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1. Housekeeping

2. Speaker Introduction
3. Feature Presentation
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You will remain on mute
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Submit questions at any time via the
Questions tool on your Zoom app
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Housekeeping

Audio Issues?

First, close and restart your Zoom App
Second, check your local internet connection strength
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Housekeeping

A recording of this webinar and the slides
will be available in the Members Only
section of CDISC website
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COSA Hackathon: Dataset-JSON

COSA Spotlight Webinar
June 30, 2022
Sam Hume, DSc




Introducing Dataset-JSON

. "+ Dataset-JSON is a draft standard for exchanging tabular datasets using JSON

* |t is part of the ODM v2.0 draft standard

it Itis based on the Dataset-XML v1.0 specification with enhancements, including
« Much smaller file sizes
» The addition of essential metadata to support data browsing

» Dataset-JSON links to a Define-XML file for the complete metadata

» Designed to meet the requirements of the regulatory submission use case
« As well as other data exchange scenarios

cdisc "



Problem Statement

» Hackathon objective: to create open-source software tools for working with
Dataset-JSON

» This hackathon does not restrict the types of software tools developed but

does explicitly seeks tools to convert Dataset-JSON to other common
formats, such as:

« SAS v5 XPORT
+ SAS datasets
* R data frames

» Python Pandas data frames
« CSV

cdisc
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Problem Statement, Continued

Other types of software tools could include a:
» Dataset-JSON browser or viewer
» Software for performing quality checks

* Tools that work with Define-XML in combination with Dataset-JSON
datasets

« A RESTful API for Dataset-JSON.

cdisc
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Hackathon Rationale

Provide seed tools for
Dataset-JSON to CDISC
Community

Build support for Dataset-
JSON as an alternative data
exchange format

Encourage a pilot to use
Dataset-JSON for regulatory
submissions to the FDA

Provide feedback to improve
Dataset-JSON
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Additional Problem Statement Background

This hackathon is virtual without any attendance requirements

Example Dataset-JSON or SAS v5 XPORT SDTM and ADaM datasets will be
provided

Creating new projects or extending existing projects to use Dataset-JSON are
both acceptable options

If you’re ready to start before the kickoff on August 25%, please do

A Define-XML file will be included with supplied example datasets

cdisc s



Ak
30 June
. ----- o Announcement:

Webinar June 30th

Registration

1 July — 19 Aug.

1-25 Aug.

Send out information
packet to participants

Kick off TC: August 25th

Virtual Hackathon Timeline

7 Sept — 19 Oct.

Team Bi-Weekly
Check-in: Wed 10am
ET

» Sept. 7th
» Sept. 21st
* Oct. 5th

* Oct. 19th

Share Results: Slides
due Oct 17th

17 Oct.

26-27 Oct.

Presentation of
Results: US
Interchange Oct. 26-27

Webinar Demonstrations

8 Dec.
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Registration

Register on the CDISC
Web Site using the URL
below

Registration starts July
1st and ends August 19t

Very simple registration
page with basic
information requested

Once you're registered
you can start working
on your solution

No fee for participation

You must be registered

to be included in the US

Interchange and the
Webinar
Demonstrations

https://www.cdisc.org/form/dataset-json-hackathon-registration
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Open-source Solutions

As a COSA
sponsored
hackathon
the solutions
must use an
accepted
open-source
license

Most open-
source
licenses are
acceptable,
especially
those listed
by the Open
Source
Initiative

Authors
interested in
COSA that
meet the
requirements
will be asked
to join

L

Participating
projects
provide a
public
GitHub or
other source
repository
for their
project

¢

Each project
should
include a
README.md
describing
their solution

We do
support
open-source
projects that
require
proprietary
software to
run

18


https://opensource.org/licenses

3:-;;;-:-ff What do Participants who Complete a Project Receive?

: i+ Each tool that can be demoed will receive:

» Exposure for their tool during the US Interchange

L o Demo their tool during a CDISC webinar after the US Interchange

Completed open-source projects will be offered a place on the COSA directory

Promote their tool in future COSA events
COSA Swag (a t-shirt)

« Every person or team that completes at least an MVP tool that can be
demoed is considered a winner



Marketing

* Promote the Hackathon via:
« COSA Webinar
+ COSA Website
» eBlast
* CDISC Website
» Social media (LinkedIn)

 Participants are encouraged to contribute to raising awareness of the event
via social media, blog posts, or other appropriate mechanisms

» CDISC will continue to help promote COSA solutions after the completion of
the hackathon

cdisc 2



Dataset-JSON Subject Matter Experts to Help

. s+ Hackathon will setup a Slack Workspace for all participants
to exchange information and get questions answered

« A Wiki space will be created to house hackathon resources

» The draft Dataset-JSON standard and example datasets
are available on GitHub

cdisc ’
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Additional Resources

» Dataset-JSON GitHub repository

* https://github.com/cdisc-org/DataExchange-DatasetJson

e Dataset-JSON ODM v2.

0 draft specification

* https://wiki.cdisc.org/display/ODMZ2/Dataset-JSON

* https://wiki.cdisc.org/display/NONXMLODM/Introduction

« 2017 PHUSE Transport

for the Next Generation (submission requirements)

* https://wiki.cdisc.org/display/NONXMLODM/Introduction?preview=/129046003/129046004/Tr
ansport%20for%20the%20Next%20Generation%20Version%201.0.pdf

» 2015 FDA Test Report for DS-XML Pilot
. 2022 Working with Dataset-JSON using SAS (Lex Jansen)

https://www.lexjansen.com

Cgi-

bin/xsl transform.php?x=p

harmasug2022#pharmasug2022.ad150

« COSA Directory

* https://cosa.cdisc.org

cdisc
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https://github.com/cdisc-org/DataExchange-DatasetJson
https://wiki.cdisc.org/display/ODM2/Dataset-JSON
https://wiki.cdisc.org/display/NONXMLODM/Introduction
https://wiki.cdisc.org/display/NONXMLODM/Introduction?preview=/129046003/129046004/Transport%20for%20the%20Next%20Generation%20Version%201.0.pdf
https://www.lexjansen.com/cgi-bin/xsl_transform.php?x=pharmasug2022
https://github.com/cdisc-org/DataExchange-DatasetJson

Submissions Use Case

cdisc
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Test Report for
DS-XML Pilot

Center for Drug Evaluation and Research
(CDER)
Center for Biologics Evaluation and Research
(CBER)

April 8, 2015
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Requirements for an Alternative Transport Format

Transport for the Next Generation

Version 1.0
Created 30 Apr 2017

A White Paper by The PhUSE Alternative Transport Format Working Group - Part of the
PhUSE Emerging Trends and Technologies Computational Science Symposium
Collaboration.

cdisc 2s



"~ Free Access to

.. the Library is
. Available

Sources:

+ CDISC Wiki
YAML Editor
NCI EVS FTP Site
ODM or Define-XML
API Endpoints
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Questions & Answers




Upcoming Events
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* Information available at;: www.cdisc.org

» Register at: https://learnstore.cdisc.org/

» Contact us at: training@cdisc.org

Y1) BLENDED VIRTUAL CLASSROOM PRIVATE WEBINARS WORKSHOPS
c d I s c LEARNING TRAINING TRAINING TRAINING



https://cdisc.lmscheckout.com/
https://learnstore.cdisc.org/
mailto:training@cdisc.org

Free CDISC Courses

l. L
me  Upcoming Trainings  All Courses

All Courses

Filter by Tags

CDISC for Newcomers
O ADaM
() CDAsSH
SO™™
Controlied Terminology
oom
Define XML
SEND
Module Bundies
Therapeutic Areas
) Chinese Transiations
BRIDG
CDISC Library
PK
Japanese Translations
Froo Courses

Q0000000

#®login W

Calendsr  Help ~ CDISC Learning Systen = Q

cdisc

cdisc

cdisc

Courses per page: [10_v

CDISC for Academic Researchers $0.00
On Demand

Quantity

Course DescriptionThis training outines how academic and research organizations can
implement + ]

CDISC for Standards Public Reviewers $0.00
On Demand

Quantity

The COISC for Standards Public Reviewers training provides a history of the Therapeutic Area
)

Add to Cart
CDISC Newcomers Webinar $0.00
On Dermand
Quantity
Add to Cart

Http://learnstore.cdisc.org
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g 7 JUL Developing Standards for Cell and Gene Therapy Product Monitoring
i 12 JUL Pediatrics User Guide Public Review

8 SEP QRS Office Hours

15SEP  Genomics Findings Office Hours

e 29 SEP COSA Spotlight Q3

(registration coming soon!)

4 OCT Controlled Terminology Updates: P51 Publication / P52 Public review
Do you have a suggestion or idea for a webinar topic you’d like us to cover?

https://www.cdisc.org/form/webinartopicreq

cdisc "



2022 CHINA INTERCHANGE

CDISC VIRTUAL CONFERENCE
29-30 JULY

2022
UsS

INTERCHANGE =
26-27 OCTOBER | AUSTIN, TX 32




?:-:.:éz.fiEi Why Become a Member?

* To ensure the CDISC standards

remain open and free
» To support CDISC in the
development and maintenance of

Thank you for being a CDISC Member.

i global standards e e b B s O e
« To work with the CDISC

community and be a voice in the
development of clinical research e

standards
M -

- To impact the development of s v
regulatory requirements for
submissions —

o»

* To access members only
resources and benefits

 To gain visibility in the marketplace
cdisc

Member Online Training Credit
Each COC mermber cogursaation receives e




CDISC MEMBERSHIP

28 Become a Member! Already a Member?

vt Join nearly 500 member Thank you! It is our members’
i organizations that contribute support which enables us to
» o to bringing clarity to data. develop standards, keeping it
free and accessible to all.
JOIN US

Email: membership@cdisc.org

_\I/
/k 34
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* Thank you!

eeey  Contact the Events inbox:
events@cdisc.org

©

= Contact Education inbox:
& training@cdisc.org

Contact Bernard directly:
bklinke@cdisc.org

cdisc
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