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Tool description

OpenClinica is an electronic Case Report Form (eCRF)
tool designed to capture clinical trial data. The tool is
web-based and thus can be accessed from most loca-
tions in the world to support multi-center studies. It is
a ‘do-it-yourself tool: users can operate all the modules
and functions that are described below and system
administrators are not required to perform study speci-
fic actions [1].

OpencClinica is an open source tool and has two edi-
tions: Community and Enterprise edition. The OpenCli-
nica Community edition is freely available, while the
Enterprise edition has additional capabilities, is commer-
cially supported and is therefore subject to a license fee.
The CTMM-TralT (Translational Research IT) project
aims to establish a long-lasting I'T infrastructure for trans-
lational biomedical research in the Netherlands and hosts
the OpenClinica Community edition. The CTMM-TralT
OpenClinica server is currently used for data capture in
120 clinical studies involving 600 users from 146 different
centers.

OpenClinica has a modular design with separate mod-
ules for study setup, data submission, data monitoring
and data extraction. The study setup module allows
building CRFs (Figure 1), creating automated validation
checks and creating sites. Most people are able to build
a study, including the more advanced CRF functions,
after only two days of training. Data can be submitted
to the CRF by manual entry or by uploading, either via
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the user interface or via the OpenClinica web services.
With the Monitor and Manage Data module, data for a
study can be overseen and validated. The module con-
sists of Source Data Verification features to track user
evaluations. The Study Audit Log allows viewing the
change history of entered data for each study subject.
The Notes and Discrepancies module provides a means
for users to document, communicate, and manage issues
about data in a clinical trial. The Extract Data module
allows easy exporting of the collected clinical trials data in
different formats (CDISC ODM XML, HTML, Excel, SPSS
and Tab-delimited text). OpenClinica works with con-
trolled access through user accounts and authorizations.

Status of development
OpenClinica Community Version: 3.4 (October 2014).

Users
A large international user community exists (clinical
researchers, data managers)

Links
[https://community.openclinica.com] and OpenClinica
user documentation [https://docs.openclinica.com]

Acknowledgement
Supported by CTMM-TralT project (sustainable IT Infrastructure for
Translational Biomedical Research).

Authors’ details

"The Hyve, 3527 KT Utrecht, the Netherlands. *Dept of Medical Oncology, VU
Medical Center Amsterdam, 1081 HV Amsterdam, the Netherlands. *Dept of
Pathology, VU Medical Center Amsterdam, 1081 HV Amsterdam, the
Netherlands. “Clinical Research Bureau, VU Medical Center Amsterdam, 1081
HV Amsterdam, the Netherlands. “Netherlands eScience Center, Science Park,
1098 XG Amsterdam, Amsterdam, the Netherlands. ®TrialDataSolutions,
Amsterdam, the Netherlands. “Center for Translational Molecular Medicine,
High Tech Campus, 5656 AG Eindhoven, the Netherlands.

© 2015 Cavelaars et al; licensee BioMed Central Ltd. This is an Open Access article distributed under the terms of the Creative

( BioMVed Central

Commons Attribution License (http://creativecommons.org/licenses/by/4.0), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work is properly cited. The Creative Commons Public Domain Dedication waiver

(http://creativecommons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated.


https://community.openclinica.com
https://docs.openclinica.com
mailto:marinel@thehyve.nl
http://creativecommons.org/licenses/by/4.0
http://creativecommons.org/publicdomain/zero/1.0/

Cavelaars et al. Journal of Clinical Bioinformatics 2015, 5(Suppl 1):S2 Page 2 of 2
http://www.jclinbioinformatics.com/content/5/51/S2

( 3
Title: Physical Examination
Instrudbons:
Page: O Mk CRF Complete (IS D ()
Visit date
Date of visit | 16-Dec-2013 |50 = Podd-tonyyey)
Vital signs
Systolc blood prossure 130 = PO (menHg) Diastolc blood pressure 95 |= P8 (mmHg)
Pulse rate 7% * 1 (beats/min) Tempersture 6.6 * Po(eq)
WHO Performance Status
WHO Performance Status ) P
Hesght & Weight
Haight [165 Potem)  wegw 55 * W (kg)
Physical examination
Result genenl physical examination | Normal it e
if abnormalinct done, please spocify o
— O Mork oF Compete. TN TR )
Figure 1 Example of a completed Case Report Form (CRF) in OpenClinica (systolic blood pressure, pulse, etc.)

_

Published: 22 May 2015

Reference

1. Smeets E, Visser GR: OpenClinica’s (low cost) eCRF, an Investigator-
Initiated Study’s Showcase. Applied Clinical Trials-Online 2011, Available
online: http://www.appliedclinicaltrialsonline.com/appliedclinicaltrials/article/
articleDetail jsp?id=726346.

doi:10.1186/2043-9113-5-51-52
Cite this article as: Cavelaars et al: OpenClinica. Journal of Clinical
Bioinformatics 2015 5(Suppl 1):52.

Submit your next manuscript to BioMed Central
and take full advantage of:

e Convenient online submission

e Thorough peer review

¢ No space constraints or color figure charges

¢ Immediate publication on acceptance

¢ Inclusion in PubMed, CAS, Scopus and Google Scholar

¢ Research which is freely available for redistribution

Submit your manuscript at ( -
www.biomedcentral.com/submit BioMed Central

- J




	Characterisation
	Tool description
	Status of development
	Users
	Links
	Acknowledgement
	Authors’ details
	References


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /Warning
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 500
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /Warning
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 500
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /Warning
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




