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Meet The Presenters

Experience

A Over 30 years of experience in life sciences

A Former employee of the New York State Department of Health , Synthes
USA, NYU Medical Center

Membership

A Active member of CDISC SEND standards consortium
A Active member of PhUSE/ FDA Industry Collaboration

Education

A Master of Engineering, Biomedical Engineering, Rensselaer Polytechnic Institute

A Bachelor of Engineering, Biomedical Engineering, Rensselaer Polytechnic Institute
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Experience

A Over 27 years of experience in Clinical Research, with 23 years in
Computer Sciences (with EDC systems)

A Expert in CDISC Models (with specialisation around CDASH, SDTM,
ODM, Define and CT)

Membership

A Active member of CDISC Protoco CT team / ODM reviewer
A Active member of DMB
A Active member of the French CDISC User Group

Education

A Computer Engineer Diploma (CNAM)

If you have any question re: OpenStudyBuilder
ndjz@novonordisk.com
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Director of
Preclinical Solutions and SEND
services
Xybion Digital
Pauspitz@xybion.com
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A Experience

A Graduate of Thomas Jefferson University with a BS degree in Finance and IT

Systems Management. 25 -year track record of success as a trusted digital
solution expert and advisor to business leaders in highly regulated research

driven organizations.

A Currently serving as Director of Preclinical Solutions and SEND services for

Xybion Digital. Before his current role at Xybion Paul spent 5 years in a

similar role with Instem, Plc. Additional noteworthy experience includes SAP
EWM, SCM, and serialization consulting, MS 365 Business and Operations

solution sales

A years of successfully helping organizations address and manage SEND
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A Education

preclinical

R&D busi

A BS Finance and Management Information Systems
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Xybion Corporation: Value Creator for 40+ Years

Established worldwide European Operations Clients
AFounded in 1977 Incorporating Xybion
Q@ moderna [ B Friuing FoA & € ALLERGAN
A170+ Customers GmbH :
Aclients in 25 countries A" European Business from Germany €9 MERCK ~ ®Biogen  covaNEE vitlex  Eoesarains feiooca
A" cClients: Germany, Switzerland, - P
AWOI’|( with almost all top 25 France, Italy, Denmark, UK, twovartis AIVKGEN SAHOFID §/potera EFsiguaty.  EFAw=reon Astrazeneca®
pharma companies Croatia,}¥Y. )
i » ics ovioen  Haxt [Mylan
worldwide A senvices and Consulting (SEND, CSV, — “ 3m Eac axter
AHeadquartered in Tx) , Work visa for Germany Rz [RR—— B e LOREAL 0-BASF zaetis P——
Princeton, NJ Localization @ R & o PR o
Aus Patent in 2021 on A Language support - -
predicting compliance risks A Hosting / Cloud coove | TEEMR Carestreom  VERTIGA d &  Emene
AXybion Digital Inc., Listed in Partnerships

2021 at Toronto Venture

A" R&D Institutes and Universities

A system Integrators (TCS, Atos, Boehringer Ungel heim, Bayer, Novo Nord
Cogni zant, WEGAY)

Xybion Digital Inc.

#Digitization #Cloud #Artificial

Platform Intelligence &
Prediction
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Business Segments & Products

Preclinical Digital Lab CQORM WPH
business business business business
Pristima XD L abwise xo Corvxp E midence xD

A Gold standard pre - A LIMS ( CART, Diagnostic, A Predictive compliance A Employee Health & Safety
clinical lab operation Sample & Inventory A Regulatory audit A OSHA reporting
A SEND Intelligence Management , Stability A" Quality management A Incident /Case management
Service Studies ) A Content management A Billing
A Lab Data Lake A ELN A Third party assessment A Bill review
A Instrument A Methods/Protocol and credentialing
Management Management
A Clinical supply management
XDP

Low code BPM platform

Xybion Advisory Services

A PmoO/PM
A Digital strategy
A Quality management and computer system validation
A Business analysis
A DesignThinking



Pristima XD - Savante and SEND Intelligence Services

O

Assemble raw data

from nonclinical sources |
in PDF, Word, XLS, CSV, |
and other formats |

Standardizes data, formats |
and terminology |

Creates complete data sets |

in SEND v3.10r DART 1.1

formats, including SDRG, |
DEFINE-XML and XPT |

Fully compliant, validated
system ensures data

conforms to FDA’s most |

current data requirements

o o

Data conversion into CDISC
SEND data package QCl/verification +
Correction

L]
N
AN

17
7\ SEND
" Your eCTD for
submission to
the FDA

Data files can also
be used for analysis,
data mining or

| other purposes

-SEND format

A SEND data package QC/verification only

L’avante

% |28 ong

Keys
TESTCD, BGDTC BGENDTC
WTESTCD, BWDTC

[POOLID, CLTESTCD CLCAT, CLORRES,CLLOC,

Tabelsen - Oue tecord per coastant dosieg terval per | Tabulation | STUDYID, USUBID,
reameat per mbject

Tabedaticn - Oue econd per test per inerval per subject cr | Tabudation | STUDYID, USUBJD ex
oot

Tabltecn - Fdie: teston siect | Tobviation | STUDVID USURID.

XTRT, EXSTDTC

POOLID, FWTESTCD, FWDTC, FWENDTC

POOLID LRTESTCD IRSPEC.

2. 4 e . i oo § oot ) ) st 3] o, B Ot [ . 1205, 40

Tabulation Datasets for Study GLF0O3 (SEND-1G 1.1)

[ -
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Xybion SEND Service Suite

SEND Conversion

SEND
INTELLIGENCE

SERVICES

SEND Education

Xybion.com

SENDVerify

SENDConsult
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2 b. SEND Services

NO

Full Conversion PDF, Scanned reports, 3-4 wks for 14 -28d tox study Submission ready SEND datasets, define file &
images & word documents 4-6 wks for 90d tox study nSDRG
etc., 6-8 wks for 180d tox study
Excel, CSV & XPT 1-2 wks reduced from the above timelines
2 SEND Data SEND data in xpt or Excel or 3-4 wks for 14 -28d tox study Error fixed, submission ready SEND datasets,
Verification + CSV formats 4-6 wks for 90d tox study define file & nSDRG
Correction 6-8 wks for 180d tox study
8 SEND Data SEND data in xpt or Excel or 3-4 wks for 14 -28d tox study QC issue log with the list of issues / findings
Verification Only CSV formats 4-6 wks for 90d tox study identified..
(No error fixes) 6-8 wks for 180d tox study The Sponsor will be taking care of the error fixes,
not Xybion
4 Customized SEND  Simplified TS preparation To be determined based on the number of Submission ready TS domain
services studies
Creation of Trial domains To be determined based on the number of Submission ready trial domain
studies
Creation of SEND datasets To be determined based on the number of Submission ready PC, PP domains with or without
for TK studies alone studies Trial domains, based on customer requirements
5 SEND Education NA 5-10 days Onsite / online training by Xybion SME

- Xybion training certificate
- Training (course) materials

6 SEND Consultancy NA TO be determined based on the customer End-to-end SEND consultancy services
needs



® Xybion

Protocol Design Automation needs

Ensure a higher degree of end -to-end consistency
Have built -in compliance with external

and internal standards

Facilitate more automation and content reuse
Share electronically the nonclinical protocol / study
Between Pharma's and CROs

To regulatory bodies

Do so in a manner that is

Computer readable for system to system exchange
Human readable to turn into approval formal protocol
Amendments must be evident

oo J>o T To Bo o To o o I

Www.Xxybion.com




® Xybion

What is the OpenStudyBuilder

A OpenStudyBuilder is an open source solution
provided by Novo Nordisk® which is looking for

collaborations.

A The OpenStudyBuilder comprises three elements:

A Clinical Metadata Repository (MDR) and ‘ OPEN et s h

Study Definition Repository (SDR) S I, = RBER

(central repository for all study specification data)

A OpenStudyBuilder application

(web-based user interface)

A API layer
(allowing interoperability with other applications)
(DDF API Adaptor B enabling DDF SDR
Compatibility)




The OpenStudyBuilder includes:

A A Studies part for specification of studies
(incl. disease area and study type, objectives and endpoints, population
and eligibility criteria, study compounds and other interventions, study
design, arms and visits, schedule of activities and associated procedure
and assessment instructions)

A A Library part for maintenance of terminology standards (incl. CDISC
controlled terminology, relevant parts of external dictionaries for
medical terms, pharmacological classes, units, a detailed compound
library, a granulated library of activity terms) as well as syntax
templates for cross-study and cross-project harmonisation)

A An underlying knowledge database
(enabling complex queries andvisualisations for aggregation of

information and showing how things are connected end-to-end)




OpenStudyBuilder is being built as an open-source MDR and SDR

solution based on the CDISC 360 POC

Project collaborates with CDISC, TransCelerate DDF and suppliers

Future State - with Concept-based Standards: ~.»  Key features in the Study Designer App
Study Specification in a CDISC 360 Study Builder App o —, L,
Library Define |dentifiers and a general set of trial List
Import summary parameters for the study Extract study
Sgﬁjndsf ’ Sy Standands definitions . 4 | metadata in
R Defnsions ) f ternal | tabular format
MDR Shely DefinWons - l_rg:m e Design Study design parameters as well S
ranes. as defining study arms, elements, Wi
epochs and visits stream usage.
Manage e _z
Sponsar ' From within
Select Search and select concept-based .
defined standards and define schedule of the App with
selections and activities and assessments export to
definitions . /| multiple
i ) } ~ | format as well
Build Generate study specification as directram
artefacts that support automation SAS
of study setup and execution
. | J A J
cdisc cdisc

https://www.cdisc.org/cdisc  -360



https://www.cdisc.org/cdisc-360

OpenStudyBuilder will also be DDF Compatible

Minimum Viable Product (MVP) development underway

April 2022 Anticipated Release Date

tudy )Ax Rebpositories (SDR) 1
Enable import from

DDF compliant

study builders

Enable import
from DDF

Enable import into
other DDF compliant
study builder for data

OpenStudyBuilder is

also a SDR compliant

systemas well as a
Study Builder app

§ DDF compliant SDR

Enable DDF compliant API
endpoints for down stream
structured content management

compliant SDR

Enable upload to
Enable DDF compliant APl endpoints

for data sharing for down stream data consumption

https://transcelerate.github.io/ddf -home/



https://transcelerate.github.io/ddf-home/

DDF Is moving away from Document focused processes to
Connected Data Driven processes

Clinical Study Protocol - Digitization & Data Flow
Enabling Downstream Automation and Analytic Insights

@.. ' — Cxmm
Document / .‘J == O . ° —
o Flow — — ., EIxmm
S % J_,, ] g
F —
Protocol m:um\/ﬂ oz ]
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To apply concept-based data standards endto-end

From protocol preparation through study conduct to reporting and submission of
applications to health authorities and with reference to externally -compliant concept -
based data standards and terminology

Future State - with Concept-based Standards:
Study Specification in a CDISC 360 Study Builder App

SDOHSOF Industry Standards
Study sponsor Standards
MDR Study Definitions

Select
Concept Based

cdisc

Future State - with Concept-based Standards:
CDASH to SDTM Execution

SpOnsor Industry Standards
Study sponser Standards
MDR Study Definitions

XPT files, Define,
& aCRF, SDRG

A% = Automated Process




Open-Sourced

Shared as open source project in Q3 2022
https://novo -nordisk.gitlab.io/nn -public/openstudybuilder/project -description/

Listed in COSA (CDISC Open Source Alliance)
https://cosa.cdisc.org/directory/openStudyBuilder

Seek to actively collaborate with CDISC, TransCelerate DDF, peers and vendors


https://novo-nordisk.gitlab.io/nn-public/openstudybuilder/project-description/
https://cosa.cdisc.org/directory/openStudyBuilder

® Xybion

www.Xybion.com

OpenStudyBuilder for
Non clinical usage
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B studybuilder v = X

< C @ localhost: G QL &% P = 8 4 0O 3

DL

STUDY
BUILDER

PEN

= Uy studies I\ Library ADD NEW STUDY  SELECTSTUDY (CDISCDEV-123438 £ @ 2 JOHN DOE

«

(@ About Nonclinical Studies . \ St u d i es

=) Process Overview
M Manage Studies i Under Studies you create your study
B— Define Study v

and define all structured study design elements

==z View Specifications v

f"""“'"_

= Process Overview = 9, Manage Studies = [> Define Study

Find schematic overviews of th... Register new studies in the ap... Specify the design, interventi..

i View Specifications

== View Listings v

i= View Listings

Preview the study information ... Various kinds of listings of t...

o & B L @ ® 34°F Cloudy ~ @ @ &2 1732 B



B studybuilder x + E
&« C @ localhost:5005/studies/select_or_add_study G @ 2 % B » 40O 3

sTpY Us studies I\ Library ADD NEW STUDY  SELECT STUDY (CDISCDEV-12348 £ @ 2 JOHN DOE

About Nonclinical Studies StUdy List o

Process Overview
Select rows
Manage Studies

Study List
Search Q o

Study Status

Project Standards Clinical Programme Project ID Project name Brand name Study number : Study ID Study acronym

Deflpssudy CDISC Development CDISC DEV CDISC Dev CDISC DEV-0 CDISC360-2
programme

View Specifications

CDISC Development CDISC DEV CDISC Dev CDISC DEV-1234 Study-1

View Listings programme

Rows per page: 1-20f2

 m % B B m % @ Y 34F Cloudy ~ @ ) B3 733 B




B studybuilder x +

&« C @ localhost:5005/studies/select_or_add_study

sTpY Us studies I\ Library ADD NEW STUDY  SELECT STUDY (CDISCDEV-12348 £ @ 2 JOHN DOE

Process Overview

Study List @

Manage Studies

Study List ) Select rows ° o e 9

Study Status

Project Standards Search Q a

Define Study

Clinical Programme Project ID Project name Brand name Study number : Study ID Study acronym
Specification Overview

CDISC Development CDISC DEV CDISC Dev CDISC DEV-0 CDISC360-2

Study Title
programme

ReEBy IO CDISC Development CDISC DEV CDISC Dev CDISC DEV-1234  Study-1

Study Properties programme

Study Structure
Study Population
Study Criteria
Study Interventions
Study Purpose
Study Activities
Rows per page: 1-20f2

Terminology
localhost:5005/studies/study_interventions =

@ P H & @ n € & E X A m e BB E Y G ‘34F Coudy ~ @ » B 3 B




. studybuilder x +

&« C @ localhost:5005/studies/study_properties/type G @ 2 % P X » 4L 0O '

Add or edit study type information @

Study type

ADME Study

Analytical Methods and Validation Reports
Bioavailability Study

Cardiovascular Pharmacology

Central Nervous System Pharmacology
Challenge Agent Treatment Efficacy Study

Efficacy Study With Post-Exposure Prophylaxis
Study stop rules

Confirmed response minimum duration

-

Post authorization safety study indicator

CANCEL SAVE

8 O H & @ =w K € 3 v W E 8 B E G Y 34F Coudy ~ @ ® B 73 B



B studybuilder x +

< C @ localhost:5005/studies/population
pop

sTpY Us studies I\ Library ADD NEW STUDY  SELECT STUDY (CDISCDEV-12348 £ @ 2 JOHN DOE

About Nonclinical Studies

Study Population (CDISC DEV-1234) @

Process Overview

Manage Studies Select rows @ ° @ e

Define Study

Specification Overview Study population information Selected values Reason for missing
Study Titl .
udy Title Species

Registry Identifiers
Strain

Study Properties

Age range of animals
Study Structure

study Population Number of Males
Study Criteria Number of Females

Study Interventions

Study Purpose

Study Activities

Terminology

View Specifications Rows per page:
View Listings

I = & 52 B m % & S 34F Cloudy ~ @ ) B 7% B




. studybuilder x +

< C @ localhost5005/studies/population capx PE» 0@

Add or edit study animal information @

Species

Cat

Chicken
Chimpanzee
Chinchilla
Cow

Dog

Fish

CANCEL SAVE

—

M PH &G -~ €O B KX O 3 v uUdUum ¢80 @@ % & % 34F Coudy ~ @ ) B 7 B |




B studybuilder x +

&« C @ localhost:5005/library/ct_catalogues/SEND%20CT

= STIPY. cr Uy studies I\ Library ADD NEW STUDY  SELECTSTUDY (CDISCDEV-1234@8 £ @ 2 JOHN DOE

About Library CT Catalogues @

Process Overview
All ADAM CT CDASH CT DEFINE-XML CT SDTM CT SEND CT

Code Lists

Dashboard Select rows ° o e 9

CT Catalogues

Search Q III

CT Packages

CDISC
Library Sponsor preferred name Template parameter Code list status Name modified Concept ID

Sponsor

CDISC SEND Domain Abbreviation No Final Mar 3, 2023, 11:10 C111113
Dictionaries AM

Concepts Chronicity ( Final ) Mar 3, 2023, 11:11 C120529
s __.; AM
Syntax Templates
Distribution ( Final ) Mar 3, 2023, 11:12 €120530
Template Instantiations AM

Template Collections Non-Neoplastic Finding Type ( ' " ) Mar 3, 2023, 11:11 C120531
..\. _.o; AM

Data Exchange Standards

List SEND Cardiovascular Test Code Mar 3, 2023, 11:10 C120532
: AM

L3

 m % B B m % @ Y 3a4F Cloudy ~ @ ) B3 7% B




. studybuilder x +

& C @ localhost:5005/library/activities/activities G a e nw @ xE» 0@

Add activity @

Activity group

Laboratory Assessments
General

Event Adjudication

Clinical Outcome Assessments
In-life measurements
Necropsy

Pathology

CANCEL SAVE

Y 3F Coudy ~A @ ) B 79 B
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