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What is Dataset-JSON?

Dataset-JSON: A CDISC dataset exchange standard 
for exchanging tabular data



What is Dataset-JSON?

➢ Key characteristics:
➢Part of the ODM v2.0 standard
➢Open-source with MIT license
➢Truly human readable
➢Schema supporting any tabular format
➢Extensible to support new metadata and use cases
➢Linked to Define-XML via object identifiers for complete 

metadata
➢UTF-8 support – no name or label length limitations
➢One file per dataset, designed for small file sizes



Why should we care?

➢Replaces XPT (real shift) 

➢Modern workflows (R/Python etc.) 

➢Tooling ecosystem emerging 
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Project Teams

1. Pilot Submissions Report

2. The Dataset-JSON Business Case

3. Technical Implementation

4. Strategy for Future Development



Dataset JSON Project Timeline

https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf

https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/WP-88+Dataset-JSON+Report.pdf


Hackathon 1 – Conversions & PoCs

➢Organized by CDISC Open Source Alliance (COSA)

➢Community-driven development of conversion tools

➢Solutions in SAS, R, and Python developed collaboratively

➢Results directly fed into the FDA pilot

https://cosa.cdisc.org/hackathons/datasetJson

https://cosa.cdisc.org/hackathons/datasetJson


Hackathon 2 – Viewer

➢Focused on building viewers for Dataset-JSON files

➢Ensured tooling existed before standard finalization

https://cosa.cdisc.org/hackathons/datasetJsonViewer

https://cosa.cdisc.org/hackathons/datasetJsonViewer


FDA Pilot

➢ FDA did a pilot on the use of Dataset-JSON v1.0

➢ Results showed minor issues related to conversion tools 
and interoperability testing

➢Dataset-JSON is viable as the primary transport option”

➢ FDA’s tools require updates

➢Dataset-JSON v1.1, was released in December 2024 

https://phuse.s3.eu-central-1.amazonaws.com/Archive/2025/Connect/EU/Hamburg/PRE_SI05.pdf
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FDA Status

➢Dataset-JSON - Under FDA Evaluation
➢ Federal Register Notice: 

published 9 April 2025 (Docket FDA-2025-N-0129)
➢ Public Comment Period open through 9 June 2025
➢ FDA is "exploring" Dataset-JSON v1.1 as a potential successor to

SAS v5 XPT

Dataset JSON
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Tech & Tooling

➢Aligned with define.xml
➢Extra fields like itemGroupOID or itemOID required
➢One file per Data Set

➢Three File Types: JSON, NDJSON, DSJC 

➢Compressed version (DSJC) available
➢Around factor 15 (5GB xpt → 4GB json → 300MB dsjc)
➢No / Less Splitting



Tech & Tooling

➢10 Data Types Supported
➢String & double –SAS like

integer, decimal, float, boolean, datetime, date, time, URI
➢Supports null, but no SAS special missings (._, .A - .Z)

➢Special mapping to targetDataType
➢Values stored as string and mapped to numerics
➢decimal – use dot (.) as decimal separator

comma (,) as thousand separator (optional)
➢datetime, date and time - ISO 8601 strings 

*DTC → no targetDataType
*DTM, *DT, *TM → targetDataType: “integer”



Tech & Tooling

➢Human Readable?



Tech & Tooling

➢Human Readable? Depends…



Tech & Tooling

➢Tools already available for:
➢Reading + Writing in SAS, R and Python

➢Display and Convert

➢Supported by CORE (cdisc open rule engine) and p21c



Tech & Tooling

➢Reading + Writing in SAS
github.com/lexjansen/dataset-json-sas
%write_datasetjson(dataset  = adam.adsl,

jsonpath = &outdir./adsl.json,

...)

github.com/Morioka-Yutaka/sas_dataset_json
%m_sas_to_json1_1(outpath = &outdir.,

library = adam,

dataset = adsl)



Tech & Tooling

➢Reading + Writing in R
github.com/atorus-research/datasetjson
ds_json <- dataset_json(adsl, …)

write_dataset_json(ds_json, file = "./adsl.json")

ds_adsl <- read_dataset_json("./adsl.json")

github.com/i-akiya/R4DSJSON
f_js <- system.file("tdt","dm.json", package="R4DSJSON")

df_dm <- R4DSJSON::read.dataset.json(file = f_js)

write.dataset.json(file="dm.json", dataframe= df_dm, ...)



Tech & Tooling

➢Reading + Writing in Python
github.com/satish-ghadigaonkar/pydsjson
ds = pydsjson.dsjson.ReadDatasetJason(

filepath=r".\examples\source\adlbc.json",

item_group_prefix="")

df = ds.to_df(ds_name="ADLBC")



Tech & Tooling

➢Display and Convert
➢COSA Dataset Viewer Hackathon

➢cosa.cdisc.org/hackathons/datasetJsonViewer

➢Mostly web based Apps
➢github.com/KatjaGlassConsulting/dataset-json-react-demo
➢github.com/sbarcelo777/Dataset-JSON-hackathon
➢github.com/explore-eda/dataset-json-viewer
➢www.dicoregroup.com/demos

➢Local Apps:
➢github.com/defineEditor/vde-dataset-viewer
➢www.xml4pharma.com/Smart_Submission_Dataset_Viewer
➢NEW Cumba Data Browser 

http://www.dicoregroup.com/demos
http://www.dicoregroup.com/demos


VDE Dataset Viewer



Smart Submission Dataset Viewer



Cumba Data Browser

➢To be released soon

➢DataSet-JSON support

➢Formats from Define.xml

➢Extended Filter + Sorting

➢CORE Integration

➢SQL Integration

➢Statistics

➢Charts

➢...
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Summary
➢Dataset-JSON is a modern, open successor to XPT

➢ Human-readable, extensible, technology-friendly

➢ The FDA pilot confirmed viability
➢ No show-stoppers; data integrity maintained
➢ Findings incorporated into v1.1

➢Community-driven development works
➢ Hackathons ensured tooling existed before finalization
➢ Open-source tools available for SAS, R, and Python

➢Organizations should start preparing now
➢ Evaluate tools, build internal processes, contribute to community

➢ The shift from XPT to JSON is closer than we think
➢ There is no reason to wait



Questions?

Thank you!

+
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