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ClinLine

▪Started in 2018

▪Digital Data Flow

▪Data Lineage

▪Real-world Data Utilization

▪Consultancy, Validation and 
Mapping

Our aim is to efficiently utilize knowledge and 
innovate technology for effective and efficient 
use of clinical data in order to reduce both time 
to market as well as costs for drug and device 
development.



TODAY: Document-based paradigm for protocol creation, 

interpretation, and transcription into consuming systems

TOMORROW: Digital paradigm for protocol creation, with fully 

automated data flow and interoperability between systems

EDC CTMS DCT IRT EHR
EDC CTMS DCT IRT EHR

Unified Study Definitions 
Model (USDM)

API 
Specs

Controlled 
Terminology

Study Definitions Repository (SDR)

Reference Implementation

Automation

Study Team  

Design & Protocol 

Authoring

Digital Flow

Protocol

4

TransCelerate Digital Data Flow (DDF) Ambition
Write Once, Read Many

https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/ 
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M11 harmonized protocol
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USDM v4.0 

▪UML data model

▪Controlled Terminology

▪API definition

▪ Implementation Guide

▪Conformance Rules

▪Mapping information

▪ Informative Diagram

▪Examples
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https://github.com/cdisc-org/DDF-RA



Enabling the digital data flow
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Study Design

• Repository and reuse

• Study Design Tooling

• M11 protocol design

• Feasibility assessments

• Cost assessments

Study Set-up

• Data Management Plan

• Define.xml

• eDC set-up

• Data transfer 
specifications

• Analysis plan

• Trial Master File

• Registries

Clinical Phase

• Drug Supply

• Patient Selection

• Monitoring

• Data Validation

• Electronic Data transfer

• Instructions

• Patient Journey

Reporting Phase

• SDTM data set creation

• ADAM and analysis

• Clinical Report 

Submission

• Submission

• Regulatory Review



Enabling the digital data flow
▪Upstream standardization

▪Downstream automation

▪Connect the standards 
▪ CDISC 360i
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Use Case: Automated Design
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Objectives & 
Endpoints 

Repo
BC Repo

I like to Set-up a study 
with the following 

objectives, population, 
and intervention

Main objective

Main Endpoint(s)

SOA timeline

Criteria Repo

Study Population

Criteria

Intervention 
Repo

Study Intervention

Administration

Estimand



Use Case: Automated Design - eligibility 
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Text Template
Text Template

Text Template
Timing

Timing
Timing

Biomedical 
ConceptBiomedical 

ConceptBiomedical 
Concept

Property / 
expected 
response

Property / 
expected 
response

Property / 
expected 
response

Library

Study Eligibility Study Eligibility Criteria

Study SoA 
automation

- ensuring consistency 
between studies

- ensuring consistency within study design
- direct link to expected assessments and results

EligibilityCriteriaItem
EligibilityCriteriaItem

EligibilityCriteriaItem
USDM Timing

Timing
Timing

Biomedical 
ConceptBiomedical 

ConceptBiomedical 
Concept

Property / 
expected 
response

Property / 
expected 
response

ActivityActivity

Timeline



Use Case: Feasibility Assessments
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Study Eligibility Criteria

EligibilityCriteriaItem
EligibilityCriteriaItem

EligibilityCriteriaItem
USDM Timing

Timing
Timing

Biomedical 
ConceptBiomedical 

ConceptBiomedical 
Concept

Property / 
expected 
response

Property / 
expected 
response

ActivityActivity

Timeline

Site Source information

EHRRegistries

No. of eligible 
patients



Use Case: Patient Selection
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Study Eligibility Criteria

EligibilityCriteriaItem
EligibilityCriteriaItem

EligibilityCriteriaItem
USDM Timing

Timing
Timing

Biomedical 
ConceptBiomedical 

ConceptBiomedical 
Concept

Property / 
expected 
response

Property / 
expected 
response

ActivityActivity

Timeline

Site Source information

EHRRegistries

Eligible patient data



Use Case: Cost Assessment 
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Number of planned subjects:

Cost for activity:

Number of occurrences of activity:

Total cost for activity:



Use case: EDC set-up

▪Biomedical 
Concept 
Specializations

▪Granular timing 
details

▪Encounter/Visit 
details

▪ Informing EDC 
Form definitions
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VSTEST VSTESTCD VSORRES VSORRESU VSLOC

Temperatu
re

TEMP 101.3 F ORAL

Conceptual
Layer 

Implementation 
Layer

Body 
Temperature

C/FOral/Axillary

Has unitsHas assessment location

Result

See CDISC Biomedical Concepts Training



Use Case SDTM 
domain creation
▪Trial Summary Domains 

▪ Direct from USDM exchange file

▪ JSONata queries

▪Patient data domains
▪ Based on Biomedical Concept SDTM Specializations
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Biomedical 
Concept

EDC 
(CDASH) SDTM Patient 

Domains

USDM ODM

Timing
Property / 
expected 
response



Tooling
▪Vendors and Pharma companies are in the stage of adopting

▪Open-Source tools are being developed to showcase the USDM 
implementation and the digital data flow (CDISC 360i)

▪See CDISC COSA website for currently available USDM tools.
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https://www.cdisc.org/cosa



Questions and contact

▪Questions?

▪Thank you to CDISC for using their content

▪Like to learn more?
▪www.CDISC.org/DDF

▪ Berber Snoeijer, ClinLine: b.snoeijer@clinline.eu

© ClinLine 2025 17

mailto:b.snoeijer@clinline.eu
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