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Prozessautomatisierungen
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Ein effizienter und skalierbarer
Studienprozess, verbunden durch
einen digitalen Datenfluss und
vereinfacht durch ein
einheitliches Datenmodell.




Digital Data Flow — Problem 1

The Clinical Trial Information Flow

Local Registration and Approval
Q' (ClinicalTrials.gov, EUDRA CT, ANMAT, ReNIS, REBEC,

REPEC, KRPIA, CTRI, NMRR, RNEC, PHRR, etc.)

Clinical
Development —
Plan — £
= /. ~7- CTMS
= / =i Clinical
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Report
S atistical O - o 4
s Analysis Plan Statistical ™
. e ePro, Analysis
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Endpoints
— eDC
. elearning
g Systems
IWRS, IVRS
Data - Study Reference Manuals
Standards

FDA

EMA
PMDA

Dokumente
statt
Daten

https://www.youtube.com/watch?v=0tg0d2385is



https://www.youtube.com/watch?v=Otg0d2385is

Digital Data Flow - Problem 2

Disconnected
Data




Digital Data Flow - Losungen

Daten statt o
Dokumente ) ICH

harmonisation for better health

> Elektronisches Protokoll
(ICH M11)

» Datenaustauschstandards @

(USDM)



Digital Data Flow - Losungen

Graphische Datenbank
mit semantischen Informationen

» Biomedical Concepts (CDISC)

» Linked Data Model St



» Einleitung
» OpenStudyBuilder
» Kooperation

> Aussicht




Was ist der OpenStudyBuilder?

@)

Repository fur
Metadaten und
Studienmetadaten

. ®
novo nordisk

3 Elemente

> Repository (Studien- und Metadaten)

> API Schicht s

» OpenStudyBuilder Application /7 Web Interface




OpenStudyBuilder

Offentliche
Sandbox
Lokale oder g Hosting-
Serverinstallation Umgebung
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OpenStudyBuilder Komponenten

Q@ stdies B uibrary

Studies
TITLE CRITERIA
REGISTRY IDENTIFERS INTERVENTIONS
STRUCTURE PURPOSE
POPULATION ACTVITIES

LIBRARY

CONTROLLED TERMINOLOGY MEDICAL DICTIONARIES
(e.g., MedDRA)
CONCEPTS (ACTIVITIES, UNITS, SYNTAX TEMPLATES

CRFs, COMPOUNDS)

|2 Template Collecti

DATA EXCHANGE STANDARDS
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OpenStudyBuilder Library

Usstudies I Librar B Reports 4 SELECT STUDY CDISC DEV-08 KATJA.GLASS
¥
L ’Hﬂ“
—
- . -

— ' Library *

Process Overview

STUDY
BUILDER

A

Code Lists The Library helps you manage the
standards used in the StudyBuilder

Dictionaries

HE D O .

Concepts

Syntax Templates o Process Overview =) Code Lists = Dictionaries

Template Instantiations Find schematic overviews of th...
Find the CDISC controlled term... Find relevant external diction...

Template Collections

&

® &

=

Data Exchange Standards

o{—o

Concepts = | [3@ Syntax Templates = (2 Template Instantiations
Admin Definitions /

List Find controlled listings of th... &| View (or manage) the different... See how the different template...

|&2 Template Collections = « Data Exchange Standards B3 Admin Definitions

Find relevant template collect... v See the complete master model ... View or create administrative ...

(€3
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Find listings of all codes lis...




OpenStudy

Bulilder Library

» Codelisten
= %) [senvaniams kT
RACE

CDISC-Term: NCI-Term: Sponsor-Term:

BLACK OR AFRICAN Black or African American African American

AMERICAN

CDISC-Code: Sentence-Case:
C16352 african american

Order:
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OpenStudyBuilder Library

> Dictionaries

Usstudies | WLibrary | @ Reports & SELECT STUDY [ CDISCDEV-0@ ) 88 (@ & KATJA.GLASS

ST| DY
BUILDER

About Library SNOMED CT (Systematized Nomenclature of Medicine - Clinical Terms) for Diseases and

Disorders @

Process Overview

Code Lists

Dictionaries Q, search W Select rows @ @

SNOMED

B R

MED-RT Disease

H 64572001 Disease disease | Fmal ]

UNII (disorder) _
Disorder of P

LOINC : 362965005 Disorder of body system disorder of body system body system 'I: Final :I'
(disorder) T

ucum Pre-existing

Pre-existing type 1 type 1 diabetes —

T . . . re-existing type 1 diabetes mellitus L ' \
H* Concepts : 609564002 diabetes mellitus in p 8P mellitus in ( Final )

pregnancy in preghancy pregnancy h
Syntax Templates (disorder...

£
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OpenStudyBuilder Library

» CRF

Library / / CRFs /
oD CRFs (Case Report Forms) (®
Process Overview

Code Lists

- ‘ RELOAD in
Dictionaries - o

Concepts Template Cdlsc V'I Annotated CRF

Activities

( CRF Templates ® Forms ® Item Groups @O Items CRF Tree CRF View Alias Extensions

Informed Consent and Demography [Form]

Unit
nits [0ID=F.DM, Version=0.1]

CRFs @ Please complete this Informed Consent and Demography form at the very beginning of the study General item design notes: Integration: A: Arqus, Ax:

Forms attached in Argus, C: CPR Dashboard, IW: IWRS, P: Impact, R: Reports, RT: RTSM General item design notes: Integration: A: Argus, Ax: rms attached
in Argus, C: CPR Dashboard, IW: IWRS, P: Impact, R: Reports, RT: RTSM Oracle item des N notes: Key: [*] = Item is required. Sex: Populated by IWRS. Item
to trigger Childbearing potential form to appear if response = Female. Subject No.: Populated by IWRS and mapped from ENR to Inf Cons/DemogQOracle

Syntax Templates

Template Instantiations

item design notes: Key: [*] = ltem is required. Sex: Populated by IWRS. Item to trigger Childbearing potential form to appear if response = Female. Subject
Template Collections No.: Populated by IWRS and mapped from ENR to Inf Cons/Demog

Data Exchange Standards Informed Consent item group [ItemGrou p] [ DM (Demographics Domain) }

[CID=G.DM.IC, Version=0.1] [ DS (Disposition Domain) J

Admin Definitions

s @) Please complete the Informed Consent item group before any other information
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OpenStudyBuilder Library

» Datenstrukturen / SDTM+

sty o Usstudies | MiLlibrary | BReports & SELECT STUDY (CDISCDEV0d | & (@ 2 KATJA.GLASS
Libra DT
About Library
SDTM/SDTMIG ®
SDTM Models SDTM Implementation Guide SDTMIG AP SDTMIG MD SENDIG SENDIG AR SENDIG DART SENDIG GENETOX
Dictionaries . V2.0 Status Effective date Implemented By
Final 2021-11-29 SDTMIG v3.4
Concepts
Syntax Templates V1.8
Classes
Template Instantiations
V1.7 General Observations Trial Design-TV Findings About Special-Purpose-SV Trial Design-TI Special-Purpose-DM Events Findings Trial Design-TS >
Template Collections
Data Exchange Standards V1.6 Name Ordinal Description
General Observations 1 The majority of observations collected during a study can be divided among three general classes: Interventions, Events, or Findings.
CDASH vis Datasets based on any of the general observation classes share a set of common Identifier and Timing variables. As a general rule, any
’ valid Identifier or Timing variable is permissible for use in any submission dataset based on a general observation class. (Source: SDTM
SO v2.0, Section 3.1)
ADaM vi.4
Admin Definitions Qualifiers LesSika Usage
V1.3 N value . Deseription Examples
wariables . restrictions
. domain
List
V1.2 Asequence of
characters used
Study .
1 STUDYID i Char Identifier by the sponsor to
Identifier .
uniquely identify
the study.
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OpenStudyBuilder Library

» Aktivitaten / Biomedical Concept

Mean change from

baseline in
Parent template o
Activitylnstance

Age NumericValue
Age Unit or above at
the time of signing
the informed consent.
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OpenStudyBuilder Library

LIBRARY

CONTROLLED TERMINOLOGY MEDICAL DICTIONARIES
(e.g., MedDRA)
CONCEPTS (ACTIVITIES, UNITS, SYNTAX TEMPLATES

CRFs, COMPOUNDS)

DATA EXCHANGE STANDARDS

Klassisches Metadaten Repository mit
semantischen Protokoll Standards
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OpenStudyBuilder Studienbereich

» Managen von Studienmetadaten

STUPY cr Ujstudies = Miibrary [@Reports @ SELECT STUDY ( CDISCDEV-08 @ & (@ & KATJA.GLASS

e Studies

Process Overview

Study List Under Studies you create your study

Manage Sty and define all structured study desigp,elery -
” A—
Define Study ap—

View Specifications 2 Process Overview I Study List ® Manage Study

View Listings Flnd edit and add studies.
Find schematic overviews of th... Register new studies in the ap...

- -

[> Define Study =\ i View Specifications = = View Listings

Specify the design, interventi... Preview the study information .. Vanous kinds of listings of t... .
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OpenStudyBuilder Studienbereich

SEUH})ER Uystudies R Library & Reports [4 SELECT STUDY CDISC DEV-0& @ @ & KATJA.GLASS
Study (CDISC DEV-0) ®
About Studies
Study Core Attributes Study Status Study Subparts Protocol Version
Process Overview
N SN
Study Li (7)(9)
udy List AN N
Core attribute Selected values
_ Clinical programme CDISC Development programme
Data Standard Versions
Define Study Project number CDISC DEV
Py el 2 Project name CDISC Dev
View Listings
Study ID CDISC DEV-0
Study number 0
Study acronym CDISC360-2
Items per page: | 15 = 1-6 0f 6
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OpenStudy

Bullder Studienbereich

ST||DY
BUILDER

About Studies

Process Overview

Study List

Manage Study

Define Study

View Specifications
Protocol Elements
SDTM Study Design Datasets
USDM

Clinical Transparency

= View Listings

Uistudies I Library D Reports [4

Protocol Elements (CDISC DEV-0) @

Title Page Protocol SoA

Procedure

Visit short name

Study week

Visit window (days)

Randomisation
Randomisation

End of Study
End of Study

Body Measurements
Body Measurements
Weight

Eligibility Criteria
Eligibility Criteria
Eligibility Criteria Met

Laboratory Assessments

Objectives and Endpoints

SELECT STUDY

Study Design

Screening
via
-2
-13/+0

Study Population

Treatment Follow-up
V2 V3 V4 V5 Ve V7 V8 V9 V10 V11
1 2 3 4 5 6 7 9 27 31
0 # ##1 #1 1 #2111 | +0/+35
X

X

X X
X X X X X X X X X

CDISC DEV-0&3

e 0@

A KATJA.GLASS

Study Interventions Study Activities

@@ showepochs WD Show milestones
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OpenStudy

ST| DY
BUILDER

About Studies

Process Overview

Study List

Manage Study

Define Study

View Specifications
Protocol Elements
SDTM Study Design Datasets
UsDm

Clinical Transparency

== View Listings

Bullder Studienbereich

Uystudies I Library

Study Design

Title Page Protocol SoA

[ Reports [

Protoco

Objectives and Endpoints

Elements /

Protocol Elements (CDISC DEV-0) @

Study Design

Study Population

Screening Treatment Follow-up
s s
o
Screening Treatment Follow-up
t + t
Week -2 Week 1 Week 31
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OpenStudyBuilder Studienbereich

SEUH.‘E)ER Qs Studies M Library [BReports [ SELECT STUDY CDISC DEV-0@ @ @ & KATJA.GLASS

SDTM Study Design Datasets @

About Studies Trial Arm Trial Elements Trial Visits Trial Inclusion/Exclusion Criteria Trial Disease Milestone Trial Summary

Process Overview

Q_ search B Select rows ® O

Study List

Manage Study

Define Study Study Identifier Domain Abbreviation Trial Summary Parameter Short Name Trial Summary Parameter Parameter Value Parameter Null Flavor
View Specifications CDISC DEV-0 TS ADAPT Adaptive Design N
Protocol Elements )
PI d M A f
CDISC DEV-0 TS AGEMAX annec Maximum Age o P64Y
. Subjects
SDTM Study Design Datasets
Planned Minimum Age of
CDISC DEV-0 15 AGEMIN ) P18Y
usDM Subjects

. Confirmed Response
Clinical Transparency CDISC DEV-0 15 CRMDUR . ) NA
Minimum Duration

View Listings

CDISC DEV-0 TS EXTTIND Extension Trial Indicator N
CDISC DEV-0 TS NARMS Planned Number of Arms 2
»
Rows per page 10 - 1-10 of 31 > >
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OpenStudyBuilder Studienbereich

STUDIES

TITLE CRITERIA

REGISTRY IDENTIFERS INTERVENTIONS

STRUCTURE PURPOSE

POPULATION ACTVITIES

Studienmetadaten Management
verlinkt mit Standards
fur diverse Nutzungen
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OpenStudyBuilder

Umfangreiches Tool
Verlinkte Datenbank
Grol3es Potential

*YouTube Demonstration verfligbar



https://youtu.be/dL5CY0BwfEs

OpenStudyBuilder

QUstudies  Mlibrary BReports B seLectsTupy 8 @ & KATJA.GLASS

Welcome to the StudyBuilder application

Study Specification made easy

Open Source

CT Catalogues ©

Q

Study Design

(screening

Screening 1 Treatment

Human Insulin [ Sllow-u

' . : . ®
ETECEW novo nordisk
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Open Source

Standards alleine reichen nicht aus
Problematiken sind zu komplex
Isolierte Probleml6sungen unzureichend
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Open Source - Hoffnungen

@ Netzwerkeffekte und Ideenreichtum

b'ﬁ‘ Nutzerfeedback

Harmonisierung
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Open Source - Hoffnungen

omo. |nnovation und Entwicklung
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Open Source - Hoffnungen

% Reduzierte Entwicklungskosten

m Bedarfsdeckung im Wettbewerb

6 Nachhaltig & Risikostreuung
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OpenStudy

ST| IDY
BUILDER

ST| IDY
BUILDER

EN
STI ‘DY
BUILDER

s

Buillder Potential

Kollaborativ

Einzell6sung

Einzell6sung

Einzell6sung

Plugins
Extensions
Programme

"




OpenStudyBuilder Potential

Wstudies Blibrary  BReports 2

Welcome to the StudyBuilder application

Study Specification made easy

Welche Vorteile bietet der
OpenStudyBuilder?
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OpenStudyBuilder Potential

> Verwalten von Standards
Daten statt

Dokumente

» Verwalten von Studienmetadaten
> Automatisierter Zugriff fur Prozesse

» Austausch zwischen Pharma und CRO
» Standard Formate (ODM.xml, define.xml, USDM, ..)

» Austausch zwischen Tools
» EDC Systeme, Laborspezifikationen, ..

» Erganzungen
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Ziel in Sicht

o i VA \g%’eff
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Ein effizienter und skalierbarer
Studienprozess, verbunden durch
einen digitalen Datenfluss und
vereinfacht durch ein
einheitliches Datenmodell.
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Aussicht

» Potential fur Vereinheitlichung von Prozessen / Tools

» Gemeinsame Basis zwischen Pharma, CROs und andere
» End-2-End gemeinsam vorantreiben

» Kooperation fur weitere Anwendungsfalle
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Aussicht

» Mentalitatswandel
» Eigeninitiative und Einbringung in Open Source Projekte
» Anforderungen steigen weiter
» Zusammen sind wir stark!
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Aussicht

» CDISC Open Source Alliance
» TransCelerate DDF
» Pharmaverse

> PHUSE - _}v‘;; 7—»; -
= [ N8
~ N { }Y\Jj,
Jede Stimme zahlt! I | jﬂ \
| !

s

> Zusammenschlusse helfen allen
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Aussicht &
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» OpenStudyBuilder Hub |
» Community Sg Ho-
> Use Cases ' Y

» Focus Projekte

Nur wer sich einbringt wird gehort.
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Start heute

» Testen
» Feedback geben

» Erstellen und Diskutieren von Lésungen

> Stay FAIR
» Findable
» Accessable
» Interoperable
» Reproducable




Ausblick

Open Source ist FAIR
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Danke

Novo Nordisk &
OpenStudyBuilder Team
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Links

» Project Homepage: https.//openstudybuilder.com/
» Newsletter: nttps.//www.linkedin.com/newsletters/openstudybuilder-6990328054849916928/
» YouTube Demonstration (30): https.//youtu.be/dLECYOBWfES

» GitLab (Solution, Description): https.//qitlab.com/Novo-Nordisk/nn-
public/openstudybuilder

» Slack: https.//join.slack.com/t/openstudybuilder/shared_invite/zt-1omtauzic-
Jvrhtmy7hGstgyilvB1Wsw

» E-Mall: openstudybuilder@gmail.com

Sandbox:

» Mall openstudybuilder@neotechnology.com - Subject "Request
Sandbox access’

» Note: when add/modify/delete, you mail might be exposed in the
version history
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Katja Glass Consulting
info@glacon.eu

www.glacon.eu

www.glacon.eu/portal
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