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The CDISC 360i Vision





USDM – the protocol as data



What USDM captures:
• Study design – arms, epochs, elements and 

encounters

• Schedule of Activities – visits linked to 

activities

• Objectives & eligibility – endpoints, 

estimands and criteria as structured, reusable 

objects

• Biomedical Concepts embedded as 

references to CDISC concept definitions — the 

hook for everything downstream

USDM Viewer

• Tree view: expand / collapse the full 

JSON hierarchy, filter by key study objects

• Mind-map view: hierarchical drill-down of 

study objects with breadcrumb navigation

• Display modes: all fields, or name / 

description / text only

USDM

The Unified Study Data Model (USDM) is a CDISC & TransCelerate DDF standard that 
captures the entire study design as one machine-readable JSON document.



USDM Viewer — Tree view of the CDISC Pilot Study (USDM v4.0)



USDM Viewer — Mind-map view: drill down through the study hierarchy



USDM Viewer — Filtered to study arms: Placebo and Xanomeline groups



Biomedical Concepts & Dataset 
Specializations



• Biomedical Concept (BC):
• A standardized, machine-readable definition of a 

clinical observation

• Properties, data types and controlled terminology —

e.g. Sex (C28421) with responses Male / Female

• Dataset-agnostic: defined once, reused everywhere

• SDTM Dataset Specialization:
• Binds a concept to a target domain — e.g. Systolic 

Blood Pressure to VS

• Variable-level metadata: VSTESTCD, VSORRES, 

VSORRESU

• Value-level constraints, ready for define.xml

• Why it matters:
• One concept is represented the same way in every 

dataset

• Metadata-driven transformation replaces per-study 

hand mapping

• Standard terminology at the point of definition — better 

data quality

• Where they live:
• CDISC Biomedical Concepts (COSMoS) — latest 

exports on GitHub

• SDTM Dataset Specializations — CSV / Excel, also 

via CDISC Library API

Biomedical Concepts & Dataset Specializations

A Biomedical Concept defines a clinical observation once, in machine-readable form. Dataset 
specializations bind each concept to concrete SDTM variables — so the same concept looks the 
same in every dataset.



Biomedical Concept Mapper





Demo: Mapping the CDISC Pilot 
Study
• One command maps the study’s 36 activities to CDISC 

Biomedical Concepts: bcm usdm CDISC_Pilot_Study.json

• 11 missing concepts added — Chest X-Ray, ECG 

Interpretation, Informed Consent… — each linked to CDISC 

dataset specializations, explored in the USDM Viewer



The result: an enriched study file — 43 Biomedical Concept entries with CDISC Library references



• USDM OSB Uploader:
• Uploads a complete USDM study into 

OpenStudyBuilder

• Arms, epochs, visits, populations and criteria — one 

CLI command

• Schema-validated, retry-aware, type-safe API 

operations

• Open source (MIT):
• github.com/AI-LENS — viewer, mapper and uploader

• pip install usdm-bc-mapper

• Recognized by CDISC COSA:
• usdm-bc-mapper — listed by the CDISC Open Source 

Alliance

• usdm-osb-uploader — listed by the CDISC Open 

Source Alliance

• Why it matters:
• Community-vetted building blocks for the 360i data 

lifecycle

• Anyone can reproduce this protocol-to-SDTM pipeline 

today

Onward: USDM into OpenStudyBuilder

The same study file flows onward: the USDM OSB Uploader loads it into OpenStudyBuilder, 
completing an open, reproducible 360i path from protocol to SDTM-ready metadata.



Conclusion
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