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Abstract Visit Number Format

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 Order of @ TREATMENT
. .- . . . . re i
Subject Visits (SV domain) but opened doors for the new visit standards such Order of / sL \ ~ ““5::_15_‘::"5" SAFETY AND EFFICACY FOLLOWUP
. . . . ISl
as custom domain Visit Events (VE). So, there was a need to standardize how {T:::;:UI g 3 — SAFETY AND EFFICACY | SAFETY AND EFFICACY | SAFETY SAFETY
various visits are numbered and can be displayed chronologically in the SDTM - _ Visits with " Number of unique visits | el FOLLONERS OLOWER2 | FOLLOWUR? | FoLlowUPz
(Study Data Tabulation Model) domains. This paper proposes a method for CL‘:'ESI{:' under each ‘:’C'E and DT 100001 200001 200002 310001 310002
. . . . . . ee
standardizing and restructuring visit numbers for various visit types such as < v SR SAFETY AND EFFICACY | SAFETY AND EFFICACY |  SAFETY SAFETY
Ex: Day 1 or Follow-up 1 Not Screening
I"\._ 3 b 4 P _,./'I Respon R gto FOLLOWUP 1 FOLLOWUP 2 FOLLOWUP 1 FOLLOWUP 2
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others, which is entirely novel to the current approach. The real-time
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Why Visit number should be Standardized?

Parallel Design Study Schema
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Divide the Study based
on the Epoch m |
Standardizing visit numbers based on the study design could reduce the
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