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CDISC e Data Submission What’s New

Upcoming Webinars, Trainings, New 
Standards and Working Progress



Upcoming Webinars
https://www.cdisc.org/events/webinars/upcoming
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(Past) Webinars – Office Hours Serie
https://www.cdisc.org/events/webinars/public

ADaM June 22nd,2022
https://www.cdisc.org/events/webinar/adam-office-hours

CDASH May 25th,2022
https://www.cdisc.org/events/webinar/cdash-office-hours-1

SDTM March 29th,2022
https://www.cdisc.org/events/webinar/sdtm-office-hours

define.xml February 17th,2022
https://www.cdisc.org/events/webinar/define-xml-office-hours

CDASH + eCRF Portals July 6th ,2021
https://www.cdisc.org/events/webinar/cdash-office-hours-ecrf-portal-update
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Public Trainings
https://www.cdisc.org/education/public-training

• UpcomingTraining: https://learnstore.cdisc.org/Course/featuredCourse
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CDISC Update
• Pubblicazioni Recenti:

ADaM Examples of Traceability – May 12, 2022

https://www.cdisc.org/standards/foundational/adam/adam-examples-traceability
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CDISC Update
• Prossime pubblicazioni:

https://www.cdisc.org/standards/in-development
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Standard Release Notes

Projected 

Publication

ADaM Examples of Traceability Preparing for Publication. Q1 2022

ADaM Oncology Examples In Development. 2022

ADaM popPK Implementation Guide v1.0 In Development. Q4 2022

Conformance Rules for SDTMIG-Medical Devices v1.1 In Development. Q4 2022

ODM v2.0 In Development. 2022

√

https://www.cdisc.org/standards/in-development


CDISC Update

Therapeutic Area

7/4/2022 10



Pinnacle21 Version 4.x
https://www.pinnacle21.com/downloads

Support for define.xml 2.1

Mandatory for FDA submission for studies started after March 15, 2023
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CDISC 2022 EU Interchange Highlights
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• CDISC 2022 EU Interchange Highlights – Mauro Cortellini (Chiesi
Farmaceutici):
• CDISC Open Source Alliance (COSA) - An Introduction - Katja Glaß, Katja Glaß Consulting

• Update on DARWIN EU®, Andrej Segec, EMA

• CORE Demonstration, Nick De Donder (recorded session)

https://cdisceurope2022.pathable.co/meetings/virtual/LKPMoMWZn
aH49mCQv (minute 39:53....27 minutes)

https://www.cdisc.org/events/webinar/core-volunteer-onboarding-
training-webinar

https://cdisceurope2022.pathable.co/meetings/virtual/LKPMoMWZnaH49mCQv
https://www.cdisc.org/events/webinar/core-volunteer-onboarding-training-webinar


Other Topics and Q&A



Thank You!

Silvia Faini

silvia.Faini@cytel.com

Mauro Cortellini

m.cortellini@chiesi.com

Angelo Tinazzi

angelo.tinazzi@Cytel.com
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