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Fit for purpose concept

 Different project intentions (e.g. submission relevant 

analysis vs research) may require different processes, 

validation requirements and more or less flexibility

 A fit-for-purpose concept with different categories should 

be implemented:

1. Decision making

Results are generated in a way that allows transfer to 

authorities (e.g. FDA, EMA) and use as part of 

submissions

2. Clinical and Pre-clinical research

Exploratory analysis, hypothesis generation
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