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Today’s barrier for efficiency and speed
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Many to Many to Many

• Limited overview and transparency

• High-risk of inconsistencies

• Inefficiency due to re-do 

rather than reuse

• Lag-time between data availability 

and data ready for use 



Tomorrow’s opportunity for efficiency and speed
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How do OSB fit into 360i vision

OSB can manage 

sponsor extensions 

to CDISC standards 

including BC’s

OSB support study 

design and SoA

definition including 

USDM generation

OSB will support data 

collection specification 

with reference to SDTM 

and ADaM

specifications

OSB will support data 

transformation and 

derivation metadata



What is the OpenStudyBuilder?… 

clinical MDR

A NEW APPROACH TO STUDY 

SPECIFICATION

• Compliance with external and internal standards

• Facilitates automation and content reuse

• Ensures a higher degree of end-to-end consistency 

3 ELEMENTS OF OpenStudyBuilder

• Clinical Metadata Repository (clinical MDR)

(central repository for all study specification data)

• OpenStudyBuilder application / Web UI

• API layer 

(allowing interoperability with other applications)

(DDF API Endpoint – enabling DDF SDR Compatibility)



CDISC BCs and Activities in USDM

• CDISC BCs cover the semantic 

definition and SDTM specialisation

• But do not cover the representation in 

the protocol nor the Activity in USDM

• Activities in USDM is represented as 

text with study level relationship to BCs

• i.e. the Activities are not referred to as 

standard elements

• CDISC BCs are defined very broadly

• But is in reality covering Activities 

(Clinical Procedures and 

Assessments)



OSB BCs and Activities

• OSB BCs include the semantic definition 

and SDTM specialisation linked to a CDISC 

BC including NCI.gov term identifiers

• OSB BC can be sponsor defined

• OSB BC include library sponsor definition of 

the Activity name used in protocol including 

valid Activity Groupings

• OSB BC := Activity Concepts

OSB Activity 

Concept

CDIS

C BC

Protocol

Activity
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BC vision in OSB
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Activity Concept (AC) data model in StudyBuilder
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OpenStudyBuilder Activity Concept data model (BC)

ActivityGroup

ActivitySubgroup

Activity

ActivityInstance

ActivityItem

CDISC BC: An action, undertaking, or event, which is anticipated to be performed or observed, or was 

performed or observed, according to the study protocol during the execution of the study.

OSB AC: If relating to data collection, resulting in a semantic logical observation, this can depend on 

context and qualifiers have different identifications. If not related to data collection, then to a semantic 

specific activity.

At the most detailed level as needed in protocol SoA

CDISC BC: Seem to be similar a parent BC at a high level. Often demoed as a CRF form name.

OSB AC: Grouping of activities. The activity group or subgroup level can be what you decide to show 

in the protocol schedule of activities. May be like a CRF form names, but not necessarily, the clinical 

term relevant to show in the protocol.

CDISC BC: Similar to a SDTM specialisation (but for an ADaM PARAM).

OSB AC: The specific identification of the semantic logical observation, this includes reference to 

context and qualifier values. Primary identification is for ADaM BDS PARAM/PARAMCD or column 

name in ADSL. Also include internal uid identification as well as internal topic code.

CDISC BC: Similar to SDTM Variable but can be connected to any data exchange standards.

OSB AC: Linking to related data model variables as well as terminology codes.
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NeoDash reports to view Activity to SDTM Variables
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OSB Activity Concepts is 

made compatible with 

COSMoS model



Schedule of Activities (SoA) at multiple levels

Protocol SoA

• For the high level SoA in 

protocol section 1.2

• Main purpose is for the 

investigator and site staff to 

get an overview of the 

operational schedule

Detailed SoA

• Specifying the semantic 

data observations to be 

collected in the study – but 

not specific to 

representation in ADaM, 

SDTM or data collection

• Will be part of protocol 

section 8 and appendixes 

or other supplementary 

documents

Operational SoA

• The data specification to 

support data collection 

specification

• Correspond to our existing 

legacy BCs (Topic Codes)

• Will also related to specific 

ADaM PARAM/PARAMCD

Data Capture / Collection 

Specification

• How data is to be collected 

in the study and when

• What is pre-set, what is 

collected and how



Activity Concepts := Biomedical Concepts

• Can be linked to from:
• Objectives

• Endpoints

• Criteria

• Analysis Concepts

• Will link to
• Protocol representation

• Data Specification

• Data Collection Specification

• Will support automation in
• Protocol Document Generation

• Data Collection system setup

• Data ingestion verification

• SDTM generation

• ADaM generation



USDM and M11 as an export format



USDM and M11 as an export format - with SoA



Plans for OSB in CDISC 360i

Sponsor end-to-end Standards

• Import from CDISC Library

• Extensions, including sponsor BC’s

• Share Sponsor BC’s to CDISC curation

Design

• Define Study Design and SoA

• Generate USDM

• Preview structured study design content 

in ICH M11 template

Build

• ODM.XML data collection specification 

including SDTM annotations

• Lab data specifications

Run

• SDTM and ADaM data metadata 

specifications

• Data transformation and derivation 

metadata specification



Thank You!

Questions or need more information

Mikkel Traun, mt@novonordisk.com

Nicolas De Saint Jorre, ndjz@novonordisk.com

OpenStudyBuilder contact: OpenStudyBuilder@gmail.com
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