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Introduction to SWOG’s 
upcoming CDASH changes
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Why?

FDA Submission Requirements (2014)

&

NCI Data Collection Requirements (2020)
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What is CDASH?

CDSIC: Clinical Data Interchange Standards Consortium

• CDASH: Clinical Data Acquisition Standards Harmonization

• SDTM: Study Data Tabulation Model

• ADaM: Analysis Data Model
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What is CDASH?

CDSIC
(Clinical Data Interchange Standards Consortium)

CDASH SDTM ADaM
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Data 
Collection

Data 
Submission

Data 
Analysis

What does this mean for SWOG?

• Improvements in…
• Consistency

• Worldwide standard already in use for the past 5 years

• Clarity
• Add specificity to minimize confusion

• Efficiency 
• CDASH motto: If you don’t need it, don’t ask for it!
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What does apply to?

• To start CTEP-IND studies only.
• But eventually, all SWOG trials
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What does the CDASH standard look like?
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Domain level

Variable level 

AE = Adverse Events
CM = Concomitant Medications
LB = Lab Values

Were any adverse events experienced? (AEYN)
What was the adverse event start date? (AESTDAT)
What was the adverse event end date? (AEENDAT)

Prompt level 

What was the (concomitant) 
[medication/treatment/therapy] name?

(Concomitant) [Medication/Treatment/Therapy]

Controlled Terminology level 

SEX Codelist:
F = Female
M = Male
U = Unknown
UNDIFFERENTIATED = Intersex

Prompts
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Previous SWOG Terminology Current CDASH Terminology Future SWOG* Terminology

Patient Subject Participant

*Possible future CDASH Terminology as well. 

CDASH Best Practices

• No “Check all that apply”, yes/no responses only
• Include “Not Done” or “Unknown” as needed

• Use data cleaning prompts

• Don’t collect the same data more than once
• Include an “Ongoing” field when applicable
• Allow for unknown dates

• Limit the use of free text responses
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Examples: No “Check all the apply”

Past

10

Future

Examples: Include “Unknown” Option

Past

Future
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Examples: Include “Not Done” Option

Past

Future
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Examples: Use Data Cleaning Prompts

Past

Future
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Examples: Don’t Repeat Data

Past

14

Future

Treatment

Off Treatment

Follow-up

Vital Status Form

Examples: Include “Ongoing”

Past

Future
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Examples: Allow Unknown Dates

Past
• Had to input a Day, Month, and Year

Future
• “UN” for unknown Day

• “UNK” for unknown Month

• “UNKN” for unknown Year
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Examples: Limit Free Text

• Tumor Assessments
• Controlled terminology 

for Location
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Examples: Limit Free Text

• Limit use of Comment fields
• If it’s important, there should be a question just for that purpose
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Existing Reports and Tools 
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Mostly…

Up next…

Difficulties/Challenges/Experience of Dealing with 
Re-Engaging in Clinical Trials & Questions 

Dana Little & Ofilio Vigil
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