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What’s SDTM

SDTM
• Study Data Tabulation Model (SDTM V1.4)
• SDTM Implementation Guide  (SDTM IG V3.2)

Study Data Tabulation Model

SDTM
Implementation

Guide

SEND

AP, MD…
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What’s SDTM

A standard way to organize and format study 
data
• Identified as global standard for regulatory 

submissions, eg.FDA, PMDA

Example – metadata guide, SDTM part
• Show DM dataset, variables, labels, Code List

• Reference:
• http://www.cdisc.org/sdtm
• http://www.cdisc.org/system/files/members/standard/define_x

ml_2_0_releasepackage20140424.zip
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Basic Concept in SDTM

The model is built around the concept of 
observations, which consist of discrete pieces of 
information collected during a study. Observations 
normally correspond to rows in a dataset.

Each observation can be described by a series of 
named variables. Each variable, which normally 
corresponds to a column in a dataset, can be 
classified according to its Role. 

Observations are reported in a series of domains, 
usually corresponding to data that were collected 
together. A domain is defined as a collection of 
observations with a topic-specific commonality 
about a subject.
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SDTM Basic

How Data is structured within SDTM

Data Class (Domain)

Variable Roles

Core Variable (IG)
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SDTM Basic

Data Class (Domain)

• Domains have a fixed set of allowed variables 

• Variables have standard names and labels
• Variables have standard data types, formats and 

other attributes

• Data are represented using standard lists of 
values (Controlled Terminology)

• Many of the Questions (e.g., test names)  are 
standardized

Domains are logical groupings of data, organized 
around a “Topic”
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• Special-Purpose Domains
 DM: Demographics (2.2.6)
 CO: Comments (2.2.7)
 SE: Subject Elements (2.2.8)
 SV: Subject Visits (2.2.9)

• General Observation Classes
 Interventions (2.2.1)
 Events (2.2.2)
 Findings (2.2.3)

• Trial Design Domains
 Seven Domains (Section 3)

 Relationships (Section 4)
 Associated Persons (Section 5)

• Within these structures there are 
fixed variable names and order

• Variables have defined attributes 
(e.g., data types, length)

• Some variables have required 
controlled terminology
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Trial Design
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Variable Roles

Identifier

Variables used to 
identify the object

Study Identifier
(STUDYID)

Subject Identifier
(USUBJID)

Sequence  Identifier
(--SEQ)

Topic

Specifies the focus 
of the observation

Test short Name
(LBTESTCD)

Adverse Event Term
(AETERM)

Reported Drug Name
(CMTRT)

Timing

Timing of the 
observation

Lab Assessment Date
(LBDTC)

Adverse Event Start
(AESTDTC)

Conmed End Date
(CMENDTC)

Qualifier

Values that describe 
the results or trails 
of the observation

Lab Test Result
(LBORRES)

Adverse Event Severity
(AESEV)

Commed Dose
(CMDOSE)
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SDTM Identifier Variables
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--SEQ is Surrogate Key

Keys in SDTM

• Natural keys exist in the 
collected data. 

• Example of natural keys:
STUDYID
USUBJID
DOMAIN
LBREFID
LBTESTCD
LBSPEC
LBMETHOD
LBDTC

is the surrogate for
these natural keys. --SEQ is usually 
added after the data are collected, 
tabulated and sorted.

• --SEQ is a surrogate key, 
created so that a unique 
record in SDTM can be 
reliably identified using the
same four keys in any 
general-observation-class 
dataset:

STUDYID
USUBJID
DOMAIN
--SEQ
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SDTM Timing Variable Table

SDTM Model: 2.2.5
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Core Variable

Required

Basic to the 
identification of a 

data record

Must always be 
included

Can not be null 
for any record

Expected

Establish the 
observation 

context

Must always be 
included

Can be null for 
some records

Permissible

If collected or 
derived

Must always be 
included if collected

Can be null or 
not present
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Example: DM Domain in SDTM model
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Example: DM Domain in SDTM IG
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Example: DM Domain in SDTM IG

CDISC Codelist Specification CDISC Codelist Values
Codelist_Name RACE Codelist Controlled Terms Comment

Codelist_Label Race RACE AMERICAN INDIAN OR ALASKA NATIVE FDA code

Upper_Case Y RACE ASIAN FDA code

Restriction_8char N RACE BLACK OR AFRICAN AMERICAN FDA code

Extensible_NY N RACE NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER FDA code

Reference_Description Organization Name: FDA 
Document Title: Draft Guidance for Industry Collection of 
Race and Ethnicity Data in Clinical Trials 
Date: January 2003
Chapter: III COLLECTING RACE AND ETHNICITY DATA IN 
CLINICAL TRIALS
Codelist_Name: Race
Page: 5

RACE  WHITE FDA code

Reference_URL http://www.fda.gov/cder/guidance/5054dft.pdf
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Example: DM Domain Dataset
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Intervention class: 
• captures investigational, therapeutic and other treatments that are 

administered to the subject (with some actual or expected 
physiological effect) either as specified by the study protocol (e.g., 
“exposure”), coincident with the study assessment period (e.g., 
“concomitant medications”), or other substances self-administered 
by the subject (such as alcohol, tobacco, or caffeine). 

Event class: 
• captures planned protocol milestones such as randomization and 

study completion, and occurrences, conditions, or incidents 
independent of planned study evaluations occurring during the trial 
(e.g., adverse events) or prior to the trial (e.g., medical history). 

Finding class: 
• captures the observations resulting from planned evaluations to 

address specific tests or questions. 
• The Findings class also includes a sub-type “Findings About” which 

is used to record findings related to observations in the 
Interventions or Events class. 

General Observation Class
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General Observation Class
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Intervention Class
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Intervention Class

The “root” Variable Name.  
The double dash (--) will be 
replaced with a 2-character 
domain code when this 
variable is implemented in a 
domain.A descriptive Variable Label, up to 

40 characters, unique for each 
variable in the domain

The data Type (e.g., whether the 
variable value is a character or a 
number)

A Description of the variable -
very important to understand the 
purpose and use of this variable.  
May also include length 
restrictions, controlled 
terminology, examples.

The Role of the variable 
describes how the variable 
is used in the domain. 
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Event Class
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Finding Class
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SDTM Implementation by Example

Demographics
Vital Sign
Advert Event
Concomitant Medication
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Example: Demographics

BRTHDTC

SEX

RACE

DOMAIN = ‘DM’

When multiple selection, RACE=MULTIPLE, individual 
selected value goes SUPPDM

When only Other selection, RACE=“OTHER”, individual 
selected value goes SUPPDM
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Example: Demographics

Source Data: Demographics 

DM.XPT – Demographics one record per subject

SUPPDM.XPT
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Example: Vital Signs

VSTESTCD

VSORRES
VSSTRESC
VSSTRESN

VSORRESU
VSSTRESU

DOMAIN = ‘VS’

SYSBP DIABP

PULSE

HEIGHT

WEIGHT

BMI

Controlled Term
VSTESTCD
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Example: Vital Signs

Source Data: Vital Sign  Horizontal Structure

VS.XPT -- Vital Sign  Vertical Structure
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Example: Adverse Event

NOT 
SUBMITTED

AESER

AEACN

DOMAIN = AE

AESDTH

AESLIFE

AESHOSP

AESDISAB

AEREL

AETERM

AETOXGR
/AESEV

AESCONG

AESMIE

AEOUT
AEACNOTH

AERELNSTAESTDTC

AEENDTC

When multiple selection, AERELNST=MULTIPLE, 
individual selected value goes SUPPAE

When only Other selection, AERELNST=“OTHER”, 
individual selected value goes SUPPAE
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Example: Concomitant Medicine

CMSTDTC

CMROUTE

DOMAIN=CM

When multiple selection, CMINDC=MULTIPLE, 
individual selected value goes SUPPCM

When only Other selection, CMINDC=“OTHER”, 
individual selected value goes SUPPCM

CMTRT

CMENDTC

CMDOSTOT

CMDOSU CMDOSFRQ

NOT 
SUBMITTED

CMENRTPT

When only Other selection, CMXXXX=“OTHER”, 
individual selected value goes SUPPCM
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Ask


