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Agenda

1. Mapping COVID-19 related data into SDTM 

2. ADaM Implementation Guide - Medical Devices v1.0

3. Other New Standards or for Public Review and 
Regulatory Update

4. CDISC Event 2021

5. Other Topics
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CDISC ITA UN October 2020
[Slides Available]
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Mapping COVID-19 related data into SDTM

Stefania Mirandola

Slide Da IBIG Forum 2020



ADaM Implementation Guide 
Medical Devices v1.0

https://www.cdisc.org/public-review/adam-

implementation-guide-medical-devices-and-

conformance-rules

Comments due by 2 April 2021

https://www.cdisc.org/public-review/adam-implementation-guide-medical-devices-and-conformance-rules


ADaM Implementation Guide for Medical Devices 
v1.0

• Addresses typical needs for clinical trials using and analyzing 
medical device data. 

• The guide introduces three new classes of data structures
• ADDL ADaM Device Level Analysis dataset

• MDOCCDS  Medical Devices Occurrence Data Structure

• MDBDS  Medical Devices Basic Data Structure

• One new subclass data structure under MDBDS for device 
survival analysis
• Medical Device time-to-event MDTTE
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ADaM Implementation Guide for Medical Devices 
v1.0
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Other New Standards or for Public 
Review

Regulatory Update



eCRF Portal

https://www.cdisc.org/kb/ecrf

9

https://www.cdisc.org/kb/ecrf


Next to be (soon) Released

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

In particular

• SDTMIG v3.4 / Version 2.0 November 2021

• SDTM Metadata Submission Guidelines v2.0 Q2 2021

10

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


Other Standard in Public Review
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Other Standard in Public Review - TAUGs
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TAUGs Available or Under Development
https://www.cdisc.org/standards/therapeutic-areas
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Other ADaM documents under finalization
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Other ADaM documents under finalization

ADaM Traceability Examples

• Traceability with Parameters from Multiple Input Datasets

• Traceability When Multiple Datasets Are Merged

• Traceability When Adding a Row to a BDS Dataset

• Using an Intermediate Dataset for ADSL Traceability

• Complex Traceability Example

• Traceability When Using a Look-Up Table

ADaM Method Used in Oncology

• ADSL Oncology Specific Variables

• Cycle Derivation

• CTCAE Lab Derivation

• Exposure
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Regulatory Update

FDA Study Data Technical Conformance Guide v.4.6 November 2020

https://www.fda.gov/media/143550/download

• No major Update

FDA Data Standards Catalogs v6.6 July 2020

https://www.fda.gov/media/85137/download
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Regulatory Update

FDA Data Standards Catalogs v6.6 July 2020

https://www.fda.gov/media/85137/download
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• Date Support Begins: It means FDA is ready to accept SDTM IG 3.3 by 15th March 2021

• Date Support Ends: It means a study started after 15 March 2021 can be not submitted using SDTM IG 3.1.3

• Date Requirement Begins: it means a study started after 15th March 2023 should SDTM IG 3.3

https://www.fda.gov/media/85137/download


PhUSE - Optimizing the Use of Data Standards
https://phuse.global/Deliverables/1 --> NEW PHUSE WEBSITE

• FDA and PMDA Study Data Submission Distinctions (Dec-2020, 

Update Feb-2021)

• Data Standards for Non-interventional Studies (Sep-2020)

• Industry Experiences Submitting Standardised Study Data to 

Regulatory Authorities (Sep-2020)

• Integration Strategies in Support of ISS/ISE Submissions (Oct-

2020)
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CDISC Events 2021



CDISC Events 2021

• The Virtual 2021 CDISC Europe Interchange will be held over two 
and a half days, 28 - 30 April: CDISC Europe Interchange + 
CDISC TechniCon

• This year, the Europe Interchange and CDISC TechniCon will be 
combined into a single event, and attendees that register for the 
Europe Interchange will gain access to the TechniCon - get two 
conferences for the price of one!

Discounted 

Fees 

by 26 MAR

Full Fees

Government 

Agency 

$180 $200

CDISC Platinum 

Member 

$432 $480

CDISC Gold 

Member 

$576 $640

Non-Member $720 $800



CDISC Events 2021

• CDISC Europe Interchange 28-29 Apr 2021 9:00-17:30 CET

• Global Regulatory Updates  news NMPA + Roundtable with 
representatives from DKMA, PMDA, E3C and NMPA

• CDISC Updates, CDISC 360 Update

• ADaM, CDISC Foundational, Global Submissions

• Real World Data

• Tech-Enabled Standards

• COVID-19 Topics

• CDISC Europe Interchange 30 Apr 2021 9:00-13:00 CET

• Exhibitor and Attendee Virtual Meetups



CDISC Events 2021

• CDISC TechniCon 30 Apr 2021 13:00-17:30 CET
• Mapping EHR Data to EDC - A Case Study

• System Automation for CDISC Standards: SDTM-ETL

• System Automation for CDISC Standards: A3 MDR

• How to Comply with CDISC Standards in Clinical Trial Design and Build

• CDISC Library Browser

• System Automation for CDISC Standards: elluminate®

• National Cancer Institute Enterprise Vocabulary Services (EVS) REST API



CDISC Events 2021

https://www.cdisc.org/events/interchange/2021-europe-

interchange/program

https://www.cdisc.org/events/interchange/2021-europe-interchange/program


CDISC Events 2021

• Japan Interchange (Virtual Event) 10 - 11 June 9:00-17:30 Japan 
Time

• China Interchange (in-person in Beijing, China) 6 - 7 Aug 9:00-
17:30 China Time 

• US Interchange (in-person in Bethesda, Maryland), with education 
courses on 18, 19 and 22 October, and the Main Conference on 
20 - 21 October



Upcoming webinars

• QRS Office Hours, 16 MAR 2021

• Public Review Webinar: Pancreatic Cancer 
Therapeutic Area User Guide, 25 MAR 2021 

• CDISC Library: Ideas for using the CDISC Library and 
a Look at What’s Coming Next, 8 APR 2021

https://www.cdisc.org/education/webinars
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Education and Certification (SDTM Pilot)

https://www.cdisc.org/education

https://www.cdisc.org/education/cdisc-standards-
certification
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CDISC Events Italy - Virtual

• define-xml e CDISC Submission Ready Documents
• 2 Edition – May to be Confirmed

• Italian UN 
• September – To be confirmed
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Thank You!

Silvia Faini

silvia.Faini@livanova.com

Angelo Tinazzi

angelo.tinazzi@Cytel.com
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mailto:angelo.tinazzi@Cytel.com

