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Enabling Data Integration for Translational & Precision Medicine
PointCross Life Sciences

Xbiom :TM
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Serving the 
Life Sciences 
industry 
since 2009

• Research insights from nonclinical and clinical studies, 

assays, biomarkers

• Validated workflows for regulatory nonclinical and 

clinical submission preparation

• Automated Smart Transformation for data curation from 

data lakes to target model

• Governance and management of standards, terminology, 

metadata

Xbiom is our BioPharma solutions platform for:

Platinum member of CDISC and contributor to PhUSE

CORPORATE OFFICE’s: 
Foster City – California, USA
Silver Spring – Maryland, USA
France – Paris
Bangalore – India

PointCross Life Sciences
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Xbiom: Makes Data Useful

CDMS / EDC

Medical History

RWD

Informed Consent

PK / DMPK

Omics

Nonclinical 
Toxicology

Functional 
Markers

Bio-Samples
In-vivo Ex-vivo

Digital Pathology
IHC Immuno-assay

Disparate Data Sources 

• Built-in data standards, terminology 
governance and management

• QC dashboard for curation and quality
• eDataValidator for verification of data 

against standards and controlled 
terminology 

DATA CURATION
Data Harmonization 

• Xbiom typically has multiple integrations 
to other applications, such as 

• Cheminformatics
• Internal registries
• ClinOps data sources
• Biomarker databases
• MDM
• Biosamples / bio banks among others

DATA INGESTION

Xbiom ingests and index assay data from

• Discovery, 
• Exploratory
• Pre-clinical
• In-vivo

..to identify signals across stratified cohorts

• Non-clinical
• Clinical trials
• Biomarker data

DATA 
HARMONIZATION

ANALYTICS + DATA 
VISUALIZATION

• Xbiom enables data visualization in TLF 
format

• Visualization across R&D lifecycle
• F.A.I.R principle compliant
• Support maturation workflow (phase 

gated) and tethered workflow for 
samples

• Longitudinal patient view 

Special 
Views: 

Histopath

Special 
Views: 

Correlation 
Charts

z-
Transfor
mation

Domain 
Specific 

Visualizations

Immersive & Interactive 
Visualization
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Data Curation, Transformation, 
Harmonization, Quality, and 

Ingestion

Insights for Translational 
Research

Regulatory Data 
Standardization, Submission 

Planning and Preparation

Insights: Clinical 
And Biomarker
Workbench for 
Translational &  

Biomarker 
Research

Insights: 
Nonclinical

Regulatory: 
Nonclinical

Regulatory: 
Clinical

Smart 
Transform ation

eData Validator
(SDTM, SEND)

Xbiom™
built on 

Metadata and 
Ontology 
Platform

Xbiom™ Suite for Research & Regulatory in 
Clinical & Nonclinical 
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What does 
Smart Transformation Generate?
Xbiom Smart Transformation provides comprehensive capabilities to ingest source data by mapping and
transforming to target models, harmonize terminologies and unit systems, perform data QC and make data available
for Search, Aggregation, Analytics and Visualization through Xbiom UDM (integrated data hub with modelled
structured data).

PointCross Life Sciences

01 Generate a Universal Data Model (UDM)
that is flat, simplified, and easily indexed
for search; representable as a graphed
linked object (RDF, OWL) for use in
SPARQL queries, and inference engines

02 Generate a Standard Data Model (SDM)
of user’s choice for exchange, access by
legacy scripted queries (SDTM, ADaM,
SEND, Corporate custom standards such
as Research Trust DB)

03 Smart Transformation transforms Raw,
Fragmented, Non-Standard data to a
standard accessible, exploitable form.

04 Regenerate UDM data in Xbiom
repository back into any standard SDM –
reuse, flexible, repurpose and drive the
change in industry
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Smart 
Transformation

Xbiom™
built on 

Metadata and 
Ontology 
Platform

Data Concierge Service:
Value for Biotech

The Value from Business Perspective

We are not an IT software and services company

We are agile – our team includes
• Bioinformaticians 
• Molecular Biochemists
• Data Scientists
• IT Architects and Operations
• Physicians
• Board Certified Toxicologist

The Value from Science Perspective

Ø Integrate source data from CROs + labs
Ø Standardize and harmonize source 

data into analysis-ready data
Ø Search + select stratified cohorts
Ø Identify data gaps and sample 

availability for assays
Ø Augments Biotech’s data science to 

Translational teams

eData Validator

(SDTM, SEND)
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Normalized Omics data types in Xbiom Ontology

Supports up to date Ontology services from industry standard databases for normalization of 
Omics data enabling cross study analysis. 
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UDM – Universal Data Model for Disparate Data
Study

In-Vivo 
Trial/Study

Cell Lines

Bio-Samples
Blood, Serum, Plasma, 
Urine, Tissues, Organs

Subject
Human or Animal

Cohorts/RWD

In-Vitro

Omics – Gene, Proteomics, 
Transcriptomics, 
Metabolomics, FACS, Flow 
Cytometry, ADA, IHC, 

Ex-Vivo

Assay Protocol

Findings*

Assay Protocol

Findings*

Samples

Findings*
Qualitative:
Histopathology

Biopsies

Quantitative: 
Serum and Urine 
Bio-chemistry, Lab

Findings*
All findings related to a 

Subject –
Tests, observations, time-

stamps

Includes:

Clinical Observations

Health History

Body Weight, Food 
consumption

Interventions and actual 
exposure with timing,

Events 

Necropsy – Organ 
Macroscopy

Trial Summary

Trial Design

EX Exposure

TE Trial Elements

TA Trial Arms

TX Trial Sets or 
Cohorts

DM Demography

* Findings are held in a common storage model with Observation/Testname, date-Time stamp, Units and other attributes 
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Site Investigator (EDC)

CROs

CRO Labs

Monitors

IT-CROs

Xbiom Insights - Search
& BiomarkersClinical

(Translational Workbench)

SCE - Clinical
(Statistical 
Computing 

Environment)

Tx Search 
Analytics

Smart Transformation
Data Ingestion

IGO

OData Open API
R, Python on Jupyter notebook
TensorFlow Machine Learning 

Sample to Assay 
Data Tracking

Diagnostics Labs

Biomarker Analytics

Genomic Profiling, Assays

Immuno Assays

FACS, IHC

Metabolomics

Xbiom™ Configuration for  
Clinical and Translational Biomarker Research

Xbiom Regulatory Clinical
(Submissions and Studies)

SDTM, GCP Data, EDC Outputs, Biomarkers

VDR
(Encrypted Data Exchange)

GCP / GMP
21 CFR Part 11
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Live Demo
Xbiom

Xbiom    makes data usefulTM

www.pointcrosslifesciences.com

PointCross Life Sciences
Enabling Data Integration for Translational & Precision Medicine
Webinar on XbiomTM
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Machine 
Readable 
Columnar 

Format

Human 
Readable 
Pivoted 
Format

Sample formats for Immunoassay data received from Vendors
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Data Transformation and Enrichment

Source 
Files

Terminology 
Recommendations

Mapping 
Recommendations

Machine Learning Models
Based Recommendation Engine

Data Models

New Training 
sets from User 

Decisions

Curated 
Training sets

User Decisions: approve/update Recommendations 
(Supervised Learning)

Workflow of Data Transformation 

Terminologies / 
Ontologies / 
Dictionaries

Final 
Datasets

Terminology 
Normalization

Transformed 
Datasets

Data Model 
Transformation
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Study Data 
(UDM)

Assay data for translational research

Curated/Harmonized 
Assay Data

List of Patients, Visits, Sample Types, and 
Tests Requested

EDC: All recruited 
patients and as-

collected eCRF data

Specialty Assays:

Ordered as part of 
Study Protocol

Specialty Assays on 
Bio-Banked Samples:

Special Requests from 
Translational Analysis

XBIOM: Translational 
Workbench – Insights

Search, Find, Select 
Stratified Cohorts

XBIOM Sample Availability 
Monitoring: (Inventory, 

Manifests and Data Requests)

Dashboards, Tools and 
Shopping Cart – Request for 

Tests on Samples

XBIOM  IGO: Compare, analyze 
Cohorts

Identify Data Gaps, New Tests 
or Assays that are relevant

Data Gaps that 
can be filled by 

additional Assays?
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PointCross Life Sciences
Enabling Data Integration for Translational & Precision Medicine
Webinar on XbiomTM

Question & Answers
Xbiom

Xbiom    makes data usefulTM

www.pointcrosslifesciences.com

Please direct questions to the Host via the Chat function
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Thank You for your 
participationXbiom

Xbiom    makes data usefulTM

www.pointcrosslifesciences.com

Let’s Talk! 
Data Concierge Service & Xbiom Clinical Insights & Translational Workbench 

Schedule a consultation at get_started@pointcross.com

mailto:get_started@pointcross.com

