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Introduction to SDTM 

•  Introduction 

•  SDTM Framework 
 

•  SDTM Implementation and Examples 

•  SDTM Compliance 

 

•  Summary 



Who are CDISC? What is SDTM? 

http://www.cdisc.org/	





CDISC & CDISC SDTM 

Study Data Tabulation Model 

SDTM 
Implementation 

Guide 



 
SDTM Framework 
 

Data Class 

      Variable Role 

Dataset	





SDTM Framework: 
General Observation Class 

 
 

Interventions 

Treatments that are 
administered to the 

subject 

Conmeds (CM) 

Exposure (EX) 

 
 

Events 
Planned protocol 

milestones, 
occurrences, 

conditions, or incidents 

Adverse Events (AE) 

Disposition Events 
(DS) 

 
 

Findings 

Observations resulting 
from planned 
evaluations 

Vital Signs (VS) 

Physical Exam (PE) 



SDTM Fundamentals: 
Other Data Classes 

 
Special 
Purpose 

Demographics 
(DM) 

Comments (CO) 

Subject Visits (SV) 

Subject Elements 
(SE) 

 
Relationship 

Related Records 
(RELREC) 

Supplemental 
Qualifiers  
(SUPP--) 

 
Trial Design 

Trial Summary (TS) 

Trial Arms (TA) 

Trial Inclusion (TI) 

Trial Visits (TV) 
Trial Elements (TE) 



SDTM Framework: 
Variable Roles 

 
Identifier 

Variables 
used to 

identify the 
record 

Study Identifier 
(STUDYID) 

Subject Identifier 
(USUBJID) 

Sequence 
Identifier (--SEQ) 

 
Topic 

Specifies the 
focus of the 
observation 

Lab Test Name 
(LBTEST) 

Adverse Event 
Term (AETERM) 

Reported Drug 
Name (CMTRT) 

 
Timing 

Timing of the 
observation 

Lab Assessment 
Date (LBDTC) 

Adverse Event 
Start Date 

(AESTDTC) 

Exposure End 
date (EXENDTC) 

 
Qualifier 

Values that 
describe the 

results or 
traits of the 
observation 

Lab Test Result 
(LBORRES) 

Adverse Event 
Severity 
(AESEV) 

Conmed Dose 
(CMDOSE) 



SDTM Framework: 
Core Variables 

 
 

     Required   

Basic to the 
identification of 
a data record 

Must always be 
present 

Cannot be null 

 
 

      Expected   

Establish the 
observation 

context 

Must always be 
present 

Can be null 

 
 

Permissible 

Present if 
collected or 

derived 

Must be present 
if collected 

Can be null or 
excluded 



SDTM Framework: 
Recap 

Data 
Class 

General 
Observation  

Special Purpose 

Relationship 

Trail Design 

Variable 
Role 
Identifier 

Topic 

Timing 

Qualifier 

Core 
Variables 

Required 

Expected 

Permissible 



SDTM Implementation 
Creating a Mapping 

1. 
Determine 
the Data 

Class 

2. Identify 
Required 
Variables 

3. Identify 
Expected 
Variables 

4. Identify 
applicable 

Permissible 
Variables 

5. Identify  
Relationship 

Variables 



SDTM Implementation  
Example  1 

1. Determine Dataset Class 

Intervention	



2. Identify Required Variables 

STUDYID	



USUBJID	



DOMAIN = “CM”	



CMTRT	



CMSEQ = Derived	



3. Identify Expected Variables 

No expected variables	



4. Identify Permissible Variables 

CMDOSE	



CMDOSU	



CMROUTE	



CMFREQ	


CMSTDTC	



CMENDTC	



CMINDC	



5. Identify Relationship Variables 

CMENRTPT	



No relationship variables	





SDTM Implementation  
Example 2 

1. Determine Dataset Class 

Events	



2. Identify Required Variables 

USUBJID	



AESEQ = Derived	



STUDYID	



DOMAIN = ‘AE’	



AETERM	



3. Identify Expected Variables 

AESER	



AEACN	



AEREL	



AESTDTC	



AEENDTC	



4. Identify Permissible Variables 

AEENRTPT	

 AETOXGR	

 AESEV	



AEOUT	



AEACNOTH	


AESDTH, AESCONG, AESHOSP , 
AESDIAB,AESLIFE, AESMIE	

5. Identify Relationship Variables 

No relationship variables	





SDTM Implementation  
Example 3 

1. Determine Data Class 

Findings	



2. Identify Required Variables 

STUDYID	



DOMAIN = ‘LB	


USUBJID	



LBSEQ = Derived	



LBTESTCD	



LBTEST	



3. Identify Expected Variables 

LBCAT	



LBORRES	


LBORRESU	



VISITNUM	



LBDTC	



Derived	



4. Identify Permissible Variables 

LBSPID	



LBNAM	



5. Identify Relationship Variables 

LBADD in SUPPLB	



LBCLSIG = N in SUPPLB	


LBCLSIG = Y in SUPPLB	





SDTM Implementation  
Linking SUPP to Parent 

LB Family	



Parent	

 Child	



Parent = LB	



Child = SUPPLB	



Link via LBSEQ	





SDTM Implementation: 
Recap 

1. 
Determine 
the Data 

Class 

2. Identify 
Required 
Variables 

3. Identify 
Expected 
Variables 

4. Identify 
applicable 

Permissible 
Variables 

5. Identify  
Relationship 

Variables 



SDTM Compliance – OpenCDISC 



SDTM Compliance – OpenCDISC 

Errors 

Warnings 

Notices 

Consistency 

Cross Reference 

Format 

Limit 

Metadata 

Presence 

Data Quality 

System 

Terminology 



SDTM Compliance – OpenCDISC 

Consistency	


Cross Reference	



Format	



Presence	



And so on….	



~250 compliance checks in total	





An Introduction to SDTM  
298 pages in 20 minutes?! 

Topics Covered 

•  The SDTM Framework 
•  3 Basic Examples 
•  Linking SUPP-- Observations 
•  Compliance / OpenCDISC 

Topics  
Not Covered 

•  SUBJID, USUBJID, SEQ, STDY 
•  Controlled Terminology 
•  Formats (ISO8601) 
•  Original & Standard Results 
•  Primary Keys, Natural keys 
•  Trial Design Domains 
•  Custom Domains and Variables 
•  Reserved Domain Codes 
•  Splitting Domains 
•  Casing 
•  Grouping Variables 
•  Missing Values, Multiple Values 
•  CRF Free Text , 200 char limit 
•  Relative Timing  & Timepoint Variables 
•  Linking Related Obs (CO, FA , 

RELREC) 
• …………and much much more!! 


