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Introduction- Observational Data

Observational Data- Collection of Information about what happens to patient while 
receiving healthcare?

Healthcare Research Pharmaco-
economics 

How and where is it used in Clinical Studies?
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What is OMOP-CDM?
The Observational Health Data Sciences and Informatics (or OHDSI, pronounced "Odyssey") 
program is a multi-stakeholder, interdisciplinary collaborative to bring out the value of health data 
through large-scale analytics. All our solutions are open-source.
OHDSI has established an international network of researchers and observational health databases 
with a central coordinating center housed at Columbia University.

Mission: To improve health by empowering a community to collaboratively generate the evidence 
that promotes better health decisions and better care.
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OMOP CDM – More Info

Standardization of observational Data by 
development of robust data model and by 
incorporation of dictionaries information

Data in Common 
Format (CDM)

Need

Governance

• Continued clinical research with help of research tools developed by academia and by industry
• Medical research in terms of development of new biomarkers, phenotypes, and other outcomes measures
• Continued global adaption 

Data Model, terminologies, open- source tools, and 
analytics is governed by OHDSI through open- source 

forums and activities.
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Use Custom Codes/Open-Source Tools or Draft and or 
develop your own application. 

OMOP CDM – How to set-up?
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Select/Use 
Appropriate 
Vocabularies

How to ensure that the designed CDM is of good quality?: 

Key indicators include Data security, Scalability of model, backward compatibility of the 
model, Optimum use of standardized vocabularies, and adherence to CDM domain design



OMOP CDM – Data Curation Process
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OMOP CDM – Table Structure

Source: Data Standardization – OHDSI

https://www.ohdsi.org/data-standardization/


Observational Data- Traceability and Provenance Aspects

Source 
Observational 

Data

Normalization 

Analysis 
and 

Reporting

Data in OMOP 
CDM Format

Data in other 
formats

Conversion to 
OMOP CDM

Curation 

Loss of Data 
Non-compliance Issues

Data in 
CDISC 

Standard

Data in 
OMOP CDM



Data Standards Compliance Aspects
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Challenges with OMOP and Efforts from OHDSI
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Ongoing Discussions and 
Communications at OHDSI 

Meetings and Working 
Groups to Address these 

Challenges



How Industry is Using OMOP-CDM?
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Eco-system in 
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Can Regulatory Bodies Accept OMOP CDM?
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Can Regulatory Bodies Accept OMOP CDM?

Difficulty in getting 
healthcare data in 

CDISC

Not supported by 
regulatory bodies for new 
drug specific submissions

Interoperability?
Other Solution?

CDISC to OMOP 
CDM Conversion

OMOP CDM to 
CDISC Conversion

Focus of Interoperability should be addressing issues 
related to Traceability, and Provenance of the Data



Why is it Important to Know OMOP CDM- RWE Perspective

Data Fit for Purpose

Knowledge of OMOP CDM for 
Effective Use of Observational 

Data collected and used in 
Healthcare System

Key Challenges of RWE

Traceability Provenance Validity

Addressing the Challenges through- Data Linkages, Sensitivity 
Analyses, Additional Data Analyses
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