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Time point variables in SDTM are used to document the planned schedule of assessments when exact timing is important: The planned time point and, when relevant, the reference
time point and planned elapsed time. It can be challenging to align the content of time point variables across data sources and to assure compliance with CDISC standards.
Here we present a metadata-driven approach to standardising population of time point variables in SDTM.
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Reference time point (usually a dose)
--TPTREF: Text
--RFTDTC: Date/time

Planned time point
--TPT: Text
--TPTNUM: Number

Planned elapsed time
--ELTM: ISO 8601 duration format

SDTM
--TPT
--TPTNUM
--TPTREF
--ELTM

Time point data from multiple 
sources:
• Inconsistent variable values 

for same time point
• Conflicting variable values 

for different time points

Study-specific time point metadata for an assessment

Sponsor-defined list of --TPT and --ELTM values

The goals
• Comply with CDISC standards
• Make the delivery of time point data 

easier for suppliers
• Standardise the use of time point 

variables across studies

The approach
• Collect only --TPT and visit information
• Use metadata to populate other time 

point variables
• Use Novo Nordisk SDTM Generation 

Framework to handle logic

VISITNUM --TPT --TPTNUM --ELTM --TPTREF
200 BEFORE 10000010 PT0M DOSING V2
200 1 HOUR AFTER 10000020 PT1H DOSING V2
200 2 HOURS AFTER 10000030 PT2H DOSING V2
300 7 DAYS AFTER 10000040 P7D DOSING V2
400 BEFORE 10000010 PT0M DOSING V4
400 1 HOUR AFTER 10000020 PT1H DOSING V4
400 2 HOURS AFTER 10000030 PT2H DOSING V4
500 7 DAYS AFTER 10000040 P7D DOSING V4

VISITNUM --TPT
200 BEFORE
200 1 HOUR AFTER
200 2 HOURS AFTER
300 7 DAYS AFTER
400 BEFORE
400 1 HOUR AFTER
400 2 HOURS AFTER
500 7 DAYS AFTER

VISITNUM TPT_TEXT REF_TEXT REF_VISIT
200 BEFORE DOSING 200
200 1 HOUR AFTER DOSING 200
200 2 HOURS AFTER DOSING 200
300 7 DAYS AFTER DOSING 200
400 BEFORE DOSING 400
400 1 HOUR AFTER DOSING 400
400 2 HOURS AFTER DOSING 400
500 7 DAYS AFTER DOSING 400

TPT ELTM
BEFORE PT0M
10 MIN AFTER PT10M
30 MIN AFTER PT30M
1 HOUR AFTER PT1H
2 HOURS AFTER PT2H
3 HOURS AFTER PT3H
1 DAY AFTER P1D
7 DAYS AFTER P7D
etc.


