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Includes treatment-emergent adverse events of at least x% (before rounding) in Treatment X, sorted by
risk difference

*P-value from Fishers Exact Test

CONCLUSIONS

 Industry standards have evolved over time for data
collection (CDASH), observed data (SDTM), and
analysis datasets (ADaM).

* Development of standard tables and figures with
associated analyses and code is the next step.

* Having an organized process for shared learning of

Industry Academic

.

Repository:
Standard
Validated

R*Studio or

Any Others
iImproved methodologies can lead to earlier safety
Final White Papers: www.phuse.eu signal detection and better characterization of the
r D Draft White Papers: www.phusewiki.org safety profile of our products.

Code to Create Tables, Figures, and -
\Listings from the White Papers

We welcome new members! Contact information on
www.phusewiki.org

J

Special acknowledgement to members of the PhUSE CSS Standard Scripts for Analysis and Programming Working Group, White Papers Project Team who have contributed to the white papers, and to those who have provided review comments.




