
An In-Depth Analysis of the Updates and Challenges in SDTM IG 3.3 and 3.4 

Presented by Fan Yang, Senior Statistical Programmer

Novartis 



Meet the Speaker

Fan Yang

Title: Senior Statistical Programmer

Organization: Novartis

Fan is currently working as a senior statistical programmer at 
Novartis in Shanghai. She received her master’s degree in 
Statistics from the George Washington University in 2020. Over 
the past four years, she has participated in various Therapeutic 
Area (TA) studies, acquiring and applying expertise in the 
SDTM IG for the creation of SDTM datasets. Presently, she is 
leading a Phase III in-house study, utilizing SDTM IG v3.3 for 
the development of SDTM datasets.



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.

3

• The author(s) have no real or apparent conflicts of interest to report.

CDISC 2024 China Interchange | #ClearDataClearImpact



Agenda

1. Introduction

2. SDTM IG v3.2 vs SDTM IG v3.3 & v3.4 Updates

3. Summary

4. Reference



Introduction



A History of SDTM & SDTMIG
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FDA and PMDA Data Standards
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  For FDA Start date is assumed as First Patient First Visit on or after the specified date.

  For PMDA Start date is assumed as submission date, Study submission on or after the specified date 

  can be done on SDTM IG v3.3 and SDTM IG v3.2 as well until end date is provided.

HA Version Date (mandatory) Source

FDA SDTMIG 3.3 15Mar2023 FDA Data Stds Catalog_8.01.2022 

(v8.2)

PMDA SDTMIG 3.3 01Apr2023 PMDA Data Stds Catalog 

(28.02.2023)

FDA SDTMIG 3.4 15Mar2025 FDA Data Stds Catalog_04.12.2024 

(v10.3)



SDTM IG v3.2 vs SDTM IG v3.3 & v3.4 Updates



Major Updates

❑ Newly added section & idea

❑ Newly added/decommissioned/reorganized SDTM domains

❑ New variables added in existing domains & details added clarifying 
derivation of existing variables

❑ Attribute updates
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SDTM IG v3.2 vs SDTM IG v3.3 & v3.4 Updates

Newly Added & Decommissioned & Reorganized Domains 



Newly Added SDTM Domains 

SDTM IG Version Domain Type Domain Name and Code
v3.3 Special Purpose Subject Milestones (SM)

v3.3 Interventions Meal Data (ML)

Procedure Agents (AG)

v3.3 Findings Cardiovascular Findings (CV)

Musculoskeletal Findings (MK)

Nervous System Findings (NV)

Ophthalmic Examinations (OE) 

Respiratory System Findings (RE)

Urinary System Findings (UR)

Functional Tests (FT)

v3.3 Trial Design Trial Milestones (TM)

v3.3 Relationships RELSUB

v3.3 Study References Device Identifiers (DI)

Non-host Organism Identifiers (OI)

Pharmacogenomic/Genetic Biomarker Identifiers (PB)

v3.4 Findings Biospecimen Events (BE)

Biospecimen Findings (BS)

Cell Phenotype Findings (CP)

Genomics Findings (GF)
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Newly Added SDTM Domains 
 Example: Ophthalmic Examinations (OE)
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Description: 

• Contains tests that measure a person’s ocular health and visual status

• Detect abnormalities in the components of the visual system to determine how well the person can see

Assumptions:

• Using variable FOCID to identify treatment sites 

Row STUDYID DOMAIN USUBJID FOCID OESEQ OETESTCD OETEST OEORRES OESTRESC OELOC OELAT VISITNUM VISIT OEDTC

1 XXX OE XXX-450110 OS 1 INTP Interpretation NORMAL NORMAL LENS LEFT 1 SCREENING
2020-03-

20

2 XXX OE XXX-450110 OD 2 INTP Interpretation ABNORMAL ABNORMAL LENS RIGHT 2 SCREENING
2020-03-

20

Row STUDYID DOMAIN USUBJID FOCID PRSEQ PRLINKID PRTRT PRPRESP PROCCUR PRLOC PRLAT VISITNUM VISIT PRSTDTC

1 XYZ PR XYZ-100001 OS 1 1 OCT Y Y EYE LEFT 2 VISIT 1
2012-05-

25T08:30:00

2 XYZ PR XYZ-100001 OD 2 2 OCT Y Y EYE RIGHT 2 VISIT 1
2012-05-

25T08:30:00

3 XYZ PR XYZ-100001 OU 3 3 OCT Y N 3 VISIT 2

(OEFOCUS) CDISC codelist:

OD: Oculus Dexter (Right Eye) 

OS: Oculus Sinister (Left Eye)
OU: Oculus Uterque (Both Eyes)



Reorganized Domains
Questionnaires, Ratings, and Scales (QRS) Domains
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   QS – True questionnaire data (questions with responses) 

   FT – Functional Tests (the subject is asked to perform a task and is evaluated)

   RS – Disease Response and Clinical Classification (the assessment of disease response to therapy, 

          or clinical classification based on published criteria)

QS

QS RS FT

SDTM IG v3.2

SDTM IG v3.3



Questionnaires, Ratings, and Scales (QRS) Domains

14CDISC 2024 China Interchange | #ClearDataClearImpact



Decommissioned Domains 
 Example: Morphology (MO)
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SDTM IG v3.2: SDS team found it more difficult to display 
morphological and physiological findings separately than to add 
some new values. This led to the decision to expand the body 
system domain to include all morphological and physiological 
findings, and removal of the MO domain in a future release.

SDTM IG v3.3: Added statement that this domain will be 
deprecated in a future version of the SDTMIG. Tests that were 
represented in the MO domain will be moved to 
morphology/physiology domains. 

SDTM IG v3.4: Decommissioned MO domain 



SDTM IG v3.2 vs SDTM IG v3.3 & v3.4 Updates

New variables added in existing domains & details added 
clarifying derivation of existing variables



The Changes of Subject Visits (SV) Domain 

COVID-19 may cause missed visit;
Visit Events (VE) domain: interim solution

COVID-19 may cause missed visit;
Visit Events (VE) domain: interim solution

New SV domain released in SDTM IG v3.4

Decided
to

Decided to add information in SV 

APR2020

COVID-19 may cause missed visit;

Visit Events (VE) domain: interim solution

NOV2021

New SV domain released in SDTM IG v3.4

JUL2020

Decided to add information in SV 
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The Changes of Subject Visits (SV) Domain

Missed visits rationale

          Guidance for Ongoing Studies Disrupted by COVID-19 Pandemic standard released in APR2020: 
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The Changes of Subject Visits (SV) Domain

To counter this issue, Missed Visits (VE) was proposed by CDISC Team

         Missed Visit (VE)
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The Changes of Subject Visits (SV) Domain

Later, it was decided to add that information in SV as per study data technical  
conformance guide released by FDA on JUL2020.

         FDA Guidance on Missed Visits
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Subject Visits (SV) Domain in SDTM IG v3.4

Now contains visits that did not occur as well did occur
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Updates to the DM Domain – from SDTM IG v3.3 

ARMNRS and ACTARMUD have been added to Demography (DM) to provide more 
information on subjects who did not receive the expected study treatments.

        

   Comparison of study treatment group derivation in SDTM IG v3.2 and SDTM IG v3.3
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SDTM IG v3.2
ARM ARMCD ACTARM ACTARMCD

SCREEN FAILURE SF SCREEN FAILURE SF

NOT ASSIGNED NS NOT ASSIGNED NS

Drug A ARMCD NOT TREATED NT

SDTM IG v3.3
ARM ARMCD ACTARM ACTARMCD ARMNRS ACTARMUD

SCREEN FAILURE

NOT ASSIGNED

Drug A A NOT TREATED

Drug A A

UNPLANNED 

TREATMENT

Drug B dispensed for

part of Drug A element



New Baseline Variable Added into Findings Domains
 – from SDTM IG v3.3 

            Example from IG shows a set of similar flag variables and their usage across SDTM and ADaM
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Multiple ECG Measures – from SDTM IG v3.3 

Example of ECG Test Results (EG)

Sometimes the protocol specifies that the ECG will be measured multiple times for a subject at the 
same visit/time point, for example the ECG may be measured in triplicate. To properly map this 
situation, EGREPNUM (Repetition Number) has been added to the EG domain

24CDISC 2024 China Interchange | #ClearDataClearImpact



General Assumptions – from SDTM IG v3.3

Guidance on Permissible Variables:

SDTM IG v3.2: 

As long as no data was collected for Permissible variables, a sponsor is free to drop them and 
the corresponding descriptions from the Define-XML.

SDTM IG v3.3: 

❑ If a study includes a data item that would be represented in a Permissible variable, then that 
variable must be included in the SDTM dataset, even if null. Indicate no data were available 
for that variable in the Define-XML document.

❑ If a study did not include a data item that would be represented in a Permissible variable, 
then that variable should not be included in the SDTM dataset and should not be declared in 
the Define-XML document.
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SDTM IG v3.2 vs SDTM IG v3.3 & v3.4 Updates

Attribute Updates



Attribute Updates

SDTM IG v3.2 vs SDTM IG v3.3

SDTM IG v3.3 vs SDTM IG v3.4

Exploring Changes in SDTMIG 3.4 & ADaMIG 1.3 | Pinnacle 21
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https://www.pinnacle21.com/blog/exploring-changes-sdtmig-34-adamig-13


SDTM IG v3.2 vs SDTM IG v3.3 & v3.4 Updates

New Section & New Idea



A new idea: Disease Milestones
 – from SDTM IG 3.3
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❑ Disease milestones are observations or activities which are expected to 
occur in the course of the disease under observation, and these may occur 
before the study or during the study.

❑ Subject Disease Milestones (SM) and Trial Disease Milestones (TM) and, 
in most cases, these two domains should be presented at the same time.

❑ The concept of Disease Milestones has applicability to any type of event-
driven data collection. This is in contrast to collection driven by a schedule 
(e.g., visits, daily diaries). 

tm.xpt



A new idea: Disease Milestones
 – from SDTM IG 3.3
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View Recording (gotowebinar.com)

Data Collection for a Hypoglycemic Event

https://register.gotowebinar.com/recording/recordingView?webinarKey=8069772526658004994&registrantEmail=fan-8.yang%40novartis.com


A new section: Section 9 Study References 
 – from SDTM IG 3.3

This section provides structures for representing study-specific terminology 
used in subject data and describes 3 domains:

1. Section 9.1: Device Identifiers (DI)

2. Section 9.2: Non-host Organism Identifiers (OI)

3. Section 9.3: Pharmacogenomic/Genetic Biomarker Identifiers (PB)
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New Class



Summary



Take-Home Knowledge

✓ Mandatory date released from FDA/PMDA for application of SDTM IG 
v3.3 and v3.4

✓ New domains added for clearer categorization of collected data

✓ New variables added in existing domains to refine the dataset structure 
and present data more adequately 

✓ Added clarifying details of existing variables to provide more 
standardization and clarity for variables derivation

✓ Introduced new concept “Disease Milestones” to clearly represent event-
driven observations of interest

✓ SDTM version and SDTM IG version updated with the development of 
clinical trials and Pharmaceutical industry
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Reference



Reference
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StudyDataTechnicalConformanceGuide_v4.5.1_July_2020_FINAL.pdf

Guidance_for_Ongoing_Studies_Disrupted_by_COVID-19.pdf

SDTM IG v3.3                         SDTM IG v3.4

 



Thank You!

Contact:

Email: fan-8.yang@novartis.com
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