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Agenda

• NSV Registry

• Controlled Terminology Relationships v1.0 for SDTM v1.4 and SDTMIG v3.2

• Considerations for SDTM Implementation in Observational Studies and Real-World Data 
v1.0.pdf (cdisc.org)

• ADaM Metadata Submission Guidelines v1.0

• Basic Data Structure for ADaM popPK Implementation Guide v1.0

• CDASH Model v1.3 /CDASHIG v2.3

• ODM v2.0 / Dataset-JSON v1.0

• (E)_Validation_Error_E2023.pdf (PHUSE)

Selected CDISC/PHUSE Publications since Jan-2023

• Standards Roadmap | CDISC

Pipeline

https://www.cdisc.org/standards/terminology/non-standard-variables
https://www.cdisc.org/standards/foundational/sdtmig/controlled-terminology-relationships-v1-0-sdtm-v1-4-and-sdtmig-v3-2
https://www.cdisc.org/sites/default/files/2024-02/Considerations%20for%20SDTM%20Implementation%20in%20Observational%20Studies%20and%20Real-World%20Data%20v1.0.pdf
https://www.cdisc.org/standards/foundational/adam/adam-metadata-submission-guidelines-v1-0
https://www.cdisc.org/standards/foundational/adam/basic-data-structure-adam-poppk-implementation-guide-v1-0
https://www.cdisc.org/standards/foundational/cdash/cdash-model-v1-3
https://www.cdisc.org/standards/foundational/cdash/cdashig-v2-3
https://www.cdisc.org/standards/data-exchange/odm-xml/odm-v2-0
https://www.cdisc.org/standards/data-exchange/dataset-json/dataset-json-v1-0
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/(E)_Validation_Error_E2023.pdf
https://www.cdisc.org/standards/roadmap
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NSV Registry 

• Registry of standard values/fragments for QNAMs in SUPP– datasets

• Approved Non Standard Variables 2023-04-20

• Approved Fragments 2023-04-20

What is it?

https://www.cdisc.org/sites/default/files/2023-04/Approved-Non-Standard-Variables_2023-04-20.xls
https://www.cdisc.org/sites/default/files/2023-04/Approved-Fragments_2023-04-20.xls
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Controlled Terminology Relationships 

• Big Excel File with relationships between

• published Controlled Terminology codelists (mainly SDTM CT 2021-03-26)/ terminology 
subsets and those CDISC variables, Tests, Parameters, and NSVs that are published in 
SDTM v1.4, SDTMIG v3.2, Therapeutic Area User Guides, and regulatory documents

What is it?

• Improve process automation to create Trial Design datasets for submissions

• Single source input to data validation software for terminology requirements

• Enable data to comply to Controlled Terminology requirements upfront

Use Cases 
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CT Relationships – “How to read” Examples

➢ More Examples in “Read Me” sheet of Controlled Terminology Relationships v1.0 for SDTM v1.4 and SDTMIG v3.2 (XLSX)

https://www.cdisc.org/system/files/members/standard/foundational/CT_Relationships_v1.xlsx


7

SDTM for Observational Studies v1.0

Considerations for SDTM Implementation in Observational Studies and Real-World Data v1.0.pdf 
(cdisc.org)

https://www.cdisc.org/sites/default/files/2024-02/Considerations%20for%20SDTM%20Implementation%20in%20Observational%20Studies%20and%20Real-World%20Data%20v1.0.pdf
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ADaM MSG v1.0

ADaM
MSG v1.0

• Readme

• ADaM-MSG_v1.0.pdf

• ADaM example submission package(Define-XML v2.1, ADaMIG v1.1)
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ADaM popPK (ADPPK) IG v1.0 

➢Population Pharmacokinetics - ADaM Implementation

• contains multiple stacked analysis variables, multiple time indices, numerous cofactors

• supports exclusion of specific records to facilitate model-based sensitivity analyses 

• data from single studies or a pool of studies

• template for input into a software package for PopPK (e.g., NONMEM)

• creation of the input file for a specific software may require some adaptations

• some variable names are based on names required by NONMEM and other PopPK software
(e.g., DV, EVID, MDV)

• Source for some TLFs included in the population PK report  
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ADaM popPK (ADPPK) IG v1.0 (cont.)
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CDASH v1.3 / CDASHIG v2.3

Model aligns with SDTM v2.0

IG aligns with SDTMIG v3.3 and SDTMIG v3.4
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ODM v2.0 

“The Operational Data Model (ODM) is a vendor-neutral, platform-independent data 
exchange format, intended primarily for interchange and archival of clinical study data.”

Includes clinical data, associated metadata, administrative data, reference data, audit 
information

ODM v2.0 breaks backward compatibility

ODM v2.0 can be serialized as XML, JSON, or other formats

Changes from Previous Versions (non-normative) - PUBLIC - Wiki (cdisc.org)

https://wiki.cdisc.org/pages/viewpage.action?pageId=159332369
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Dataset-JSON v1.0

https://www.cdisc.org/dataset-json

Dataset-JSON as Alternative Transport Format for Regulatory Submissions - WORKING GROUPS - PHUSE Advance Hub

Study Data Standards Resources | FDA

https://www.cdisc.org/dataset-json
https://advance.phuse.global/display/WEL/Dataset-JSON+as+Alternative+Transport+Format+for+Regulatory+Submissions
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
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Template for Issue Explanations
to be included in SDRG/ADRG

PHUSE Deliverable

Related to White Paper 
“Best Practices for the Submission of Data in Japan”
(WP-071.pdf)

Initially developed in EXCEL 

Converted to PDF for publishing

(E)_Validation_Error_E2023.pdf (phuse.s3.eu-central-1.amazonaws.com)

Electronic Data Submission in Japan - WORKING GROUPS - PHUSE Advance Hub

https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-071.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/(E)_Validation_Error_E2023.pdf
https://advance.phuse.global/display/WEL/Electronic+Data+Submission+in+Japan
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Outlook: CDISC Roadmap

Standards Roadmap | CDISC

https://www.cdisc.org/standards/roadmap
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Contact Details

Monika Kawohl

Principal Statistical Programmer

E-mail monika.kawohl@mainanalytics.de
Internet www.mainanalytics.de

Thank You!

mailto:monika.kawohl@mainanalytics.de%0b
http://www.mainanalytics.de/

