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Pilot Overview & Milestones Results

CDISC, PHUSE, and the FDA proceeded with a pilot to demonstrate that Dataset-JSON Overall, Datase'f-JSON can function as Improvements to Dataset-
can deliver an open-source, human readable, and flexible transfer model to eliminate || an XPT alternative JSON Are Needed
XPT limitations. The milestones for the project were as follows.

Dataset-JSON met the pilot objectives: Three Categories:
I\/Illest?rne 1 (Short Milestone 2 (Long Term) . N(? show-stoppers were identified 1.Update the Dataset-JSON standard (e.g.,
erm) . Milestone 1 was satisfied add NDJSON support)
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Pilot participants were asked to perform the below steps utilizing existing software Did you successfully convert  Did you convert Dataset-JSON  Did Dataset-JSON accurately  Did the conversion tools work
conversion tools (e.g., SAS, R, Python) and report their results via a questionnaire. datasets to SONT fo other datasetformats? represent the datas s expected?
< Tools Used:
/\ 1. Select the software conversion tool(s) to use (one or more) Conversion Tool: SAS Conversion Tool: Python

([

é 5. Optionally, test other conversion scenarios (e.g., interoperability tests)

EEH 2. Select study datasets and convert them to Dataset-JSON
Conversion Tool: R
3. Convert Dataset-JSON datasets into a native dataset form
\/ 4. Compare the native datasets back to the original format and ensure there
are no unexpected changes in the converted dataset

>=| 6. Complete the on-line questionnaire to record your findings

Next Steps
Meet with FDA/PMDA to
discuss next steps for
Complete the pilot report Update conversion and viewer regulatory support
(Q2 2024) software tools ( Q4 2024) (Ongoing)
| | | | |

Develop Dataset-JSON v1.1 Publish the Dataset-JSON
standard (Q4 2024) APl standard (Q1 2025)




