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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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CDASH Off Treatment and Off Study Reasons - Integration Consistency

Web Reporting Value

Adverse Event/Side Effect/Complications

Death on study during active treatment

Patient Withdrawal/Refusal after beginning protocol 

therapy

Patient Withdrawal/Refusal prior beginning protocol 

therapy

Alternative Therapy

Patient off treatment for other complicating disease

Lost to follow up

Cytogenic Resistance

Disease progression before active treatment begin

No treatment per protocol criteria

Other

CDASH Controlled Terminology

COMPLETED

PROGRESSIVE DISEASE

DISEASE RELAPSE

ADVERSE EVENT

DEATH

WITHDRAWAL BY SUBJECT

WITHDRAWAL BY SUBJECT

OTHER

OTHER

LOST TO FOLLOW-UP

OTHER
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CDASH Off Treatment and Off Study Reasons - Integration Consistency

• Plan to handle Off Treatment Mappings

• Standardize the existing CTEP Off Treatment Controlled Terminology

• Specificity is needed

• Verify we are CDASH compliant

• Review the content in the existing CDE (635598) in the NCI GLIB to verify consistency and 

add additional values as appropriate

• Follow up with LPOs for potential additional values as appropriate
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Progress on CDASH Mapping of NCI Standard Forms

▪ CDASH Mapping Completed (curation in 

caDSR in progress):

▪ Collaborating with CBIIT to make content 

available for CTEP CDISC Harmonized 

Forms
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Send additional questions to the 

support email:
NCICDISCSupport.nih .gov


