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Introduction to Data Transparency 

•  Data Transparency is a process to de-identify patients’ 
data without  compromising patients’ data 
confidentiality      

•  Different organisations have taken different approach to 
de-   identify trial data  

•  PhUSE has released the first version of a guideline for 
data transparency to clarify some issues and provide 
suggestions on implementation. This can be downloaded 
from PhUSE website. 
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Standards for Data Transparency 

 
Key PhUSE De-identification standard for STDM 3.2  
•  Offset dates 
•  Provide coded content of the variable if free-text 
•  Elevate country to continent 
•  Aggregate Age 

•  Scan free-text and only redact values with personal 
information 
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•  Duplication in generating random subject ID  

 

   

Issues found during implementation 



Issues found during implementation 

•  Inconsistency of Offset date 

    Historical  AEs can shift to post consent date 
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•  Identifying Low Frequency Data 
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Rare  Outlier 

Issues found during implementation 

Outlier  



•  Identifying Free-text and Personally Identifying 
Information (PII) 
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Issues found during implementation 



Solutions  

•  Develop a step by step 
process to ensure issues are 
identified and resolved 

•  A macro program for each 
de-identification standards 

•  Automated and manual 
approaches,  both techniques 
need to be considered 

•  Collaboration among teams  
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Complete process of Data Transparency  

•  Full process has 
been implemented 
individually based on 
standard rules 
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Example of Macro to implement Data 
Transparency Guidelines 
 

 
11 

 

Each macro  
Input is the  
previous macro  
output 
 



  
  
Conclusion 
 
  •  During OFFSET dates 

•  Flag partial dates 
•  Check historical dates 

•  Low frequency data 

•  Check cross tabulation, not just single values 

•  Check grouped data to ensure consistency 

•  FREE-TEXT AND PII 

•  Use automatic scanning tools 

•  Perform manual review 
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Conclusion 
 
  •  Standards help to anonymize the data without 

compromising patients’ data confidentiality 

•  A thorough process needs to be in place to ensure the 
efficient and correct implementation of the standards 

•  A macro for each standard/rule can smooth the process 
and minimise updates if new data introduces new 
problems 
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Questions or Comments? 
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