/index.php?action=myprojects
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OpenClinica

= Open source clinical trials software for electronic data
capture and clinical data management

= No cost for BUMC investigators

= Web-based application designed to collect, manage,
and store data

= |ncludes tools to aid protocol design and create and
manage electronic Case Report Forms, monitor
studies, and obtain real-time transparency across
multiple studies and sites.
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OpenClinic (continued)

= Software is 21 CFR, part 11 compliant

= Excellent data management and querying package for
randomized clinical trials

= Has features for:
= Data collection/submission
= Monitoring and data management
= Data extraction
= Study build for configuring to your protocol
= User roles to designate appropriate access to data
= Administration tool for system oversight, auditing and configuration
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https://ctsi1.bumc.bu.edu/OpenClinica/MainMenu
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https://ctsi1.bumc.bu.edu/OpenClinica/MainMenu
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CRFs & scheduled events
https://ctsi1.bumc.bu.edu/OpenClinica/MainMenu
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StudyTRAX

= Electronic data capture software system which integrates
data collection, study management and academic output

= Charge for use is per-participant enrolled and ranges from
~$5 for simple one-time survey to ~$35 for entry into a
randomized clinical trial.

= Accommodates various methodological designs (clinical
trials, epidemiological studies, patient registries, multi-site
trials)

= [ncludes applications designed to maximize research
productivity (e.g., automated manuscript ready table
generator, streamlined analytical process, re-usable data
definition and case report form libraries)
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StudyTrax (continued)

= |ncludes features for randomization (stratified and
blocked)

= Can set emaill notifications

= Can set User roles to designate appropriate access to
data

= Designed with academic researcher in mind — auto
export of tables (e.g., “Table 1)

= Easy export of data into analytic packages
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John Putzke, Ph.D., M.S.P.H., StudyTrax
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eCRF layout
John Putzke, Ph.D., M.S.P.H., StudyTrax
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Data Sets
John Putzke, Ph.D., M.S.P.H., StudyTrax
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John Putzke, Ph.D., M.S.P.H., StudyTrax



FreezerPro

= Web-based software application that allows you to
create an inventory of your laboratory freezers and
track and ship contents.

= Web interface enables users to know precisely where
a frozen sample is located before opening the freezer
door.

= Features include automatic alerts of low number of
sample aliguots, sample expiration date, sample
volume or freeze-thaw count along with powerful
reporting.
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What to use...?

= To determine which package is best for your project
see the CTSI website and inidvidual software
companies’ websites for more information

= Request a consult through the CTSI
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For more information...

= See the CTSI website: http://ctsi.bu.edu/
= Attend a drop-in session
= Send an emall: ctsi@bu.edu
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