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The COVID-19 pandemic caused changes in visit schedules; many missed
visits; in some cases, remote visits happened rather than clinic visits; and
contingent visit cases arose. It has created chaos in presenting the visit data in
Subject Visits (SV domain) but opened doors for the new visit standards such
as custom domain Visit Events (VE). So, there was a need to standardize how
various visits are numbered and can be displayed chronologically in the SDTM
(Study Data Tabulation Model) domains. This paper proposes a method for
standardizing and restructuring visit numbers for various visit types such as
pre-screening, contingent, planned, unplanned, and follow-up visits, among
others, which is entirely novel to the current approach. The real-time
challenges of handling the mentioned visits from vendors' data and the
possible solutions will also be discussed.

Abstract

Why Visit number should be Standardized?

Visit Number Format

Conclusion

Parallel Design Study Schema

How Visit number can be Standardized?

Crossover Trial Study Schema

Patnaik.Sucheta@Novartis.com

PP10

Multiple Branches Study Schema

Standardizing visit numbers based on the study design could reduce the
complexity of presenting visit data and provide direction on how different
visits can be numbered and displayed chronologically in the SDTM.
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