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Global Data Standards 
Information Layer vs. Implementation 
Layer 

Biomedical Concepts 
e.g. Definition and properties of an Adverse Event (AE) 

Logical Data Model 
e.g. AE, AE intensity, AE onset date, relationship between an AE and treatments for that AE 

Data Models for each System 
e.g. Data model to capture AE data, AE domain in SDTM, ADAE analysis data set 

Systems 
e.g. EDC, Programming Environment 
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Global Data Standards 
What are Global Data Standards 

•  Description of how Roche clinical trial data should be collected, 
‘tabulated’, analyzed, and submitted to regulatory authorities aligned 
with CDISC 
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Study Level Implementation 
Global Data Standards Request Process 
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Global Data Standards Request Forms 
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Future State 
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Summary 

•  Initial development of the Global Data Standards was just the beginning 

•  The Global Data Standards need to be continually developed and 
maintained 

•  Effective Governance is key to a successful implementation across all 
studies 

•  A cross-functional governance model helps support effective decision-
making 

•  Challenges in the implementation of Global Data Standards can be 
addressed using both technology and process 





Doing now what patients need 
next 


