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What is CDASH? - Definition 
Clinical Data Aquisition Standards Harmonization
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Note: Not mandatory but strongly recommended



What is CDASH?

• A set of documents

• CDASH establishes a standard way to collect data in a similar 

way across studies and Sponsors

• Standards that “face” the site

• Collaboration among data management, programming, 

statisticians, clinical et al

• Metadata that support data capture design for SDTM reporting 

datasets
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What’s news?
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CDASH 2.0 CDASHIG v2.0

CDASH Model v1.0

CDASHIG metadata tables

released 20 Sep 2017



CDASH Model v. 1.0

• New standard that 

describes the root 

metadata for data 

collection variables and 

questions (by 

observation class)

• Harmonized with SDTM 

v1.4
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CDASH Model v. 1.0 – Root variables
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel



CDASH Model v. 1.0 – Question text & Prompt

Question text and prompt are parametrized to provide more flexibility
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel



CDASHIG V. 2.0 - IG + Metadata tables

• The document combines guide text and the metadata tables

• Updated Best Practices Recommendations section

• Updated Conformance Rules section

• All previous published domains are updated

• CDASH Domains are published similar to SDTM Domains
– Description

– Specification (NEW!!! Metadata tables)

– Assumptions

– CRF Examples (NEW!!!)
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel



CDASH v1.1 vs. CDASHIG v2.0
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel



CDASHIG v2.0 – Metadata tables

Observation class and Domain
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel



CDASHIG v2.0 – Metadata tables

Data Collection Scenario – different CDASHIG variables 
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel



Implementation Options: explanation of how to implement horizontal data 

collection when the SDTM target is in a vertical structure (also in Model V1.0)
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel

CDASHIG v2.0 – Metadata tables



SDTMIG Mapping instructions
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Source: 2018 European Interchange – CDASH: What’s New in CDASH v2? by Peter Van Reusel

CDASHIG v2.0 – Metadata tables



CDASH vs. SDTM

• CDASH mirrors SDTM 

wherever it can

• Different scope & 

requirements 

• Standard CDASH variables 

for any additional data
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CDASH vs. SDTM
CDASH and SDTM are in fact very similar: 

• 86% of CDASH maps directly with SDTMIG variables or a standard 

mapping is included (e.g. dates) 

– 67% of CDASH v2.0 maps directly to SDTMIG variables

• 14% are different for a reason 

– CDASH is optimized for data capture, investigator site activities & data 

quality 

– SDTM is optimized for tabulation, analysis dataset creation, & data 

submission

Different requirements, different approaches, but with the same end in mind. 
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Source: SDTM vs CDASH: Why You Need Both! - Poster CDISC Education (2017)



Why CDASH? 

• Set up new studies faster and with higher quality

• Aggregate our collected data and learn more from it

• CDASH CRFs are traceable to SDTM, by design

• CDASH helps to standardize the SDTM creation process
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How CDASH? 
A Menarini Ricerche example

Who we are:

• 10 people in Biostatistics and Data Management Unit of 

Clinical Science Department – Menarini Ricerche

this means:

– Close contact between Biostat and DM

– eCRF setup and build completely in house and in the same location 

(Florence)

– eCRF programmer and SDTM programmer can work together
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• EDC system: Medidata RAVE

• Global Library V. 1.0 

• Global Librarian (designated DM)

• Library with forms created following CDASH 2.0 and standard 

across studies 

• Standard SDTM specification across studies only for the forms 

part of Global Library

• Standard Jobs in SAS Clinical Data Integration (work in 

progress!!!)
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How CDASH? 
A Menarini Ricerche example



RAVE – Global Library

22 February 2019 6th CDISC Italian User Network 21



22 February 2019 6th CDISC Italian User Network 22


