OCS Analysis Studio: A Tool Suite for Exploring Safety Signals
and Creating Review-Ready Tables and Figures
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Introduction Tool Outputs Results

The tool suite has improved the efficiency of clinical reviewers at the FDA by enabling
Custom Table Safety Explorer . . . . .
the rapid generation of tabular and graphical outputs which were previously made

OCS Analysis Studio offers a set of reactive and flexible tools useful for improving the
clinical review process. The OCS Analysis Studio application enables creation of

tables and figures for review documents, as well as exploratory visualizations. Users T | e | ey — e R _ via more time-intensive software or custom coding. Since April 2022, the site has
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are empowered to upload their own clinical trial data, customize the inputs TEAEs by SOC and PT Preferea T el e I over 2,200 analysis sessions performed by more than 300 unique users.
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Skin bacterial infection 23( 3.9) 6( 2.1) 29( 3.3) Source: OCS Analysis Studio, Safety Explorer.
. . . . . investigations | (59 | 17(59) | 52(59 L T e 0 e T ) L Usage statistics show broad adoption throughout the FDA. Usage metrics by office,
The tools are built and deployed using R, R Shiny, JavaScript, D3.js, and more: Asrine aminotansiease nereased OO | 828 | 922 . . oy ar . .
o e ereess o | socee | esc 1o Analysis Studio tool, and individual user are shown below. These metrics help guide
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Click on points to display a spaghetti plot of lab tests below. Lasso points o show a subject table. %" CDEWDGD )

Features Bl renm—— ' cotentalHy's Law ey _ 3 CDEROPQ-

O Based on Users Citera * 300+ unique users & CDER/OSE-
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* Consistent user interface (Ul) throughout tool suite o Treatment 2 130+ OND users % CBER/OBPV 1

ODT/OIMT ~

e Ability to download Word and Excel outputs for transfer to review documents

* Analytical details (e.g., data filters) provided in footnotes for auditability and
output reproducibility

* Built-in demo data allows users to explore tool functionality
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Peak On-Treatment BILI (xULN)

STUDY-2-201001132 30.093 8.2381
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OCS Analysis Studio migrated from an on-premises environment to the AWS Source, OGS Analsis Sud, Hepali Explaret
Filters: Mone.
. . . *Hepatotoxicity Candidates: ALT or AST == 3*ULN; BILI == 2*ULN (0-30 days forward); ALP = 2*ULN (0-999 days backward).
G OVC I O u d e nVI ro n m e nt I n A rl | 202 2 *Results missing ULN values were imputed using the weighted mean of the lab code.
p . Abbreviations: ALF, alkaline phosphatase; ALT, alanine aminotransferase; AST, aspartate aminotransferase; BILI, bilirubin;
DILI, drug-induced liver injury; ULN, upper limit of normal. m
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STUDY-2-201001208 O Meets User's Hepatotoxicity Criteria Subject 201001208, a 31 year old Native Hawailan /
®ALF @ALT ®AST @BIL Pacific Islander male, was enrolled in STUDY-2, a phase
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versus Placebo in the treatment of INDICATION on 22
| JUN 2017. The subject was initially diagnosed with
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11 was at 12:08 PM on 27 JUN 2017. He received 10 doses I I I I I
of study drug over 6 days. On 03 JUL 2017, the subject Jul 2022 Oct 2022 Jan 2023 Apr 2023 Jul 2023

presented with an adverse event of Hepatitis C (Hepatitis

C). This was a serious adverse event as it was an

important medical event. Vital signs were unavailable. - Dally f— 14-day’ average

Unspecified symptoms of a hepatitis C infection began
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Tool developmen’F 's continuous, with enhaanments .and reguested .features being - OCS Analysis Studio contains a set of powerful and flexible tools that can be leveraged

released on a rolling basis. Feedback from clinical reviewers is a crucial component i i to aid clinical review through a range of general and specialized analyses. This suite

for informing development priorities. i S 10 10 1 A I BNV AN ENN helps to improve the efficiency and thoroughness of clinical review at the FDA.
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For assistance, email OCS Service Desk: OCSServiceDesk@fda.hhs.gov

Disclaimer: The information in this poster does not necessarily represent FDA’s position or policy.
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