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https://www.ohdsi.org/web/wiki/doku.php?id=projects:workgroups:clinicalstudy  CTWG Overview 

Objective: Our objective is to facilitate the integration of clinical trial data, 
formatted according to the CDISC SDTM standard, into the OMOP framework.

Approach: Our approach prioritizes minimal alterations to the OMOP CDM and 
Standardized Vocabularies. This ensures that OHDSI tools such as Atlas remain 
unaffected while enhancing the conversion process from SDTM to OMOP with 
minimal data loss. We propose introducing new concepts and modifiers through 
established conventions, without necessitating the creation of new CDM tables. 
Additionally, we offer guidance for ETL developers as needed. Originally based on 
OMOP CDM v6 and its Oncology extension, our proposals maintain backward 
compatibility with v5.3. With the integration of Oncology extension features into 
the standard v5.4, our modifications remain minimal, ensuring full compatibility 
with this latest version.

CTWG Purpose

https://www.ohdsi.org/web/wiki/doku.php?id=projects:workgroups:clinicalstudy


CTWG Accomplishments To Date
2024: Mapping specifications and ETL for the initial SDTM study are completed. Subsequent studies will 
adhere to the established conventions, with OMOP CDM guidelines being defined for implementation.

2023: Transitioned from Vivli real-world SDTM data due to environmental constraints, opting instead for 
tuberculosis study data sourced from C-Path, spanning over three clinical studies. Additionally, potential 
data sources from NIDA Data Share, including several real-world studies in SDTM format, and synthetic 
data options are identified. Mapping efforts have commenced for one of the C-Path TB clinical studies.

2022: The CTWG gained access to 20 Vivli clinical study packages in SDTM format. An inventory of these 
packages is underway to prioritize SDTM-to-OMOP mappings. Existing CTWG guidance topics are under 
review, with new topics being identified as needed.

2021: CTWG conducted an evaluation of clinical trial data providers offering SDTM data access, leading to 
engagements with Vivli for general data usage agreements and platform feasibility assessments.

2020: Utilized synthetic representations of CDISC SDTM data via PHUSE Test Data. Initial guidance topics 
were established but require validation with diverse real-world SDTM data. CTWG proposals were 
submitted to the OHDSI community in July 2020.



CTWG Challenges

Challenges arise from the Working Group's expertise limitations in 
mapping and reviewing SDTM-to-OMOP CDM tables. Additionally, there 
is a scarcity of technical SMEs available to develop ETL scripts and 
validate outcomes effectively. Despite these constraints, efforts are 
focused on maintaining a consistent set of rules applicable to 
forthcoming studies, balancing the conceptual and physical data 
application levels.



CTWG OKR

Objective #1: 
To define the conceptual mappings and guidance to support CDISC SDTM-to-OMOP conversion  
Key Result #1:
Identify >=3 real-world SDTM clinical studies  
– Sept. 2023: This has been achieved.  
Key Result #2:
Develop SDTM-to-OMOP mapping specifications using a prioritized set of common SDTM domains (adverse events, vital signs, 
demographics, concomitant medications, laboratory test results, medical history, and procedures)  
– May 2024: The first study has been mapped and currently undergoing further reviews. The next step is to develop the ETL 

scripts.  
Key Result #3:
Publish draft SDTM-to-OMOP guidance by Q1 2024  
- Conceptual mappings on key domains of interest  
- Define OMOP CDM conventions
- Identified gaps, issues, and challenges  
– May 2024: The mapping specifications and conventions are being document. The current activity is developing ETL scripts to 

test the mappings already defined. After which, the team will work on the guidance document.



CTWG Ask

– Additional sources of real-world clinical studies in SDTM format

– Any volunteers to support SDTM-to-OMOP ETL mappings

– Any organization actively working on SDTM-to-OMOP conversions 
that have lessons learned, supporting documentation, or ETL code



CTWG Mapping Overview
Tracker

Common Rules

CDM Mapping Specification


