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Recap and Current Status
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Form-level standardisationEDC Design Principle

Process/Standard Re-engineering

• Golden opportunities presented by implementation of new EDC/CDMS systems

Data Specification
CRF

Design
EDC Build Data Mapping SDTM

Item-level standardisation

EDC Build +
Item Definition

EDC to SDTM 
Automation

SDTMData Specification
CRF

Design
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Item Definition

• A technical specification enabling automation of SDTM Generation – extending 

CDASH principles

• Item Naming Convention

• Biomedical Concepts

• SDTM structure

• Mapping properties

• Form reference

• Embedded lineage bridging CRF design with EDC build and SDTM generation

• Reusable across forms to allow study-level adjustment

• Allow flexibility while maintaining 100% standardisation

Item-level Standardisation
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Item Definition: A Simple Illustration

Item

Mapping 
Properties

SDTM 
Structure

• DSSTDAT_IC

• DSTERM

• DSDECOD

• DS domain: DSSTDTC

• 1 record per DSSTDAT_IC   

Biomedical 
Concept

• INFORMED_CONSENT_DATE

Date informed consent obtained

SDTM Structure

SDTM Structure

Mapping Properties

Item

Reference

Biomedical Concept
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Lineage Embedded in Item Definition

Item Definition

SDTM

CRF

EDC database
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The preSDTM engine identifies the Item Definitions 

that are applicable to a study (manifest.json) and 

creates study-level mapping and preSDTM 

generation codes

EDC to SDTM Automation

preSDTM 
Engine

Item 
Definition

manifest.json
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End-to-end Standards

Domain DefinitionSDTM Definition

DS

DS

DS

Reporting Collection

Item Definition

Item Naming 

Convention

EDC 

Design 

Principle

Veeva EDC/CDMS

Linked via
Item Name

Record Definition

Logical
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Seamless, Automated End-to-end Data Flow

SAS ViyaDatabricks

External Data

sFTP

Veeva

CDB
2024

Clinical Data Management

System (CDMS)
Investigator

EDC

RTSM

CRO/

Vendor

EDC Metadata

Clinical Data Scientist

Databricks

From EDC extract to SDTM
FPFV+1D

Turnaround time ~2H

FPFV

Landing Zone
Blinding, Medical Coding

SDTM Generation



Business Operation Landscape 
and Impact
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Standard Governance

GST process

Global Standard Team

Governs overall STDM 
implementation

➔
PST process

Project Standard Team

Governs study specific form 
implementation
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Roles and Responsibilities

Clinical Data Manager

Collects requirements for 

study specific forms

Conduct meetings in the DM 

team

Ensure PST approval of 

form design

Clinical Data Scientist

Provide input to data 

collection requirements

Provide SDTM annotations

Ensure data can be used in 

analysis

Clinical Data Programmer

Build the form in EDC

Create Item Definition and 

secure required GST 

approval
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Operational Landscape – Old Process

Trial Specific

Form Design

SDTM 

Annotation

PST approval & 

implementation
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Operational Landscape – New Process

Trial Specific

Form Design
SDTM 

Annotation

PST approval & 

implementation

Item definition 

GST approval

Note: PTD was added to the process landscape due to the implementation of a new EDC system

Protocol Translation Document (Form Specification)
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Operational Impact – Benefits

SDTM data available for data review and monitoring 
from day 1

Well defined process and training before 
implementation

Hypercare for early adopter trials

Improved form design

“World class 

dataflow, congrats 

to all involved!!!!”

Quote from Novo Nordisk 

VP of Clinical Operations



Re-work required: Item Definition approval last in the 
workflow

Change resistance

Requires competency development 
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Operational Impact – Challenges



Innovations Supporting Ramp-up
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• 75% of all new studies in the new setup

• Action Plan to ensure study execution 

comply with the planned timeline with 

focus on build process

• Form Libraries

• Cross-study/role coordination

• Role-based activities

• Competence build

• Process improvement

• Focus Area decided on monthly basis

• Hyper-care Team

Ramp-up in 2026
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Definition
Workload

Study
Build

Capacity



Chrysalis

An AI-assisted CRF Sketcher 

Suggest CRF design by 

reusing existing standards: 

form, Item Definition, 

Biomedical Concepts and 

Controlled Terminologies

Improve efficient and promote 

standardisation
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Item Definitions Enabling Innovations
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TRACE

A data lineage tool that visualises the end-to-end data flow from CRF to preSDTM

Promote end-to-end understanding and data literacy



Re-engineer business processes to remove redundant steps

Centralise the development of study specific forms

Establish custom library in EDC to ensure efficient re-use
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What’s next?
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Key Takeaways

Standards and solid data foundation accelerate innovation 

Build in flexibility to ensure standards can be operationalised

Secure stakeholders buy-in

Instate standard governance

Upskill across the organisation 
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Thank You!
Vicky Poulsen

vicp@novonordisk.com
Sofie Skourup Brodin

sbqx@novonordisk.com

CDISC Europe Interchange 2025: Turbocharging operational efficiency with 100% standardization
CDISC Europe Interchange 2026: Visualising the end-to-end data lineage of standards
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