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Data Pooling for Integrated Reporting/Monitoring
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Modernising Clinical Data Flow
Papillons SDTM Generation Framework | SAS Viya | Databricks | OnelLake

Lakehouse Architecture
Unified data and orchestration platform
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Stacking with Ease

SDTM Stack | A Data Product for Data Pooling

Views
One per dataset

What

« Study Metadata
« SDTM

How

 View

Where

« Databricks

Prerequisite

* Datain Study Catalog
« Stable connection

» Scalable compute

Potential
« ADaM Pool
« Continuous monitoring

@%View is a virtual table defined by SQL query

Benefit

No data duplication
Synchronised with source data
Support language agnostic use
Out-of-the-box feature

GxP compliant

Efficient, governed process

Concerns

Performance
Access
Stability

Integrated reporting
ad hoc analysis
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Stacking with Ease

SDTM Stack | An End-to-End Solution

Request

Stack Definition

Provided by requestor

JSON
- date : "2026-04-23"
i~ poolid : "dsur2026"
- destination : "pool_dsur_compoundx”
v src[3]
- v {3
i i study : "Study 1"
-~ instance : "csr®
| |- description : "Phase 1"
PV e
i i~ study : "Study 2"
instance : "current”

' description : "Phase 1"
‘ v-[2{3}

- study : "Study 3"
instance : "current”
description : "Phase 2"
Vv -data_type [2]
v-[01{2
i type : "SDTM"
v -action {2}

v
L type : "ADM"
v -action {2}
- type : "exdude”
v - table [1]
[0] : “adm_load_stats"

Process

Stack Engine

Developed and maintained
as a Papillons component

» tack »

Triggered by Stack Definition @

Finalise

Stack Views Consumer

Populated in confidential POOL catalog With access to source and
in Databricks confidential POOL catalog

b csur2026_sdtm

ae -

B dm ® ¥
ag

Overview Sample Data Details Permissions History Lineage Insights Quality
apae Description

apce
p h

£ STUDVID o DOMAIN +% Count
apcm Definition S0L t . .
A 1 Study1 Db 2 .
2 ! 2 oM &
apdd 2 stovio, Stucly 2 . .
Y DOMAIN, Stucly 3 oM 133 -
4 Usweao, ¢ Study 4 oM 129
apdm . y

CEUEEIEE LTI T IE I T T I T

DHSPID, 5 Sweys o 146
apface Sl Studly 8 oM 13
7 RFSTOTC,
B RFENDTC, Sturly 7 o "
apho 3 RRSIITG & Studya oM 32
P 18 RFXENDTC, 9 Studyd oM 08
1 MULL AS RFCENDTC, 10 Study 10 oM 62
apmh 12 RFICOTC, Studly 11 DM %
3L kS BFCSTOTC, L sueyiz o o
apqs 12 Study 13 oM 48
4 Study 14 oM 55
Study 15 oM 515
Study 16 oM 67
& table_schema =t o table_name % view_definition
dsur2026_sdtm dd > SELECT STUDYID, DOMAIN, USUBJID, DDSEQ, DDSPID, DDLNKID, DDLNKGRP, DDTESTCD, DDTEST, DDORRES, [§
dsur2026_sdtm apvs > SELECT STUDYID, DOMAIN, APID, VSSEQ, RSUBJID, RDEVID, SREL, VSGRPID, VSREFID, VSSPID, VSLNKID, VSLNK
dsur2026_sdtm o > SELECT STUDYID, DOMAIN, USUBJID, SPDEVID, LBSEQ. LBGRPID, LBREFID, LESPID, LBLNKID, LBLNKGRP, LBTEST)
dsur2026_sdtm xv > SELECT STUDYID, DOMAIN, USUBJID, SPDEVID, VSSEQ. VSGRPID, VSREFID, VSSPID, VSLNKID, VSLNKGRP, VSTES

& NOVO
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Stack Definition | Self-documenting

o pool_compounds daun2026 200604210941 son £ 3

.23+, «——e Cutoff date
lestination”: "pool dsur compoundx”, e——e Outputpool catalog
1id": "dsur2026, e—e Pool ID, schema prefix

« One definition per deliverable
specifying studies and data to be
stacked

« JSON: a very simple structure,
template available

« Source to SDTM Stack must be a
snapshot on the specified cutoff date

Must be replaced with a

v Le Input study catalogs
N snapshot before cutoff date

—e Data type

» Table to be in-/excluded; optional

& 11uvO
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S t O C k Vi eWS v [ pool_dsur_compoundx «—— Pool catalog

v & dsur2026_sdtm +—e Pool schema, one per source, prefixed with pool ID
v Tables
R v ——e Stack View
(= di
R ae = sv ©
°
RefreSh When StOCk ~ @ papillons_stack Overview Sample Data Details Permissions History Lineage Insights Quality
Definition is updated v Volumes et
[ logs
- Locked upon request T
Process log Definition SOL
Volumes/pool_dsur_compoundx/papilions_stack/logs i ;;_"f::" Machine readable
st documentation
SVGRPID,
Q@ Filter files and directories at this level
« 88 more lines
Name
D pool_compoundx_dsur2026_202604210941.log Cl Filter
0O pool_compoundx_dsur2026_202604161215.log
Column Type Popularity Comment
0 pool_compoundx_dsur2026_202603111402.log STUDYID varchar{40)
D pool_compoundx_dsur2026_202602181033.log DOMAIN Harmonised varchar(8)
[ pool_compoundx_dsur2026_202601301355.10g USUBID across studies varchar(60)
SVGRPID varchan(60)
SVSPID varchan(40)
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Learnings and Reflections

AR

SDTM Stack maximises on new technologies

« Asynchronous workflow p— worsHIggie
No data latency \ .‘
No data redundancy \ 1
Data lineage - clear traceability |
Flexible and scalable i "}r.
« Challenge the conventional way of working SiaaE
Self-service, self-documenting approach :::/—-_jf
- Avoid technology bias —
Choose the right tool for the job
- Stability remains the biggest challenge in asynchronous Thank you!
WOFkﬂOW Vicky Poulsen
- Invalid views when source data is missing due to data upload (vicp@novonordisk.com)
failure

Credit:
Standard Programming Team, SSI
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