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Abstract
　　The Clinical Data Interchange Standards Consortium (CDISC) is an open, multidisciplinary neutral 
non-profit standards developing organization (SDO) that has been working through productive, consensus-
based collaborative teams, since its formation in 1997, to develop global standards and innovations to 
streamline medical research and ensure a link with healthcare. The CDISC mission is to develop and 
support global, platform-independent data standards that enable information system interoperability to 
improve medical research and related areas of healthcare. The CDISC vision is informing patient care and 
safety through higher quality medical research. The CDISC suite of standards supports medical research of 
any type from protocol through analysis and reporting of results. They have been shown to decrease 
resources needed by 60% overall and 70-90% in the start-up stages when they are implemented at the 
beginning of the research process. They are harmonized through a model that is now not only a CDISC 
standard but also an HL7 (Health Level 7) standard on the path to becoming an ISO (International 
Organization for Standardization) /CEN (European Committee for Standardization) standard, thus giving 
the CDISC standards (harmonized together through BRIDG (Biomedical Research Integrated Domain 
Group)) an international status and accreditation. This publication provides a summary of each of the 
primary CDISC standards in addition to two CDISC innovations that are designed to improve the value of 
the standards in terms of enabling higher quality medical research done faster and with fewer resources.
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CDISC as the global standards
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臨床評価

1．The CDISC Standards

1.1　 Clinical Data Acquisition Standards 
Harmonization (CDASH)

CDASH
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1.2　 The Operational Data Model (ODM)
ODM

Define.xml

Fig. 1　Sample of CDASH demographics CRF 
in ODM transport format

CDISC CDASH 
Annotated CRFs

ODM Sample:
Demographics

Conformant to 
CDASH rules
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臨床評価

1.3　 The Clinical Laboratory Data Model 
(LAB)

LAB

1.4　 Study Data Tabulation Model (SDTM)
SDTM

Fig. 2　A portion of the ODM structure showing the audit trail support
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Fig. 4　SDTM v 3.1.2 domain types and domains

Fig. 3　CDISC LAB model layers

Implementation Layer

Content Layer

Core Lab Data Model

Microbiology Extension

Genomics Extension
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臨床評価

1.5　 Standard for the Exchange of Non-
Clinical Data (SEND)
SEND

1.6　The Analysis Data Model (ADaM)
ADaM

Table 1　SEND v 2.3 findings domains
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1.7　 Protocol Representation Model 
(PRM)

Protocol Representation

Trial Design Model (TDM) or Study 
Design Model (SDM)

Fig. 5　Sample of the CDISC Analysis Data Model (ADaM)
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臨床評価

1.8　 The Biomedical Research Integrated 
Domain Group (BRIDG) Model
BRIDG

Fig. 6　Diagram of the sections of the PR Model V1.0 and development steps
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1.9　Standard Controlled Terminology

CDISC Standard 
Controlled Terminology

Fig. 7　Controlled Terminology broadly supporting semantic interoperability in clinical research

Industry
(Pharma, CROs)

Regulators
(FDA, EMA)

Patient Care
(EHR Systems)

NIH & Academia Comparative
Effectiveness

Global Terminology Standards:

(1) an agreed upon definition; 
(2) consistency in how they are represented 

and “look” electronically; allows for semantic interoperability
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臨床評価

1.10　CDISC Glossary
CDISC Glossary

2．CDISC Innovations

2.1　Healthcare Link Initiative

Healthcare Link Initia-
tive

The Electronic Source Data Interchange 
(eSDI)

Fig. 8　The CDISC suite of standards: Protocol through reporting

Global Standards for Clinical Research 
(Protocol-driven Research; Protocol       Reporting)

FDA eSubmissions
Aggregation; Analysis/Reporting

FDA Critical Path
Initiative

ODM*

FDA eSubmissions
Aggregation; Analysis/Reporting

FDA Critical Path
Initiative Aggre
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The Biomedical Research Integrated Domain 
Group (BRIDG)

Integrating the Healthcare Enterprise (IHE)-
CDISC, Retrieve Form for Data Capture 
Integration Profile (RFD)

Interoperability Specification (IS #158)

2.2　 Shared Health And Clinical Research 
Electronic Library (SHARE)

SHARE

Fig. 9　The approach through which EHRs that are ‘RFD-ready’ provide CDASH
(core research dataset)

CRD:
Pre-population of a Case Report Form

A  Button-ready, Opportunistic, and
Optimistic Approach

EHR

Healthcare Site Sponsor

CDMS

CRD
XSLT

CCD CDASH
eCRF
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Conclusion

Fig. 10　Diagram of SHARE pilot

Hosted Platform (Mayo LexGrid Wiki) 

ISO 21090 datatypes

•SNOMED – CT
•MedDRA (subset)

•NCI Metathesaurus
(BRIDG, CDISC CT, CDASH)

•HL7 V3 Terminology
•UCUM

•ICD – 9 and 10

New 
content

(therapeutic 
area specific)

Edit, Comment, Annotate
For Harmonization

Forms & 
Structure
Alignment
Outcome

Aligned
and 

Harmonized 
Content

(Draft
Standard)

Procedure 
to 

Establish 
New Standard 

(TBD)

“Target”
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