Abstract

Traditional patient profile reports often use static tables with limited interactivity, making it

difficult for medical writers and clinical reviewers to explore subject-level data efficiently. _ Naceine PatientBIonie Once users gelect a treatment
To address this, we developed an R Shiny application that enables dynamic, code-free sidebar o, A arm and subject ID, the
exploration of clinical data from oncology and vaccine studies. The tool integrates oo systemi Symotoms for application automatically
CDISC-compliant datasets (DM, AE, CM, MH, FA, EX, LB) and provides interactive o <] generates a bar plot and
visualizations of adverse events, lab data, concomitant medications, medical history, and - displays relevant systemic
reactogenicity. Built with R packages-plotly, ggplot2, and DT, it allows filtering by event details. This
treatment arm and subject ID, with hover-enabled pop-ups for added context. Sidebar visualization enhances clarity
panels summarize demographics and diagnosis, while tabbed views organize key safety ) . - . and helps the team quickly
data. This modular, user-friendly interface improves data clarity, reduces manual effort, dentifv patterns. trends. or
and supports consistent, high-quality patient profile generation. The application y pat ’ ’
showcases how R Shiny can bridge clinical data and medical writing, aligning with S e anomalies in the data.
PHUSE’s mission to advance analytics and automation in clinical research. s

Introduction

Patient profiles are vital for summarizing clinical experiences in regulatory and internal
reviews. Static formats are slow and hard to navigate, especially with large datasets.

Display 3 — Example of AE Information

Select Chemistry Lab Test:

While commercial tools exist, they often lack customization and integration. Using R Study ABC - DLRM1 ;rgleecftl?reegat‘rrn(erﬁ?)alr?rJ[]Sal;\S(‘jerS
Shiny, we built a flexible, cost-effective platform tailored to our needs—especially for ST - subiect ID. Subiect info auto-
SDTM data. It allows custom visualizations, logic, and filters, deployable on-premises e | A€ information J ates (bl J A d .
Or |n the Cloud e st Advc?rseEventTimeline | ” 'IZA)\OEpUha etS I(f] Ue)d ynamIC t
Our app supports oncology and vaccine studies, integrating CDISC datasets (DM, AE, o 2 N F—— . (e ¢ Sr c?e c%sta o1smé; ec\lleeg S
CM, MH, EX, FA) in a modular interface. Users can filter by arm and subject ID to ; o Dég"” )\l/vith hoveyr tc,>olt)i/ S
explore AE timelines, labs, meds, history, and reactogenicity. It uses plotly, ggplot2, e o ; (pu);ple,) £5r context Belgw 5
and DT for interactive visuals and tables, with hover popups for quick clinical insights. i i detailed AE table supports
— L deeper review.
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Select Hematology Lab Test:

Basophils (10°9/L) - Study Days

Study ABC - DLRM1

AE and Lab Others AE table Additional TLFs

Stop Day Ongeoing? 5AE  Outcome i
2 3 M 2024£-12-18 2025-01-05 1 18 ] RECOWERED/RESOLVED RELATED D:OSE MOT CHANGED
i 2 M 2024-12-10 20241221 1 3 ] RECOVERED/RESOLVED RELATED OOSE MOT CHANGED
iting 3 1 M 2024-12-20 i 2 i ONGOING ] RECOVERED/RESOLVED RELATED D:OSE NOT CHANGED
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Select Subject:

ABC-003 hd

. owettne R Shiny Interactive Patient Profile transforms static SDTM data into dynamic
dashboards for CROs and biopharma teams. It helps medical monitors, data managers,
and safety reviewers quickly assess patient trends, AEs, and protocol compliance—
speeding up decisions and improving data quality. Fully CDISC-compatible, the app
supports medical writers and reviewers with transparent, consistent patient profiles and

Gender: M

Age: 42 years

Race: White

Lab Value

Indication: Pancreatic Adenocarcinoma

Diagnosed Date: 2022-01-23

Seiect Chemsiy Lab Test : faster issue detection. Intuitive sidebar controls make it easy to use—no coding
oumin (919 X study Day (day) required.
Select Hematology Lab Test: Lab Day2-CiD2 Day8-C1D8 Day15-C1D15 Day20-C1D22 Day 27 - C2D1
masophl's (10°9/1L) N :::ninle.:.n::utransferase (UIL) ;: 30.2 : 245 20.3 CONTACT INFORMATION
PR P RS—— — 2 " Your comments and questions are valued and encouraged. Contact the author at:

. . . . Author Name: Tzu-Chien (Bruce) Chuang; Danny Hsu
Selecting Subject ABC-003 auto-updates sidebar info. Users can choose lab Company: Pfizer Inc.

parameters (red), triggering a chart with dosing events (e.g., Cycle 1 Day 1), reference Address: 66 Hudson Blvd E, New York, NY 10001
ranges (UCL/LCL), and highlighted out-of-range values. A detailed lab table below Email: Tzu-Chien.Chuang@pfizer.com: danny.hsu@pfizer.com
flags these values. Hover tooltips in the chart offer added context. Website: https://www.pfizer.com |
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