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Requirements of SV  

• From SDTM IG 3.2 

 The Subject Visits domain consolidates information about 

the timing of subject visits that is otherwise spread over 

domains that include the visit variables (VISITNUM and 

possibly VISIT and/or VISITDY). 
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• For unscheduled visits or measurements, numbers are 

often assigned values between two protocol-scheduled 

visits. These numbers should be distinct from other visit 

numbers but retain the chronological order (e.g. two 

unscheduled visits between visit 3 and visit 4 might be 

3.1 and 3.2). The character form of the visit identifier 

may be UNSCHEDULED or a similar term.  

(Study Data Specifications V2.2 

http://www.fda.gov/downloads/ForIndustry/DataStandar

ds/StudyDataStandards/UCM312964.pdf) 

 Not available in new version of the document 

Requirements of SV  
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• Expects one to one mapping of VISIT and VISITNUM 

for all visits  

 according to SDTM IG this is only needed for planned 

visits 

• Indentifies Unscheduled Visits via the terms 

„UNSCHED“, „Unsched“, „UNPLAN“ and „Unplan“ 

Additions from OpenCDISC for SV  
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• Visits need to be re-derived centrally for SV 

 

• Process option 1: 

 Derive SV first and output interim data 

 merge interim dataset containing old and new Visit 

names with visit based datasets during their creation 

 

• Process option 2: 

 Derive SV at the end 

 re-output the new visits in all visit based datasets 

 

Mapping process of SV  
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