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Challenge for Direct Data 

Capture
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FDA’s Critical Path Opportunity 

List(#45)
• Consensus on Standards for CRFs

– Improve efficiency and accuracy for data 

collection
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CDISC

• Clinical Data Standards Interchange 

Consortium (CDISC) 

– Develop and support global, platform-

independent data standards that enable independent data standards that enable 

information system interoperability to improve 

medical research and related areas of 

healthcare
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Clinical Data Acquisition Standards 

Harmonization (CDASH)

• Defines consensus-based CRF content 

standard

– Speeding up initiation of new trials

– Minimizing the need of customization for EDC – Minimizing the need of customization for EDC 

systems
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CDASH for Interoperability
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Aims

• Building a system to facilitate researchers 

establishing CDASH-based eCRF
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System Scope

CDMS
Web service call
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CDMS
Web service call

Proposed System
eCRFs 

(XML Document)

CDMS : Clinical Data Management System



Result
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Import Forms from Existing Template
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Detail View of Template
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Detail View of Form
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Discussion and Conclusion 

• CDASH-based eCRFs + EDC system 

�improving efficiency and accuracy

• CDASH focuses on safety data domain
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Contribution

• Direct benefit

– Speed up creation of CDASH-based eCRFs

– Enhance the interoperability 

• Indirect benefits• Indirect benefits

– Minimize customization for EDC system

– Painless in submission of CRF data to FDA

14



Thanks for Your Listening!
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Backup Slides
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Structure of eCRF Template

CTMS
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CTMS

System
XML Document



Limitation

CTMS
Web service call

• The overall usefulness of this system is 

limited to save time from creation of 

standard-based CRF
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Proposed System
XML Document



Standards Related to This Study

• Study Data Tabulation Model (SDTM)

– Standard for the submission of CRF data to FDA

• Terminology

– Distributed as part of NCI’s Enterprise Vocabulary – Distributed as part of NCI’s Enterprise Vocabulary 

Service (EVS)

• Clinical Data Acquisition Standards 

Harmonization (CDASH)
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FDA’s Critical Path Opportunity 

List(#44)
• Development of Data Standards

– Differences in data archiving convention 

across sponsors and trials 

• FDA Reviewers• FDA Reviewers

� Creates opportunities for confusion and error 

– Benefits

• Enabling the creation of shared data repositories

• Providing comparing and aggregating information 

across the NCI's clinical trial 

• Improving the efficiency and accuracy of the 

routine review 20



EDC Adoption Rate

• 27-30% of clinical trials

• 45% of clinical trials

The Future Vision of Electronic Health Records as eSource for Clinical Research.

The eClinical Forum and PhRMA EDC Task Group, March 3 2006.

• 45% of clinical trials
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EDC Adoption in Clinical Trials: A  2008 Analysis

CenterWatch survey in Bio-IT World, 2008



Openclinica

Proposed 

System
Openclinica

CDASH-based 

eCRF Template
� �
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Free � �

Uncoupled with 

CTMS
� �



Standard CRF of CaBIG

• Round 1:

– Demography Documents

• Round 2:

– Adverse Events Documents– Adverse Events Documents

– Baseline Assessment Documents

– Participant Enrollment/Registration 

Documents

– Participant Identification Documents

– Protocol Deviations Documents
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Participants in the CDASH 

Initiative

Others = Academic Research Organizations,

Government (NIH, NCI), Hospitals, Universities, and Military
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Participating Companies, 

Agencies and Institutions (1)
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Participating Companies, 

Agencies and Institutions (2)

26



Participating Companies, 

Agencies and Institutions (3)
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Benefits

• will provide a standardized mechanism for comparing 

and aggregating information across the NCI's clinical trial 

portfolio

• a harmonized CRF library will improve the efficiency and 

accuracy of the routine review of safety, efficacy, and accuracy of the routine review of safety, efficacy, and 

administrative data from ongoing NCI-funded clinical 

trials. Finally, by reducing the time spent in developing a 

data collection strategy per trial, this core library will 

allow for faster initiation of new trials; thus, speeding the 

process of delivering new and improved treatments to 

patients.
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System Design Requirements

• Web-based architecture

• In-house reusable and domain-specific 

eCRF library

• Public eCRF library• Public eCRF library

• Intuitive and user-friendly interfaces
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Class Diagram
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BRIDG Model

• Semantic foundation for all data interchange 

specifications in HL7, CDISC, the NCI, and 

caBIG The BRIDG Project: A Technical Report.

J Am Med Inform Assoc, 2008; 15: 130-137 

• Difference between BRIDG model and 

CDASH model
– The BRIDG model copes with the interoperability issues 

between clinical trial management systems

– The CDASH model deals with the interoperability issues 

between clinical trial management systems and EHR 

systems 31
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