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Why it matters:
From Documents to Data

Clinical trials today are built around static documents. Digital Data Flow changes the starting point.

Document-Centric (Today)

» Protocol is a Word document — the only source of truth

« Downstream systems re-author the same content from scratch
« Each handoff introduces duplication, delays, and risk of error

» Amendments ripple slowly and inconsistently

« No machine-readable representation exists

cdisc

Data-Centric, Digital and Automated (Tomorrow)

» Protocol is a structured digital object from day one

« Documents are generated outputs, not the source

» Downstream systems consume the same USDM directly
» Amendments propagate automatically and traceably

« Machine-readable — ready for automation and Al



The Framework:
A Harmonized Foundation for Protocol Digitization

USDM v4.0 ICH M11 Guideline Technical Specification

Released June 2025 Global harmonized protocol template Clinical Implementation Template and
establishing a common structure for clinical Technical Spec bridging the gap from standard

CDISC Unified Study Definitions Model trial protocols to implementation

providing the data standard for machine-
readable study definitions

Together, these provide a harmonized framework for digitizing protocol content — but many organizations still struggle with how to begin practical
implementation.
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Our Journey:

From Exploration to Real-World Implementation

2023

DDF Workshop

at PHUSE EU
Connect

2024

NLP / LLM Probe

Exploratory Extraction
from Protocols

(PHUSE Paper)

Q2 2025

Framework Ready

USDM v4.0
& PoC Partner
Selection

PoC Build

SoA Digitization
& Participant
Journey rendering

Ql
2026

Exec. Management
Approval

Presentation +
Approval Next Steps +
Knowledge Sharing
(start change
management)

Conference
Sharing and Preparing
for Next Steps

Key Insight: Starting small with exploratory phases built organizational knowledge and stakeholder buy-in before committing to a full PoC.
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https://phuse.s3.eu-central-1.amazonaws.com/Archive/2024/Connect/EU/Strasbourg/PAP_ML02.pdf

Use Case selected for this PoC

Use Cases

Refrospective

cOo

ISC.

H
-

i

Prospective

[
L

Unified Study Definitions
Model (USDM)

| | expectation

! Subject Information
i Provision of mmproved

| informiation to subjects [ ]! —
| reganding shudy

i execuUtion, improve

! management.

Nashbhoords /i A _DT_E_C_E_E_I?_E_ﬁ:“_’\_D_ﬂ._Elf 'rf_‘_rj‘:]\f kzg_lc including

Automation of Patient
Journey based on the
CTP SoA




Proof of Concept:
What We Set Out to Build

Scope: Convert existing protocols Schedule of Activities into a USDM-compliant digital model, then generate a Trial Participant Journey view — a tangible
output both sites, patients and argenx can use.

Parse Map Enrich & Refine Generate
Extract the SoA table, Translate protocol Make SoA machine- Produce the Participant
footnotes, and timing concepts into USDM readable: Resolve footnote Journey views and
from Word protocol(s) classes and attributes semantics, ordering, downstream outputs

and missing structure
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Deep Dive:
Making the SoA truly Machine-Readable

A standard SoA table in a protocol document contains implicit knowledge that must be made explicit for digital processing.

Non-Visit Activities

Daily diaries, weekly injections, and home-
based activities are described across visits
or/and in footnotes rather than as
structured visit data.

These need to be extracted and modeled as
distinct encounters in the USDM.

cdisc

The order of questionnaires and assessments
is buried in footnote text (e.g., 'administer in
the following order: A, B, C...").

This must become explicit sequencing
metadata and conditional rules..

Composite Measures

Some listed assessments are actually
composite scores calculated from other
assessments, not site/patient activities.

These require different modeling to avoid
confusing site staff, participants and Clinical
Trial Team members /Extended team.



WHAT WE BUILT

The Participant Journey
in Action

From digital SoA to visual, actionable outputs




Parse and Map - CPT Document

data knowledge . import ¥ & validate ¥ (& ICHMI1L ¥ DEVELOPMENT - MULTIPLE

USDM Excel {xlsx}

Welcome M11 lement[.docx)
You have not loaded any st CPT Document [.docx) one or more studies. Examples files can be downloaded by clicking on the help menu and selcting the examples option.
Parse Map :
USDM w3 |.json)
A USDM v4 { json)
Extract the SoA table, Translate protocol
footnotes, and timing concepts into USDM W11 FHIR, Dallas (PRISM 2] [.json)
from Word protocol(s) classes and attributes M11 FHIR, Pittsburgh (PRISM 3] [ json)

Import Status

([Eh Sponsors ') (@ Phases ') <? Filter) Items: @

argenx BV: ARGX-113-2206

A Phase 3 Randomized, Double-Blinded, Placebo-
Controlled Multicenter Trial with Open-Label
Extension to Evaluate the Efficacy, Safety, and
Tolerability of Efgartigimod PH20 Subcutaneous
Administered by Prefilled Syringe in Adult Patients
with Primary Sjégren’s Disease

Phase Il Trial @ CPT Protocol

(@ View Detawls) (IE View ProtocoD

'@0@'
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SoA — Main Timeline

IMP will need to be collected from sites at least once every 8 weeks, even if an on-site visit is not mandated at this time. All activities (safety and efficacy assessments, predeose blood
sampling) will be completed before administering the IMP injection.

Eligibility/BL only
Informed consent
Medical/ Surgical history
Demography

Eligibility check
Randomization
HEVHOW IV

FSH et

Pregnancy test

Anti RO/SS A

Tatsl 1gG

Efficacy

¢EnESSDAI

ESs0MN

STAR

CRESS
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Schedule of Activities
The So# for the study

Data View CPT

Main timeline
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Participant Journey

1401

<

Visit: 1410 [T

Type: In Person
Duration: P40
Timing: 'Bofoce Timing Type' ** "Stan to Stan'

Activities Timeline
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Informed consent

Mod-r.xl;‘suri;x.u history
L

Dcmo‘mphy

El'ﬂ’b'lk check

HBV,-‘)&.V:NN

‘masked’

PGIS dixecdie
sev@fity
masked'

.

clnnt.SSDAl
Totd 1gG
4

Anti-Rp/SS-A
®

Pregna‘cy test

Ceadisease
aciPity
D!éSA
¢
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R
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eeeese

Physical e

Weigh

L

Height

Vitaleigns
@

Concomitant therapy

&
e

lmmunq.gcmcrly
®

Um:lyus

General chemistry
and he’tology

£CG

Generate

Produce the Participant
Journey views and
downstream outputs

0)-14t0 -1

visit: 20 L
Type: In Person
Duration: P2%0

Timing: 'After Timing Type'

Activities Timeline

&’

‘masked” D2

Start to Start

clinESSDAI

]
@@
=

Joint ‘;ou nt

PGIS disease
ity

PGIC cgisoase
sedlirity

CGl d‘bease
aclity

Patient Journey; Simple

Fatient Journey; Expanded
N[y - g

‘masked"

vital sigrfs Genetal chemistry
and he‘mlcgy

Physical examination

¢

A

; M

‘masked"’ Pp

o o
Diis" masked”

CGIC d.iyease I#

acity i

@ Views ¥ b, Export ¥ ¥ Transmit =

IMP injection
.

Co ncornlt;;.nl therapy

Colle{.r IMP

fro @ite
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& Views * 4, Export = <7 Transmit =

Participant Journey

Patient Journey: Simple

— 50 Patient Journey. Expanded
Expanded Timeline ol g

Encounter: SCR

Vertical timeline visualization of study events

Activities {24):

Informed consent Zncounter Node

I Ligibility check
| roencume
g |

l masked
| PGIS 45 erity
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Enrich & Refine - USDM

data knowledge 1 Import v [ Validate ¥ [ ICHM11 ~

([Eh Sponsors '><® Phases '> (? Filter)

argenx BY: ARGX-113-2306

A Phase 3 Randomized, Double-Blinded, Placebo-

Controlled Multicenter Trial with Open-Label
Extension to Evaluate the Efficacy, Safety, and
Tolerability of Efgartigimod PH20 Subcutaneous
Administered by Prefilled Syringe in Adult
Patients with Primary Sjogren’s Disease

[E view Protocol
| @D Select
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Eli Lilly and Company: H2Q-MC-LZZT-SOA

Safety and Efficacy of the Xanomeline
Transdermal Therapeutic System (TTS) in Patients
with Mild to Moderate Alzheimer’s Disease

Phase il Trial M11 Protocol

(@ View Detailz)(il View P‘rotu-coD

@ Select )

DEVELOPMENT - MULTIFLE

argenx BV: ARGX-113-2306

A Phase 3 Randomized, Double-Blinded, Placebo-

Controlled Multicenter Trial with Open-Label
Extension to Evaluate the Efficacy, Safety, and
Tolerability of Efgartigimod PH20 Subcutaneocus
Administered by Prefilled Syringe in Adult
Patients with Primary Sjogren’s Disease

C{@}- View Details) (@ View ProLocoD

2 DIH (YHome ([@DHelp v [ Logout

Itemsz@

argenx BV: ARGX-113-2306-V2

A Phase 3 Randomized, Double-Blinded, Placebo-
Controlled Multicenter Trial with Open-Label
Extension to Evaluate the Efficacy, Safety, and
Tolerability of Efgartigimod PH20 Subcutaneous
Administered by Prefilled Syringe in Adult
Patients with Primary Sjégren’s Disease

D
({é} View Details) (@ View ProtocoD

@D Select

Enrich & Refine

Make SoA machine-
readable: Resolve footnote
semantics, ordering,
and missing structure

Schedule of Activities
The So8 for the study

[ata Wiew

TIMELIME-1 I,ki'_C View

- iy

-
Injection Timeline I.\t"_-'} '.'iovD

Daily Questionnaire [ X View
¥Q o



Descriptions in SoA about non-visit activities

1. Patient Diary & IMP - update USDM (make machine readable)

SCR BL Double-blinded treatment period
Study Weeks ?_:51:::
I I I I I | I [ [ I IMP

SCR |BL | W1 . | . . o . | . D/C* | SFV*
Study Day -ld4to-1¢ | 1 8 l | | | ——r , | l NA | NA
Window (days) +£2 | £2 | £2 | £2 +2 +2 +2 +2 +2 +2 +£2 | NA =3
DiSSA! Daily Patient Diary X
IMP injection Weekly Injections (at site and at home)

cdisc



Enrich & Refine - USDM

Visit: -14t0-1
"p'; In Person
Duration: P40

Timing: Gedore” 1410.1" "Start s
Activitios Timeline
Informed consent
Mm:t.%u&al history
2
Demography
Chigibilify check
HEVHIV/HIV
L ]

FSHClest

clink .‘Slw
Yol.i g6
4
Ati-RP/SS A
®

Wq;z\n;(y test
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Visit: -14t0-1
Type: InPerson
Duration: P14D

Timing: ‘Before’ ' 1410 1" 'Start to Start

Activities Timeline
CtAdescase Concomitant therapy i foemed Conseri masked
Wity )
DissA : lMdncaI:Suf'g:ml history clinEBSDAI
e
masked |mmunt'mmnry . :
, . Demography Total IgG
Physical efamination Urinabysic . : !
o ‘ Elrglbuzychcck Anti Rg:ss A
WeaghtiHeight General ghomistry & : :
® and hed@stology Provide :::icupanl Pregnapcy test
e d
Vital signs téG 5 H
@ © HBVHEVHIV FSHtast

. .
.........

Non-Visit Activities (diary example)

Daily diaries, weekly injections, and home-
based activities are described across visits
or/and in footnotes rather than as
structured visit data.

These need to be extracted and modeled as
distinct encounters in the USDM.

............
........
.....

ClAdisease AE,-*" Concorifant therapy
aciPity (=] (5]
DiSSA Immundgenicity
4
PGIS disease Uringlysis
soulnity L
masked General ¢hemistry
(<] and he@stology
Physical riimmauon E‘G
Weight?Haight Vital .;igns
@ )



Descriptions in SoA about non-visit activities

2. ESSDAI-related lab tests (missing) 2 update USDM (make machine readable)

SCR BL Double-blinded treatment period Related sections
Study Weeks Other
B visits
1 T | T
IMP
. h
SCR |BL| W1 : : ! : D/C* | SFV®
Study Day -14to-1¢ | 1 8 G NA | NA
Window (days) +2 | £2 | £2 | £2 +2 +2 +=2 + 2 +2 +32 +2 N/A +3 Related sections
Efficacy
clinESSDAI=: X X X X X X X X Section §.2.1.1
ESSDAIE: X X X X X X X Section 8211
STAR X X X X X Section 8.2.2.6
CRESS X X X X X Section 8.2.2.7
g ESSDAI-

counts (RBC, platelets, lymphocytes, neutrophils) will support the (clin)ESSDAI score calculation.

cdisc

he biological domain will be blinded, and sites will score the ESSDAI without it. Standard hematology assessments for hemoglobin and cell




Enrich & Refine - USDM

visit: 28

Type: InPerson
Duration: P23D
Timing: ‘After’ "' 'Start to Start'

Activities Timeline

clinESSDAI vital sigris Genetal chemistry
and heioatology
Physical examination Urinalysis IMP injection
¢ ©
Jointzoum Concomiu’m therapy

PGIS disease
seurity

@@

NP5 S

PGIC &seas Colleit IMP

sev@ity frofsite
CGl diseas Immundgenicity
acl®jty S

. .
. o
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ESSDAI example

Structured visit data (procedures) iso

footnotes.
visit: 29
Type: InPerson
Duration: P29D
Timing: ‘After’ " 'Start to Start’
Activities Timeline
clinESSDAI Vital sigris Genetal chemistry
- and heistology
£sg Physical examination Urinalysis IMP injection
¢ ¢ ¢
: : : :
Jnintgount ‘masked’ F¥ Concamit3nt therapy
: 4 ® ®
CGl disease PGIC disease PO e
ity sellrity ® 0
coic dise E5SOAL N Collekt P
acily procedures: masked froifsite
E + serum protein electrophoresis (clanal component E
DigsA  and gammaglobulins) Immundgenicity
® . sccum measurement of cryaglobulins | -
. . (3 t..-...'. —-.'-".
« 04
+ CH5D
Notes:

|particpant-cescriztion] |particpant-category] The same

physician should assass all clinical efficacy parameters/domains
of the clinESSDAESSDA for an individual particzant ateach



Descriptions in SoA about non-visit activities

3. Order of (assessments) Questionnaires = update USDM (make machine readable)

| SCR EL Double-blinded treatment period Related sections
Study Weeks 'i::i::
SCR BL | W1 b | DiC* | SEVE
Study Day -l4to-17| 1 8 | | | | - . | ‘ N/A | NA
Window (days) +£2 | £2 | £2 | £2 +2 +2 +32 + 2 +32 +2 +32 N/A +3 Related sections
Efficacy
X X X X X X Section 8.2.3.3
PGIS disease severity X X X X X X X X Section 8.2.3 4
PGIC disease severity X X X X X X Section 8.2.3.5
Dissal _ X Section 823 1
X X X X X X X Section 8.2.3.2
Health-related Quality of Life/Productiyity’
X X X X X X Section 8.10.3
I X X X X X X X X Section 8.10.1
| X X X X Section §.10.2

I These assessments may be completed up to 1 day before the study visit. Patient-reported outcome guestionnaires will be administered in a quiet place before any other
if performed prmr to the visit day), and before dlscussmns with staﬁ about disease/treatment dunnil on-site visit

cdisc



Enrich & Refine - USDM

visit: 20 EEEE
Type: In Person
Duration: P29D

Timing: ‘After’ "' 'Start to Start'

Activities Timeline

......

clinESSDAI vital sigris
® [
ESSDAI Physical examination
®
Joint;;ount ‘masked”’
®
PGIS disease ‘masked’
ty ®
s -
- -
: .
PGIC disease Dlisn
seul@ity
. .
- :
: .
CGl disease CGIC disease
acBjty acity

.....
e

Genelal chemistry
and heiatology

Uringysis IMP injection
PX Concomit:int therapy
] ®
PD AE
° ¢
‘masked’ Collest IMP

fronﬁite

Immun&geniciry

.
.....
.........

visit: 29 EETE

Type: InPerson
Duration: P29D

Timing: 'After' "' 'Start to Start

Activities Timeline

clinESSDAI
&)
ESDAI

Jointgount

CGl disease
aclPity
CGIC disease
ackDity

ve®

vital :.'lgns Genetal chemistry
and hei@stology
Physical examination Urinalysis
‘masked’ Fa(
® )
PGIC &isease P:O
sev@ity ®
PGIS isease —
3 ity e
‘masked’ masked'
» e

Assessment Ordering

The order of questionnaires and assessments
is buried in footnote text (e.g., 'administer in
the following order: A, B, C...").

This must become explicit sequencing
metadata and conditional rules..

IMP injection

Concomitq.nt therapy
¢

Colleét 1P
froffsite

Immun&geniciry

o
.....



Descriptions in SoA about non-visit activities

4. STAR & CRESS (composite measures; no site activities/calculations) - update USDM

SCR BL Double-blinded treatment period Related sections
Study Weeks 3::::
) IMP

SCR |BL | W1 . . . . . . . . . D/C* | SFY®
Study Day -14to-1¢ | 1 8 " NA | NA
Window (days) =2 | £2 | £2 | £2 +2 +2 +2 2 2 +£2 +2 N/A =3 Related sections
Efficacy
clinESSDATE: X X X X X X X X Section 8.2.1.1
ESSDAIE! X X X X X X X Section §.2.1.1
STAR X X X X X Section 8.2.2.6
CRESS X X X X X Section 8.2.2.7

. STAR and CRESS are composite measures that are a score calculated based on results from other assessments
. No extra assessment to be done by site/patient (calculation done by stats)
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Enrich & Refine - USDM

Visit: 85
Type: In Person
Duration: P350

Timing: ‘After’ " 'Start to Start’

Activities Timeline
clinfSSDAl PEIC disedse
seulfity
ESSDAI PGIS disease
e seurity
: .
H ‘masked’
' o
: :
H :
CRESS Jaint pount
L] o
‘masked”’ ‘masked”
4 4
‘masked ‘'masked’
L] o

.
LS -
........
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aciity

CGIC disease
actlpity

DigsA
4

P
*

erinélysis
[

General tihemistry
and heatology

FiG
Vitalgigns

Physical Eéamination

= &
........

Immundgenicity

Collett IMP
fmr.ﬂile

e
®

visit: =5 [EIIEE
Type: InPerson
Duration: PS5D

Timing: ‘After' " 'Start to Start’

Activities Timeline

clinESSDAI
. masked
ESSDAI
: ®
‘masked .
DISSA
o 6
masked H
CGIC disease
@ ac’ity
masked H
CGl disease
L J acl@ity
masked’ o
Jointcount
o, i

.....
.

PGIS disease ssked’
seurity
PGIC disease =)
seulirity ©
‘masked’ :
K
] @
R Urinalysis
L J
Physical examination General ghemistry
) and he@atology
Vital signs ECG
]

"
........

Composite Measures

Some listed assessments are actually
composite scores calculated from other
assessments, not site/patient activities.

These require different modeling to avoid
confusing site staff, participants and Clinical
Trial Team members /Extended team.

'
Immunggenicity

Colleet IMP
lrov&ite

3
4

.
.
.

Concomitdnt therapy

v
.
.
.

IMP iniection



Outputs:
Three Views, One Source of Truth

Site-Facing View Patient-Facing View Timeline & One-Pager

Detailed visit-by-visit breakdown of all Simplified, participant-friendly overview of Comprehensive visual timeline consolidating
assessments, their required order, and timing the study journey, showing what to expect at the entire study schedule into a single view,
— giving site teams a clear visual guide for each visit and between visits to improve ideal for IRB/EC submissions and stakeholder
conducting each encounter. engagement and retention. briefings.

cdisc



Participants Journey - Site & Patient view of “Visits”

&, Export ¥ <7 Transmit ¥ 1, Additional Info ~

ML1 FHIR, Dallas (PRISM 2] (,json)
1] MLLFHIR, Madrid (json) lled Multic G ©a e BOsws B3 E)&r BEOwr B ¥sploT EDm BOSN EJRusopM B &V BOwv BOR B3 BD ¢ EBJAR
n MILFHIR, PittSburgh (PRISM 3) (.json) ﬁ"n |Ste I’Ed = argenx. Patient Journey for argx-113-2306 ' B PATIEN m TIMELIN PA TA Icons Roads

i)

Jira

Progress: 20.6%

] USDM v4 (.json)
USDM v4sformat Excel (.xlsx)

USDM v3 format Excel (.xlsx)

30 w3
/ 36 w3s
24 w24

C ISC Ll © Type here to search m} A T Q)
R

&

ENG

3:16 PM

17492 P06




Participants Journey - Site & Patient view of “Activities”

&, Export ¥ <7 Transmit ¥ 1, Additional Info ~

M11 FHIR, Dallas (PRISM 2) (.json)

M11 FHIR, Madrid (.json) “ed MLIItiC
M11FHIR, Pittsburgh (PRISM 3} (.jsor) 1inistered

@ £ 6 ©a Bess BOsws B3 B @&r BOwr B ¥spor BOm BN BDAusoM B v BOwv BOR B3 B30 BDAR B v Jira

argenx’ Patient Journey for argx-113-2306 {3 B PATIEN m ACTIVITIES MELIN [ Icons Roads Progress: 20.6%

USDM v4 (.json) SCR = i MASKING

USDM v4sormat Excel (.xlsx)

USDM v3 format Excel (.xlsx)

o0 HmQu 2P dbDE QY & A Ads 9 N ROW L B

COISC




Participants Journey — Timeline & One Pager

@ § 6 @] Pess AOsws POs Ber BDwr PO ¥sploT PDm BN BDRusoM B4y BDuv BOR B B B)AR B win

&, Export ¥ <7 Transmit ¥ 1, Additional Info ~

r | = argenx‘.' Patient Journey for argx-113-2306 OB PATIENT I VISITS | ACTIVITIES m 1 PAGER = DETAILS » lcons @ Roads Progress: 20.6% o =
M11 FHIR, Dallas (PRISM 2) (.json) | Y
SCR BL w1 \ ‘masked’ >
1] MILLFHIR, Madrid (.json) lled Multic —_ \
. . o Anti-Ro/SS-A Anti-Ro/SS-A \
[ MLLFHIR, Pittsburgh (PRISM 3) (json) ninistered /SS ©  100d for ciniceltabe wit be drawy
1| USDM v4 (json) \\
@ § O ©a Pese POsws B¢ BD@r CDur B »spoi'Blm BOA BJeusoMm B4V BOwv BOR B3 BOn BDAR B) wiin
USDM v4sformat Excel (.xlsx) Q
—3 g 2 B ATIENT IS VISITS  ACTIVITIES : PAGER"ADETAILS -
USDM v3 format Excel {xlsx) = argenx - Patient Journey for argx-113.2306 O a PATIENT SITS | ACTIVITIE 1 PAGER "\DETAILS » Icons » Roads Progress: 20.6% (]
SCR BL w1 masked
Informed consent  xgp  Eligibility/BL only
Obtain written informed consent prior to performing any study-related activitios. Obtain subject number from p
"7 Informed consent
Eligibility/BL only .  Medical/Surgical history
A % A : C |=| Report all significant findings, surgeries, and pre-existing conditions (including allergies, if any) presentat
Medlcal/Surglcal hlstory ~ Screening, including start and end dates, if known

Demography g9 Eligibility/BL only
Record the participant's age, birth year, sex, race, and ethnicity (per local regulations) Demog raphy

3 Eligibility check
E “q | b | l i ‘,” P‘l on [ y All screening evaluations must be completed and reviewed to confirm that potential participants meetall
E||g|b|||ty check ° eligibility critena. The investigator will maintain a screening log to record details of all participantsscreened
and 1o confirm eligibility or record reasons for screen failure, as applicable, Note: Specified screening
assessments may be submitted for review by an independent team before the investigator's decision to

randomize a participant
HBVIHCVHY Eligibility/BL only
For full details of measurements and methods, refer to the laboratory manual provided separatelyto sites HBV/HCV/H'V

Eligibility/BL only g FSHiest
FSH teSt k Only for postmenopausal women

LA Eligibility/BL only
Pregnancytest &9 :
c I sc Pregnancy test
®



Participants Journey — Timeline & One Pager

&, Export ¥ <7 Transmit ¥ 1, Additional Info ~ = argean Patient Journey for argx-113-2306 OB PATIENT VISITS | ACTIVITIES = TIMELINE DETAILS ®» Icons
M11 FHIR, Dallas (PRISM 2) {.json) I Show comprehensive one-page summary of afl visits and
1] MILLFHIR, Madrid (.json) lled Multic —
' MLLFHIR, Pittsburgh (PRISM 2) (.jsor) Ainistered %
l| USDM v4 (json)
visit time encounter activities no overhead overhead participant_time  site_time
USDM v4sormat Excel (.xlsx)
USDM v3 format Excel {.xlsx) ' 14101 -2 weeks SCR ERO#WLDDODT RDODD LA ® €386.00 €464.00 3h 16min 3h 13min
1 1day BL 0HLDDH L THDDODRDDDDDE ¢s1200 €615.20 4h 36min 4h 16min
€132.00 €159.00 1h 8min 1h 6min
€162.00 €195.00 1h 23min 1h 21min
€318.00 €382.60 2h 46min 2h 39min
€142.00 €171.00 1h 13min 1h 11min
€414.00 €497.80 3h 41min 3h 27min
€142.00 €171.00 1h 13min 1h 11min
e €418.00 €502.60 3h 49min 3h 29min
€142.00 €171.00 1h 13min 1h 11min
€394.00 €473.80 3h 31min 3h 17min
€142.00 €171.00 1h 13min 1h 11min
€484.00 €581.80 4h 22min 4h 2min
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Proof Of Concept:

What we demonstrated.

v

USDM v4.0
Compliance

Successfully mapped a real-world
protocol (SoA) to the latest USDM
standard, validating the model's
applicability

cdisc

v

End-to-End
Digital Flow

From Word protocol to structured
USDM to generated outputs — a
complete digital pipeline
demonstrated

v

Actionable
Outputs

Three distinct participant journey
views generated automatically from
a single digital source of truth

Reusable
Approach

Methodology designed to be
protocol-agnostic: applicable to any
therapeutic area or study design




Lessons Learned:
Strategic & Technical.

Start with one use case

Don't try to digitize the entire protocol at once. A focused SoA digitization
proved more valuable than attempting full protocol conversion.

Protocols contain extensive implicit knowledge in SoA, footnotes and free
text that must be explicitly modeled. Budget time for enrichment and
validation.

Partner wisely to accelerate & increase success

Collaborating with a USDM specialist accelerated learning and avoided
common pitfalls. Domain expertise in USDM standard is essential.

COISC.

Secure Exec air cover

Cross-functional work stalls without senior sponsorship and a clear
mandate.

Show tangible outputs early

The participant journey visualization was the "aha moment" for
stakeholders. Abstract data models need concrete demonstrations.

Engage standards community

Active participation in CDISC, PHUSE, and TransCelerate kept our approach
aligned and opened collaboration opportunities.



Your Roadmap:
Kickstarting Your Own Journey

Assess Readiness

Evaluate your current
protocol authoring
workflows, available
expertise, and technology
stack. Identify quick wins.

Pick Your Use Case

Choose a high-impact,
bounded use case like SoA
digitization. Avoid boiling the
ocean with full protocol
conversion.

Build Your Coalition

Secure executive
sponsorship and assemble a
cross-functional team:
clinical operations, data
management, IT, and
standards.

Partner & Prototype

Engage USDM specialists or
technology partners. Build a
time-boxed PoC with clear
success criteria and
deliverables.

Scale & Share

Document lessons learned,
refine the approach, and
expand to additional
protocols and use cases.
Share with the community.

Eventually... Move from
PoC(s) to RFI/RFP (off the
shelf platforms)
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Call to Action:
The time to start is now !

Collaborate and share

Start with a small, focused PoC. The learning USDM v4.0 and M11 provide a mature, The DDF community grows stronger when

from doing outweighs months of planning. harmonized framework. The tools and organizations share their experiences. Your

journey helps accelerate the industry.

community support exist today.

"The journey of a thousand miles begins with a single step
— ours began with a Schedule of Activities."
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Questions?
CDISC EU Interchange 2026 ¢ Milan

Digital Data Flow | Kickstarting Your DDF/USDM Jout

jkestemont@argenx.com

srogiers@argenx.com
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