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p@e About PointCross

Origin Expansion CDISC SEND
{é} Nonclinical, FDA CDER, DDI:I Q
Zz;l:)n%i(ijl cﬁ‘r:gyﬁ?é-s CTP. One of the largest
data solutions. eDV: Compliance & cpisc ,SEND
Headquarters: Quality for SEND, SDTM provider

Foster city, CA & ADaM

Clinical
Focus .

Footprint
Exclusive focus on Clinical Trial Data: .
the BioPharma Standardization of .
industry after Biomarker & *
acquisition of Translational .
PharmQuest research .

v" Global Team: US, France & India

Xbiom™: Platform

Xbiom™ MDR

Xbiom™ Smart Transform
Xbiom™ Clinical Insight
Xbiom™ eDV

Xbiom™ SCE

v 10000+ no. of users downloaded eDV across US, Asia, Europe & Australia

v Standardized 7,500+ studies for repository, analysis over 14 years

Platinum member of CDISC and
contributor to PhUSE

cdisc shuse

Serving 60+ Biotech/ Pharma
100+ CRO clients




shuse \What Sponsor needs?

* Real time access to the data to understand the
progress of the trial with respect to time, patient
enrolled per cohort/site, with the important
endpoints/events.

* Qualified and effective workflows for end-to-end
planning, preparation, analysis, and packaging.



~—~  End-to-End Data Life Cycle of a Clinical
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ROSS Life Sciences

Capablllty _ R&:D Business

Value
42 Clients

across
Biotech &

workflows with
21 CFR Part
Pharma 11 compliance

2500
studies from
Xbiom for
SEND

integrated
Submission

Platform

80_0+ User nteroperable

using eDV & Secured

across US, Cloud based
Platform

Asia &
Australia

PointCross Inc. Proprietary and Confidential



Xbiom™: End-to-End SDTM Submission
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suse Data Monitoring as Trial Progress

* Understanding response of trial subjects to
treatment or disease

* Uncover, relate and gather insights on subject
end-points or Adverse Events to biomarkers

* Insights & clues from stratified cohort analysis
on disease response




shuse Data Exploration

14.3 Safety Data Summary figures and tables.

14.3.2 Overview of Adverse Events, Safety Population
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shese Preparing for Submissions

o Effective workflows to accelerate time
to submission

o Global Library & Standards Management
o Streamlined Data ingestion & transformations

o Standardized methods to enhance the data
review and compliance process for improving
data quality and submission deliverables
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s Data Curation and Standardization Stages

~ to SDTM and Beyond

‘ Indexed, Reverse Look-Up Search, Query Masks, APIs for Search and Access by Apps

SQL APl and No-SQL Queries with APIs

Data
Access

’ Direct User Access to All Data in Xbiom

EDC
File Access
PK
\ Curation to Curated “Tim Post SDTM UDM —
Auto-Transformation to - stamped to Last Analysis Ready:
f : UDM data Quality .
Persistent Terminology Data Update * Cohort Search and
S ) model, Checks — X .
) —Recommendation TRRR I ac Baseline UDM for Selection
Biomarkers — Engine, Manual of Timepolnts Dashboard Access and + Data Selection for
Omics, FACS ... Overwrite if needed Flags ! Generation of Cohorts (SAP), Derived
/_ & SDTM Metadata and Fla
Associated Study SDTM Data * ADaM Files for
: Monitoring Package Traceability
Studies, Data e Find & Select
Streams e.g. Cohorts
wearables... * Analysis

¢ TFLs



shese |0 Summary

Sponsor/CRO Objectives

Enhanced Data
ingestion &
transformation

Reduce effort for
Metadata Change
Management

Faster Time to create
Submission
Deliverables (

Learning model,
Automation &
Accelerators

/

Data Ingestion /
Custom Connectors

Global Library &
Standards
Management

Macros and Derivation
Library

ML Based Mapping

Self Service Ul & Data
pipelines

Xbiom Significant Accelerators

Solution Value

(
=

-/

20% - 40%
TCO Reduction

25% - 50% Accelerated
Turn-around Time

Drive Automation &
Innovation entire clinical
data pipeline

Industrialization

Scale up via
standardized
harmonization processes

/




Thank you

M

XbiomT makes data useful

Quality is never an accident. It's always the result of intelligent effort- John Ruskin
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The Global Healthcare
Data Science Community
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Questions and Contact Information:
For questions or more information about this presentation, please contact

Dr.Sapna C-sapna@pointcross.com
Arpitha H — arpitha@ponitcross.com



