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Figure 1. Established integrations for source data 
and onboarded downstream systems. 

Applications Acquired by Data Central 
from 08-08-2020 to 07-07-2023 

Application Type ADaM SEND SDTM BIMO 

BLA 2864 283 1096 251 

NOA 7271 1575 3558 425 

ANDA 4773 139 3198 0 

IND 1467 12703 1032 

EUA 58 11 34 6 

Total 16433 14711 8918 683 

Figure 2. Number ofApplications Acquired by Data Central 
from 08-08-2020 to 07-07-2023 

Applications Acquired by Data Central 
from 08-08-2020 to 07-07-2023 

Findings 
Since its implementation in 2020, Data Central 
has made significant progress in expanding 
its automation capabilities, validation services, 
and metadata offerings. 

This includes the integration of additional 
Application Programming Interfaces (APls) (6+) 
and increased connectivity to downstream 
systems and service teams (16+) (Figure 1) 
to support regulatory review. 

Notably, Data Central now offers enhanced 
clinical data checks, further ensuring the 
reliability and accuracy of the study data. 

Data Central's process to identify and acquire 
application studies has provided the Office of 
Computational Sciences visibility to the sheer 
number of application data that is disseminated 
to projects and tools (Figure 2, Figure 3). 

Conclusion 

Data Central has proven to be a quick, 
innovative, and adaptive solution in the 
Center for Drug Evaluation and Research 
(CDER). By seamlessly acquiring, processing, 
and delivering reviewer-ready study data from 
the FDA's Electronic Data Repository (EDR) 
to downstream systems and services, 
Data Central provides efficient and easy 
access to clean, usable data. 

This automated approach significantly 
streamlines the regulatory review process, 
enabling regulatory reviewers to focus on 
critical data analysis tasks. Data Central's 
impact on accelerating CDER's regulatory 
review process is invaluable, facilitating 
better-informed decision-making 
and ultimately benefiting public health. 

Figure 3. Percentage of Studies Acquired by Application Type 
from 08-08-2020 to 07-07-2023. 




