
Summary
Quick, innovative, and adaptive; 
Data Central is an automated 
solution used in CDER to acquire, 
process, and deliver reviewer-
ready study data from FDA’s 
Electronic Data Repository (EDR) 
to downstream systems and 
services, providing easy and 
efficient access to clean, usable 
study data. 

Data Central accelerates CDER’s 
regulatory review process by 
providing quality study data at the 
right time, in the right place, in the 
right format – empowering data 
consumers to focus on data 
analysis, not data wrangling.

Data Central At-A-Glance:

Technology & Design
Data Central is comprised of 4 key 
components:
1. Data Management 

& Data Quality Microservices
2. Workflow Automation
3. Data Repository & Database
4. Web-based Application

Built on a Hybrid Cloud environment, 
developed using Microservices Architecture 
and following Agile Methodology, Data 
Central is designed to be flexible and 
adaptive to business needs. 

Benefits to FDA’s Center for Drug Evaluation and Research (CDER)
With its increasing number of automated system connections, Data Central's repository of quality study data is available to ever
more users across CDER. Through its metadata offerings, Data Central enriches the analytical view of each incoming 
submission. By adding Clinical Data Checks, Data Central establishes a framework for additional validation services, and more
importantly reliable study data. For more information about Data Central, please contact: OCSDataManagement@fda.hhs.gov

Recent Accomplishments
Since Go-Live in the fall of 2020, Data 
Central has expanded its automated 
connections, metadata offerings, and 
validation services.

1. Automated Connections
In FY2022, Data Central established new 
API connections with Janus, MAED, and 
DataFit while additional connections are 
currently underway.

2. Metadata Offerings 
Data Central now generates daily 
metadata reports for CoreDF, OCS 
Nonclinical Services and the Site 
Selection teams that, for the first time, 
integrate metadata from EDR and 
DARRTS.

3. Validation Services
(e.g., “Clinical Data Checks”)

Data Central now features clinical data 
checks performed on behalf of the OCS 
Clinical Services team.
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