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Ramya Gangadi is a Senior Manager of Biostatistics and 

Programming at Ephicacy Lifesciences, with over 14+ years of 

clinical research experience specializing in SDTM programming, 

study submissions, standards development, metadata 

management, and automation. Her expertise spans oncology, 

vaccines, immunology, medical devices, and other therapeutic 

areas.

She holds an M.Pharm in Pharmacology from Rajiv 

Gandhi University of Health Sciences and has previously worked 

with Accenture and IQVIA. Ramya actively contributes to the 

CDISC community through the SDS, CORE, NSV, and CDISC 

360i initiatives, with a focus on standards, metadata-driven 

processes, and automation.
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Why Change?

1. Need for Biomedical Concepts



The Need for 
Semantic 
Consistency





What are Biomedical Concepts?

2. Understanding Biomedical 
Concepts 



• ISO 11179 Definition: A unit of knowledge 

created by a unique combination of 

characteristics 

• Independent of study 

• Independent of a representation in any 

standard, but can be tethered to a standard

What Are Biomedical Concepts?



Anatomy of a Biomedical Concept
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Biomedical Concepts: An Illustrative Comparison

Biomedical Concept (BC) Supermarket Barcode

Identifies a clinical concept Identifies a product

Example: Systolic Blood Pressure Example: Oreo packet

Defines what it means Links to product information

Machine-readable Machine-scannable

Reusable across systems Reusable across stores

Enables consistency & traceability Enables billing & inventory



How Do We Adopt Them?

3. Biomedical Concepts in 
Practice 



Digital Protocol 

Identify Clinical Observations
Eg: Systolic BP 
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Biomedical Concepts Across the Study Lifecycle

Practical Adoption







4. Oncology Biomedical Concepts:
Use Case 



➢ CDISC Oncology SDS Subteam are early adopters of the CDISC Biomedical 

Concepts

o Constructed following the CDISC BC Model 

o Used the SDTMIG for TU, TR and RS, Disease Response Supplement for RECIST 1.1 and 

Codetable Mapping Files as source reference files

o Developed both Conceptual BCs and (SDTM) specializations

➢ RECIST 1.1 is a biomedical concept category which encompasses individual 

biomedical concepts used within the criteria for clinical data

Oncology Biomedical Concepts (BCs) for RECIST 1.1



Specializations of 
BC

C96613

SDTM

PROTOCOL CDASH



Protocol Specialization



CDASH Specialization



CDASH Specialization

bc_id = C96613





CDISC 360i Focus:



Early adopters shape the 
future. Late adopters follow it.



Thank You!
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