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“ Core Philosophy - the building blocks approach How do we control it?

* TO create submission-ready programs
in a fast, transparent and user-

A program generator approach. A program can be split into multiple sections. We consider those sections .
Pros 5 PP Pros P P e 2 levels—done in two excel sheets.

_friendly way. ) as building blqcks and each program is created by combining the building blocks. For every se.ction., we + The entire setup can be done on project level, ensuring alignment between trials.
can have multiple blocks that we can use. A separate program is created for each analysis defined in the
Rationale protocol/SAP, with potentially hundreds of programs generated simultaneously. + 15t level of control — which building blocks do we want to use?
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Multiple single programs are called, creating intermediate AX programs using template blocks. Outcome

/

Intermediate Program * Alarge number of high quality, submission-ready programs have
been created.
* No repetitive programming without macro usage

Intermediate Program * Reviewing or adding new analyses was easy — once a certain
block was validated, an analysis could be added very fast
Intermediate Program * Analysis Results Metadata can be generated for each individual

analysis, making life easy for the FDA reviewer.
\° Please refer to presentation ASO5 for more details. Y




