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Background

Problem Statement

There are several major differences that 
affect anonymization processes between 
clinical trial individual patient datasets and 
clinical trial study documents:

Standalone Anonymization Processes

Integrated Anonymization Processes
Documents and Datasets

Recommendations

Conclusions

Integration of anonymization 
processes for both datasets 
and documents could result in:

• Precise/consistent outputs –
as similar standards would be 
utilized for both 

• Increased efficiency – as the 
overall time spent in establishing 
integrated specifications and 
combined risk-assessment 
would be reduced

• Lesser risk of re-identification 
– as a consistent approach 
would be used for both 
anonymizations

• Reduced costs – Combined 
efforts would lead to the overall 
reduction of resources used for 
anonymization

These differences can lead to 
inconsistencies in anonymization 
approaches and outputs for a 
single study.  Inconsistencies in 
anonymization approaches could 
lead to a greater risk of protected 
personal data being disclosed.


