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SUPPSV 

 

SV IN PHASE I 

STUDIES 

• Part 1: SUPPSV 

• CDISC SDTMIG 3.2 definition for SV 

• Example 1 / with possible annotations 

• Example 2 / with possible annotations 

• Questions and Discussion 

• Part 2: SV in phase I studies 

• Visit Definition / Characteristics 

• Continuous Procedures / Unscheduled 

Measurements 

• Collection of visit dates 

 

AGENDA 
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TOKYO, JAPAN 

PART 1 

SUPPSV 
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CDISC SDTMIG 3.2 DEFINITION FOR SV 

• Variables allowed to add for SV (special purpose domain):  
• Identifiers:  --SEQ, --GRPID, --REFID, and –SPID 

• Timing: TAETORD, EPOCH, --DUR, all other seem unnecessary 

• Variables not allowed to add (allowed for findings, interventions and events 

only) : --STAT, --REASND, --CAT 
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EXAMPLE 1 

To be annotated according to SDTMIG 3.2 and STDM 1.4 

EXAMPLE 1 WITH ANNOTATIONS 

SVSTDTC 

NOT SUBMITTED 

SV 

REASON in SUPPSV 

To which record shall REASON in SUPPSV be linked when VISIT has not taken 

place? 
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EXAMPLE 1 WITH ANNOTATIONS II 

 

SVSTDTC 

NOT SUBMITTED 

DVTERM  

NOT SUBMITTED 

SV DV 
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EXAMPLE 2 

 

EXAMPLE 2 WITH ANNOTATIONS 

SVSTDTC 

CONTPERS in SUPPSV 

SV 

CONTMETH in SUPPSV 

REASON in SUPPSV 

To be annotaded according to SDTMIG 3.2 and STDM 1.4 

To which record shall REASON in SUPPSV be linked when VISIT has not taken 

place? 
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EXAMPLE 2 WITH ANNOTATIONS II 

SVSTDTC 

NOT SUBMITTED 

SV 

CONTMETH in SUPPSV 

NOT SUBMITTED DVTERM  

DV 
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QUESTIONS AND DISCUSSION 

• Information for status / reason of ‘Not Done-Visit’ needed? 

• Contact method / person needed? 

• Adaption of electronic Case Report Form: Avoid such design? 

• Create in SUPPSV? 

• Create in other domains: DV, CO?  

• Dismiss information? 

• Create ‘Unscheduled Visit’ with SVUPDES=‘NOT DONE’ to keep the 

‘Reason not done’? 

• Further options? 
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BERLIN, GERMANY 

PART 2 

SV IN PHASE I 

STUDIES 



© 2016 PAREXEL INTERNATIONAL CORP.   /   CONFIDENTIAL  11 

VISIT DEFINITION 

• Visit can be a real ‘clinical’ visit 

» One day / one date 

• Visit can reflect data collection at some time point 

» Duration of days / multiple dates 

 

• Visit Requirements according to CDISC SDTM IG 3.2: 

• Visit numbers should be consistent across domains 

• Visit numbers should be chronological 

• Visit number for planned events 

• Visit number for actual events 

• Visit number and Visit should have a one-to-one relationship 
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VISIT CHARACTERISTICS IN EARLY PHASE 

• Characteristics: 

• Phase I to IIa 

• Shorter than late phase trials 

• Whole study period in hospital 

• No resting period between trial days 

• Subjects tightly monitored  

• Numerous safety procedures during the day 

 

 

SCR Day -1 FUP Day 1 Day 2 Day 3 

Screening Admission 

to Hospital 

5 days inhouse Discharge Follow- 

Up 

Day 4 
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CONTINUOUS PROCEDURES 

• Challenge 

• Procedures running through several visits starting in one visit, stopping in another 

visit 

• Appropriate visit numbering algorithm… 

• …in order to sort procedures chronologically 

• …in order to fill SV domain with consistent start and stop dates 

 

 

 

 

 

• Method of Resolution 

• Procedure assigned to one visit number 

• Start date will be in visit 3 / end date will not be reflected and part of visit 6 

 

SCR 

V1 

Day -1 

V2 

FUP 

V7 

Day 1 

V3 

Day 2 

V4 

Day 3 

V5 

Day 4 

V6 

Telemetry 

Day 1 

V3 
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Procedure Timepoint Date Time VISITNUM 

ECG Predose 2012-02-04 07:30 3 

ECG 2H post 2012-02-04 10:05 3 

Vitals 2H post 2012-02-04 10:07 3 

ECG 4H post 2012-02-04 11:59 3 

ECG Unscheduled 2012-02-04 13:01 3 

ECG Unscheduled 2012-02-04 17:25 3 

ECG 12H post 2012-02-04 20:12 3 

UNSCHEDULED MEASUREMENTS 

• Challenge 

• More than one unscheduled measurement per day for one procedure 

• Unscheduled measurements performed on days with scheduled visits 

• How to find appropriate visit numbers for unscheduled measurements… 

• …to distinguish all unscheduled measurements performed the same day 

• …to fill SV domain with consistent values for visit and date 

• Method of Resolution 

• Use TPTNUM 

• Timepoints not  

summarized in  

SV 

 

 

Procedure Timepoint Date Time VISITNUM TPTNUM 

ECG Predose 2012-02-04 07:30 3 0 

ECG 2H post 2012-02-04 10:05 3 2 

Vitals 2H post 2012-02-04 10:07 3 2 

ECG 4H post 2012-02-04 11:59 3 4 

ECG Unscheduled 2012-02-04 13:01 3 4.01 

ECG Unscheduled 2012-02-04 17:25 3 4.02 

ECG 12H post 2012-02-04 20:12 3 12 
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UNSCHEDULED MEASUREMENTS II 

• Challenge 

• Visit not done on day of a planned visit 

• Increment visit number 

 

 

Procedure Timepoint Date Time VISITNUM TPTNUM 

ECG Predose 2012-02-04 07:30 3 0 

Vitals Predose 2012-02-04 07:41 3 0 

ECG 2H post 2012-02-04 10:05 3 2 

Vitals 2H post 2012-02-04 10:07 3 2 

ECG 4H post 2012-02-04 11:59 3 4 

ECG Unscheduled 2012-02-04 13:01 3 4.01 

ECG 12H post 2012-02-04 20:12 3 12 

ECG Unscheduled 2012-02-05 17:24 4 

Procedure Timepoint Date Time VISITNUM TPTNUM 

ECG Predose 2012-02-04 07:30 3 0 

Vitals Predose 2012-02-04 07:41 3 0 

ECG 2H post 2012-02-04 10:05 3 2 

Vitals 2H post 2012-02-04 10:07 3 2 

ECG 4H post 2012-02-04 11:59 3 4 

ECG Unscheduled 2012-02-04 13:01 3 4.01 

ECG 12H post 2012-02-04 20:12 3 12 

ECG Unscheduled 2012-02-05 17:24 4.01 

• Challenge and Method of resolution 
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electronic data:  

 

 

• Method of resolution  

(for unscheduled procedures) 

• Use assessment dates 

 

 

COLLECTION OF VISIT DATES 

• Challenge 

• Not all visit dates are kept as such in eCRF 
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mapping 

specification:  

 

 

VISITNUM 

VISIT  

 

 

COLLECTION OF VISIT DATES II 

CRF:  

 

 

• Method of 

resolution  

(for scheduled 

procedures) 
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THANK YOU 

© 2016 PAREXEL INTERNATIONAL CORP.   /   CONFIDENTIAL  18 


