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Agenda 

!  CDISC SDTM IG 3.1.4 draft batch 1 
•  EX/EC Exposure domains 

•  IS/SR Immunogenicity domains 

•  RD Reproductive details 

!  CDISC SDTM IG 3.1.4 draft batch 2 
•  New domains: CV, DD,  MI, MO, PR, SS, TD 

•  SDS Proposal: Alternate handling of Supplemental Qualifiers 

!  CDISC SDTM IG 3.1.4 draft batch 3 
•  AP Associated Persons 

•  HO Healthcare Encounters 

•  Study Data Tabulation Model v1.4 

!  Outlook 



  

 

What’s new in draft SDTM IG 3.1.4, Nicola Tambascia, 28th June 2013, PhUSE SDE Basel 3 

SDTM IG 3.1.4 draft batch 1 - EX/EC Exposure domains 

! Clarification of: 
•  EX domain definition 

•  EXDOSU 
•  EXDOSE 

•  EXVAMT 

! Added and/or updated variables: 
•  --OCCUR   

•  --REASND 
•  --DOSE 

•  --MOOD (--MODE) 
•  --METHOD 

•  --FAST 

•  --PSTRG/U 

•  --DOSTKN 

•  --MTHOBS 

•  --PTTMFL 
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SDTM IG 3.1.4 draft batch 1 - EC Exposure as Collected 

!  Study treatment as collected 

!  EC if not collected in protocol specified units 
•  EC not needed if duplicate of EX 

•  Exposure data only represented in EX only or EC & EX or 
DA & EX 

!  Summarization of records from EC to EX sponsor 
defined 
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SDTM IG 3.1.4 draft batch 1 - EX Exposure 

!  EX: derived dataset where EXDOSU reflects the 
protocol specified unit 

!  EX required for all studies 
•  During blinded phase EX is not expected 

!  EXOCCUR = „N“ for doses not taken 

!  EXDOSE = 0 for placebo 

!  EXMOOD used to include planned and actual 
treatments 
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SDTM IG 3.1.4 draft batch 1 – EX/EC Exposure domains 
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SDTM IG 3.1.4 draft batch 1 – EX/EC Exposure domains 

• ABC1001 received Drug X  
 (two 500-mg tablets once daily) 
• ABC2001 received Drug Z 
 (two 250-mg tablets once daily) 
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SDTM IG 3.1.4 draft batch 1 - IS/SR Immunogenicity 

!  Immunogenicity Specimen Assessments (IS): for 
assessments that determine immune response 
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SDTM IG 3.1.4 draft batch 1 - IS/SR Immunogenicity 

!  Skin Response (SR): findings about domain for dermal 
responses to antigen 
•  SROBJ represents test material 
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SDTM IG 3.1.4 draft batch 1 - RD Reproduction details 

!  Reproduction Details (RD): captures all reproduction 
details 
•  Related medication should be mapped to CM 

•  Reproduction details should not be placed in SC any 
more 



  

 

What’s new in draft SDTM IG 3.1.4, Nicola Tambascia, 28th June 2013, PhUSE SDE Basel 11 

SDTM IG 3.1.4 draft batch 2 - PR Procedures Domain 

!  Procedures (PR): intervention domain that reflects 
therapeutic and diagnostic procedures, e.g. 
•  Endoscopic examinations 

•  Diagnostic tests (e.g. CT scan, MRI) 

•  Surgical procedures 

•  Etc. 

!  Not used when only findings are collected 
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SDTM IG 3.1.4 draft batch 2 - CV Cardiovascular Domain 
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SDTM IG 3.1.4 draft batch 2 - MI Microscopic Findings 

!  One record per microscopic finding 
•  Biomarkers assessed by histologic or histopathologic 

examination or classified as ‘PATH’, ‘CYTO’ in LOINC 

!  MITSTDTL is used when biomarker tests are 
represented. It represents test parameter details 
descriptive of slide stain results. 

•  MITESTCD reflects the biomarker and MITSTDTL further 
qualifies the record. The MITSTDTL stain results are 
used across different biomarkers. 
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SDTM IG 3.1.4 draft batch 2 - MI Microscopic Findings 

!  PR, LB and MI can be linked via RELREC, if 
procedures or additional laboratory tests were captured 
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SDTM IG 3.1.4 draft batch 2 - MO Morphology Domain 

!  In biology, morphology is a branch of bioscience 
dealing with the study of the form and structure of 
organisms and their specific structural features. [1] 

!  Macroscopic results (e.g. size, shape, color, and 
abnormalities of body parts or specimens) 

!  Not a replacement of Oncology domains! 

!  MOLNKID used to create a link to Procedures (PR) 

[1] http://en.wikipedia.org/wiki/Morphology_(biology)  
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SDTM IG 3.1.4 draft batch 2 - MO Morphology Domain 



  

 

What’s new in draft SDTM IG 3.1.4, Nicola Tambascia, 28th June 2013, PhUSE SDE Basel 17 

SDTM IG 3.1.4 draft batch 2 - DD Death Details Domain 

!  Death Details (DD): additional information on death of 
subject 
•  Should not replace records in DS or values in AEOUT / 

AESDTH 

•  Intended to contain data obtained from autopsy, autopsy 
itself goes to PR 

•  Not required to be implemented 



  

 

What’s new in draft SDTM IG 3.1.4, Nicola Tambascia, 28th June 2013, PhUSE SDE Basel 18 

SDTM IG 3.1.4 draft batch 2 - SS Subject Status Domain 

!  Subject Status (SS): contains status at a point in time 
or status evaluated periodically 
•  Not a replacement of SC or any other domain 
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SDTM IG 3.1.4 draft batch 2 - TD Trial Disease Ass. 

!  Trial Disease Assessments (TD): reflects the protocol-
specified disease assessment schedule 
•  FDA has standard programs (panels) based on TD to 

evaluate ‘assessment time bias’ for efficacy assessments 

•  For trials where all subjects traverse a set pattern of 
disease assessments 

•  Should not be created for trials with a non-regular or 
event driven disease assessment 

!  TDANCVAR identifies ADSL “anchor” date variable 

!  TDSTOFF used if pattern of disease assessment does 
not start on date collected on CRF 
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SDTM IG 3.1.4 draft batch 2 - TD Trial Disease Ass. 
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SDTM IG 3.1.4 draft batch 2 – SDS Proposal: 
Alternate Handling of Supplemental Qualifiers 
!  Proposal used as basis for discussion 

•  Not a draft document 

!  Non standard variables (NSVs) are now placed directly 
in parent domain 
•  Only variables that were placed in SUPP before 

•  Metadata for NSVs should be provided 

•  CTs should be assigned in variable metadata 

•  Variable length should be shortened 
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SDTM IG 3.1.4 draft batch 3 - HO Healthcare Encounters 

!  Healthcare Encounters (HO): events domain for 
hospitalization, home stays, rehabilitation facility stays 
or visits, emergency stays 

!  If only occurence captured HOOCCUR can be used 

!  Open discussions: 
•  Name of healthcare facility/provider in --NAM? 

•  Reason for healthcare in --INDC or new reason variable? 

•  How to implement discharge information? 
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SDTM IG 3.1.4 draft batch 3 - AP Associated Persons 

!  AP domains parallel general observation class domains + DM + 
CO 
•  AP domains use SDTM variables + specific AP variables 

à  Treatment vars from DM are not used 

! Use cases: 
•  Family history 
•  Donor information 
•  Caretakers 
•  Sexual partners 
•  Etc. 

!  AP domains/datasets are named AP--, e.g. APMH 
•  Domain variable contains 4 digits 
•  Supplemental Qualifiers are named SQAP-- 

à  USUBJID replaced by APID 
•  Variables are not renamed, e.g. MHTERM remains MHTERM 
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SDTM IG 3.1.4 draft batch 3 - AP Associated Persons 

!  APIDs should be assigned if not collected 
•  APIDs might identify a single person or a pool of persons 
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SDTM IG 3.1.4 draft batch 3 - AP Associated Persons 
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SDTM IG 3.1.4 draft batch 3 – 
Study Data Tabulation Model v1.4 
!   Sections added: 

•  Section 3.5 – The Trial Disease Assessments 
•  Section 5 – Applying Model Fundamentals to AP (following sections 

were renumbered) 

!  New tables added: 
•  Table 3.5.1 - The Trial Disease Assessments 
•  Table 5.1.1 – AP Data – Identifier variables 
•  Table 5.2.1 – APRELSUB Table 

!  New variables added to (some variables are still under discussion): 
•  Table 2.2.1 – Interventions 
•  Table 2.2.2 – Events 
•  Table 2.2.3 – Findings 

à  --TSTDTL and --ANMETH still under discussion 
•  Table 2.2.4 – Identifiers 
•  Table 2.2.4 – Timing variables 
•  Section 7 inludes detailed list of new variables and deleted variables 
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Outlook 

!  SDTM IG 3.1.4 will be finalized by Summer 2013 
•  Will also contain Virology and PGx User Guide 

!  Work on SDTM IG 3.1.5 starting Summer 2013 
•  General Administration 

à  Spreadsheet maintenance 
à  Liaising between SDS and TA teams 

•  Lab findings 
à  Biomarker Results 
à  Pharmacogenomics domains 
à  Virology Terminology 

•  Findings NEC 
à  NV (Nervous System Findings)  
à  RE (Respiratory System Findings)  
à  CV (Cardiovascular System Findings)  
à  UR (Urinary System Findings) 
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Outlook 

!  Work on SDTM IG 3.1.5 starting Summer 2013 
•  Events, Interventions & FA 

à  CM (Concomitant Medications) Enhancements  
à  FA (Findings About) model clarification  

•  Special Purpose 
à  SUPPQUAL - Evaluation of current model vs. added horizontal 

variables in observation classes 
•  Oncology 

à  Discuss additional requirements to satisfy FDA analysis 
“panels” - SDTM 1.4 / SDTM-IG 3.1.4 

•  Questionnaires 
à  Standard Questionnaire Implementation 
à  Modelling Questionnaire Results 
à  Representing Questionnaire Metadata 
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