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• Biomedical concepts serve as the essential semantic framework that connects 
and aligns various foundational standards in clinical research

• These concepts provide a common language for representing critical clinical trial 
data, ensuring consistency, accuracy, and interoperability across systems

• By linking key standards such as SDTM, ADaM, ARS ,and CDISC’s Unified Study 
Definitions Model (USDM), biomedical concepts enable seamless data flow and 
support regulatory compliance across platforms

• Up until recently, the sourcing for biomedical concepts has primarily focused on 
common safety concepts; CDISC 360i provides an opportunity to explore using 
therapeutic area concepts to illustrate end to end connectivity  

Background 



Moving Toward Biomedical Concepts

Part of the overarching CDISC vision enabling connected standards

Facilitates accurate and more consistent implementation by reducing unnecessary 
variability 

Facilitates metadata-driven automation 

Increases quality and efficiency throughout end-to-end study delivery process

Enables data reuse



CDISC Biomedical Concept Structure 

CONCEPTUAL LAYER

Description of the concept 
in the real world

Independent of a study and 
data standards

IMPLEMENTATION LAYER Representation of the concept 
instantiated in a data standard



CDISC Biomedical Concept Example Illustrated
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Accessing CDISC Biomedical Concepts 

CDISC Training Materials | © CDISC 2025 

https://www.cdisc.org/cdisc-biomedical-concepts



What Do CDISC BCs Currently Cover?

Diagnostic Assessments 
and Procedures 

18%

• Imaging, tumor response, 
and diagnostic 
procedures

Laboratory Measurements 
and Molecular Findings 

18%

• Clinical chemistry, 
hematology, genetic 
testing 

Clinical Outcome 
Assessments 

25%

• Structured 
instruments 
measuring 
symptoms, function, 
or clinical status

Clinical Trial 
Operations 

20%

• Concepts describing 
study design, subject 
tracking, and trial 
conduct

Clinical Findings and 
Physiology

19%

• Vital signs, ECG 
findings, and other 
physiologic 
observations 



TAUGs extend the 

CDISC 

Foundational 

Standards to 

represent data that 

pertains to specific 

disease areas

Therapeutic Areas User Guides (TAUGs)



May 16, 2016

CDISC Therapeutic 
Area User Guide

Breast Cancer

CDISC Therapeutic 
Area User Guide

Colorectal Cancer

CDISC Therapeutic 
Area User Guide

Lung Cancer

CDISC Therapeutic 
Area User Guide

Pancreatic Cancer

CDISC Therapeutic 
Area User Guide

Prostate Cancer

CDISC Oncology Therapeutic Area User Guides

May 16, 2016 April 28, 2017 December 18, 2017 November 15, 2018 May 6, 2019



Approximately 70–

85% of oncology 

concepts in TAUGs 

are reusable across 

cancers, either 

universally or across 

solid tumors

Approximately 15–

30% are cancer-

specific

Shared and Indication-Specific Oncology Concepts 
Across CDISC TAUGs 



CDISC 360i

• Define and digitalize end to end standards from 
study design endpoints through the analyses

Design

• Leverage those standards to accelerate the study 
design and build phase of the trial

Build

• Demonstrate the automated data flow from raw 
data source to the generation of the targeted result

Run



Study Team
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Schedule of 
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Biomedical 

Concepts define 

clinical meaning 

once, and that 

meaning flows 

consistently into 

protocol design, data 

collection, data 

tabulation, analysis 

datasets, and 

analysis resultsBiomedical Concepts Anchor CDISC 360i

Biomedical 
Concepts

Protocol

Data 
Collection

Data 
Tabulation

Data 
Analysis 

Analysis 
Results



Breast Cancer TAUG v2.0



BCs to Support Study Design

Build a schedule of 
activities 

Study in advanced 
breast cancer that 
evaluates progression-
free survival 



Define-XML is the 

machine-readable 

metadata file 

submitted with 

SDTM and ADaM 

datasets to 

regulators

Study Build: Define-XML 

SDTM Specialization 

Define-XML



Study Build: Case Report Forms

RECIST (Response Evaluation Criteria in Solid Tumors)



Run: BCs Support Analysis Concepts

• Analysis Concepts

• Collection of standardized configurable elements & methods that are needed 

to describe a final output or answer a clinical question

• Standard definitions in a digital statistical analysis plan

• What is the purpose of an Analysis Concept? 

• Supports configuration and automation of analysis

• Informs what needs to be collected to answer the clinical question

Change in quality of life score at Week 24 based on an ANCOVA model, which 

includes the baseline score, site, and treatment as continuous variable

covariates 

statistical method endpoint timingBC

Example 



Moving Toward Digital TAUGs

Text to provide context 

• Conceptual BCs
• SDTM Specializations
• CRF Specializations 
• Data Transfer Agreements 

Biomedical Concepts

Define.xml 

Analysis Concepts/TFL

Implementation Examples



BC Development Process and Addendum to COP-001 



Summary  

Biomedical concepts act as semantic glue 

360i depends on a computable concept layer

Breast cancer provides a scalable model and will help to 
inform the framework for future TAUGs 

The future is model-driven, not document-driven 
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