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Digital Data Flow? — The Vision

Break the Document Paradigm

From document-first
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T h e U S D M CDISC Controlled Terminology Examples

Provides further semantics, complementing the UML model. Example protocols implemented in the USDM

Sta n d a rd Includes the definition of classes, attributes, and value sets with associated JSON files and visualisations
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Unstructured, free text
Inconsistent naming
One-off interpretations
Missing information

Structured objects
Defined relationships
Controlled terminology
Machine readable
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Plausible Inferences
Al Assistants
Helpful, sometimes

impressive

Limited, sometimes wrong

Incremental gains

Trusted outcomes that
can be explained and
defended

Improved performance,
accuracy and reliability
Transformational gains
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Using Al to Produce USDM Protocol Outputs

"protocolDefinition": {
"id": "PROT-123",

: "studyTitle": "A Phase 2 Study of X in
; ] Patients with Y",

. ® "epochs": [

SR A {

: 0 9 % "id": "Screening",
SRl "type": "Screening"
N E E }

T > ’

LI r t

?; """ r "id": "Treatment",
g "type": "Treatment"

}

N 1,

"scheduleOfActivities": {
"timepoints": [
{ "id": "v1", "description": "Day 1" },
{ "id": "v2", "description": "Week 4" }
] 14

Cinical Development - Medical Aflars Region Europe: L
"activities": [
- Secukinumab (AIN457) { " id" : "Ach " , nname" . "Vital Slgns " } ,
i = Cinica Tria Protoool CANSTHS01 { "id": "ACT2" , "name": "Blood Draw" }
. SKIPPAIN (Speed of onset of SecuKinumab-Induced relief ]
. from Pain n Patients with Axlal SpoNdyloarthrits) !
. A 24-week, randomized, double-blind, placebo-controlled, " scheduledAc t1v1tyIns tances nw H [
multcenter study to evaluate the effcacy and safety of
: eyt e { "timepoint": "V1", "activity": "ACTL1"
gy Al } ! " int": "vV1" i tivity"
oA 2700121 { imepoint": , "activity

Versennunber. 00{0rgoal Ptoco) ]
Ol b

‘ }
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PDF }

T }
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=t USDM + Al: Study Design and Execution Examples

. : ° 2 =z = Analyze activity density per visit
o SoA h : e s Flag high-burden visits

B g Optimization g 2 m =2 I @ Make visit consolidation

L g “ = LI v recommendations

[ .
eoriie = 2 3 Identify affected activities

Sh - Y g changed visits, impacted cohorts
ol - “|s|=== Generate site-specific change
s e == lists, updated ICF language

Translate USDM activities

. — EDC forms, eCOA screens
Map USDM visits — EDC visit
Config ¢ ! structure
Alignment, Auto-configuration
- E - Self-assembling SDTM, ADaM,
e . TFL’s

Cdi.s #ClearDataClearlmpact 8
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Without USDM Al guesses

With USDM Al understands
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