NCI CDISC Webinars

Meeting Name

CDISC Overview Webinar
Session 1

CDISC Overview Webinar
Session 2

CDISC SME Meeting

Variable Naming, NSV
Session 1

Variable Naming, NSV
Session 2

Controlled Terminology
Webinar Session 1

Controlled Terminology
Webinar Session 2

CDISC SME Meeting

CDISC SME Meeting

Custom Domains Webinar
Session 1

Custom Domains Webinar
Session 2

Using QRS Supplements
Webinar Session 1

Using QRS Supplements
Webinar Session 2

CDISC SME Meeting

Validating Submission Data
Webinar Session 1

Validating Submission Data
Webinar Session 2

Overview of FDA
Submission Process
Webinar Session 1

Overview of FDA
Submission Process
Webinar Session 2

Meeting
Documentation

CDISC Overview Webinar
Slides

CDISC Overview Webinar
Slides

Variable Naming, NSV
Slides

Variable Naming, NSV
Slides

Controlled Terminology
Slides

Controlled Terminology
Slides

Custom Domains Webinar
Slides

Custom Domains Webinar
Slides

Using QRS Supplements
Slides

Using QRS Supplements
Slides

Validating Submission
Data Slides

Validating Submission
Data Slides

Overview of FDA
Submission Process Slides

Overview of FDA
Submission Process Slides

Meeting
Date

March 7,
2019

March 7,
2019

March 20,
2019

March 28,
2019

March 28,
2019

April 2,
2019

April 2,
2019

April 8,
2019

April 16,
2019

April 17,
2019
April 17,
2019
May 3,
2019
May 3,
2019

May 10,
2019

May 20th,
2019

May 20th,
2019

May 22,
2019

May 22,
2019

Meeting
Time

10:00am -
11:30am
EST

3:00pm - 4:

30pm EST

2:00pm - 4:

00pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30pm EST

2:00pm - 4:

00pm EST

3:30pm - 5:

30pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30 EST

2:00pm - 4:

00pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30pm EST

Description

Describe the CDISC organization and purpose

Explain the high-level principles of CDASH, SDTM and Controlled
Terminology (CT) standardization

Demonstrate finding and downloading the standards documentation, including
how to create a CDISC online account and access SHARE documentation

Brief demos of ALS to show how CDISC standards are built in
Describe the CDISC organization and purpose

Explain the high-level principles of CDASH, SDTM and Controlled
Terminology (CT) standardization

Demonstrate finding and downloading the standards documentation, including
how to create a CDISC online account and access SHARE documentation

Brief demos of ALS to show how CDISC standards are built in

CANCELLED due to lack of agenda items

Variable naming conventions
Non-standard variables
Variable naming conventions
Non-standard variables

Using Controlled Terminology
New Term Requests

Using Controlled Terminology
New Term Requests

CANCELLED due to lack of agenda items

CANCELLED due to lack of agenda items

Custom Domains

Custom Domains

Using QRS Supplements

Using QRS Supplements

Pre-planned agendas based on requests the week before

Explain the use of validation tools to support FDA submissions

Review different sources for validation rules on which the validation tools are
based

Good practices for reviewing and dispositioning validation report results
Prepare a Study/Analysis Data Reviewer’'s Guide

Understand what validation tools can and cannot do

Explain the use of validation tools to support FDA submissions

Review different sources for validation rules on which the validation tools are
based

Good practices for reviewing and dispositioning validation report results
Prepare a Study/Analysis Data Reviewer’'s Guide

Understand what validation tools can and cannot do

FDA Submission Process

FDA Submission Process


https://cbiit.webex.com/webappng/sites/cbiit/recording/06480ebb95ab46a4b5ef7ffdb2abee61
https://cbiit.webex.com/webappng/sites/cbiit/recording/06480ebb95ab46a4b5ef7ffdb2abee61
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-CDISC_Overview.pdf?version=2&modificationDate=1551988978000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-CDISC_Overview.pdf?version=2&modificationDate=1551988978000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/06480ebb95ab46a4b5ef7ffdb2abee61
https://cbiit.webex.com/webappng/sites/cbiit/recording/06480ebb95ab46a4b5ef7ffdb2abee61
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-CDISC_Overview.pdf?version=2&modificationDate=1551988978000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-CDISC_Overview.pdf?version=2&modificationDate=1551988978000&api=v2
https://cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/1e8171f0a3d747d495ce56113b12ab84
https://cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/1e8171f0a3d747d495ce56113b12ab84
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-VariableNames-NSVs.pdf?version=2&modificationDate=1559580293000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-VariableNames-NSVs.pdf?version=2&modificationDate=1559580293000&api=v2
https://cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/1e8171f0a3d747d495ce56113b12ab84
https://cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/1e8171f0a3d747d495ce56113b12ab84
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-VariableNames-NSVs.pdf?version=2&modificationDate=1559580293000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-Webinar-VariableNames-NSVs.pdf?version=2&modificationDate=1559580293000&api=v2
https://cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/2f94a143adb04e43900e592aafe53541
https://cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/2f94a143adb04e43900e592aafe53541
https://wiki.nci.nih.gov/download/attachments/390466822/20190402-LPO-Webinar-ControlledTerminology-V2.pdf?version=1&modificationDate=1554310272000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190402-LPO-Webinar-ControlledTerminology-V2.pdf?version=1&modificationDate=1554310272000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/0ba95327bc7e4e05b6ee2c1e3bb9d523
https://cbiit.webex.com/webappng/sites/cbiit/recording/0ba95327bc7e4e05b6ee2c1e3bb9d523
https://wiki.nci.nih.gov/download/attachments/390466822/20190402-LPO-Webinar-ControlledTerminology-V2.pdf?version=1&modificationDate=1554310272000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190402-LPO-Webinar-ControlledTerminology-V2.pdf?version=1&modificationDate=1554310272000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/6a3308012ccf467eb4e74d95a1263748
https://cbiit.webex.com/webappng/sites/cbiit/recording/6a3308012ccf467eb4e74d95a1263748
https://wiki.nci.nih.gov/download/attachments/390466822/20190417-LPO-Webinar-CustomDomains-V2.pdf?version=2&modificationDate=1559580830000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190417-LPO-Webinar-CustomDomains-V2.pdf?version=2&modificationDate=1559580830000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/a4121a1e08674a4b88d9558778ec9fc7
https://cbiit.webex.com/webappng/sites/cbiit/recording/a4121a1e08674a4b88d9558778ec9fc7
https://wiki.nci.nih.gov/download/attachments/390466822/20190417-LPO-Webinar-CustomDomains-V2.pdf?version=2&modificationDate=1559580830000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190417-LPO-Webinar-CustomDomains-V2.pdf?version=2&modificationDate=1559580830000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/1d6805051fa1457aa8e2cc0b6e84d2d9
https://cbiit.webex.com/webappng/sites/cbiit/recording/1d6805051fa1457aa8e2cc0b6e84d2d9
https://wiki.nci.nih.gov/download/attachments/390466822/20190503-LPO-Webinar-QRS.pdf?version=2&modificationDate=1559581001000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190503-LPO-Webinar-QRS.pdf?version=2&modificationDate=1559581001000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/f62a4e61c83f47f8b5c3e46cad0fdcce
https://cbiit.webex.com/webappng/sites/cbiit/recording/f62a4e61c83f47f8b5c3e46cad0fdcce
https://wiki.nci.nih.gov/download/attachments/390466822/20190503-LPO-Webinar-QRS.pdf?version=2&modificationDate=1559581001000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190503-LPO-Webinar-QRS.pdf?version=2&modificationDate=1559581001000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/d100b3dee2a9403fbf7c4f6aa3e7ed47
https://cbiit.webex.com/webappng/sites/cbiit/recording/a0f07447210447d685ca0f595bbf9cb3
https://cbiit.webex.com/webappng/sites/cbiit/recording/a0f07447210447d685ca0f595bbf9cb3
https://wiki.nci.nih.gov/download/attachments/390466822/20190520-LPO-Webinar-ValidatingSubmissionData.pdf?version=2&modificationDate=1559581163000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190520-LPO-Webinar-ValidatingSubmissionData.pdf?version=2&modificationDate=1559581163000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/a0f07447210447d685ca0f595bbf9cb3
https://cbiit.webex.com/webappng/sites/cbiit/recording/a0f07447210447d685ca0f595bbf9cb3
https://wiki.nci.nih.gov/download/attachments/390466822/20190520-LPO-Webinar-ValidatingSubmissionData.pdf?version=2&modificationDate=1559581163000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190520-LPO-Webinar-ValidatingSubmissionData.pdf?version=2&modificationDate=1559581163000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/855597e2f15148ebad320749adbfc10f
https://cbiit.webex.com/webappng/sites/cbiit/recording/855597e2f15148ebad320749adbfc10f
https://cbiit.webex.com/webappng/sites/cbiit/recording/855597e2f15148ebad320749adbfc10f
https://wiki.nci.nih.gov/download/attachments/390466822/20190522-LPO-Webinar-FDA-Submissions.pdf?version=1&modificationDate=1559581407000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190522-LPO-Webinar-FDA-Submissions.pdf?version=1&modificationDate=1559581407000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/f934f13618b24286b3ff58aaa200361b
https://cbiit.webex.com/webappng/sites/cbiit/recording/f934f13618b24286b3ff58aaa200361b
https://cbiit.webex.com/webappng/sites/cbiit/recording/f934f13618b24286b3ff58aaa200361b
https://wiki.nci.nih.gov/download/attachments/390466822/20190522-LPO-Webinar-FDA-Submissions.pdf?version=1&modificationDate=1559581407000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190522-LPO-Webinar-FDA-Submissions.pdf?version=1&modificationDate=1559581407000&api=v2

CDISC SME Meeting

CDASH/SDTM/ADaM
Webinar Session 1

CDASH/SDTM/ADaM
Webinar Session 1

Using TA User Guides
Webinar Session 1

Using TA User Guides
Webinar Session 2

CDISC SME Meeting

CDISC SME Meeting

FA Domain vs Supplemental
Qualifiers

LPO Webinar Series:
CDASH Conformance
Session 1

LPO Webinar Series:
CDASH Conformance
Session 2

LPO Webinar Series:
CDASH Conformance
Session 3

LPO Webinar Series:
CDASH Conformance
Session 4

CDASH/SDTM/ADaM
Slides

CDASH/SDTM/ADaM
Slides

Using TA User Guides
Slides

Using TA User Guides
Slides

Review Standard AE Form
(CTSU_AE)

SME Slides

FA Domain vs
Supplemental Qualifiers

CDASH Conformance
Session 1

CDASH Conformance
Session 2

LPO Webinar Series:
CDASH Conformance
Session 3

LPO Webinar Series:
CDASH Conformance
Session 4

May 24,
2019

May 28,
2019
May 28,
2019
May 29th,
2019
May 29th,
2019

July 9,
2019

August 23,
2019

May 19,
2020

January
14th, 2021

January
14th, 2021

February
10th, 2021

February
25th, 2021

2:00pm - 4:

00pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30pm EST

10:00am -
11:30am
EST

3:00pm - 4:

30 EST

2:00pm - 4:

00pm EST

1:00pm - 3:

00pm EST

2:00pm - 4:

00pm EST

1:00pm - 2:

00pm EST

1:00pm - 2:

00pm EST

1:00pm - 2:

00pm EST

1:00pm - 2:

00pm EST

CANCELLED DUE TO LONG HOLIDAY

How to get from CDASH to SDTM to ADaM

How to get from CDASH to SDTM to ADaM

Using TA User Guides

Using TA User Guides

Pre-planned agendas based on requests the week before

® Review and discuss additional SDTM Implementation Guides
® Review and discuss Codetable Mapping Files
. Q&A

Using CDASHIG Domains to find the right Rave Form in the GLIB ALS

CDASH Conformance Rules for Naming EDC Variables

CDASH Conformance Rules for Using Controlled Terminologies

CDASH Conformance Rules for CRF Question Text and Prompt


https://cbiit.webex.com/webappng/sites/cbiit/recording/16997cc2e4854d8e93ed14c8e665a6e4
https://cbiit.webex.com/webappng/sites/cbiit/recording/16997cc2e4854d8e93ed14c8e665a6e4
https://wiki.nci.nih.gov/download/attachments/390466822/20190528-LPO-Webinar-CDASH-ADaM.pdf?version=1&modificationDate=1559581484000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190528-LPO-Webinar-CDASH-ADaM.pdf?version=1&modificationDate=1559581484000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/16997cc2e4854d8e93ed14c8e665a6e4
https://cbiit.webex.com/webappng/sites/cbiit/recording/16997cc2e4854d8e93ed14c8e665a6e4
https://wiki.nci.nih.gov/download/attachments/390466822/20190528-LPO-Webinar-CDASH-ADaM.pdf?version=1&modificationDate=1559581484000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190528-LPO-Webinar-CDASH-ADaM.pdf?version=1&modificationDate=1559581484000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/45da63d275df462e8961686372bfefb1
https://cbiit.webex.com/webappng/sites/cbiit/recording/45da63d275df462e8961686372bfefb1
https://wiki.nci.nih.gov/download/attachments/390466822/20190529-LPO-Webinar-TAUGs.pdf?version=1&modificationDate=1559583420000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190529-LPO-Webinar-TAUGs.pdf?version=1&modificationDate=1559583420000&api=v2
https://cbiit.webex.com/webappng/sites/cbiit/recording/13b9d0cefccf49fe9735b2f88a5ac881
https://cbiit.webex.com/webappng/sites/cbiit/recording/13b9d0cefccf49fe9735b2f88a5ac881
https://wiki.nci.nih.gov/download/attachments/390466822/20190529-LPO-Webinar-TAUGs.pdf?version=1&modificationDate=1559583420000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/20190529-LPO-Webinar-TAUGs.pdf?version=1&modificationDate=1559583420000&api=v2
https://wiki.nci.nih.gov/cdisc sme meeting-20190709 1803-1 https:/cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/b179f0a1d2604e12bbb3b360fd0f280c
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-CDISC-SME-Meeting-20190709.pdf?version=1&modificationDate=1565206504000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-CDISC-SME-Meeting-20190709.pdf?version=1&modificationDate=1565206504000&api=v2
https://cbiit.webex.com/recordingservice/sites/cbiit/recording/playback/5bbd4fcde16a4bef8e2ea80cc62a6ee1
https://wiki.nci.nih.gov/download/attachments/390466822/LPO-CDISC-SME-Meeting-20190823.pdf?version=1&modificationDate=1566939373000&api=v2
https://wiki.nci.nih.gov/webex meeting recording: CDISC SME Meeting: FA Domain-20200519 1704-1 Recording link: https:/cbiit.webex.com/cbiit/ldr.php?RCID=2fe66c3a2272e04d77076fda9e94ec5c
https://wiki.nci.nih.gov/webex meeting recording: CDISC SME Meeting: FA Domain-20200519 1704-1 Recording link: https:/cbiit.webex.com/cbiit/ldr.php?RCID=2fe66c3a2272e04d77076fda9e94ec5c
https://wiki.nci.nih.gov/download/attachments/390466822/FA%20Domain.pptx?version=1&modificationDate=1598307958000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/FA%20Domain.pptx?version=1&modificationDate=1598307958000&api=v2
https://cbiit.webex.com/cbiit/ldr.php?RCID=0d307ec2a7244cb1865fd87c34bacc21
https://cbiit.webex.com/cbiit/ldr.php?RCID=0d307ec2a7244cb1865fd87c34bacc21
https://cbiit.webex.com/cbiit/ldr.php?RCID=0d307ec2a7244cb1865fd87c34bacc21
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-1.pdf?version=1&modificationDate=1611680010000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-1.pdf?version=1&modificationDate=1611680010000&api=v2
https://cbiit.webex.com/cbiit/ldr.php?RCID=d16158fa6fd3456d85429e51a180e68b
https://cbiit.webex.com/cbiit/ldr.php?RCID=d16158fa6fd3456d85429e51a180e68b
https://cbiit.webex.com/cbiit/ldr.php?RCID=d16158fa6fd3456d85429e51a180e68b
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-2.pdf?version=1&modificationDate=1611680029000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-2.pdf?version=1&modificationDate=1611680029000&api=v2
https://cbiit.webex.com/cbiit/ldr.php?RCID=68532d5572ae40f9b8ef278b329e805d
https://cbiit.webex.com/cbiit/ldr.php?RCID=68532d5572ae40f9b8ef278b329e805d
https://cbiit.webex.com/cbiit/ldr.php?RCID=68532d5572ae40f9b8ef278b329e805d
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-3.pdf?version=1&modificationDate=1614191377000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-3.pdf?version=1&modificationDate=1614191377000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-3.pdf?version=1&modificationDate=1614191377000&api=v2
https://cbiit.webex.com/cbiit/ldr.php?RCID=9d5578a3c27944eab4d9258d4a5b936b
https://cbiit.webex.com/cbiit/ldr.php?RCID=9d5578a3c27944eab4d9258d4a5b936b
https://cbiit.webex.com/cbiit/ldr.php?RCID=9d5578a3c27944eab4d9258d4a5b936b
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-4.pdf?version=2&modificationDate=1614721007000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-4.pdf?version=2&modificationDate=1614721007000&api=v2
https://wiki.nci.nih.gov/download/attachments/390466822/CDASH-Conformance-Session-4.pdf?version=2&modificationDate=1614721007000&api=v2
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