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Relationship between CDASH and other CDISC standards
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Topics

Overview of CDASH
 Purpose and basic concepts of CDASH
 Relationship between CDASH and other CDISC standards
 Collecting data in normalized and de-normalized structure

CDASH conformant CRF examples
 Demographics
 Vital Signs

CDASH  Best Practice recommendations for data 
collection
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What is CDASH

• CDASH - Clinical Data Acquisition Standards 
Harmonization  

• Describe CDISC-recommended basic standards for the 
collection of clinical trial data 
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Purpose of CDASH

Purpose

 To describe recommended basic standards for the collection of 

clinical trial data

 and be used by those functions involved in the planning, 

collection, management and analysis of clinical trials and clinical 

data
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Basic Concepts of CDASH

Develop CRF content standards for a basic set of global 
industry-wide CRF fields to support clinical research
 Initial scope limited to most commonly collected data

 These CRF standards apply across most therapeutic areas and 
phases of clinical development (I-IV)

Maximize re-use of data, CRFs, programming, etc.

Increase transparency and traceability in the data

Support data repository, and data sharing

Support integrating research into clinical care workflow
 CDASH is used as a content standard to harvest data from 

electronic health records 
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Basic Concepts of CDASH – CDASH Traceability 

CDASH uses the same data groupings (domains) as SDTM

CDASH uses SDTM variables when the data collected are exactly 
the same as the data submitted

CDASH uses a standard CDASH variable when the data collected 
have to be transformed prior to putting the data into an SDTM 
variable

CDASH uses a standard CDASH variable when the data collected 
are not included in the submission

CDASH uses SDTM controlled terminology so that what is 
collected in the CRF is the same as the value or variable in SDTM
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Basic Concepts of CDASH – Example 
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Basic Concepts of CDASH – CDASH Domain

General Observation Class
 Events

 Adverse Events (AE)
 Medical History (MH)
 Disposition (DS)
 Protocol Deviations (DV)

 Findings
 Laboratory Test Results (LB)
 Drug Accountability (DA)
 ECG Test Results (EG)
 Inclusion and Exclusion Criteria (IE)
 Physical Examination (PE)
 Subject Characteristics (SC)
 Vital Signs (VS)

 Intervention
 Exposure (EX)
 Prior and Concomitant Medications (CM)
 Substance Use (SU)

Special purpose
 Comments (CO)
 Demographic (DM)

Others
 Common identifier
 Common Timing variables
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Basic Concepts of CDASH – CDASH Domain Tables

Explanation of Table Headers
 Question Text

 Prompt

 SDTM or CDASH Variable Name (CDASH variable name shaded)

 BRIDG

 Definition: CRF text examples; {code list name}

 CRF Completion Instructions

 Information for Sponsors

 Core
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CDASH Domain Tables – Core 

Core Designations for Basic Data Collection Fields
 Highly Recommended
 Recommended/Conditional
 Optional
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CDASH Alignment with SDTM – Purpose 

SDTM/SDTMIG - Data submission 

CDASH - Data collection

The CDASH data collection fields (or variables) can be mapped to 
the SDTM structure, but there are instances where the variables do 
not exactly match due to their different purposes
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CDASH Alignment with SDTM - Scope

Derived Data - The SDTM standard contains some derived data 
whereas CDASH data collection fields are not derived at the data 
acquisition stage

Data Collection Fields not Included in the SDTM - Intended to 
assist in the cleaning of data and in confirming that no data are 
missing (e.g., AEYN, CMYN, CMONGO). Variable Name will be 
shaded to indicate it is not to be submitted in SDTM



15

CDASH Alignment with SDTM – Example
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CDASH Alignment with SDTM
-- Date format from CDASH to SDTM
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CDASH Alignment with SDTM
-- Date format from CDASH to SDTM (example)
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CDASH Alignment with CDISC Controlled Terminology

Under development by the CDISC Terminology Team

Published by the National Cancer Institute’s Enterprise Vocabulary 
Services (NCI EVS) and can be accessed via the following link: 
http://www.cancer.gov/cancertopics/terminologyresources/CDISC
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CDASH Alignment with CDISC Controlled Terminology
-- Example
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CDISC Controlled Terminology – Example 
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Conformance Rules for CDASH 
Implementation

Tier 1 conformance – describe the minimum implementation in 
CDASH standards V1.1
 All Highly Recommended and applicable Recommended/Conditional 

Common Identifying and Timing Variables are present in the CRF or 
available from the operational database. 

 All code lists displayed in the CRF use or map to current published 
CDISC Controlled Terminology when it is available. Subsets of 
published Controlled Terminology can be used. 

 The implementation of the CRF follows the Best Practice 
recommendations 

 CDASH Question Text or Prompt is used 

 Proper use of Questionnaires
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Conformance Rules for CDASH 
Implementation

Tier 2 conformance – focus on the operational implementation of 
CDASH in CDASH UG (User Guide)
 All Level 1 conformances are met

 All data collection fields are defined using CDASH naming 
conventions in the operational database unless an equivalent SDTMIG 
variable can be used for data collection in a user-friendly manner (e.g., 
using a recommended input format for data collection) 

 All non-CDASH Variable Names in CRFs follow CDASH 
recommendations for Creating Fields That Do Not Exist in CDASH 
(Section 2.4.3). 

 All Best Practice recommendations in Section 3 of CDASH V1.1 are 
followed.
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Conformance Rules for CDASH Implementation
-- Creating Fields That Do Not Exist in CDASH

Evaluate Variable Category
1. Data cleaning purpose only, not submitted in SDTM
2. Can be mapped to SDTM directly 
3. Will be mapped to SDTM via SDTM mapping rule, e.g.: date variables
4. New variable, to be submitted in SDTM

Generate Variable Name
 Create variable following CDASH naming convention as needed, if 

Category 1
 Use SDTM variable, if Category 2
 Create variable following CDASH naming convention while referring to 

SDTM variable, if Category 3
 Follow list of reserved domain codes, and variable naming fragment in 

SDTMIG, if Category 4 
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Collecting data in normalized and de-normalized structures

CDASH Findings domain tables (e.g., DA, EG, IE, LB, SU, and VS) 
are presented in a structure that is similar to the SDTM submission 
model, which is to list the variable names and some examples of 
the tests in a normalized structure

However, some Data Management systems collect the data in a 
de-normalized structure 
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Collecting data in normalized and de-normalized structures

De-normalized Structure Normalized Structure

Horizontal view, short and wide Vertical view, long and narrow 

One record per subject visit One test per record 

Sometimes optimal and simplest for 
entering data 

May complicate entry of data in some 
cases 

Not optimal for data analysis and 
reporting 

Optimal for data mining, adopted by the 
CDISC SDS team  

Additional programming is needed to 
restructure data into the for data 
analysis/submission. 

No additional mapping required for data 
analysis or submission 

Conformant to CDASH, as long as 
naming convention rules are followed 
and controlled terminology are used 

Conformant to CDASH, as long as 
naming convention rules are followed 
and controlled terminology are used 
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Collecting data in normalized and de-normalized structures

De-normalized Structure

Normalized Structure
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CDASH conformant CRF examples
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CDASH conformant CRF examples
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Best Practice Recommendations

Necessary Data Only 
Clarity 
CRF Completion Guidelines
Site Workflow 

Control 
Adequate Review 
Employ Standards 
Translations 

Data Cleaning Prompts
What to database
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Best Practice Recommendations
-- CRF development workflow
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Best Practice Recommendations
-- FAQs

Should ‘Yes/No’ question be preferred over ‘Check all that apply’ 
questions?
Should there be a standard order for ‘Yes/No’ response boxes and 
other standardized lists? 
What date format should be used for subject and site completed 
CRF data? DD-MMM-YYYY  
What time format should be used for subject and site completed 
CRF data?  HH:MM:SS   
Should manually-calculated data items be recorded on the CRF?
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Should ‘Was assessment X performed?’ be collected and/or 
databased? Prefer which, ‘Yes/No’ or ‘Check if ND’?
Should “Yes/No” exam/assessment completed be preferred over 
“Check if not done” questions?
Should free text be an option for a response to a specific question?
Should data be pre-populated in the CRF?
Should location of measurement and position of subject be 
collected for each assessment?
Should sites be given guidance on how to record verbatim terms for 
AEs, CMs or medical history in the CRF?
What should implementers consider when designing the flow order 
for CRFs?

Best Practice Recommendations
-- FAQs
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Case 1 Necessary Data Only

Medication 
Name

Total daily 
dose and 
frequency

Start Date Stop Date Indication

Please record all previous medications 
used to treat hypertension
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Case 2 Should calculated data items be recorded on the 
CRF?

 It depends
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Case 3

Ethnicity:   
– □ Chinese
– □ Korean
– □ Spanish

Should “Yes/No” questions be preferred over “Tick/Check all that 
apply” questions?
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Case 5 Should there be a standard order for YES/NO response 
boxes and other standardized lists?
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Summary

Use CDASH standards in (e)CRF design as much as 
possible

If no CDASH forms/variables are available, take reference to 
SDTM domains/variables and TA standards
When referencing SDTM/TA standards, evaluate the variable 
first, instead of 100% copying 

The more closer your domains/variables are to 
CDASH/SDTM, the less work your programmer will need to 
spend time on mapping
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