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SDTM
• Study Data Tabulation Model

• AIM : 

– Define a global standard for study data tabulations
– Standardise regulatory submissions
– Currently, de facto standard between the CROs and sponsors

• Focus on study data tabulation content

• Requested by FDA for all submissions

(http://www.cdisc.org/models/sdtm/v1.1/index.html)



SDTM Adoption By FDA
• Expected to be « required for FDA submission » within 2 

years

– Only CDER and CBER
– CDRH interest is rising, CDISC SDTM team has formed a 

medical devices subteam 

• FDA CDER:

– Requesting sponsors to submit in SDTM format
– Encouraging sponsors to submit in ADaM format

• FDA is reporting > 70% SDTM based submissions

• Continuous FDA pilot projects



Introduction
• New releases:

– SDTM IG 3.1.2 (298 pages)
– SDTM 1.2

• SDTM IG 3.1.2:

– Additional guidance
– More examples
– Minor and major changes to the model

(http://www.cdisc.org/standards/index.html)
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SDTM Standard Domain Models



New Published Domains

• PC = Pharmacokinetic Concentrations
• PP = Pharmacokinetic Parameters

• DA = Drug Accountability
• DV = Protocol Deviations

• MB = Microbiological Specimen
• MS = Microbiological Susceptibility

• CE = Clinical Events 
• FA = Findings About Events/Interventions



PC & PP: Pharmacokinetics

• Pharmacokinetic Concentrations: Data about concentrations 
of analytes as a function of time

• Pharmacokinetic Parameters: Data describing parameters of 
time-concentration curve

• PP derived from PC
– Records are related via RELREC
– However often not all concentrations are used for calculation of a 

parameter
– Need to indicate which PC data is used to calculate which PP 

parameter



PC & PP: Pharmacokinetics
• PC

• PP

• RELREC

• TMAX and CMAX use ALL PC concentrations

• THALF does not use PCTPT = 100 min



Clinical Events

• Clinical events of interest

• Not classified as Adverse Events
– Stated in Protocol 
– Disease under study, ‘Signs and Symptoms’

• Examples:
– Nausea, headache, …
– Rash event



Findings About

• Solution for problems SUPPQUAL cannot handle
– Additional information with different timing
– To represent each measurement with its unit

• Only in combination with Events, Interventions
• Linked via RELREC
• New variable: --OBJ

SDTM IG 3.1.2 section 6.4.1



When to use Findings About
• Data that do not describe an Event or Intervention as a whole

– different timing
– snapshots over time

• Data that indicate the occurrence of related symptoms
– E.g. Migraine <-> related symptoms: nausea, headache

• Data for which no Event or Intervention record has been 
collected or created
– Details of condition collected, condition itself not collected

• Data that indicate the occurrence of pre-specified AE’s
– AE: AE’s that did occur
– FA: Presp. AE’s that did not occur

• Data having qualifiers that can be represented in Findings 
variables
– Units and methods



Use case 1:
Watery Stools
Jan 5, 2006
Jan 11, 2006

L HM L

• AE

• FAAE

• RELREC

Data that do not describe an event or 
intervention as a whole



Use case 2:

• CE

• FACE

• RELREC

90567
16-05-2007
10:30

Data that indicate the occurrence of related 
symptoms



Use case 3:

• FA

• Rheumatoid arthritis Event is not created
• Rheumatoid arthritis details are collected
• No RELREC

Jan 5, 2006

1 15

Data for which no Event or Intervention 
record has been collected or created



Use case 4:

• FAAE

• AE (collected in AE CRF)

Jan 12, 2006

• SDTM Rule: AE can only contain Adverse Events that did occur
• No RELREC (no relationship collected in CRF)

Data that indicate the occurrence of pre-
specified Adverse Events



Use case 5:
Jan 8, 2006
5

1.5

• AE (collected on AE CRF)

• FAAE

• RELREC

Data having qualifiers that can be 
represented in Findings variables



SDTM Domain Metadata

Logical keys have changed Sponsor defined sorting 
keys allowed
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--PRESP

Migraines
Nose bleeds

• Technique for pre-specified Events or Interventions

• Example:



--STTPT, --STRTPT, --ENTPT, --ENRTPT
• SDTM IG 3.1.1: Reference time points in DM
• SDTM IG 3.1.2: Protocol-specified reference period per domain



• SDTM IG 3.1.1

– CRF

– Derived

– Sponsor Defined

Origin of Variables

• SDTM IG 3.1.2

– CRF

– Derived

– eDT

– Assigned

– Protocol

• Metadata documented in define.xml



Origin of Variables
• CRF

– Paper or electronic

• Derived
– Calculated from other SDTM variables

• eDT: electronic Data Transfer

• Assigned
– Individual judgement, adjudicator
– Default values: DOMAIN, --TESTCD

• Protocol
– Trial Design
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Controlled Terminology
Indicates which CDISC 
codelist should be used

Indicates variable may 
be subject to sponsor CT



Controlled Terminology
• CDISC CT: September 2008

(http://www.cdisc.org/standards/terminology/index.html)
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Trial Design

• SE and SV are now Special-Purpose domains

• Some new variables
– TIVERS: Inclusion/Exclusion criteria version number
– TIRL: Inclusion/Exclusion Criterion Rule
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Additional Functionality
• Splitting domains

– 1 domain, multiple datasets
– By --CAT or --OBJ
– Examples:

FAAE, FACE, FASU
QSAD, QS36

• The value « multiple »

– Only for non-result qualifiers
– See example on next slide



Additional Functionality

Aborigine

Multiple values checked

Checked values go into 
QVAL

• DM

• SUPPDM
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Summary

SDTM 1.2 – SDTM IG 3.1.2

• Expanded model
• More functionality, usability
• More complex ?
• Correction of SDTM IG 3.1.1 errors
• Backward compatible
• Will become current FDA submission standard



Questions ?


