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Today’s Agenda
1. Housekeeping
2. Presenter Introductions
3. Feature Presentations
4. Question & Answer Session
5. Upcoming Learning Opportunities + Resources



Housekeeping



Housekeeping

• You will remain on mute for the entirety of the webinar
• There will be a Q&A after all of the presentations are finished
• Audio issues? Shut down and restart the GoToWebinar app
• The slides from the presentation and a recording of this webinar will be 

available in the Members Only section of the CDISC website
• To access – make sure that you create a login for the CDISC website if you 

haven’t already 
• If you are employed by a CDISC member organization, please ensure you use 

your employer-issued email address with your employer’s domain name, so we 
can verify membership for the purpose of applying discounts to purchasing event 
tickets, online courses, and more!
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Submitting Questions

• To send a question, use the 
“QUESTIONS” function on your 
GoToWebinar app. (See red arrow)

• You can submit questions at any time 
during the presentation, we’ll answer 
them during the Q&A. 

• If you have a question for a specific 
presenter, please indicate the 
presenter’s name at the beginning of the 
question

• Examples: 
• John: ‘Question’
• Alana: ‘Question’
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Content Disclaimer

• The purpose of this webinar is to provide examples of implementation and 
should not be considered official recommendations by CDISC unless 
otherwise stated in the presentation. 

• This webinar is not an authorized CDISC course, is not developed or 
delivered under CDISC Operating Procedures, and should not replace a 
published standard. Please refer to the latest published standards for the 
most authoritative implementation information.
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Our Presenters

• John Owen, Head of Partnerships and Development, CDISC
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2013

CDASH SAE V1.0

https://www.cdisc.org/standards/foundational/cdash

This supplement expands the AE domain in CDASH to include additional data elements 
to capture information in an SAE form, facilitating Sponsor generation of an E2B 
message for electronic reporting of an Individual Case Safety Report (ICSR) to 
regulatory authorities.

https://www.cdisc.org/standards/foundational/cdash
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2019

TRANSCELERATE COMMON 

SAE FIELDS PROJECT

https://transceleratebiopharmainc.com/common-serious-adverse-events-sae-fields/

A TransCelerate-led project designed to increase the quality and

comprehensiveness of serious adverse event (SAE) reports. The

project focused on the assessment of the common core

fields collected and reported following a serious adverse event.

Upon completion of this assessment, the team proposed a list of

SAE fields that would better support a complete clinical picture of

a serious adverse event..

https://transceleratebiopharmainc.com/common-serious-adverse-events-sae-fields/
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2019

CDASH SAE V2.0 
KICK-OFF

• Develop version 2.0 of the CDASH SAE Supplement, an update 
to CDASH SAE Supplement v1.0, released in 2013. 

• CDASH SAE Supplement v2.0 will capture how to structure serious 
adverse events (SAE) concepts for regulated clinical trials. 

• Align with E2B (R3) Electronic Transmission of Individual Case 
Safety Reports (ICSRs) Implementation Guide – Data Elements and 
Message Specification

• Align the standard up to date with current CDISC standards.
https://www.cdisc.org/cdash-sae-supplement-v20

10 Nov 2020

https://www.cdisc.org/cdash-sae-supplement-v20


ICH E2B(R3) Individual Case Safety Report (ICSR) Specification
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14

ICH E2B(R2) 

ICH E2B(R3) 



CDASH SAE V2 Project Team
10 Nov 2020CDASH SAE V2.0 Public Review Webinar

15

CDISC Developers CDASH Experts SAE Experts
(TransCelerate)

Kick-Off
Oct 2019

Development
Jul 2020

Internal Review
Oct 2020

Public Review
Feb 2021

Publication
March 2021

Comment Deadline
6th Jan 2021



CDASH SAE V2.0 Scope

• Protocol/Investigator
• Subject Demographics
• Relevant Medical History
• Relevant Medications
• Relevant Diagnostics and Labs
• SAE Attributes
• SAE Criteria (Death Supplement & Hospitalization)
• Pregnancy
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Clinical Database
Data Collection tool (eCRF) 

and downstream data 
aggregation systems usually 

used for submission of data to 
regulatory databases

Safety Database
Systems used by 

Pharmacovigilance groups to 
process Serious Adverse 

Events and creation of ICSR 
reports using E2B Messages  

Cross Functional 
Review
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CDASH Data Journey

CDASH
eCRF

SDTM/ADaM

OPERATIONAL

SAFETY DB

Submission

Remain in eCRF

E2B Message

OTHER DATA SOURCES



CDASH Variables

• Used for SDTM and Safety 
Database e.g.,

• Birth Date – BRTHDAT
• Race – RACE
• Ethnicity – ETHNIC
• Weight - WEIGHT_VSORRES
• Height - HEIGHT_VSORRES

• Safety Database Only
• New CDASH Serious Adverse 

Events (SA) domain
• New Variables e.g.,

• Serious adverse event/reaction start date 
– SASTDAT

• Serious adverse event/reaction start time
– SASTTIM

• Causality assessment source – SACSTSCR
• Causality assessment method –

SACSTMTH
• Dechallenge Result – SADCHLLT
• Rechallenge Result – SARCHLLT
• Narrative - SANARR
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Overview of the CDASH SAE V2 Document
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Overview of the CDASH SAE V2 Document
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Overview of the CDASH SAE V2 Document
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CDASH Metadata 
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Ongoing discussions 
with CDASH and Data 

Sciences Teams on 
handling of metadata 
for the CDISC library



10 Nov 2020CDASH SAE V2.0 Public Review Webinar

24

CDASH SAE V2.0 – Public Review Documents
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On-Line demo to access documents and commenting





Upcoming Learning Opportunities
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2021 CDISC Upcoming Events 

2021 Europe Interchange
28-29 April

TechniCon
• Tuesday, 2 February: Asia-Pacific Rim

• Wednesday, 3 February: EMEA

• Friday, 5 February: India

• Monday, 8 February: Americas

Submit Abstracts Now. Registration Open Soon!

February 2021 – Abstract Submissions and Registration Coming Soon.

February 2021 – TechniCon Virtual Events

April 2021 – Europe Virtual Event



Free Upcoming Webinar Lineup – Registration Open! 

CDISC Tabulate Certification Launch
16 NOV 2020, 11:00 AM - 12:30 PM 
EDT

• Announcing the new CDISC 
Certification program: why you 
should take it, and how you can 
do it.
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New Virtual Training Methods 

• CDISC Provides Many Ways to Begin or Continue Growing Your Standards 
Knowledge.

• Popular self-paced training plus new Blended Learning and Virtual Classroom settings.



Thank You!
Questions, comments, concerns? Email bklinke@cdisc.org

Don’t forget to fill out the feedback survey!

mailto:bklinke@cdisc.org

