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CDASH Mapping on NCI Standard Forms

▪ Screening

▪ Off Treatment

▪ Off Study

▪ RECIST 1.1

Topics
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NCI Standard Forms Review
Project Plan / Goals
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CDASH Off Treatment and Off Study Reasons - Integration Consistency

▪ Theradex is using CDE 6355981 for the reasons a patient goes off treatment and off study. Looks like 
it is one of the standard CDEs used by a number of organizations. It is a critical element of an SDTM 
submission.

▪ CDEs that appear to be used across all our networks
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CDASH Off Treatment and Off Study Reasons - Integration Consistency

• Theradex Web Reporting system (WRS) is used by both the ETCTN and NCTN

• Did mapping into WRS via DMU

• The previous simpler list of reasons has greatly expanded due to CDISC CT

• The values highlighted in violet below are new, and we are mapping many of them to 

“Other”. 

• May need to update our list of values in WRS

• AMC, COG and Theradex are using this CDE, other members of the NCTN are missing.

• Need confirmation from NCI to expand the list of reasons. 
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Progress on CDASH Mapping of NCI Standard Forms

▪ CDASH Mapping Completed (curation in 

caDSR in progress):

▪ RECIST V1.1

▪ Screening

▪ Off Treatment

▪ Off study

▪ CDASH Mapping In Progress

▪ TRIAD

▪ mostly these forms are used for Image 

QC, but any data point(s) that might be 

used in clinical study analysis will be 

mapped to CDASH
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NCI Standard Forms Review
Approach
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Approach to CDASH Mapping of NCI Standard Forms

▪ Working with an Excel file export of CDEs, Reviewed

Questions
Data 

Types

Value 

Lists
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Approach to CDASH Mapping of NCI Standard Forms

▪ Evaluated for CDASH Conformance
Are all the HR 

& relevant R/C 

Questions in 

the form?

Correct 

Data 

Type?

“Synonymous” 

values in value 

lists?

Conformant CDASH Question 

Text or Prompt? (or synonym)
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Approach to CDASH Mapping of NCI Standard Forms

▪ Created a second tab in the Workbook to show the CDASH mapping

For Each NCI 

Quesion
For each 

response 

value

Mapped to 

values in 

required 

SDTM 

terminology

CDASH 

Question Text 

(full sentence)

CDASH 

Prompt

Added 

FieldOID

using our 

variable 

pattern

Additional 

comments

Provided 

conformant 

CDASH options
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NCI Standard Forms Review
Content: Off Treatment
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Standard Form Mapped to CDASH: Off Treatment

Fairly 

straightforward 

mapping
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NCI Standard Forms Review
Content: Off Study
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Standard Form Mapped to CDASH: Off Study

Fairly 

straightforward 

mapping
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NCI Standard Forms Review
Content: Screening
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Standard Form Mapped to CDASH: Screening
Mapping 

depends on how 

used in study

First three questions 

would be Protocol 

Deviation (DV) records 

if these questions are 

asked after the person 

has started on the 

study.
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NCI Standard Forms Review
Content: RECIST v1.1
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Standard Form Mapped to CDASH: RECIST V1.1 (1 of 3)

RECIST V1.1 was a 

little more 

challenging for a 

handful of questions.
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Standard Form Mapped to CDASH: RECIST V1.1 (2 of 3)

Some questions 

structured 

differently from 

SDTM/CDASH 

assumptions
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Standard Form Mapped to CDASH: RECIST V1.1 (3 of 3)
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Summary

▪ We will continue to work through the standard forms, providing CDASH Mapping

▪ It would be GREAT to have your feedback on these and how they support your study builds
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Questions?
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Send additional questions to the 

support email:
NCICDISCSupport.nih .gov


