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Introduction

 Data is the lifeblood to organizations.

 Insights from data are the key to success.

 Basic data analytics can be straightforward, 

but companies can be overwhelmed as they 

progress.

 Building a data driven culture and trust 

around data analysis is essential for long 

term success.
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Medical Imaging

 Medical Imaging forms a significant part of 

most clinical trials.

 Used to generate study endpoints

 primary, secondary or exploratory study 

endpoints 

 Help determine the safety and efficacy of the 

treatment.

 Typically, imaging is assessed by using 

established response criteria like RECIST 1.1. 
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Medical Imaging data standards

 Study Data Tabulation Model (SDTM) 

implementation guide
 Study data regulatory submission guidelines

 Provides information on the different domains, 

variables as well as formats to be used when 

submitting data.

 Oncology Domains in SDTM

 TU
 Uniquely identifies tumors, lesions or locations of 

interest

 TR
 Represents quantitative measurements and/or 

qualitative assessments of tumors, lesions or 

locations of interest

 RS
 Assessment of disease response to therapy, or clinical 

classification based on published criteria
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SDTM is the recommended data standard used for 

submitting clinical trial data to the FDA

In a Recist study, tumors/lesions of interest are categorized as target, non-target and new tumors.

The TU domain will capture the: 

 Subject identifier

 Role of the evaluator

 LinkID used to identify the tumor

 Location of the tumor

 Method used to identify the tumor

 Type of tumor (target, non-target, new)

TU domain in oncology studies
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TR domain

The results (quantitative/qualitative) of the tumors/lesions identified in the TU 

domain are reported within the TR domain. The TR domain will contain:

 Subject identifier

 Role of the evaluator

 LinkID used to link the records to the tumors reported in the TU dataset

 Method used to identify the tumor

 Test used to obtain the measurement or finding

 Results of the test
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RS domain

The results of the response assessment that might have been collected or calculated based on 

tumors/lesions identified in the TU domain and their results in the TR domain, are reported within the 

RS domain. The RS domain will contain:

 Subject identifier

 Role of the evaluator

 Name of the response assessment (target/non-target/new response, date of progression, date of first response, 

etc.)

 Results of the response assessment
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 Build databases to fit SDTM format and 

accommodate trial/criteria specificities

 Collection of data points in tumor evaluations 

for complex criteria

 Criteria vary in complexity and protocol 

requirements may be different

 Multiple flavors of data standards to map to

 Perform data standardization and automation 

at scale

 Clario is managing the imaging endpoints for 

more than 500 active oncology studies

Challenges



© 2023 Clario. All rights reserved.10

 Define a Clario data standard for Imaging 

RECIST 1.1 studies 

 Based on the SDTM Guidelines. 

 Build a system and workflow to standardize 

all studies

 Automate the entire workflow 

 Automate data cleaning 

 Automate data analysis 

 Enable Predictive analysis

Solution overview
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CDAMS – 
Clinical Data Automation 
and Management System
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CDAMS – Clinical Data Automation and Management System

Define and publish Clario Imaging Data 

Standards

 Enable Clario to map all studies into a common set of 

standards

 Automate the workflow and the data cleaning process

 Enable real time data sharing

 Enable real time data analysis

 Enable Machine Learning and Predictive applications
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Source system 

independent

Data quality 

improvement

Time/cost 

savings

Backward 

compatible

Enable the creation 

of a “Clario Data 

Standard”

Regulatory/compliance - 

audit ready system

Enhanced patient 

reporting

Real time data 

sharing capabilities

CDAMS objectives
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Edit Checks

Real Time/Batch

Subject Status

Clean/Issues

Data Transfers

Standard/Custom

AUTOMATION 

LAYER

STAGING PROCESSED Analysis/Machine 

Learning Models

Metrics/Dashboards – 

Subject status, 

workflow triggers

Data Transfer share

MANAGEMENT 

LAYER

OPERATIONAL 

SYSTEMS

ANALYSIS 

SYSTEMS

META DATA

ADDITIONAL 

DATABASES +

RECIST 1.1

Lugano

STANDARDIZATION 

LAYER

Additional 

Standards
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Clario Data 

Standard

Application architecture
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Sponsor and subject reporting

Response Evaluation as per RECIST 1.1Data transfer:

 Automate transfer

 Data Share Capabilities

Reporting:

 Patient Data Reporting 

 Near real time view with controlled user access

Clinical impact:

 Adjudication Monitoring

 Reader selection model

 Reader variability assessment automation
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Data Analysis
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Data analysis

Identifying 

predictors to 

influence outcome

Standard 

reporting 

Predictive 

analysis



Thank you
for your time

If you have any questions, please contact us at:

e  science@clario.com

   clario.com
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