OCS Data Central: The single, modernized, fully automated solution
platform improves quality data accessible for scientific review

Matt Wiley?; Jack Slattery?; Gaureesh Agnihotri?; Christine Cushwa?;
Ketan Deopujari?; Sylvester Ezeani?; Austin Ford?; Bridget McGinn?; Kathryn Matto?; Omolola Ajala?; Oludare Olugbemi?

IFDA CDER OTS Office of Computational Science, 2IBM

EMENT ENTRY

Methods Accomplishments
o[ EIERTENERC I RADEICROIENA  Built on a Hybrid Cloud environment, L e o sune 2020
e developed using Microservices Architecture PHEC wiman wiammen i
and following Agile Methodology, Data \
el s i - |Central Is designed to be flexible and OCS Data Central Environment Se
~ == _ == == JIcapable of keeping up with the rapid pace ]
~ "7 |and hyper-dynamic needs of users. neos a2 oy e septaom
e Centralized Data Flow: B = Completed [ = Current =Future*
R o S i Tools and services we support include:
. JumpStart
Summary = + KickStart
Quick, innovative, and adaptive, the * Janus Clinical
Data Central Platform is the single - * Janus Nonclinical
solution used by OCS to » Site Selection Tool
automatically identify, acquire, » CoreDF Clinical Original
validate, report, and transfer data Recently expanded to also support:
from the EDR and store it in the * IND Smart Template
centralized data repository, in-turn OCS Data Central is comprised of four * CoreDF OCP
oroviding easy and efficient access | Primary components: » CoreDF OOD
to clean, usable data for tools el e L " Line Listing Tool
services, and users. . e g ocoereseniee | \IN 2019, OCS Data Management tools
O QD B ocose as well as metadata have resulted in a 354% increase In
Data Central is a key essential TP inproschedudand studies loaded across OCS tools and
system in the OCS Strategic Workdlow OGS DataContral  Web.bageq Theweb applicaton services compared to the previous
Modernization landscape to improve Automation e ow avomaton PPN 6CS users ana poemiaty | | fiSCA ye@I .
. . oo including automatic a larger user community Total Studies Handled
data quality and modernize OCS 1’.“1 coheduled exeoutior m Microsenvices imdhidualy FY20 has Already Surpassed FY19
services to support the CDER o of DM Microservices S of jointly for various 2000
reviewers. co17 6188
Data Central Microservices 6000
Results Q » — 5000
Data Central has enabled OCS to Locate Migrate Convert 1000
provide more services and support O Data Cantral Repository ||+ locationinseconds || other useful data ormats
to CDER Reviewers than ever 3000
before. Compared to the previous . |5 5000 con
manual processes, Data Central has Visualize Watchlist Report
increased data throughput from mteseaonttyoate || e aiatoans e || cowmespotoratrensea ||| SO0 g, 603
source (EDR) to tool/service 20-fold. R ppemaSRanneTyy ] o aselecsd meperod c = [
FY15 FY16 FY17/ FY18 FY19 FY20

Conclusion

With an ever- increasing amount of data coming into the Agency, the advent of the Data Central system is timely and critical.
For Scientific Computing, Data Central is developed to optimize the Data Management and Data Quality components needed
to solve computationally demanding problems and improve the regulatory drug review process. And Data Central fits in
perfectly with the SDC 2020 theme as the primary goal of Data Central is Lower Barriers to Data that comes into FDA and
the ability to scale to handle large volumes of data such as Real World Evidence data.




