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SDTM Ver.1.2 SDTM IG Ver.3.1.2



AE  

 JAPANESE 

TEXT IN SOURCE DATABASE AETERM  
Row STUDYID DOMAIN USUBJID AESEQ AETERM AESTDTC AEENDTC AEMODIFY AEDECOD 

1 ABC123 AE 123101 1 
JAPANESE TEXT IN 

SOURCE DATABASE 
2005-10-12 2005-10-12  Headache 

2 ABC123 AE 123101 2 
JAPANESE TEXT IN 

SOURCE DATABASE 

2005-10-

13T13:05 

2005-10-

13T19:00 
 Back pain 

3 ABC123 AE 123101 3 
JAPANESE TEXT IN 

SOURCE DATABASE 
2005-10-21   

Pulmonary 

embolism 

 
Row AEBODSYS AESEV AESER AEACN AEREL 

1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE DEFINITELY NOT RELATED 

2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED PROBABLY RELATED 

3 (cont) Vascular disorders MODERATE Y DOSE REDUCED PROBABLY NOT RELATED 

 
Row AEOUT AESCONG AESDISAB AESDTH AESHOSP AESLIFE AESMIE AESTDY AEENDY AEENRF 

1 (cont) 
RECOVERED/

RESOLVED 
      -1 -1  

2 (cont) 
RECOVERED/

RESOLVED 
      1 1  

3 (cont) 
RECOVERING

/RESOLVING 
   Y Y  9  AFTER 

 

AE  

  
Row STUDYID DOMAIN USUBJID AESEQ AETERM AESTDTC AEENDTC AEMODIFY AEDECOD 

1 ABC123 AE 123101 1  2005-10-12 2005-10-12  Headache 

2 ABC123 AE 123101 2  
2005-10-

13T13:05 

2005-10-

13T19:00 
 Back pain 

3 ABC123 AE 123101 3  2005-10-21   Pulmonary embolism 

 
Row AEBODSYS AESEV AESER AEACN AEREL 

1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE DEFINITELY NOT RELATED 

2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED PROBABLY RELATED 

3 (cont) Vascular disorders MODERATE Y DOSE REDUCED PROBABLY NOT RELATED 

 
Row AEOUT AESCONG AESDISAB AESDTH AESHOSP AESLIFE AESMIE AESTDY AEENDY AEENRF 

1 (cont) 
RECOVERED/

RESOLVED 
      -1 -1  

2 (cont) 
RECOVERED/

RESOLVED 
      1 1  

3 (cont) 
RECOVERING

/RESOLVING 
   Y Y  9  AFTER 

 

 

2

 

QS  
Row STUDYID DOMAIN USUBJID QSSEQ QSTESTCD QSTEST 

1 ABC123 QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASE01 

2 ABC123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE02 

3 ABC123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03 

 

QS  
Row STUDYID DOMAIN USUBJID QSSEQ QSTESTCD QSTEST 

1 ABC123 QS 123101 1 QSTEST1  

2 ABC123 QS 123101 2 QSTEST2  

3 ABC123 QS 123101 3 QSTEST3  



Dataset: : XXXXX XXXXX  

No. Variable 1 Description 2 

1 
ID Unique subject identifier 

2 STUDYID Study number 

3 TIME Time of the event relative to the first dosing of the study drug 

4 AMT Amount of drug administered 

5 DV Plasma concentration 

6 CMT 

Number of the compartment where the parameter was measured 

1 = Dosing 

2 = Parent drug  

3 = Metabolite 

7 MDV 

Missing dependent variable data item for DV 

0 = Valid PK measurement 

1 = Other (missing or invalid value, dosing event, start of urine sampling) 

X XXXX  

 

1  

2  



 

 

No. Program file name 1 Description 2 

1 xxxxxx 

  Ver.  

 

 

 

xxxxx <- " " 

 

 

xxxxx<- " " 

 

exportData(XXXXX) 

 xxxxx CSV xxxx

xxxxxx  

xxxxx xxxxx

 

xxxxx  

xxxxx <- importData(XXXXX) 

X xxxxxx 

  Ver.  

 

  

  

 

1  

2  

 

 


