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Agenda

▪ Background: CDISC Open Rules Engine (CORE)

▪ Motivation for Extension

▪ CORE as a solution

▪ How?

▪ Key benefits

▪ Strategic Impact

▪ Key Takeaways
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Background: CDISC Open Rules Engine 
(CORE)

▪ Open-source, rule-based dataset validation (SDTM, ADaM)

▪ Generates conformance reports to support data quality and 
regulatory compliance

▪ Initial focus on clinical dataset validation

▪ Flexible architecture for broader clinical applications
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Motivation for Extension

▪ CORE can be extended to support a variety of areas beyond data
standards, including electronic Trial Master File (eTMF), Medical Data
Review, and Bioresearch Monitoring (BIMO).

But why extend?

▪ eTMF is critical for GCP and regulatory compliance

▪ eTMF quality reviews often carried out manually, typically

through periodic checks performed by several stakeholders

responsible for different sections
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Motivation for Extension
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Motivation for Extension

These types of errors, while often minor on their own, can accumulate over time and undermine 

the integrity of the entire eTMF
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CORE as a solution

▪ Addresses the eTMF-specific challenges

▪ Can perform consistent, comprehensive, and repeatable quality checks 
across the entire eTMF structure

▪ Maps TMF Reference Model requirements to rule logic

▪ Delivers strategic quality oversight

▪ Is a customizable solution for maintaining documentation quality and 
readiness across the trial lifecycle
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How - Input
▪ eTMF metadata extraction
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How - Input
▪ Extraction is structured in an excel workbook with 4 tabs
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How - Input
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How - YAML

Rules are written in 

YAML Code.

Rules can be 

customized by adding 

sponsor-specific details 

to the general rule set.
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How – Validator

The published rules 

are visible in the UI 

where you can create 

your own rule set.

You choose the data 

batch and datasets 

on which the 

validation needs to 

occur and select your 

rule set.
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How - Output

After validation, an 

output is generated by 

the engine and is 

available in UI. It can 

be also downloaded 

as an Excel file.
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How - Output
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How - Output
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How - Output

▪ Output Can also be generated as an Excel File 
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Key Benefits

▪ Timeliness

▪ Efficiency

▪ Standardization

▪ Error Reduction

▪ Cost Reduction

▪ Customization
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Strategic Impact

▪ Delivers strategic quality oversight 

▪ Shift from reactive corrections to proactive 

quality management
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Key Takeaways

▪ Technology as a partner for trial success

▪ Continuous, integrated process

▪ Enhances operational efficiency and 

regulatory excellence
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Thank you 
for your attention! 

Your point of contact 
Irina Sargsyan                                                                                                               e-mail: irina.sargsyan@enovalife.com

Head of Biometrics
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