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CORE Implementation



CORE Implementation

• CORE is now well established (25k downloads) as the ultimate (base) 

tool for validation of SDTM and SEND datasets against the CDISC and 

FDA Business Rules.

• high quality of the rules

• full transparency and fully open source availability, including how the rules have 

been implemented (as opposed to "black box")

• also suited for use during mapping development

• companies can develop/add "custom" rules



Companies started building GUIs on top of CORE

• Mapping tools have incorporated CORE, including a GUI
• CORE can already be used DURING the mapping effort

• Open Source "Smart Submission Dataset Viewer"

• Bioforum Submit 24

• Appsilon Web CORE implementation

• Several others ...



Open Source "Smart Submission Dataset Viewer"



Open Source "Smart Submission Dataset Viewer"



Open Source "Smart Submission Dataset Viewer"



Developing custom rules



Developing custom rules

• CORE not only enables the development of "custom" rules, but also 

allows these rules to be added to the CORE engine as a "custom 

standard"

• Custom rules can be generated in either YAML or JSON

• Custom rules can be grouped into "custom standards", e.g. per study 

or therapeutic area (sponsors), per sponsor (CROs), ... and versioned

• Custom rules can however also be executed individually



Developing custom rules

• For editing in YAML or 

JSON, one can use one 

of the many available 

editors (also online).

• We are also developing 

an (open source) YAML 

editor implementing the 

CORE schema



Developing custom rules - Examples

Some rules already look related to
"SDTM Dataset Specializations", 
which are implementations of CDISC 
Biomedical Concepts



Developing CORE Rules 
from SDTM Dataset 
Specializations



SDTM Dataset Specializations as a source
for "custom" CORE rules

Courtesy of Jon Neville, Linda Lander, Lex Jansen, CDISC

April 2026:
1326 Dataset Specializations 
in the CDISC Library

BC



As these "SDTM Dataset Specializations" 
essentially define "rules" 
(or at least "best practices"), 
can't we generate CORE rules in YAML 
format from them in an automated way ?



Process / Algorithm

• Query the CDISC Library using the API for all "Dataset Specializations"

• Get the JSON representation for each of them

• Look for the objects without "vlmTarget" attribute

=> Precondition (e.g. VSTESTCD=WSTCIR)

• Look for the objects for which vlmTarget=true

=> Postcondition (e.g. VSORRES=float, VSORRESU=cm,in,mm)

• For each postcondition, generate the YAML code for a CORE rule

• Save the YAML to file

Result: 6472 CORE rules (one YAML file per rule)
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Example WSTCIR (Waist Circumference)
(SDTM Dataset Specialization JSON)

Precondition ("where")

WSTCIR =
Waist Circumference



Example WSTCIR (Waist Circumference)
(SDTM Dataset Specialization JSON)

Result / Postcondition

WSTCIR =
Waist Circumference



Example WSTCIR (Waist Circumference)
(CORE rule in YAML)



6472 automatically generated
custom CORE rules is a lot ...

Can we trust them?

And this number will still grow
when new BCs and Dataset Specializations are 
published by CDISC



Automation and Curation

• Curation may take a lot of time ... but ...

• Most rules are very simple:
• Test name for test code

• data type of --ORRES, --STRESC

• enumeration of allowed values for --ORRESU, --STRESU

• enumeration of allowed values for --SPEC, --LOC, ...

• but even then ...



• LBSPEC is 

"permissible" !

• Should the rule still 

apply when LBSPEC

was not populated?

• For LBSPEC=URINE,

expected 

LBSTRESU='10^6/L'!

Example WBC - LBSPEC=BLOOD



Software implementation

• We added the 6472 rules as a "custom standard" named 

"cdisc_dataset_specializations", currently as version 1.3, to the CORE 

engine [*]

• and deployed that to several of our software tools:
• Open source "Smart Submission Dataset Viewer"

• "SDTM-ETL" mapping software

[*]: For "how to", see: https://github.com/cdisc-org/cdisc-rules-engine/

https://github.com/cdisc-org/cdisc-rules-engine/


Software implementation - Graphical User Interface



Software implementation - Selections



Software implementation - GUI view



Summary

• For CORE, custom ("data quality") rules can easily be developed

• Groups of "custom rules" can be added to the CORE engine as "custom 

standards" and versioned

• We generated a large number of "custom rules" in an automated way 

starting from the "SDTM Dataset Specializations", and added these to the 

CORE engine as a "custom standard", and deployed them into several of 

our software tools

• Graphical User Interfaces (GUIs) can easily be build "on top" of CORE to 

make the use of CORE extremely user-friendly



Thank You!

Grazie mille per l'attenzione!


