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I VISION, BACKGROUND, AND OPPORTUNITIES

VISTA:

Visualization Interface for Study
Tracking & Analytics

Vision:
Empower study teams with

visualization and faster access to
insights.

Background:

VISTA simplifies the conversion of
clinical data into SAP-aligned,
analysis-ready datasets using an
R/Shiny framework.

Opportunities

« SDTM/ADaM preparation
and reporting cycles are
repetitive and time-
consuming.

* Formal reporting delays
timely insights.

« Frequent ad-hoc requests

strain resources and disrupt
workflows.



I WHAT VISTA DELIVERS AND ITS IMPACT

Impact

Real-time dashboards that speed
data-driven decisions with derived
endpoints (PFS, OS, ORR, DOR).

Visual simplicity with user-
friendly design for effortless cross-
functional use.

Centralized platform that unifies
study tracking and analytics in one
system.




DIFFERENCES BETWEEN FORMAL DELIVERY VS VISUALIZATION TOOL

Visualization Tool:
» Use live data as-is from EDC (no formal cleaning
step)

Accessible in real time, daily refresh — no need to
wait for milestone outputs

Provide engaging and interactive visualizations

Support quicker insights and proactive decision-
making

Complements formal delivery — not a replacement

Raw Data
EDC/eData

SEEWY
Efficacy VISTA

analysis R-Shiny App
dataset

Formal Delivery:
* Involves DM data cleaning

* Require formal programming steps
* Planned at key milestones with PDF bundles

» Used in official documents and regulatory needs

TLFs

SDTM foaM (TLFs

(Analysis data
programmed

(Raw data programmed from ADaM

converted with all the data based on

to Standard derivzgo:s spec, Shells
need or and Derivation
study data) TLFs) o




DATA FLOW - SAFETY

Raw Data

(Daily)

AE Analysis Dataset

One dataset including ADSL and ADAE
variables output in a .rds file

This one dataset is used for all safety
TLFs in the app

TEAE overview

TEAE by SOC / PT

TEAE by SOC / PT & Grade
TEAE by PT

TEAE by PT & Grade Plot




DATA FLOW - EFFICACY

RAW Data (Daily) & eDATA

Subject-Level Dataset Visit-Level Dataset
» Demographics and Baseline Characteristics » Longitudinal tumor assessments

Efficacy Endpoint (BOR, PFS, OS, DOR) Individual Target, Non-Target, New Lesion measurements

>
Concatenated timepoint Response over time » Timepoint responses
>

Sum of diameter change over time Important events, like death, PD dates, etc.

Waterfall plot, Kaplan-Meier plot, ORR tables Spider plot, Swimmer plot

RECIST & iRECIST Criteria Support



VISTA: USERS, ENHANCEMENTS, AND ROLLOUT

Typical Users

\

*Clinical: Medical Leads,
Safety, Clinical Ops,
Development Scientists

‘Data & Analytics:
Statisticians, Data
Management, Modeling &
Simulation

*Translational: Translational
Medicine, Clinical
Pharmacology

*Leadership: Asset Leads

Future Enhancements
Al-driven dataset generation

*Expansion to biomarkers,
other endpoints, and subgroup
analysis

Status & Rollout

*Pilots complete with strong
feedback

*Phased rollout aligned with
study priorities




R SHINY (VISTA) DEMO

XXXX-CL-0101 Study Tracker safety Efficacy

Cohort Options

Tumor Type: Assigned ASPEXXX Dose:

Please select filter options and press the Get Outputs button

Assigned Treatment Group: Dose Frequency of ASPRLXN:

Fhase:

Google Text-to-Speech (TTS) is used for demo speech synthesis



I CONCLUSIONS

VISTA Successfully Addresses Critical Gaps

By providing real-time medical monitoring, automated execution, VISTA complements traditional SAS-based regulatory
workflows while meeting urgent clinical team needs for timely safety and efficacy information.

Speed: o Adoption:

Reduce time-to-insights from 10-14 days to <1 Deployment across cross-functional stakeholders
day supporting multiple oncology trials

Efficiency: Impact:

80-90% reduction in manual programming time Accelerated safety and efficacy decisions
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