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What is the OpenStudyBuilder?...

A NEW APPROACH TO STUDY SPECIFICATION

« Compliance with external and internal standards , ', % .
- Facilitates automation and content reuse N N '.,' N
« Ensures a higher degree of end-to-end consistency N ,': . o g °..°,'5 .
oo i $
o o ©® ® -
o b ®
3 ELEMENTS OF OpenStudyBuilder - : e
O
 Clinical Metadata Repository (clinical MDR) . 7 : '. o
(central repository for all study specification data) — ,.S.‘ ras. =S
oo’ o Q@
« OpenStudyBuilder application / Web UI -
= :.- @
. API Iayer ..: .:‘ s-.-': ‘.,-... ?:- :.:‘E; . , o .‘. . ‘; TTTTTT i 1 o
(allowing interoperability with other applications) D = Al e e\ :

(DDF API Adaptor - enabling DDF SDR Compatibility) et .
clinical MDR



OpenStudyBuilder Components

STUDIES

TITLE

CRITERIA

REGISTRY IDENTIFERS

INTERVENTIONS

STRUCTURE

PURPOSE

POPULATION

ACTVITIES

LIBRARY

CONTROLLED
TERMINOLOGY

MEDICAL DICTIONARIES
(e.g., MedDRA)

T)fp
BUILDER

CONCEPTS (ACTIVITIES,
UNITS, CRFs, COMPOUNDS)

TEMPLATES

DATA EXCHANGE STANDARDS

s1iipy stud
Bliber &) st

Studies

Under Studies you create your study

and define all structured study design elements

 Process Overview

Uy stdies I Library

‘ Library '.

The Library helps you manage the

standards used in the StudyBuilder:

I:> Process Overview

ADD NEW STUDY

® Manage Studies

Novo Nordisk®

SELECTSTUDY &8 @ & NDJZ (NICOLAS DE SAINT JORRE)

> Define Study

Specify the design, interventi

= View Listings =

Various kinds of listings of t -

ADD NEW STUDY

B Code Lists

SELECTSTUDY @8 (@ & NDJZ(NICOLAS DE SAINT JORRE)

ik

= [B pictionaries

Find schematic overviews of th... < Find the CDISC controlled term. < Find relevant external diction. \

Hj Concepts

Find controlled listings of th. M

|C2 Template Collections =

Find relevant template collect. 5

(3 syntax Templates

View (or manage) the different..

3, Data Exchange
Standards

See the complete master model

(3 Template Instantiations =
[l | see how the different template., .
-

i= List =

Find listings of all codes lis.



CDISC ODM Define.xml

CDASH SDTM ADaM
CDASHIG SDTMIG ADaMIG
Controlled

COSMoS ,
Terminology

Sponsor

Library

Dictionaries
SNOMED UNII
MeDDRA LOINC
MED-RT UCuM

Any DDF

Compatipje

System

Novo Nordisk®

Sponsor version
M11 version
CPT version
Ct.gov...

As ODM or CSV

Blank CRF

Annotated CRF

with Vendor Extensions

As Define.xml

(pre-version

for both SDTM
and ADaM)
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Clinical MDR: Conceptual Data Model
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Administrative Definitions

4 Access System
Projects H Gralge H Users H Roles
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Conceptual Data Model and the OSB API

Clinical MDR AP| €2 @

/api/openapi json

NOTICE

This license information is applicable to the swagger documentation of the clinical-mdr-api, that is the openapi.json.

License Terms (MIT)

Copyright (C) 2022 Novo Nordisk A/S, Danish company registration no. 24256790

Permission is hereby granted, free of charge, to any person obtaining a copy of this software and associated documentation files (the "Software"), to deal in the Software without restriction, including without limitation the rights to
use, copy, modify, merge, publish, distribute, sublicense, and/or sell copies of the Software, and to permit persons to whom the Software is furnished to do so, subject to the following conditions:

The above copyright notice and this permission notice shall be included in all copies or substantial portions of the Software.

THE SOFTWARE IS PROVIDED "AS IS", WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO THE WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR
PURPOSE AND NONINFRINGEMENT. IN NO EVENT SHALL THE AUTHORS OR COPYRIGHT HOLDERS BE LIABLE FOR ANY CLAIM, DAMAGES OR OTHER LIABILITY, WHETHER IN AN ACTION OF CONTRACT, TORT
OR OTHERWISE, ARISING FROM, OUT OF OR IN CONNECTION WITH THE SOFTWARE OR THE USE OR OTHER DEALINGS IN THE SOFTWARE

Licenses and Acknowledgements for Incorporated Software
This component contains software licensed under different licenses when compiled, please refer to the third-party-licenses.md file for further information and full license texts.
Authentication

Supports OAuth2 Authorization Code Flow, at paths in the OpenlD Connect Discovery metadata document (whose URL is defined by the OAUTH_METADATA_URL environment variable).

Microsoft Identity Platform documentation can be read (here)
Authentication can be turned off with OAUTH_ENABLED=false environment variable.
When authentication is turned on, all requests to API endpoints must provide a valid bearer (JWT) token inside the Authorization http header.

When authentication is turned off, all endpoints accept (optional) custom header X-Test-User-Id which allows any request to specify any user id value. If the X-Test-User-Id header is missing, the default value of
unknown-user is assumed

System information:

System information is provided by a separate System Information sub-app which does not require authentication.

Servers

ODM Study Events v
ODM Forms v
ODM Item Groups v
ODM Item v
ODM Conditions v
ODM Methods v



Version control over our Standard Metadata

LATEST_DRAFT | LATEST_FINAL |

Optional, no properties

LATEST_FinaL
HAS_VERSION
LATEST

LATEST

el

Required, no properties e
N

Just a flag —

HAS 4,
ATTRIBUTEg
Ro
-Roor

Novo Nordisk®

HAS_VERSION

version: n.n
status: Draft |Final | Retired

W54 start_date: 2023-01-25

v end_date: 2023-06-15 | None
I Change_description: « New NCI Preferred Term»
8 S enn
User_initials: ABCD1234
H P
° <&
H o
o HAS _T¢

; ,% %) €S Roor e ns VERSION

N b KPR
é . \L%%%

O K2

* %
. gv% Not Reported



The Controlled Terminology in OSB

ST|[DY.
BUILDER

About Library
Process Overview
Code Lists
Dashboard

CT Catalogues
CT Packages
cpIsC

Sponsor
Dictionaries
Concepts

Syntax Templates

Template Instantiations

Template Collections

Data Exchange Standards

List

Qs studies I\

CT Catalogues ®

All ADAM CT

Select rows

Search

Library

CDISC

CDISC

CDIsC

CDIsC

CpIsC

CDISC

CDISC

CDISC

CDASH CT COACT DDF CT

Q  search with terms

ADD NEW STUDY

DEFINE-XML CT

SELECTSTUDY & (@

Sponsor preferred name
Category of Questionnaire
Relationship to Subject
QS-Alzheimer's Disease

Assessment S...

QS-Alzheimer's Disease
AssessmentS...

QS-Brief Psychiatric Rating
Scale-A...

Qs-Brief Psychiatric Rating
Scale-A..

QS-European Quality of Life Five
Di...

QS-European Quality of Life Five

Template parameter

No

No

No

No

No

No

No

& NDJZ (NICOLAS DE SAINT JORRE)

GLOSSARY CT ~ PROTOCOLCT ~ QRSCT  QS-FTCT
Operator
or e
Code list status Name modified Concept ID
(Final ) Apr 13,2023, 3:30 €100129
: - PM
("Final ) Apr 13,2023, 3:30 €100130
oM
Final ) Apr 13,2023, 3:30 C100131
— PM
Final ) Apr 13,2023, 3:30 C100132
~— PM
(‘Final) Apr 13,2023, 3:30 €100133
. PM
Ceinal) Apr 13,2023, 3:30 C100134
S PM
("Final ) Apr 13, 2023, 3:30 €100135
oM
(inal ) Apr 13,2023, 3:30 C100136
Rows per page: 10 7

SDTM CT

0000

SEND CT

Submission value
QSCAT
RELSUB
ADCTN
ST][DY.
BUILDER
ADCTC
«
NN () About Library
5> Process Overview
BPRSATTC
B Codelists
Dashboard
EQSDO1TN
CT Catalogues
EQ5DO1TC CT Packages
cpisc
1-10 of 1354

sponsor

Dictionaries

Concepts

Syntax Templates

Template Instantiations

Template Collections

Data Exchange Standards

List

Q} Studies W Library ADD NEW STUDY SELECT STUDY @ @ & NDJZ (NICOLAS DE SAINT JORRE)
Li fe L TF
CT Packages ®
ADAM CT CDASH CT COACT DDF CT DEFINE-XML CT GLOSSARY CT PROTOCOL CT QRS CT QS-FT CT SDTM CT SEND CT
@ 20230331 Select rows e} e e e
Operator
2022-06-24 - B
Search Q  search with terms ~or u
2021-12-17 -
Library Sponsor preferred name Template parameter Code list status Name modified Concept ID si
2020-11-06 CDIsC Subject Trial Status No 4 Final ) Apr 13,2023, 3:35 C1242% SE
g PM
2020-06-26 cpIsC Geriatric Depression Scale Short  No ) Apr 13,2023, 3557 C158114 G
Fo. — PM
2020-03-27 cpIsC Geriatric Depression Scale Short No ( Final b Apr 13,2023, 3.57 C158115 G
Fo. g PM
2019-12-20 cpIsC Pool for Integration No (Final ) Apr 13,2023, 402 165644 P(
S PM
2019-03-29 coisc Generalized Anxiety Disorder -7 No (Final) Apr 13,2023, 4:06 C172334 G
Ve, g PM
2018-12-21 cpisc Generalized Anxiety Disorder -7 No (Final ) Apr 13,2023, 4:06 172335 G
Ve. - PM
2017-09-29 cISC Hamilton Depression Rating No (Final ) Apr 13,2023, 4:23 C187455 H
Scale - g PM
2017-03-31 " »
Rows per page: 0 ¥ 1100f 16 >

2016-12-16

i 3 )
Controlled Terminology Packages History

ADAM CT  CDASHCT  COACT  DDFCT  DEFINE-XMLCT  GLOS:

ARY CT  PROTOCOL CT

20230331 20220624 20211217 2020-11-06 2020-06.26 2020-03.27 20191220 2019:03.29 2011221

Novo Nordisk®

QRS CT QS-FT CT SDTM CT SEND CT
) smission value
170029 2070331 161216 20160 MW @ (o)
> O Code list code

O Sponsor name

@ rrom 20220624
New code list @)

2023-03-31

NEWS1P!

. To 2023-03-31

Changed code lists @)

2023-03-31

Deleted code lists @)




Worflow used to download CDISC CT...

Oupitottie previots s&p
or pIthr e rextsep:

JSON Tles where each ik cortahs
the CDISC data ofore package.

The Tleaames bilow tie paten:
<package hame= + '~ +

Eg..
adanct2014-09-26 501

1ame - 1ame

Creak CTCock IistNameValte 1ocks ad settie
Aame prope riy b the walte ot tie

Aame prope riyof tie correspording

CTCock IstAtirbresValie roce

Create initial codelist names!

1
1
1
|
1
i
i
i
1
i
I
i
i
|
1
1

Order json package files

Import JSON package files

foreach JSON

Download CDISC data

> logically by
package date

package file

Import CDISC data

Importrom ke sporsor_cock list_sames csu
pre®rred_tm - yame
-Olycorskier rows where tie colmy

Creak CTTem NameValie wocks and settie *Updat sporsor pre® rred same?” = 'Yes'
Aame prope riy b the w@lte oftie - Fid CTCock IstRoot odes by tie columa
pre®rred_tm prope riyot tie correspording "Codk listcorceptoode’
CTTemAtrbresVale wode - Updat walte from tie colimy

'Sporsor Pret rred Name'

Create initial term names Update codelist names

Adjustments after CDISC import

This logic needs to be applied when CDISC adds packages/ adds codelists / adds term:

Importrom ke rove_exp.csu

-CD_VAL-> CTTemNameValte 1ame
-CD_VAL_LE =
CTTemNameVale .Iml_‘!l.lﬂ_ﬂ!

Update term names

Importrom ke cock list parame® 1_yames csu

- Acd the labe | Templat Parame®r b the

CTCock llstNameValte 1ock

- Ak Templat Parame & rvalee Rootard

p!
Ad CTTem NameVale

DCTTe

Novo Nordisk®
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Example of API endpoints to manage CDISC CT

CT Codelists ~

I O G et GET /ct/codelists Retumns all codelists names and attributes. o
I‘ r ] eta d a ta LSS /ct/codelists Creates new codelist o

GE1 /ct/codelists/{codelist_uid}/sub-codelists Retumns all sub codelists names and attributes that only have the provided terms. v

T D | t GET /ct/codelists/headers Returns possibles values from the database for a given header v

POST /ct/codelists/{codelist_uid}/terms Adds new CTTerm to CTCodelist. v

I I l eta d a ta m /ct/codelists/{codelist_uid}/terms/{term_uid} Removes given CTTerm from CTCodelist v

/ct/codelists/attributes Returns all codelists attributes. v

(soft delete)

/ct/codelists/attributes/headers Returns possibles values from the database for a given header v

/ct/codelists/{codelist_uid}/attributes Returns the latest/newest version of a specific codelist identified by 'uid" v

/ct/codelists/{codelist_uid}/attributes Updates the codelistidentified by ‘codelist_uid'. v

.
I O IVI O d I fy GET /ct/codelists/{codelist_uid}/attributes/versions Retumns the version history of a specific CTCodelistAttributes identified by 'codelist_uid" v
t d t POST /ct/codelists/{codelist_uid}/attributes/versions Creates a new codelistin 'Draft' status. N

/ct/codelists/{codelist_uid}/attributes/approvals Approves the codelist identified by ‘codelist uid'. 4

/ct/codelists/names Returns all codelists names. v

/ct/codelists/names/headers Retumns possibles values from the database for a given header v

/ct/codelists/{codelist_uid}/names Retums the latest/newest version of a specific codelist identified by 'uid' v

/ct/codelists/{codelist_uid}/names Updates the codelist identified by ‘codelist_uid" v

GET /ct/codelists/{codelist_uid}/names/versions Retums the version history of a specific CTCodelistName identified by ‘codelist_uid" v

POST /ct/codelists/{codelist_uid}/names/versions Creates a new codelistin 'Draft status. v

e ® 0 P P P P PP PP PFPEFFPFrPPPFP PP

POST /ct/codelists/{codelist_uid}/names/approvals Approves the codelist identified by ‘codelist_uid" v
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Dictionaries

Library /

Dictiona

SNON

SNOMED CT (Systematized Nomenclature of Medicine - Clinical Terms) for Diseases and Disorders ®

I Select rows

Search Q [u]
SNOMED ID Preferred synonym Preferred synonym (lower case) Abbreviation Definition Status Version Modi
64572001 Disease disease Disease (Final ) 1.0 Jul4,2

(disorder) ~— PM
362965005 Disorder of body system  disorder of body system Disorderofbody ("o 10 Jul4,2]
system ~— PM
(disorder)
609564002 Pre-existing type 1 pre-existing type 1 diabetes melit. Pre-existingtype  (“pina) 10 Jul4,2]
diabetes mellit... 1 diabetes — PM
melit...
446221000 Heart failure with normal  heart failure with normal ejection ... HFpEF Heart failure (Final ) 1.0 Jul4,2
ejection with normal ~— PM
ejection
442685003 Nonalcoholic nonalconolic steatohepatitis NASH Nonalcoholic 10 Jul4,2
steatohepatitis steatohepatitis PM
(disor..
441190003 Severe hereditary factor severe hereditary factor IX deficie. Severe (Final) 1.0 Jul4,2
1X deficie... hereditary factor E - PM
IX deficie...
440993008 Severe hereditary factor severe hereditary factor VIl defic... Severe (Final ) 1.0
Rows per page: 10 1100f39 >
Library / Dictionaries / UNII
UNII (Unique Ingredient Identifier) for Active Substances @
m swcon 0000

Search Q [u]

UNIIID Substance name Substance name (lower case) Abbreviation Status Version Modified
Q518043MG4 LEVOTHYROXINE levothyroxine 10 Jul 4, 2023, 3:08 PM
U188XYD42P MOXIFLOXACIN moxifloxacin 1.0 Jul 4, 2023, 3:08 PM
SX6KSBTVWC GLYBURIDE glyburide (Fin 10 Jul 4, 2023, 3:08 PM
\na

QFPOP1DV7Z SITAGLIPTIN sitagliptin 1.0 Jul 4, 2023, 3:08 PM
1Y17CTISSR INSULIN HUMAN insulin human 10 Jul 4, 2023, 2:45 PM
36209ITLID PARACETAMOL paracetamol 10 Jul 4, 2023, 2:45 PM
9100L32L2N METFORMIN metformin 1.0 Jul 4, 2023, 2:45 PM
WTT295HSY5 DULAGLUTIDE dulaglutide 10 Jul 4, 2023, 3:08 PM
X7WDTOSNSC GLIPIZIDE glipizide 1.0 Jul 4, 2023, 3:08 PM
X40V710425 PIOGLITAZONE pioglitazone 10 Jul 4, 2023, 3:08 PM -

Rows per page 10

1-100f49 >

Library Dictionaries /

MED-RT

MED-RT (Medication Reference Terminology) for Pharmacologic Class (PCLASS) ®

J Select rows

search

MED-RT ID

N0000029185

N0000191730

N0000175945

N0000175848

N0000180190

N0000175608

N000D175880

NnnAn197ARE

Lib

y / Dictionaries /

UCUM (Unified

Select rows

Search

Q
Class name Class name (lower case)
ORAL oral hypoglycemic agents
HYPOGLYCEMIC

AGENTS

PCSK9 Inhibitors pesk9 inhibitors

Ziltivekimab ziltivekimab
I-Thyroxine

Ithyroxine

Tubulin Inhibiting
Agent

tubulin inhibiting agent
Thiazolidinedione  thiazolidinedione
sulfonylurea sulfonylurea
Sulfonamide sulfonamide
Cnsinim. Gliienca

cadinm aliiaca ratranennrtar

ucum

Code for U

s of Measure) ®

UCUM code

2wk

{GLOBULE}

{PUFF}

KBa/uL

{DROP}

{SPRAY}

(Capsule}

{CAN}

{Pack}

{Tablet}

UCUM description

gram per week

globule unit

puff dosing unit

kilobecquerel per microliter

drop

spray dosing unit

capsule dosing unit

can dosing unit

pack dosage form

tablet dosing unit

Abbreviation Definition Status
ORAL (‘Fina
HYPOGLYCEMIC —
AGENTS
PCSK9 Inhibitors
Ziltivekimab
I-Thyroxine (einal)
Tubulin Inhibiting (Final )
Agent -
Thiazolidinedione
sulfonylurea )
N
Sulfonamide (‘Final )
Codtivm Finenca
Rows per page:
Status Version
(Final ) 1.0
("Final \/‘ 1.0
(Final) 0
N
Final ) 1.0
=
Final ) 1.0
(Crinal ) 1o
1.0
1.0
1.0
1.0

Rows per page:

0000

s}

Version Modified

1.0

Jul4,2023, 3:08
PM

Jul4,2023, 3:08
PM

Jul4,2023, 3:08
PM

Jul4,2023, 2:43
Jul 4, 2023, 2:43
PM

Juld, 2023, 2:43
PM

Jul4, 2023, 2:43
PM

Jul4, 2023, 2:43
PM

WA 2092 242

1-100f 30 >

10

0000
=)

Modified

Jul 4, 2023, 2:44 PM
Jul 4, 2023, 2:45 PM
Jul 4, 2023, 2:45 PM
Jul 4, 2023, 2:45 PM
Jul 4, 2023, 2:45 PM
Jul 4, 2023, 2:45 PM
Jul 4, 2023, 2:45 PM
Jul 4, 2023, 2:45 PM
Jul 4, 2023, 2:45 PM

Jul 4, 2023, 2:45 PM

1-100f955 >

Novo Nordisk®
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oncepts: Activities and Activity Instances

STRY,
BUILDER

About Library
Process Overview
Code Lists
Dictionaries
Concepts
Activities

Units

CRFs
Compounds
Syntax Templates

Template Instantiations

Template Collections

Data Exchange Standards

List

Uy studies = I\ Library
Activities ®

List of Activities  Activities by Grouping  Activities Instances

Select rows

bilirubin| Q

Library Activity group Activity subgroup

Sponsor Contraceptive Contraceptive
Counselling Counselling

Sponsor Laboratory Biomarkers
Assessments

Sponsor Laboratory Biochemistry
Assessments

Sponsor AE Requiring Pancreatitis
Additional Data

Sponsor Laboratory Biochemistry
Assessments

Sponsor Eligibility Criteria Eligibility Criteria

Sponsor AE Requiring Gallbladder Disease
Additional Data

Sponsor AE Requiring Gallbladder Disease

ADD NEW STUDY

Activity Name

Bilateral Tubal
Occlusion

Bile Acid

Bilirubin

Bile Duct

Direct Bilirubin

Eligibility Critetia

Met

Gallbladder Dilated
Common Bile Duct

Gallstone in Bile

SELECT STUDY

8 QO 2

Sentence case name Abbreviation

bilateral tubal occlusion

bile acid

bilirubin

dilated common bile duct

direct bilirubin

ligibility criteria met

B

galloRdder dilated
commbdy bile duc..

gallstone INbile duct

NDJZ (NICOLAS DE SAINT JORRE)

Modified Status
Jul4,2023,2:54 (Final )
PM —
Jul4,2023, 2:54 Final )
PM -
Jul4,2023, 2:54 Fina
Jul4,2023,2:55 (Final

PM
Jul 4, 2023, 2:54

ilirubin ®
Overview
Name
Sentence Case Name
Definition
Abbreviation

Activity groupings

Activity instances

COSMoS YAML

Bilirubin

bilirubin

Library

Activity group
Laboratory Assessments

Activity
Name Definition instance

class
Bilirubin (N) NumericFinding
Bilirubin CategoricFinding
Urine
Bilirubin, AE NumericFinding
Requiring
Additional
Data
Bilirubin, NumericFinding

Biochemistry

Bilirubin Urine ®
Overview  COSMoS YAML

Name

Sentence Case Name

Definition

Activity instance class

Abbreviation

ADaM parameter code

Activity groupings

Activity

Activity items

Sponsor

Activity subgroup

Biochemistry

ADaM
Topic code parameter,
code
BILIRUBIN_N_URINE  BILIU3
BILIRUBIN_URINE BILIU2
BILI BILI
BILIRUBIN_SERUM BILIS3

Bilirubin Urine

bilirubin urine

CategoricFinding

Novo Nordisk®

Library Sponsor

BILIU2 Topic code BILIRUBIN_URINE
Activity group Activity subgroup
Laboratory Assessments Biochemistry
Name Definition Library
Bilirubin Sponsor
Name CT term name Unit name Activity item class
BILI Total Bilirubin Measurement test_name_code
[ Laboratory Data Domain domain
URINALYSIS Urinalysis finding category
URINE Urine specimen

Activity

Biomedical Concept
(COSMoS project from CDI
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Concepts: Units (with conversion rules)

About Library
Process Overview
Code Lists
Dictionaries
Concepts
Activities

Units

CRFs

Compounds
Syntax Templates

Template Instantiations

Template Collections

Data Exchange Standards

List

Q’ Studies IN Library

Units ®

Select rows

Search

Library

Sponsor

Sponsor

Sponsor

Sponsor

Sponsor

Sponsor

Sponsor

Sponsor

Sponsor

Sponsor

Name

RATIO

1U/kg

weeks

week

years

months

hours

Master unit

No

No

No

No

No

Display unit Unit subsets

Yes

Yes Dose Unit

Yes Age Unit, Study
Time, Time Unit

Yes Age Unit, Study
Preferred Time
Unit, Study Time,
Time Unit

Yes Age Unit, Study
Time, Time Unit

Yes Age Unit

Yes Age Unit, Time

ADD NEW STUDY

UCUM unit

{Ratio}

[IUY/kg

mo

SELECT STUDY

CT Unit terms

keV

RATIO

1U/kg

PA

LB

WEEKS

WEEKS

YEARS

MONTHS

HOURS

e @O -

NDJZ (NIZOLAS DE SAINT JORRE)

Convertible unit

Yes

No

Rows per page:

10

Sl unit

No

No

No

No

No

0000

1-10 of 374

1}

.
US conventior

Yes

No

Novo Nordisk®

Relationship
to UCUM
Units

And to CT
Units
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«

(6]
Y
=
(0E]

2]
=]

¢

1] . Uy studies = W\ Library ADD NEW STUDY  SELECTSTUDY & (@

oot CRFs (Case Report Forms) @
Process Overview
@ CRF Templates @ Forms  (© Item Groups (@ Items  CRF Tree  CRF View Alias Extensions
Code Lists .
Reorder content
Dictionaries
Concepts. Reference Definition 5
i Templates / Forms / temGroups / Items N . Status Version
attributes attributes
Activities
o ¢ (@ Template NN VI (oraft ) 01
. N
Units
R o (® Informed Consent and Demography (\D,m \ 0.1
Compounds o (® Informed Consent (oraft) 02
Syntax Templates
g ° @ study D = (Draft ) 01
Template Instantiations —
T) Date informed consent obtained 14 A 0.2
Template Collections ) o) Draft )
Data Exchange Standards (D Time informed consent obtained rc) (Draft) 0.2
st . (© General Demography ) 01
(D) Date of birth rc) (Draft ) 01
(D SexIread-only] (raft ) 01
Nl
© Ethnicity ("oraft ) 0.1
@ Race (oraft ) o1
@ Age 123 (oraft ) o1
(® Race other (orafe ) ol
N () Vital Signs ‘\/ D,nf‘\ 0.1

ODM.xml
with vendor

extensions
(or CSV)

NDJZ (NICOL”s DE SAINT JORRE)

Link

+ ITEM GROUPS

Novo Nordisk®

Templates used
to defined

multiple CRF
version

Annotated
CRF following

MSG 2.0
standard

PDF format

ST||DY.
BUILDER

About Library
Process Overview
Code Lists
Dictionaries
Concepts
Activities

Units.

CRFs

Cezapounds
Syntax Templates
Template Instantiations

Template Collections

Data Exchange Standards

List

Qj Studies I\ Library ADD NEW STUDY SELECT STUDY @ @ & NDJZ (NICOLAS DE SAINT JORRE)

CRFs (Casp Report Forms) ®

@ crF Terfplates  @® Forms (@ Item Group @ Items  CRFTree  CRF View Alias Extension

Template NN V1 Annotated CRF

@ Informed Consent and Demography

(@ Please complete this Informed Consent and Demography form at the very beginning of the study General item design notes: Integration: A: Argus, 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. ltem to trigger Childbearing potential form to appear if response = Female. Subject No.: Populated by IWRS and mapped from ENR to Inf
Cons/DemogOracle item design 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/Demog

DM (Demographics Domain)

Informed Consent item group

[0ID=G.DM

(@ Please complete the Informed Consent item group before any other information

okl © Study ID

ST on=0.1]

11 digit(s)

@ Although this field is not typically
captured on a CRF, it should be displayed
clearly on the CRF and/or the EDC system.
This field can be included into the database
or populated during SDTM-based dataset
creation before submission.

ok @ Date informed consent obtained

[R—— 2 Ji/mm/aaaa 10 digit(s)
OID=LRFICDAT, Version=0.2]

This will be the same information on
informed consent used in the SDTM
Disposition domain



14

Concepts: Compounds...

ST| DY
BUILDER

About Library
Process Overview
Code Lists
Dictionaries
Concepts
Activities

Units

CRFs
Compounds
Syntax Templates

Template Instantiations

Template Collections

Data Exchange Standards

List

Qj Studies I\ Library

Compounds ®

Compounds Compound Aliases

Select rows

Search Q

Sponsor Compound Compound Name

No Metformin
Yes NPH Insulin
Yes Olaparib
Yes Durvalumab
Yes AZD6738

Is INN

Yes

No

ADD NEW STUDY SELECT STUDY

Compound Number (long)

Compound Number (short)

Q) 2 NDJZ (NICOLAS DE SAINT JORRE)

Novo Nordisk®

Sponsor can
add every
compound as

0000 needed

5]

Analyte Number Definition Brand Name

They are
o then
available for
every Studies

Rows per page 10
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Syntax Templates
Objectives, Endpoints, Time Frame, Criteria, Activity, Footnotes

Sg RI‘)ER Q} Studies I\ Library ADD NEW STUDY SELECT STUDY i§3 @ & NDJZ (NICOLAS DE SAINT JORRE)

«

Templates

© AboutLibrary Objective Templates @

.
£ Process Overview a re l SI n
Parent Pre-instance User Defined

B Code Lists

00000 ‘parameters’

Concepts

a : (in Green)

Objective Templates

Sequence number Indication or disorder Objective category Confirmatory testing Parent template Modified Status Version

that will be

Endpoint Templates
09 Heart failure Not Applicable Yes To compare the effect of Jul 4,2023, 3:08
Compound relative to PM
Comparator on

; (Final,
Time Fre Templates S

Criteria Templates Activitylnstance when

" something
Activity Templates h t
U G o Not Applicable Not Applicable Yes Time to first occurrence of  Jul 4, 2023, 3:08 (Final ) 1.0 W el I u S e‘ I a
MACE+, a composite PM —

endpoint consisting of: CV
death, nonfatal M,

Template Instantiations

Template Collections nonfatal stroke, or
hospitalization for unstable
Data Exchange Standards angina
List . . . L.
Add objective template pre-instantiation @
o Set template parameter values Index template
To compare the effect of metformin relative to nph insulin on diabetic retinopathy - cataract when something
CANCEL
C nstance L v
metformin X v ® nph insuli.. X - ® diabetic ... X - ®

Unformatted plain text representation

To compare the effect of metformin relative to nph insulin on diabetic retinopathy - cataract when something
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Syntax Templates and Instanciations

Criteria Templates ®

Inclusion Exclusion Run-in Randomisation
Parent Pre-instance User Defined

Select rows
Search Q

Sequence number Indication or disorder

as Nonalcoholic steatohepatitis
2 Not Applicable
an Not Applicable

Dosing

Withdrawal

Criterion category

Body Measurements

Not Applicable

Not Applicable

Criterion sub-category

Not Applicable

Not Applicable

Not Applicable

Parent template

must be Activity

Diagnosed with
DiseaseDisorder
Operator
NumericValue Age
Unit before screening.

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

20000

Objective instantiations ®

Select rows
Search Q

Library Template

Sponsor To assess the safety of and combination
or and combination in biliary tract
cancer patients

Sponsor To assess the effect of and or

and combination in biliary tract cancer

Sponsor

User Defined

User Defined

patients who have failed to 1st-line chemotherapy

Objective

To assess the safety of
azd6738 and durvalumab
combination or azd6738 and
olaparib combination in biliary
tract cancer patients

To assess the effect of azd6738
and durvalumab or azd6738
and olaparib combination in
biliary tract cancer patients
who have failed to 1st-line

To compare the effect of relative to on

chemotherapy

To compare the effect of
metformin relative to nph
insulin on body weight

Time from randomisation to all cause death

Time to first occurrence of MACE+, a composite endpoint
consisting of: CV death, nonfatal MI,

nonfatal stroke, or hospitalization for unstable

angina

Time from randomisation to all
cause death

Time to first occurrence of
MACE+, a composite endpoint
consisting of: CV death,
nonfatal MI,

nonfatal stroke, or
hospitalization for unstable
angina

Modified | Status Version
Jul 4, 2023, 3:11 CFinal ) 1.0

oM \nal

Jul 4, 2023, 3:11 Ceinal ) 1.0

oM y

ul 4, 2023, 3:11  Einal ) 1.0
Jul 4, 2023, 3:09 CFinal ) 1.0

oM y

Jul 4, 2023, 3:09 CFinal ) 1.0

PM N

Rows per page 10

Novo Nordisk®

o
Number of studies

1-50f 5
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Data Exchange Standards - CDISC Models

SDTM/SDTMIG ®

I p t.
SDTM Models ~ SDTM Implementation Guide ~ SDTMIG AP SDTMIG MD  SENDIG ~ SENDIG AR SENDIG DART ~ SENDIG GENETOX g
[ 3.4 Status Effective date Implements M O d e | S I ro I I l

Final 2021-11-29 SDTM v2.0

” the CDISC

Classes
3.2 . .
Comments  Demographics Events Findings  Findings At Interventions  Non-host Organism Identifiers  Related Rec mens  Related Subjects  Subject Disease Milestones  Subject Elements > I I b ra ry W I t
3.1.3 BS cp cv DA DD EG FT GF IE s LB MB MI MK Ms NV OE PC PE PP Qs >
[ .

3.1.2 Name Ordinal Description ( rS I O I l

Laboratory Test Results 24 A findings domain that contains laboratory test data such as hematology, clinical chemistry and urinalysis. This domain does not include

microbiology or pharmacokinetic data, which are stored in separate domains. C t |
Ordinal Name Label Data Type Role Core Codelist Described Value Domain Implements Value List Description
1 STUDYID Study Identifier Char Identifier Req STUDYID Unique identifier for a study. S p O I l S O r
2 DOMAIN Domain Char Identifier Req DOMAIN LB Two-character abbreviation for the domain. . .
additiona
3 USUBJID Unique Subject Char Identifier Req USUBJID Identifier used to uniquely identify a subject across all

Identifier studies for all applications or submissions involving the
product.

4 LBSEQ Sequence Number  Num Identifier Req ~SEQ Sequence number given to ensure uniqueness of subject I I l e t a d a t a

records within a domain. May be any valid number.

5 LBGRPID Group ID Char Identifier Perm =GRPID Used to tie together a block of related records in a single
domain for a subject.

6 LBREFID Specimen ID Char Identifier Perm ~REFID Internal or external specimen identifier. Example: specimen
ID.
7 LBSPID Sponsor-Defined Char Identifier perm ~SPID sponsor-defined reference number. May be preprinted on
Identifier the CRF as an explicit line identifier or defined in the

sponsor's operational database. Example: Line number on
the Lab page.

8 LBTESTCD Lab Test or Char Topic Req C65047 ~TESTCD Short name of the measurement, test, or examination
Examination Short described in LBTEST. It can be used as a column name
Name when converting a dataset from a vertical to a horizontal

format. The value in LBTESTCD cannot be longer than 8
a l l a O e S characters, nor can it start with a number (e.g., "1TEST" is
not valid). LBTESTCD cannot contain characters other than
LDH".
.
will be added soon...

letters, numbers, or underscores. Examples: "AL’




18

:Neodj Labs

dl

NeoDash reports to view Activity to SDTM
Variables

i b-fv d p.azure isk.com:7687 Q)
StudyBuilder Activity Library Dashboard @ *
ReadMe  Activity Lib (search top-down)  Activity Lib (search bottom-up) ~ Activity to SDTM  Activity in COSMOS format  Activities used in Studies ~ +
Select Activity Instance Select SDTM version <
ActivityGroup ActivitySubGroup Activity Activitylnstance Click I Description Effective Date Version Number
Adverse Event Adverse Event Adverse Event SDTMIG v3.4 This is the implementation guide for human clinical trials corresponding to Version 2.0 of the CDISC Study Data Tabulation Model 2021-11-29 34
Laboratory Assessments Biochemistry Alanine ALAP SDTMIG v3.3 CDISC Version 3.3 (v3.3) Study Data Tabulation Model Implementation Guide for Human Clinical Trials (SDTMIG) is intended to guide t 2018-11-20 33
AE Requiring Additional Data Laboratory Assessment Alanine Aminotransferase ALT SDTMIG v3.2 CDISC Version 3.2 (V3.2) Study Data Tabulation Model Implementation Guide for Human Clinical Trials (SDTMIG) is intended to guide | 2013-11-26 32
Laboratory Assessments Biochemistry Alanine Aminotransferase SDTMIG v3.13 CDISC Version 3.1.3 (V3.1.3) Study Data Tabulation Model Implementation Guide for Human Clinical Trials (SDTMIG) is intended to gu' 2012-07-16 313
AE Requiring Additional Data Laboratory Assessment Albumin SDTMIG v3.1.2 CDISC Version 3.1.2 (V3.1.2) Study Data Tabulation Model Implementation Guide for Human Clinical Trials (SDTMIG) is intended to gu  2008-11-12 312
86-90011000 < > 1-50f5

Activity mapped to SDTM

Activity Activity Instance Activity Item Class Variable Class
Albumin Urinary Albumin Excretion  domain DOMAIN
Albumin Urinary Albumin Excretion  test_name_code TESTCD
Albumin Urinary Albumin Excretion  test_name_code --TEST
Albumin Urinary Albumin Excretion  specimen --SPEC

8?

SDTMIG Variable

Domain Abbreviation

Lab Test or Examination Short

Lab Test or Examination Name

Specimen Type

Rows per page: 5

SDTMIG Dataset

Labs

Labs

Labs

Labs

1-40f4

Activity with links to SDTM

soma '
oo > g <

[Er——

o O @~

Spmcrmen e

‘u;wm,mr orammaton

Sror e o s st e Examitin
£

cttnsancaCiats 500003
Don 4
sty oooas2

Novo Nordisk®
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Digital Data Flow Adaptor (1/2)

g
SURer Qp studies M\ Library SELECTSTUDY (CDISCDEVo @) & @ 2 ALLIN T3

novb fordisk

« Define St Study P

© Avoutstudies Study Properties (CDISC DEV-0) ®

Process Overview
Study Type  Study Attributes

Study List

—_— 0000

Define Study

Study Title Study type information Selected values Reason for missing

Registry Identifiers Study type Interventional ¢ Home Workspaces v  APINetwork v  Explore @ 0 O Upgrade v — @ X
Study Propertles Trial type A My Workspace New  Import ] DDF Cloud Func! GET Get st n [0 ®  GET Get study definition [0S £ ooo No ~
Study Structure = —

Study phase classification Phase Ill Trial U L 4 Get study definition [OSB version 0.6] v B
ST SO DDF Cloud Function Demo
Study Criteria Extension study N GET Get study definition [OSB version 0.6] GET v https://ddi-cloud-function-osb-0doté. net/api/studyDefiniti /000001 Send

" GET Get study definition [OSB version 0.5]
Study Interventions Adaptive design J et : Paramse  Authorization  He: 7) Body Cookies <>
Study Purpose Study stop rules Query Params
0%

Study Activities Key Value Description

Confirmed response minimum duration
View Specifications studyld Study 000001

Post authorization safety study ind...
View Listings

Body 5 ts
Pretty Raw Preview Visualize Text v

Qide2",
safety of human insulin versus metformin in subjects with type 2 diabetes at high risk of cardiovascular events”,

"studyType"
“codeId” : "585c@e89-a180-4032-3207-6ad49111970c",
“code” : "Interventional”,

"codeSystem" : null,
“codeSystemversion” : null,
“decode” : null
"studyPhase”

“standardCode”

“codeId” : "97196740-673-4e86-a0ea-c1£11b50ba2

“code” : “Phase IIT Trial”,

“codeSystem" : null

"codeSystemVersion” : null,

“decode” @ null

“standardCodeAliases”

1

: nul

“9d93c577 b6 4ae7-9496-6e20348cFade” ,

“studyIdentiZ®

27 “organizationId" Sedoscf7-b3cc-4248-27£5-599798619d48" ,

“organizationIdentifierScheme” : null,
“organizationIdentifier” : "NCT12345678",
“organizationName" : nu

3 “organizationType" : nu

32 “oreanizationLegalAddress” : null
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Digital Data Flow Adaptor (2/2)

ST||DY.
BUILDER

«

@ About Studies

Process Overview

® Manage Studies
o

> Define Study
Study Title
Registry Identifiers
Study Properties
Study Structure
Study Population
Study Criteria
Study Interventions
Study Purpose
Study Activities
View Specifications

View Listings

B® Microsoft

Uy studies I\ Library

Study Structure (CDISC DEV-0) ®

ADD NEW STUDY

SELECT STUDY CDISC DEV-0 & @ @ & NDJZ (NICOLAS DE SAINT JORRE)

Repository (SDR)

Overview  Study Arms  Study Branches  Study Cohorts  Study Epochs  Study Elements  Study Visits ~ Design Matrix  Disease Milestones
Select rows Reorder content ° e e 9 @
Search Q [5)
. 3 - : f Body
poch name Epoch type Epoch subtype Start rule End rule Description Number of visits Assigned colour
Greemng Pre Treatment Screening ICF submitted ICF signed Screening epoch to start 1 > Pretty

2 Treatment Treatment Treatment RDM ok Treatment epoch without dosing esca... 9 7
3 Follow-up Post Treatment Follow-up Treatment ok Last follow-up ok p epoch to follow the subje... 75
76
78
79
80
81
82
83
84
85
86
88
89
90
91
Study Definitions o
y
> o
accenture 4

0
o

104

Novo Nordisk®

Headers (5) Test Results

Preview Visualize Text v =)

“studyArmDataOriginType” : {
“codeId" “b504d3e0-15db-4d8£-albb-b9ed3ch92dae",
“code” : null,
“codeSystem” : null,

“codeSystemVersion” null,

“decode"

studyEpoch" : {
"studyEpochId”
"studyEpochName"

"1660e455-2d05-42c0-9dcc-4045184fab83",
"Screening",
"studyEpochDescription”
"studyEpochType" : {
“codeId" “2b36cce2-9240-40£f7-b86c-6c5£900b263E",
“code” : "CTTerm_000e03",
“codeSystem” : null,
“codeSystemVersion” : null,
“decode" : null

“Screening epoch to start”,

I

"previousStudyEpochId” : null,
"nextStudyEpochId” : null,
gncountexrIds” : null

“studyElementT
"studyElementId"
"studyElementName”

"e£36a2984-c908-48£7-8a9b-6d241169ee62",
“Screening”,

"studyElementDescription” : null,

“transitionStartRule" : {

"7a0543b7-43f£-48c£-9dd2-c3e655a92b68" ,

“transitionRuleDescription”

“transitionRuleId"
“Informed consent signed”

I

“transitionEndRule” : {
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Minimum Viable Product development underway

Enable DDF compliant API
Enable import from . endpoints for down stream
DDF compliant Enable import structured content management

study builders from DDF
compliant SDR

Enable import into _Enable upload to
other DDF compliant DDF compliant SDR Enable DDF compliant APIl endpoints
study builder for data for data sharing for down stream data consumption
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