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Near Real-Time Data Flow

From monthly batch transfers to daily automated gSDTM delivery



EDC + External Vendor Data (all)

DM CRO
Cleaning · Reconciliation · SDTM

argenx 
QC’ed SDTM Package 

EDC + External Vendor Data 
(lab, eCOA, ECG)

argenx gSDTM

SDTM Conversion · QC checks

elluminate · gADaM · InSights

Two Parallel Data Pathways

Monthly transfers

Monthly transfers

⏱ Data lag: up to 4–6 weeks

Traditional Near real-time

Daily transfers

Push to

⚡ Data lag: <24 h · Blinded data only

🔬 Patient profiles

📋 Focused Listings

📊 Clinical & 
biomarker insights

👥Multiple User 
Groups



Standardization to enable near real-time data

NRT-ready 

Standardized input = automated overnight conversion with minimal manual input

Scalable

Reusable templates & concept dictionaries 

Aligned with DM CRO
gSDTM stays close to SDTM from DM CRO



The eCOA Standardization Challenge

Why one questionnaire can become multiple mapping problems



Why vendor variability slows SDTM delivery

Inconsistent vendor outputs
Each vendor uses a different file structure and format — no 

shared standard for raw data delivery

Missing CDISC supplements
Most argenx questionnaires are not in the CDISC QRS 
supplement list — or are study-specific instruments

SDTM mapping variability
Different DM CROs implement SDTM mapping differently 

— inconsistent output even for the same instrument

Controlled Terminology complexity
QRS CT requires careful curation per instrument: --TEST, --
ORRES, --STRESC, domain routing (QS/FT/RS) must all be 

managed consistently

Instrument variability
Same questionnaire (e.g., PGI) used in different versions 

across studies — different items, scales, coding

🔀

🔢 🏢

📋
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Why one questionnaire can become multiple mapping 
problems: PHQ-9 example



Designing the Standardized Mapping Pipeline

Three building blocks: DTA templates · QRS concept dictionaries · LSAF mapping 
engine



Three building blocks for reusable SDTM outputs

DTA Templates

Data-stream-specific Excel
templates with fixed
structure, naming
conventions, and format
requirements – same across
all vendors

📄 📖

QRS Concept Dictionaries

Instrument-level concept
dictionaries from QS, FT, and
RS controlled terminology -
vendor raw values mapped to
SDTM codelist terms

⚙️

LSAF Mapping Engine

SAS LSAF automated
transformation: raw eCOA
data into SDTM (QS, FT, RS)
overnight, with embedded
basic quality checks and QC
outputs



DTA Minimal Requirements

Machine-readable Excel 
format

Fixed column structure File format specificationNaming convention



QRS Concept Dictionary – EQ-5D-5L

Vendor-specific raw values Standardized SDTM terms



How do we get there?
Original forms from 
the eCOA vendor + 

signed DTA

CDISC QRS 
Supplements

CDISC CT
QRS Naming 
and Business 

Rules

Create a new 
mapping

Review by 
programming 

team
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Lessons Learned & What's Next

Key takeaways and the path toward 360i-style automation



Lessons learned

Standards x Programming 
collaboration is essential

DTA requirements need early vendor 
alignment

Invest in concept dictionaries upfront

QC logic must evolve with new 
instruments



Path toward 360i-Style Automation

CDISC 360i Vision argenx eCOA process

Machine-readable, executable metadata Structured DTA templates in an Excel 
(table) format

Standards-driven automation Automated transformation from eCOA
data to SDTM (QS, FT, RS)

Built-in end-to-end traceability Traceability to source preserved through 
mappings

Metadata-driven change propagation Reusable mappings across instruments, 
studies, and CROs

Human-in-the-loop validation Embedded quality checks during 
automated processing



From today’s pipeline to the next step

Now (Near) Future

Standardized eCOA method:

- Standardized DTA templates
- Reusable instrument 

mappings
- Source traceability 

preserved
- Automated eCOA-to-SDTM 

transformation

USDM and 360i:

- Machine-readable metadata
- Automation of DTA creation
- Biomedical Concepts as 

reusable building blocks for 
USDM

- Broader lifecycle automation 
beyond the eCOA-to-SDTM 
step



Thank You!



Questions?


