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Turbocharge Your Trials
Transform CRF Creation and CDISC Standardization Process with Smart Metadata Repositories and AI/ML Innovations.
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Share one platform

Share one process

Share one library

Increase reusability

Reduce timelines 

Decrease study costs

Improve study quality

Ingest Transform Analyze

Xbiom Platform
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Life Sciences Digital Transformation

EDC

eCOA / ePRO

CTMS

3rd Party Labs

Biomarkers / Wearables

EMR / EHR
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Clinical, Non- Clinical Data

Safety MonitoringClinical  Insight

Tasks & NotificationsCross Trial Analytics

SCE

Intelligent Application

Global MDR

CDISC Library (CShare)

NCI – Control Terminology

External Dictionaries – WHODrug, 
MedDRA

Other Reference Metadata

Transformation

RAW

SDTM

DRM (UDM)

ADaM

Powered by Xbiom

SMART Transformation

Metadata Repository (CRF, SDTM, ADaM, CT, Global Libraries

Audit Trial, Traceability, Version Control & Workflow
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Xbiom Solutions Platform 

Access Raw data from different 
sources

Recommendation engine (ML 
based) 

Data Standardization for 
regulatory submissions

Capability

Reuse, Replicate, Minimize effort, 
Enhance quality 

Submission Package
Xpt, define.xml, aCRF & cSDRG

R&D Business Value

Run compliance check regularly at 
no additional cost

Integrated Compliance & 
Validation module

Supports CDISC, FDA, PMDA & 
Sponsor conformance rules

Generate define.xml sourced 
from Study

Capability

Identify issue, assign, notify & 
close. Build quality SDTM, ADaM 

and Define.xml

Automated define.xls generation 
and validation

R&D Business Value

Out-of-box model for quick and 
easy study onboarding

Unified Data Model (UDM)

Efficient search, access and APIs

Data Service Layer (DSL) on UDM 
for Data Analysis, Visualization & 

Reports (TFLs)

Capability

UDM allows to search, access data 
for cross study analysis

Out-of-box no/low code for 
periodic Safety monitoring & 

exploratory analysis 

R&D Business Value

Improved data accessibility, 
aggregate diverse sources of data

Data Storage and Management

Data Cataloging and 
Management

Interoperability and Data 
Exchange

Capability

Accelerated research insights 
facilitate advanced analytics

Streamlined clinical trials 
management real-time access to 

patient data

R&D Business Value

Data Exploration and Discovery 
using the language of choiceRefresh data at anytime

Integrated with R & Python. SAS 
Viya integrated in demo 

environment

Reproducibility and Version 
Control

Parallel and Distributed 
Computing

Capability

Compliance and Regulatory 
Reporting

Cost Savings and Efficiency

R&D Business ValueR&D Business Value

Funnel Development toolkits for 
stage-gated workflows 

Adherence to MSG 2.0 guideline

Configurable workflows

Capability

Offers significant value to business 
to align with the existing workflow 

& Process

CDISC SDTM submission is aligned 
with MSG 2.0

Easily aligned with customer SOPs

Store & manage Collection, 
SDTM, ADaM, CT & Other ref. 

metadata

Global Library for Raw-SDTM 
mapping & Macros

Complete audit, version and 
traceability

Capability R&D Business Value

Manage CDSIC published and 
sponsor specific models

Reuse the mapping library at study 
level for repeatable results

Track, report and audit 

Clinical Insight:

Analysis 
Workbench

Clinical and 
Non-Clinical 

Data

Repository

Regulatory 
Submission 
Workflows

Statistical 
Computing 

Environment

(SCE)

Smart 
Transformation

SDTM

eData Validator

(SDTM, ADaM, 
Define.xml, 

SEND)

Xbiom MDR

60 Clients across 
Biotech & Pharma

7500+ studies from 
Xbiom for SEND 

Submission

10000+ User using 
eDV across US, Asia 

& Australia

Regulatory, role-
based workflows 

with 21 CFR Part 11 

compliance

Fully integrated 
Platform

Scalable, 
Interoperable & 
Secured Cloud 

based Platform 
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Xbiom – Under the Hood view

Standards Library
De Jure / De Facto & Custom

Terminology Library
De Jure / De Facto & Custom & Units

Corporate

Therapeutic 
Area

Study Level

Workflows for 
Governance and 
Maintenance of 
Metadata Libraries

aCRFCDASH

ODM XML

CDISC-CTs, MedDRA, WHODrug, LOINC, UniProt, SDTM ADaM

Templates
Protocols, SAP, Study Reports…

eCRF

PRM SAP

Define.XML TFL Shells
MDR & Repository

Metadata 
Repositories

Documents, Unstructured, PDFs Tabulation Models

EDC

Biomarker 
Assays

Bio-Analytics

Workflows for Maturation of 
Trial Data

VDR

SDTM

Define.xml

Analysis Plan, Analysis Metadata, Select Stratified 
Cohorts, Statistical Analysis, Scripts, Visualization

TFLs for 
CSRs

eDV

eDV cSDRG

Submission Planning Workflows

Study Workflows

Submission Packaging
SDTM, ADaM, TFLs, ISS/ISE CSR for 

M5 of eCTD

Clinical Operations, Research and 
Regulatory SOP Workflows

CRF

ADaM

SAS, R, Python, SparkSQL
PySpark Scripts

SAS, R Scripts, Python

Mapping, Scripts (R, Python, SAS)  
Library

Smart Transformation

cSDRG

Curation, Metadata, Terminology 
standardization to Universal Terms

Analysis Plan, Analysis Metadata, Select Cohorts, 
Statistical Analysis, Scripts, Visualization

UDM
(Unified Data 

Model)Smart Transformation

Search 
Cohorts

DSL
Data-Analysis 
Services Layer

IGO
Interactive 

Graphics Object

M5 Folder 
Structure

Interim Monitoring

Clinical Data Layer & Repository

Curation, Metadata, Future Proofed, Invariant 
Standards & Terminology

SDTM

ADaM

TFLs for CSRs

Define.xmleDV aSDRG
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Life Sciences Digital Transformation – Business Painpoints

Reduce the Time and 
Effort for Study Data 
Collection (Weeks to 

Days)

Centralize Pre-Clinical, 
Clinical datasets into one 

common place 
(No more Manual 
discovery of data)

Accelerate Study Data 
Review and Analysis 

with ready TA specific 
packages

(Months to weeks)

Accelerate Submission 
Dataset Creation for Pre-

Clinical and Clinical 
Studies

(Months to Weeks)

Xbiom Value Proposition – “Accelerate time to collect, review and submit clinical data”
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Global MDR

Transformation

RAW

SDTM

DRM (UDM)

ADaM

Powered by Xbiom
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Xbiom MDR Demo
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Pre-deployed models and controlled terminologies

Standard steward (Developer & Approver)

• Showcases how different standards are supported and managed in MDR

1. Pre-deployed models and controlled terminologies

2. Managing CRF models 

3. Managing SDTM models 

4. Accessing and managing Global Mapping templates

5. Maintaining Global Programming templates.
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Managing CRF forms
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Managing SDTM models 
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Accessing and managing Global Mapping and Programming 
templates
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Thank you

Xbiom
Xbiom makes data useful

Quality is never an accident. It’s always the result of intelligent effort  -John Ruskin

www.pointcrosslifesciences.com
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