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Initial “Optimizing Research” Slide from 1997; CenterWatch Book published 2003, eClinical Trials: Planning and Implementation

www.fda.gov/ForIndustry/DataStandards/StudyDataStandards

As of 2016, FDA and PMDA require CDISC SDTM, ADaM, 
define.xml and Therapeutic Area Specific Standards
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Relevant References

“The precise format of the data to be shared cannot be 
an afterthought. In an era of increased transparency and 
integrative analyses of data from multiple origins, data 
standards are essential to ensure accuracy, 
reproducibility, and scientific integrity. Their use will 
help in fostering innovation---and thereby in honoring the 
sacrifices of research participants everywhere.”

Chapter 18

Data Sharing and 
Reuse of Health 
Data for Research

By R. D. Kush and
A. H. Nordo



A PLETHORA of 

“COMMON” DATA 

ELEMENTS (CDEs)

BRIDG:  A Domain Analysis Model (Scope of “Protocol-driven Research” collaboratively developed 

by CDISC, HL7, FDA and NCI (APPROVED STANDARD of HL7, CDISC and ISO)

FDA Sentinel Initiative

Case Study:  Common Data Models and “Common” Data Elements



PCOR TRUST FUND CDMH PROJECT LED BY FDA (M. ROCCA)
PARTICIPANTS: HHS/FDA, HHS/NIH/NCATS, NIH/NCI, NIH/NLM, HHS/ONC

Problems to Solve
 Networks currently use different CDMs 

(Sentinel, i2b2, OHDSI, PCORNet)

 Open, consensus-based standards may not be 

leveraged in these CDMs 

 It is desirable to facilitate interoperability 

among these networks and reduce requirements 

for CIOs to accommodate all to accommodate 

research

 Federal agencies in the U.S. currently have 

different requirements for data ‘submission’ 

 eSource data can improve efficiency and 

quality of clinical research, but it is currently 

quite disparate 

21st Century Cures Funding: Use Case testing by Mayo/Yale and Elligo Health Research with Data Partners

Progress and Lessons
 Four CDMs mapped to BRIDG Model 

(Common Data Model Harmonization)

 BRIDG mappings registered by NCI and 

balloted through HL7

 Terminologies harmonized across data 

models (NCI EVS) and with CDEs, CDISC 

and HL7 FHIR

 Query for pharmacovigilance use case 

revealed that barriers were largely 

cultural, political and legal 

 Mappings, harmonization products and 

lessons learned will be leveraged (along 

with FHIR) in the CDMH project Phase II



RDK Key Messages

• The technical ability to share meaningful data should be 
‘platform-independent’; data standards enable this.

• Standards (used at the start of a research study) and eSource 
can create efficiencies in data sharing and research processes; 
they should be addressed in the planning stages.

• Standards and data models are most effective when they 
include appropriate metadata and are broadly adopted.

• Researchers should leverage existing robust/global standards 
and data models before creating new ones.

• If the above recommendations are followed, the barriers to data 
sharing are primarily legal, political and cultural.


