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About SR
PointCross

Platinum member of CDISC and contributor to PhUSE
cdisc
Serving 60+ Biotech, CROs & large Pharma clients

SANOFI vp WEVIRIDIAN
FDA $IPSEN & Olema

Serving biotechs and large pharma since 2009

Xbiom is our BioPharma solutions platform for:

v" Research insights from nonclinical and clinical
studies, assays, biomarkers

v" Validated workflows for regulatory nonclinical and
clinical submission preparation

v' Automated Smart Transformation for data curation
from data lakes to target model

v Governance and continuous management of
standards, terminology, metadata

v' Trial and study data repository with role based access

and controls

Locations : Foster City — CA, Silver Spring — MD, Paris — France, Bangalore — India



Today’s Webinar

Welcome & Introduction

Sunil Gupta: CDISC 360 Advisor, Trainer, and Author

o Advocate of CDISC automation and standardization, with 25+ years
of experience in the pharmaceutical industry

o Teaches practical R for SAS Programmers and a CDISC class at the
University of California at San Diego

Presentation:
o Harmonizing Raw Data with CDISC Standards to Streamline SDTM

NOTE:
» Questions can be submitted any time via the Chat function, anonymously.
> Written responses will be consolidated and sent to all participants and uploaded to PointCross website (along with the recording of today’s webinar)

Upcoming:

» PHUSE Webinar Wednesday: Leveraging the Universal Data Model (UDM) to Streamline Pathways to SDTM and ADaM Standards
» January 25, 10:00 AM ET; Registration link in the chat box

» Presenting at PHUSE Connect in Orlando, FL March 5-8, 2023

Contact us: ask@pointcross.com for a private demo, customer references, and integrations with your workflow
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What is Your SDTM Automation Role and Goals?

(] Statistical Programming Director - Better Manage Timelines

» Project Management, Time, Budget, Compliance, Metadata

(] Statistical Programmer - Better Manage Submission Process

» SDTMs / ADaMs / Define.xml, SDRG / ADRG, Mapping, Specifications

O Translational Scientist - Better Understand Safety Data Issues

» EDC/Biomarker Raw Staging and Data Processing, Ingestion, Curation, Harmonization

[ Statistician - Better Explore and Understand Study Conclusions

» Analysis, Views, Ad-hoc, Tables, Listings and Figures, SAP, Data Meaning / Exploration, TLFs




Leverage a Universal Data Model (UDM) to Streamline Pathways to
SDTM and ADaM Standards

(O Paradigm Shift

o Post CDISC Standards and Experience
o Non-LinearAccretive Processing U D
o Integrated CDISC Compliance

(O Xbiom with Universal Data Model (UDM)

> Search and Query Interactive Database
o Low-Code User Interface

. . > Ingest, Catalog, Index and Link All Data
o Six Step Visualization Process

(O Universal Data Model (UDM) Design

o Reusability and Repeatability
o Directto Review and Analysis
o Monitoring and Accretive Resolution of Data Issues

Q SDTM Generation

o SDTMIG Specifications, CDISC 360’s Mission
o Metadata Repository, Auto-Mapping and User Confirmation
o Continuous Learning Process

SAS Programming




Big Data Value Chain

Data Data Data Data Data
Acquisition Analysis Curation Storage Usage

« Structured data  « Stream mining « In-Memory DBs « Decision support

Data Curation is the

= Unstructured * Semantic . NuSQIE} DBs » Prediction
data analysis * MewSQL DBs + In-use analytics A
= Event I = If-‘t-achline * Cloud sll;urar?e . gim;.ll-ati-un Repetltlve PrOCESS tO
Processin earnin = Query Interfaces = Exploration . .
- Sensor ’ . [nFnrr‘nEti-:m . g:‘:arglrjility and « Visualisation Optl mize Data and
netwaorks extraction Performance » Modeling
» Protocols » Linked Data « Data Models = Control Metadata to ensure
= Real-time = Data discovery = Consistency, = Domain-specific
- Data streams « "Whole world" Availability, usage Valuable use of Data.
= Multimodality semantics Partition-tolerance
* Ecosystems + Security and
= Community data Privacy
analysis « Standardization

= Cross-sectorial
data analysis

Data Sources Data Transformation & Metadata Management  Indexed Data Repository Data Exploitation

SCE - Scientific Computing

Data Models, .
Environment

QC Dashboard LUDM DSL

Smart Ontologies and | e
| = Transformation Terminologies T 2 - .
. ]]LL . yrw: © opata apl| (R @ & =
1,_.._1. - _.:.-.-..—.-..._- '

Bl == "_r e T = T R, Shiny Apps, Python, Jupyter
h o A I:EEtl:‘rj “ I%D S l_)ll y Apps, Pyt pyt

- = __BEN Immersive &

== SQL API e | Interactive

P rc L Visualization

u

Real world data, Legacy Data Curation Biomarker data models DMNA mutations,

studies, EDC/CDMS
extracts, CRO,
Biomarker Assays

and Smart
Transformation

miRNA, IHC ..., CDISC SDTM, SEND...

Ontologies and Dictionaries — Genelnfo,
UniProt, miRbase, WHODrug, MedDRA...

Standardized and Semantics / Units
Harmonized Data Store - UDM
Calculated,/Derived metadata in DSL

Bl & Analytics Tools:
Spotfire, Tableau,
Microstrategy ...




Streamlining Data Interchange with External Sources

Ongoing Studies, Real
world data, Legacy
studies, EDC/CDMS
extracts, CRO, Biomarker
Assays

Future Data Sources
» In SDM format and data model
(Source Data in SDM Model)
» Sponsor specified CT
» Direct transformation, and
ingestion

Data sourcing Labs, Vendors, Partners,
CROs etc.

SDM Templates
» Data Model Specification
Data Sources > CTs specified

» Initially Vendor sends data in > Standardization of data receipt
Vendor format and data model

(Source Data Model) Indexed Data for
» Vendor’s CT Search

Transform to SDM Model

Xbiom™
built on
Metadata and

eData —= Ontology
= Platform

Validator

Biomarker data models DNA mutations, miRNA, IHC ...,
CDISC SDTM, SEND..., Custom Models

RDF Triple Store
SPARQL



Input: Metadata & Raw Clinical Data Output: SDTMs, ADaMs, Define.xml & TFLs

Create End-to-Start Specification Data Curation
O Produce a standards-based, machine readable specification O Repetitive Process to Optimize Data and Metadata to ensure Valuable use
Generate Start-to-End Metadata of bata

0 Use standards specification to generate study metadata artifacts
0 Demonstrate the ability to generate study metadata given a specification

Protocol == Data Flow

Data Spec. =% Information Flow

Study SAP
T * )
In-Vivo Trial/Study ! Cell Lines I
Subject Cohorts/RWD Ir
Trial Summary Human or Animal \ ' i
= Findinas* Bio-Samples Samples In-Vitro 1 Analysis Dataset
indings o ) 1 Creation Process
All findings related to a Subject - Ia\qod,_?erum, Polasma, Assay 1
= Tests, observations, time-stamps fine, fissues, Urgans Protocol 1 l -----------
= ’—1 I _— —
_ = Includes: . 1 B
C D | S C 3 60 = EXExposure = Clinical Observations Findings = Qualitative: Findings* I (Analysis Dataset
——————————————————————— B % . istopathology l —_ T R
= TE Trial Elements = Health History S hemEEEEmEmm———— > ' Metadata
. = [ = biopsies —— Ex-Vivo i
M | S S | O N o = TA Trial Arms = Body Weight, Food consumption o Analys!s Dataset
- = Quantitative: Serum and Assay Generation Process
= TX Trial Sets or Cohorts = Interventions and actual Urine Bio-chemistry, Lab Protocal l e -
= DMD h = exposure with timing, Omics — Gene, Proteomics, =
emography = Event Transcriptomics, Metabolomics, FACS, =Findings* . Documentation
= ents = Flow Cytometry, ADA, IHC, = Analysis Results
Necropsy — Organ Macroscopy Analysis Results

SDTM

* Findings are held in a common storage model with Observation/Testname, date-Time stamp, Units and other attributes Metadata

Design
And Automation

Transformation and Automation: Reusability & Repeatability

Transformation Data Start-to-End
0 Use machine-readable metadata to generate study data artifacts

m 0 Demonstrate the ability execute data transformations given the study
~—N Replication and automation are the focuses

Replication and Automation ||» * Use or create utilities to replicate the process: Project Set Up, Mapping Specification, Mapping Creation
[Metadata and Data, Mapping and - Use analytics tool to identify the areas for replication and automation: Data Profiling & Data Rules for Source Data Review / Edit Checks
Transformation, Code Generation] . . .
- Metadata-driven process is the key for automation

- Metadata is machine readable
- Metadata is the base for automation

¥/’/ » Metadata makes data meaningful
»

Metadata-Driven Process & Intelligence
[Global, Study Level, Raw Data (EDC,PK),
Data Meaningful, Machine Readable] Standard adoption is the key for code reusability
+ Train people to understand the standards
v ||» - Define standard templates
CDISC Metadata and Rules « Build public libraries for code snippets and public transformation: Custom functions, procedures and packages; public data rules; and

. blic Experts
Vi Data Exch pu
[Standards, Versions, Data Exchange] + Group code snippets and functional transformation into modular mapping and transformation: pluggable maps

v - Define workflow to govern the process: Workflow Manager and Process Flows




CDISC Standards / Metadata Pa radigm Shlft
— Post CDISC

Data Spec. SDTM Milestone / Standards and
SAP Data Sources Metadata EXpe rience

t Analysis Dataset

Creation Process

Study Level
Metadata

Analysis Metadata

Analysis Dataset
Metadata

Analysis Dataset .
Generation Process - TFL Milestone

Documentation :
Analysis Results / ARM Define.xml
Analysis Results / Metadata

=% |nformation Flow
Metadata




End-to-End Clinical Study MetaData-Driven Process and Intelligence CDISC and Submission

Flow

Raw Data, Metadata, Xbiom Tool

[—

CDISC / Analysis

|

Documentation

i)

QA

EDC / Labs / CRF

DATA:
Raw Codelists

Standard Domains

Metadata / CDISC Deliverables ‘
SDTMs ADAMSs

Study
Documentation
Define.xml

Documentation Control

Regulatory
Compliance

eDV /| SDRG /| ADRG

METADATA / CDASH
SPECIFICATIONS:
Attributes, Structure, PRM

USER INTERFACE
MACHINE LEARNING
PRODUCTIVITY:

TRADITIONAL
PROGRAMMING
PRODUCTIVITY:

Standard Variables Safety/ Eff!cacy Terminology Documentation
: Derived Variables SAP Data Issues
Standard Terminology Codelists Value-Level Metadata Compliance Issues
Codelists Raw / Derived Variables P
SDTMIG Rules ADAM IG Rules ARMSs Define.xml IG Rules
Control Term IG Rules Control Term IG Rules SDTMs / ADaMs Snapshot .
. BDS . Snapshots / Links
MedDRA (Optional) independent of ADaMs Integrated Links to CRF pages
Export Specifications Export Specifications P User-Interface Edits
Joins / Transposg SAP Mapplng‘ SAP Cohorts . ‘
Auto / User Mapping Auto / User Mapping Domain Templates IG Mapping Template Mapping
Templates SAP Cohorts P Templates PhUSE Templates
. ) Drop-Down Lists
Drop-down lists Drop-down lists
C Source /QC )
Attribute Macros Attribute Macros Separate Tool Separate Tool

Variable Macros

Variable Macros

Reporting Macros

Out-of-Sync

Manual Updates




SDTMs / ADaMs / TLFs
Integrated Metadata Mapping and Repository

-

Xbiom (SCE) Outputs

||# Standard SOTH.
ADaMs, TFLs

e

- o si

- SUPPXX, RELREC, FA
-




Paradigm Shift: Non-Linear Accretive Processing

From Sequential Processing of Files to Create SDTMs & ADaM for TLFs
To A Single Accretive, Curated Unified Data Model - Select Cohorts, Analyze Data to SAP,

and Automatically Generate SDTM, ADaM for Submission

SAP
EDC Biometric SDTM ADSL BDS OCCDS TFLs
Site Data Curation Generation
A i Y v
1
1 ADaM
EDC Errors |<+— -y )
i *
SAS/R Scripts
3 Biomarker Translational / P
Bio- . r=s
Assays Analysis .
| ) |
1 ] 1 1
1 1
1 1
1 1
: Additional :
e Specialty «--------
Biomarker Assays




Universal Data Model (UDM) with Cohort Analysis
Data Service Layer

Cohort Search

INGISHTS |

DECISIONS
- —

Data Exploitation

Search and Query Engine - .

Statistical Computing
Environment (SCE)

KNOWLEDGE /=)

IGO’s & TFL - Publishing

\

Curation, Xform

Medical Annotations and inferences generate by research users

Analysis ready datasets ‘ .
UDM - Universal Data Model for Disparate Data

INFORMATION & ) sy

DERIVED METADATA Calculated / derived data and trends extracted on subject data & cohorts oy ————= |
(Statistical algorithms & ML trained models) |_Hi“m:°l' Cohors R . ’J

1
Cell Lines

Trial Summary Bio-Samples Samples
Blood, Serum, Plasma,
Allfindings related to a Urine, Tissues, Organs In-Vitro
Subject - Tests, observations, ' '
time-stamps Assay
[ Protocol

Findings*
Longitudinal integration of data for samples, patient on
visit timelines

Includes: dings*
Clinical Observations

Qualitative:

Trial Design Histopatholagy

- Findings®
= e Exposure Health History Biapsies
Quantitative: Serum
and Urine Bio-
chemistry, Lab

Body Weight, Feod
consumpticn

TE Trial Elements

Curated & Harmonized Data in UDM

TH Trial Sets or Cohorts

Interventions and actual

‘exposure with timinj
” & Protocel

Omics - Gene, Proteomics,
Transcriptamics, Metabolomics,
FACS, Flow Cytometry, ADA, IHC,

Events

DM Demography

Necropsy - Organ Macroscopy

= Findings*
Raw Data as COI'l'eCted * Findings are held in a common starage model with Observation/Testname, date-Time stamp, Units and other attributes = Findings




Xbiom: Low-Code User Interface and Visualization Tool

Xbiom is a one-stop SCE platform designed for integrating Study Data and Submission Packages

> @:— CAPABILITY

Insights for Translational
Research in Monitoring Ongoing
Studies / Trials

Data Curation, Transformation,
Harmonization, Quality, and
Ingestion

Regulatory Data
Standardization, Submission
Planning and Preparation

Insights:
Clinical &
Biomarker

Insights:
Nonclinical

Smart eData Validator

. (SDTM, ADaM,
Transformation Define.xml, SEND

Regulatory:
Clinical Nonclinical

Regulatory:

@ R&D BUSINESS VALUE

Speed to reliable, analyzable,
and submittable data

Search, define, and analyze
stratified cohorts

Longitudinally integrated
subject and patient data

Rapidly generate TFLs for
publication and collaboration



Unified Data Model: Reusability and Repeatability, Direct to Review & Analysis, Monitor and Accretive Resolution
of Data Issues

UDM - Universal Data Model for Disparate Data

Study
[ | :
In-Vivo Cell Lines

Trial / Study Subject Cohorts / RWD \

— Human or [ I

— Trial Summary Animal Bio-Samples Samples

Blood, Serum, Plasma,
All findings related to a

. ] Urine, Tissues, Organs
Subject - Tests, observations, ’ » T8

time-stamps I Assay

Protocol

N Includes: . Find
Clinical Observations

Qualitative:
Histopathology

) ) ings*
— Trial Design

iopsi Findings™
Health History Biopsies

——— EX Exposure

Quantitative: Serum
and Urine Bio-
chemistry, Lab e——  Ex-Vivo

\

Body Weight, Food

——— TE Trial Elements consumption

—— TATrial Arms Interventions and actual
exposure with timing, Assay

——— TX Trial Sets or Cohorts Protocol

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

Events

——— DM Demography

Necropsy - Organ Macroscopy

Findings*

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



SDTM Automation By
Reusability and
Repeatability

CDISC 360: Seeks to demonstrate
how standards enable metadata-
driven end-to-end automation.

T D
— -

Replication and Automation
[Metadata and Data, Mapping and
Transformation, Code Generation]

— =
\ //

Metadata-Driven Process & Intelligence
[Global, Study Level, Raw Data (EDC,PK), Data
Meaningful, Machine Readable]

— <
\ l/

CDISC Metadata and Rules
[Standards, Versions, Data Exchange]

\ //




Metadata Categories and Examples
Mapped to Xbiom

Data Exploitation

Al & ML Deep Analysis Model

Statistical Computing
Environment (SCE)

Search and Query Engine -
stratified cohorts

IGO’s & TFL - Publishing

Medical Annotations and inferences generate by research users

Analysis ready datasets

Calculated / derived data and trends extracted on subject data & cohorts
(Statistical algorithms & ML trained models)

Longitudinal integration of data for samples, patient on
visit timelines

Curated & Harmonized Data in UDM

Raw Data as Collected

SAS and R Programs/Applications: Macro variables,
parameters, defaults, programs and libraries, functions,
conditional macro calls and assignments (If/Then/Else),
operators, templates, styles, applications, data-driven macros,
lookup tables, design/logic, code generator, user message,
libnames, config file

CDISC Model and Compliance: Rules, Events/Findings,
structure (BDS/Wide), Order, codelist, define.xml (hierarchy),
standard/original values, map/unmap variables

Dataset and Variable Relationships: 1:M, Parent: Child, top 10,
links

Folders, Files, Dataset, Variables Attributes: length, type,
format, color, size, weight, access, location, units

Folders, File, Dataset and Variable Names: lists, file name,
extension type

Variable Values: valid values, code list, min, max, continuous,

categorial, format catalog, statistical analysis, cutoff/flags,
new/change, date, times, patterns

Context: Meaning, Purpose, mind map




SDTM: Automapping and User Confirmation,
Metadata Repository and Continuous Learning Process

Biomarker

Data

(Specialty Labs) For SDTM

Longitudinally and ADaM

L Integrated Data .
Periodic Scrape jmm 1wy ["eOIELEC DA Generation

l Day Decisions

EDC Asynch Periodic Xbiom™,

. Scrape U DM

Site Data (Translational) i UDM->SDTM
nifie

Automated Representat Generator

Curation on of ALL (with Define. XML, Trial

Planned Data ‘ Patient Data Design Domains)
Lockout

Custom ADaM
SAP (ADSL, BDS, OCCDS)
Statistical Generator for SAP
Analysis Plan Analysis)

Biometrics & Bio-Statistics Analysis
(SCE)

TFLs




Machine Learning and Data Transformation Work Flow

User Decisions: approve/update Recommendations
(Supervised Learning)




Smart Curation and Transformation

Source data: EDC,
Clinical trial, LIMS
and Biomarker
assays

Model

P

Model & Standards Management

» Generate specifications for data model
and validation based on DTS/DTA

Build Enterprise’s proprietary models

Maintain model registry for wide re-use
of corporate supported standards

Import standards and latest versions
(e.g. CDISC SHARE) in source, XML, or
RDF

e %

mart Curation and

>

Transformation

Schedule and configure Crawlers
for sourcing data

Automatically identify fingerprint
of data and transform

Use machine learning and
supervised teaching to
continuously improve automation
and quality of curation and
transformation

Re-use and specify Transformation
target Data model and
Terminologies

transform Source data to target
models for ingestion

[
[

Transformed
and
Standardized

n. Validator ‘

Data Consistency and Prepare DSL Data
and Ingest to

UDM

UDM, CDISC SDTM+,
ND and other standard Conformance Rules
for Biomarker data QC Dashboard

Ontology ./ Terminology Management

» Maintain ontology of all global and
local terminologies for wide re-use

» Build Enterprise’s internal or local
terminology lists (for “preferred use”)

Import Controlled Terminology and
code-lists from multiple global public
or subscription registries (MedDRA,
SNOMED, CDISC, WHODD, genomic
registries, NCI, INHAND, ...




Metadata Repository: Conceptual Data Model (UDM)

Simple, Extensible and Ready for analytics

Compound /

Compound
Study metadata

Information

Trial design data
) Interventions data
Trail Design Data | Interventions Documents
(Arms/Elements) Data

L

Subjects metadata

Findings data

Lab Findings Endpoints / Pharmaco
/Events Data Analysis data Vigilance

Taxonomy Lists & Biomarker DBs
(Local: Master data, Standard: CDISC SDTM, SEND,
ADaM, MedDRA, WHO Drug, Gene Info, UniProt...) Ontologies, Dictionaries

Master data / External Databases




Xbiom Platform
Screenshots

Metadata Example: Analysis Results

Metadata Field
DISPLAY IDENTIFIER

DISPLAY NAME

Metadata
Table 12.3.1.1
Mean NRS Pain Score Over the Last 5 Days for Overall Pain. Full Analys| TFL Metadata
Set
onfidence interval, p-value . .
Overall Pain Score during the 5-day Period TFL Specifications

DOCUMENTATION

PROGRAMMING
STATEMENTS

P| oV

CHG, B . REGN

Primary efficacy analysis as pre-speci

ADQS -

fas1fi="Y", paramcd="PLPNOV, tt01pn~=., avisit="EcT’
See Protocol Section XX for details. Program: program_ex1.sas. NRS sco
alysed using an ANCOVA model which included dose group and region

(REG1 an &d factors and baseline NRS pain score of overall pain a|
covariate.

data pain:

ADaM Metadata

adgs;
where faslfI®™r r—angd paramcd="PLPNOV" and
avisit="EoT";
run;

Protocol / SAP

proc mixed data=pain:
class &trt georegn;
model chg=base &trt georegn:
lsmeans &trt/cl adjust=dunnett:
estimate 'Linear trend' &trt -2 -1 0 1 2;
ods output type3d=pvalue;
ods output lsmeans=1sm;
ods output diffs=dif;
ods output estimates=trend;
run;

SAS Code




Monitoring and Accretive
Resolution of Data Issues

A

Vi

Clinical Data Issues

Missing Data Values

Invalid Dates and Data Values
Character / Numeric Variable
Type Conversion

Zero Records

il

Study Protocol Data Issues

Standardized Terms - no loss of data or context

Lab Data - identify duplicate records, missing values, invalid units, etc.
Primary Endpoints - correctly derived

Survival Analysis - subgroup analysis

Safety - maximum patients and events

Deaths - maximum patients

Related Adverse Events - minimum patients and events

Protocol Compliance - visit in visit window range




Xbiom Platform

Direct to Review Cohorts and Biosamples
Screenshots

Cohort and Biosample Selection ~ Support  1Wish..  Production Gupta, Sunil 29-SEP-2022 10:19:26 (UTC -07:00)

Saved Search Criteria Search Criteria Show Search Results Data Viewer Data Viewer

| & || | _B1AND C1|i:| | 1] 2 Search|| | X Clear| |E ! Refresh| Mo. of Results: Studies-2: Subjects-§

= Study Drug Study Summary } Subject History-Baseline > Molecular Biomarkers } Biozamples >UDI|| Variables >

gl—;e:“ll::e;:a:]::e — o — - SiX LeVGIS tO Create
Cohorts Variables

= Events

Test M . i
ill Adverse Events £51 Name Latest Evaluation: Range in C
dil Deaths ” v

= Findings About Interventions/Events Ci O (:I:) (ID

ill Findings About

Useful for grouping
F indi O : .
) TE:ﬂFLab:?:Iory Test Results Include Baseline Data Min: 40.02 Max: or su bsettl ng TLFS

ill ECG Test Results \ L y
dll Anfi-drug Antibody (ADA)
ill Physical Examination
ol Vial Signs User Defined Temperature Range
ll Name of Procedure
ill Questionnaires
dll Pharmacokinetics Concentrations
ill Pharmacokinetics Parameters

= Tumor Findings
ill Tumor Identification
ill Tumor Results
ill Disease Response

=@ Interventions
ill Concomitant Medications

. J

Create Patient Cohort Query Across Any Domain Variables, Ex. CHOLFLG
* Subject Population: TRTO1A=‘Drug A’, SAFFL=Y’

» Safety Population: AEREL=Y’, AESER=Y’

» Efficacy Population: PARAMCD=‘CHOL’, VISIT="12 WEEK’, PCHG=-30

Data and Visual Cohort Review and TLFs
* Cohort, Subject, Multiple-Endpoints, Summary, Statistics, Cross-Reference, Comparisons, Safety Vitals, Efficacy Vitals, Demographics




Xbiom Platform
Screenshots

DataViewer Panel to create Tables for ‘End-in-Mind’

DataViewer 1wish..

Study Documents

Search Results: 2 of 26 Subjects -ﬁ Cohort  w
&8I
Study Protocel Summary Saved TFL= Study
STUDYID SDTMO1 p ~ .
Baseline Characteristics SCie n tiStS a n d Study Information
Count (%) Mean (5D) Median (Min-Max) Statisticians Can g ﬁ ﬁ
— MNumber of Participants . Demographics Study Drug Summary Table
select from a variety
- age Sponsor can Export ADaM of pre-defined Table || mmecours
Specifications and TLF R programs Templates across all - i s
— Sex ope o Adverse Events Immu enicity
- for Traceability Domains to (ADA)
Femal 15 (58%) automatically create || serwpnem
- Foce TLFs K YQE ol
Asian 1(4%) | J Vital Signs ECG Test ECG Results -
Black or African American 4(15%) Results Categorical
MULTIPLE 1 (4%) Laboratory
White 20 (T7%)
— ECOG Status & Iﬂ
Lab Test Results Lab Test Results
{not specified} 26 (100%) - Quantitative - Categorical
— Parameters End Point Measurements
Hemogloebin {Hgb)mmal/L) 7.19(0.85) TAD(5.50 - 3.80)
+ Diseasze Condition DE Tﬁx’.
— Treatment History Dri“. DoWn from SU m mary to Details Response Measurements
Prior Anticancer Therapy | 0 (0%) Medications & Diagnostic Procedures
Disposition Summary % %
Trial Arm Dead Lost To Follow-Up Progressive Disease Withdrawal by Subject Concomitant Procedumes
A1:Fixed Dose T i 10 Medications
A2:5tep Dose-1 Priming Dose 2

: \. Y,




Auto-Mapping and Continuous Learning Process

CDISC 360: Apply the 80/20 rule to ensure
the Project automates 80% of the end-
to-end metadata and data processing
needed to generate study artifacts
suitable for a regulatory submission.

Overall Process

* Pre-processing Batch
Variable Mapping Methods
Control Terms Mapping
Methods
User Approval Methods
New Variable Derivations

» Data Update Batch

A. Variable Mapping Methods

1. Direct

2. Transformation, SQL, ex. trim, concatenating
3. Transpose to Vertical Structure

4. One Raw Data to Multiple SDTMs

5. Multiple Raw Data to One SDTM

B. Control Terms Mapping Methods
1. ExactValue Match
2. Approximate Value Match

D. 100% User Approval Methods
=]
1. Machine Recommended* -
. . . ** u?
2. Previous Decision ‘o
3. Preview Raw data and SDTM standard values

4. SUPPXX, RELREC, FA

E. New Variable Derivations
DY, STDY, ENDY, DTC, SDTC, ENDTC, BLFL, VISIT

* Learn from sample studies, ** Learn from clinical studies




Source file metadata

Column Name  Label Recommended mappings

PTNO Patient Number PTNO - DM.SUBJID
Mapping ‘
SEX Sex : :>
: » Recommendations SEX > DM.SEX
DOB Date of Birth DOB - DM.BRTHDTC
INVSITE Site [ INVSITE = DM.SITEID

SDTM Mapping

Source data file

PARAM MATRIX
automation T —
Basophils Blood » Mapping | >
: ' PARAM - LB.LBTEST
P Eosinophils Blood . MATRIX = LB.LBSPEC
rocess Leukocytes Blood ‘
E | Glucose Urine
Transformed dataset Recommended Terms
LBSPEC LBTESTCD LBTEST
LESPEC LETEST LEORRESU
Urine CREAT Creatinine
— Cie2 L Blood WBC Leukocytes
Blood WBC
» Terminology > Urine CREAT Creatinine
UCREA .
| Recommendations T Urine GLUCCRT | Glucose/Creatinine
UGLUCR
Blood BASO alL Blood BASO Basophils
Blood BASO o Blood BASOLE Basophils/Leukocytes




The Xbiom Six Step Visualization Process

1. Clinical
Study
Workflow

Import Raw Data
Select CDISC
Standards

4. QC
Dashboard

Integrated Process
SDTM Compliance

2. Data
Curation &

Transformation

Facility

Load Raw in UDM
Automap to SDTMs

5. DataViewer
to create TLFs

Domain Based
Templates and Drill-
Down

3. Cohort and
Bio sample
Selection

Single Data View
Create Cohorts

6. Automap
Cohorts and
TLFs to ADaMs

End-to-End
Traceability and Code
Generation




Clinical Study Workflow Module




Screenshots

Cohort and Biosample Selection

Cohort and Biosample Selection

VDR

is a solution that provides Pharma companies,
I's and LIMS systems with secure collaboration
and exchange capabilities through hosted data
s while allowing users to work from within their

enterprise network firewalls.

Analysis Workbench

Analysis Workbench

Folder Templates

nage folder template for Submission and Study

rata narkanea

Xbiom Platform

\’
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Clinical Study Workflow - Create New Study within Xbiom

Documents

Search and download the documents across multiple

elps the user to search the documents pertained to the

selected studies

Curation & Transformation Facility

Transform clinical, nonclinical and biomarker data from
data-lakes to a target model with automation.
Recommendation engines using ontologies and
vocabularies referenced in the target data model definition
harmonizes the transformed data.

Production | Bonda,

Clinical Study Workflow

Create studies, assign users, import data and statistical
analysis deliveries, perform validation checks,
acknowledge/reject data through study workflow

tudy Listing :: All Studies

in | [Create New study |

4 - - -
Standard Model Management Study 1D - Project IDIName  » Study Securi
Manage standard and sponsor-defined data model
_ [ CLNICAL_DEMO ™ a® Restricted
L DL O ™ SDTMO1 - g® Restricted
v All Studies O [ PCSTUDYO1 ™ Restricted
O [M TEST a® Restricted
G Y,




Xbiom Platform
Screenshots

Clinical Study Workflow

L3 Study ID: PC202301

Initiate Data Imp
Study Details
Role Allocation
Study Specification
Study Data Package Listing

Files and Folders

Define CDISC IG Specification

Maodel :: Tabulation

Define Version ™ ;

2.1

IG Version*

IG Mame
Ty SDTMIG 3.4
Ty SDTMIG-PGX 1.0
T SDTMIG-MD 1.0
CT Version*
CT Name

fiy SDTM Terminology 2022-09-30

& Validation Rules

FointCross Data Validator Rules = -

FDAValidator Rules 1.5 *  PMDA Rules for SDTM 3.0 =

PointCross Define Validator Rules:

CDISC Define Conformance Rules =

Default
[+

1
1

Default
1

IG Status

Final

Final

Final

CT Siatus

Final

comments

Comments




Xbiom Platform

Upload or Sync Raw data files into Xbiom - EDC and other sources

Screenshots
Study Data Package - > Study Data \ Raw Data \ EDC
- © W 4 )
O = - O Import EDC, PK and other
0 SDTM =B - ] File Name - File Size « @ Version « P ?
0 o O AE.csv [d | 231.62KB 1.00 Data Files into Metadata
[ UDM data =B
_ O AE_YNcsv  [d | 231.62KB 1.00 .
» UJ B8 Analyzed Biomarkers = Repository System
0 O BMBLL1csv [2 | 231.62 KB 1.00
- & (Metadata = . .
O BTcsy A | 23162KB 1.00 L Automatic Conversions
L) Assays =
O BT _YNcsv [d | 231.62KB 1.00 .
I:I Documents = : D XPTS, CSV flleS
0 O CM.csv A | 231.62 KB 1.00
v Raw b - v 0 cM2csy | 25162 K8 o O One excel file with multiple
U I epc = e
O CM2_YN.csv [d | 231.62 KB 1.00 : :
O & Apa - sheets into unique raw data
0 O CIM3.csv 2 | 231.62 KB 1.00
o - O CIM3_YN [4 | 23162 KB 1.00 files
csv [3 . .
0 & Facs = g = ~
O CM_YNcsy [d | 231.62KB 1.00
O Cytokines = =
O CRS_IRRcsv [4 | 231.62 KB 1.00
O Informed Consent =
O DIM.csv 4 | 231.62KB 1.00

O [ Transformation Logs
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Smart Transformation Module

v Access Xbiom Metadata Repository System
v Access Raw EDC/Biomarker Data Source using UDM



Xbiom Platform
Screenshots

Smart Transformation sections Applies the 80/20 Principle

Batch Details Batch Details: Provide input (source) and output (target model and CT)

Auto Generate

Auto Generate: Used if STUDYID, DOMAIN, SEQ (Sequence) values to be automatically generated by

Dataset Transformations \ system.
Metadata Mappings Scripts for any Transformations: 3 sections (Dataset Transformations, Additional Transformations,
| ) Additional Scripts) are provided to write any custom scripts in SQL, Python or PySpark languages for file
~  Terminology Normalization processing or for any data derivations or corrections.

Controlled TerminNggy Metadata Mappings: Used to map source data structure to target model domains and columns.
MedDRA System recommends mappings based on training sets and users’ previous decisions. User can approve
NCEI Gene Info or modify the recommended mappings.
WniProt Terminology Normalization: Used to map the source terms to target terms. External dictionaries like
mirBase MedDRA, NCBI Gene Info, UniProt, mirBase, HMDB also supported. System recommends mappings to
HIMDE target terms based on Xbiom global CT and loaded external dictionaries. User can approve or modify

he recommen m ings.
Additional Transformations the reco ended appings

Derivations

Derivations: to derives the data, if missed to collect in source systems.

Additional Scripts

Data Updates Data Updates: To perform custom data updates.

Qutput




Xbiom Platform
Screenshots

| [ Batch Details ]

Auto Generate Batch Identifier = :
Dataset Transformations EDC to UDM
IMetadata Mappings

Data Package * :
Terminology MNormalization

Study Data
Controlled Terminology
MedDRA Input folder Path:
MNCEBIl Gene Info Auto =
UniProt !
mirBase .
& Batch Output Details
HMDEB

Additional Transformations

Derivations Cutput Data Location = :

Additional Scripts Clinical Study Data Repository

Data Updates
P CT Version * -

Output GLOBAL SDTM Terminologies »

-

Smart Transformation - Provide Input Output details

Input Data Source * :

Clinical Study Data Repository

Study List:

PCSTUDY(O1 x

Output folder Path =

Auto

Output Model Name *
UDM =




Xbiom Platform
Screenshots

Auto Generate SDTM required variable values across Domains

Batch Details

[ Auto Generate ] Auto Generate

Dataset Transformations

Iito G 1
Metadata Mappings Auto Generate

* Terminology Normalization

¥ STUDYID ¥ DOMAIN ¥ —SEQ
Controlled Terminology v ™ ™

MedDRA
MNCEI Gene Info




Xbiom Platform
Screenshots

Dataset Transformations to Merge Raw Data Files

Batch Details
Mew Transformation + w
Auto Generate
; 58 sQL Query icript  SV_Derivation 00
Dataset Transformations -
e Python Script
Metadata Mappings ay 12 QO0O0On
= PySpark
Terminology Normalization > [E SUL Query nmi2 O0OO00
Controlled Terminolo
ay v |4 saeLauery DS_EOT QO OD
MedDRA
Select Files: ds X eot % o
MCEI| Gene Info
UniProt 1/ select
eot.*,d.DSSTDAT,d.DSSTDAT RAW,d.DSSTDAT INT,d.DSSTDAT YYYY,d.DSSTDAT MM,d.DSSTDAT DD,d.DSDHDAT,d.DSDHDAT _YYYY,d.DS
mirBase DHDAT MM,d.DSDHDAT DD,d.DSTERM,d.DSTERM_STD,d.DSDHCAUS,d.DSDHCAUS STD,d.DSOTHSP from EOT left join (select
4 SUBJECT ,DSSTDAT , DSSTDAT _RAW,DSSTDAT_INT,DSSTDAT_YYYY ,DSSTDAT_MM,DSSTDAT_DD,DSTERM,DSTERM_STD , DSDHDAT , DSDHDAT _YYYY ,
HMDB DSDHDAT MM, DSDHDAT DD ,DSDHCAUS ,DSDHCAUS_STD,DSOTHSP from ds) d on eot.SUBJECT=d.SUBJECT
Additional Transformations Script
Derivations
Additional Scripts Output File Name:  DS_EOT ]
Data Updates
» Preview P Choose Study: SDTMOY - Mumber of Records 10, Displaying 10 Records
Output
SITEMUMBER. SITEGROUP INSTANCEID INSTAMCENAME INSTANCEREPEATNUMEBER FOLDERID FOLDER FOLDERMNAME L
3 World 50949 End of Treatment Visit {1) 13169 EOT End of Treatment ¥
42 World 6985 End of Treatment Visit (1) 0 Preview of script output End of Treatment V
32 World GE75 End of Treatment Visit (1) T3TGT ECT End of Treatment ¥
3 World 7480 End of Treatment Visit {1) 0 13164 EOT End of Treatment ¥
42 World 8477 End of Treatment Visit {1) 0 13161 EOT End of Treatment ¥




Batch Details

Auto Generate

Dataset Transformations

| [ Metadata Mappings]

=  Terminology Normalization

Controlled Terminclogy
MedDRA

NCEI Gene Info
UniProt

mirBase

HMDB

Additional Transformations
Derivations

Additional Scripts

Data Updates

Output

Xbiom Platform
Screenshots

Variable Level Mappings types

* User Interface to Confirm Automapping Structures (Variables, Units, Values)
* User to define non-auto mapped Raw Data

- ae 302 103 1 Target Domain: ~ AE - N o O
= Source Mapping Target | Recommend... N...
H
44 AESEV - AESEV 2~ . . .
- o Previous Decision
48 AESER - AESER O
62 AEREL - AEREL 2
82 AETERM _PT CODE -+ AEPTCD v Approved
42 AEOUT - AEOUT 2
80 AETERM LLT CODE s AELLTCD v J o
79 AETERM LLT s AELLT v J o
78 AETERM_HLT CODE - AEHLTCD W .
- - Machine
77 AETERM_HLT -+ AEHLT R ded
76 AETERM HLGT CODE -+ AEHLGTCD v sCelunE0E
Q
w«  Preyiew P Choose Study: SDTMON v
Source =EH Target
AESEV AESER AEREL AETERM_PT_CODE | AEOUT AESEV AESER AEREL AEPTCD AEQUT |
Grade 1 Mild Mo Related 10013811 Mot recoverec Grade 1 Mild Mo Related 10013911 Mot recovered/not resolv
Grade 2 Moder. .. Mo Related 10001551 Recoveredire Grade 2 Moder. .. Mo Related 100015... Recovered/resolved
Grade 1 Mild Mo Related 10001551 Recoveredire Grade 1 Mild Mo Related 100015, Recovered/resaolved
Grade ? Moder Mo Mot Relat 10028372 Mot recoverer Grade 2 Moder Nno Mot Relat 100283 Mot recoveredinot resnlv




Xbiom Platform

Screenshots

Preview of Source file

[—vf

3 Source
AEREL AEREL_STD AEACN AEACN_STD AECMYN | AECMYN_STD AECRSIRR | AECRSIR
44 AESEV Related RELATED Dose not chang. ~ DOSE NOT CHANGED = No N No N
48 AESER Related RELATED Dose not chang... DOSE NOT CHANGED Mo M Mo M
62 AEREL Felated RELATED Dose not chang... DOSE NOT CHANGED Mo M Mo M
Mot Relat...  NOT RELATED Mot applicable NOT APPLICABLE No N Mo N
82 AETERM PT
— - Related RELATED Dose not chang... DOSE NOT CHANGED Mo M Mo M
42 AECUT Related RELATED Dose not chang.... DOSE NOT CHANGED Mo M Mo M
80 AETEEM LLiMNotRelat..  NOTRELATED  Not applicable NMOT APFLICAELE No N Mo N
- ]Related RELATED Dose not chang... DOSE NOT CHANGED Mo M Mo M
79 AETERM LL
— Felated RELATED Dose not chang... DOSE NOT CHANGED Mo M Mo M
78 AETERM_HL]Rrelated RELATED Dose notchang...  DOSE NOT CHANGED Mo N Mo N
T AETERM HLJMot Relat .. MOT RELATED ~ Dose not chamg... DOSE NOT CHANGED Mo M Mo M
Felated RELATED Dose not chang... DOSE NOT CHANGED Mo M Mo M
76 AETERM_HL{ g
> Preview p Choose Study: SDTMO1 "
+ .~  antidrugantibody 129 35 1 Target Domain: * Dl O
+ cm 344 91 1 Target Domain: =~ CM - N s O
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Target Domains from Drop-Down Lists

Screenshots
vy ae 302 103 1 Target Domain] AE - Ip Q) & O
. ) AE
# Source Mapping Target | B
AL
44 AESEV - AESEV |
48 AESER - S EEET a e
62 AEREL - AEREL APDM <
B2 AETERM PT CODE — AEPTCD APFA | ﬁ
42 AEOUT - 320 '
= APFA-- o
BO AETERM LLT CODE — AELLTCD | ﬁ
APRELSUB
79 AETERM LLT — AELLT | Q
78 AETERM HLT CODE - AEHLTCD BE ]
77 AETERM HLT — AEHLT BS | Q
76 AETERM HLGT CODE — AEHLGTCD e | °

«  Preview p Choose Study: SDTMO1 -

Source = B [4 || Target [
AESEW AESER AEREL AETEREM_PT_CODE | AEOQUT L AESEV AESER AEREL AEPTCD AEQUT L
Grade 1 Mild Mo Felated 10013911 Mot recovered Grade 1 Mild Mo Felated 10013911 Mot recoveredinot resolv
Grade 2 Moder... Mo Felated 10001551 Fecoveredire Grade 2 Moder. .. Mo Felated 100015 .. Fecovered/resalved
Grade 1 Mild Mo Felated 10001551 Fecoveradire Grade 1 Mild Mo Felated 100015... Fecovered/resolved
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Target Variables from Drop-Down Lists

Screenshots
v ae 302 103 1 Target Domain:  AE ~- DR o O
- , o
= Source Mapping Target | }Emmmend... N...
44 AESEV - AESEV = I
48 AESER - AESER 2 O @
62 AEREL - AEREL - 2 O @
5
B2 AETERM PT CODE — AEACNOTH v [J Q
1 r AEBDSYCD
ED AETERM LLT CODE — Body System or Orgs.. v [J Q
79 AETERM_LLT - Ve I
T8 AETERM HLT CODE - v [J a
77 AETERM_HLT - AECAT <
Category for Adverse. -
76 AETERM HLGT CODE - v [J 0
AECON_‘I’RT .
~  Preview p Choose Study: SDTMO1 - Concomitant or Additi....
= z AEDECOD 2
Source == Target Dictionary-Derived Te..
AESEVY AESER. AEREL AETERM_PT CODE | AEQUT L“ AES iE AEFTCD AEOQUT L
- = El" AEDIR lI
Grade 1 Mild Mo Related 10013911 Mot recoveres Gradefi | Directionalify atqd 10013911 Mot recovered/not rescly
Gracde 2 Moder... Mo Felated 10001551 Recoveredire Grade AFDIT atad 100015... Recoverediresolved
Grade 1 Mild Mo Felated 10001551 Recoveredire Frace ild Lo E d 100015... Fecoverediresolved
Grade 2 Moder. .. Mo Mot Relat. .. 10028372 Mot recoverec Grade 2 Moder. .. Mo Mot Relat. .. 100233 Mot recoveredinot resolv
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Preview of pivoted source data to unpivoted target data

Screenshots
-8 vs 1194 75 1 Target Domain: - 'El < DB
# 1 Source Mapping Target Recommend... N...
8 37 VSDAT DD I
38 @ HEIGHT VSORRES (] v O
+ HEIGHT VSORRES N VS:VSTESTCD v I )
€ 39 HEIGHT VSORRES RAW I x ]
8 40 HEIGHT VSORRESU I
4 HEIGHT VSORRESU STD P x|
G 42 @ WEIGHT VSORRES (%] v O
4+ WEIGHT VSORRES N VS:VSTESTCD v I x ]
8 43 WEIGHT VSORRES RAW I ]
44 WEIGHT VSORRESU P x|
~  Preview p Choose Study: SDTMO1 - )
'Source = & 3 |[Target |
T_VSORRES | HEIGHT_VSORRES_RAW HEIGHT VSORRESU | RESP_VSORR! | VSTESTCD VSTEST | VSORRES | VSORRESU ‘ VSSTAT | -
17 HEIGHT:U'SDRRES Hei;hl 63 inches
17 HEIGHT_VSORRES  Height 178.6 cm
63 inches 16 it 16| RESP_VSORRES Respirator Breaths/min Mot Done
178.6 cm 16 RESP VSORRES Respirator 16 Breaths/min




Xbiom Platform

Screenshots Transpose Mappings - to unpivot the source data

vs: Variable level mapping

Target Domain: WS Rl |
Variables Select Variables to Transpose as Rows
* Variahle Label Condition Map Var Mame fo Map Label fo Map Value to Additional Variables [
DATAPAGEID ©  HEIGHT VSORRES | Height Y vsTESTCD VSTEST VSORRES HEIGHT _VSORRESU as VSORRE
DIABP_VSORRES |
0 WEIGHT_VSORRES Weight ﬂ VSTESTCD VSTEST VSORRES WEIGHT_VSORRESU as VSORRE
DIABFP_VSORRES_RAW
. VSO vstolic S Y " "
DIABP_VSORRESU 0 SYSEBP_VSORRES Systolic Blood Pressure 3 VSTESTCD VSTEST VSORRES mmHg" as VSORRESU
DIABP_VSORRESU_STD €  DIABP_VSORRES | Diastolic Blood Pressure ™ vsTESTCD VSTEST VSORRES "mmHg" as VSORRE SU
EMVIRONMENTMAME 0 HR_VSORRES Heart Rate D VSTESTCD VSTEST VSORRES "Beats/min" as VSORRESU
FILENAME €©  RESP VSORRES Respiratory Rate N vsTESTCD VSTEST VSORRES "Breaths/min" as VSORRESU
FOLDER
FOLDERID Select Key Variables ol Add Expression
FOLDERNAME Variable Label Target Variable
FOLDERPATH 0 RECORDID Internal id for th = RECORDID
FOLDERSEQ
Q MINCREATED Earliest data cre = CREATEDOM
HEIGHT_VSORRES
HEIGHT VSORRES_RAW Q MAXUPDATED Latest data upd =» UPDATEDOM
HEIGHT_VSORRESU Q DATAPAGENAME eCRF page nam =%  VSCAT
HEIGHT_VSORRESU_STD ] INSTANCENAME Folder instance =* = VISIT
Cancel
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Mapping source columns data using an “Expression”

Screenshots
-~ ae 302 103 1 Target Domain: |~ AE * 1D O
# 1 Source Mapping Target Recommend... N...
1 PROJECTID O 0
2 PROJECT 0o 0
3 STUDYID Q v O
4 ENVIRONMEN TNAME O O
5 @ SUBJECTID - v O
CONCAT WS(-','PCSTUDY",SITEID,S... > USUBJID v ‘ IR
R STUDY SITEID I x|
ae: SUBJECTID Sample Data:
7 SUBJECT 0
8 SITEID 1 CONCAT WS('"-','PCSTUDY',SITEID,SUBJECTID) D °
9 SITE O 0
y Previeu;b- Choose Study: SDTMO1 - *Note: Use Ctrl + Space for auto complete. Ok Cancel ¥,
Source = B[4 || Target [
SITEID SITE SUBJECTID INSTANCENAME INS’L 'USLIBJID 1 VISIT AESPID AESTDTC AEENDTC L
26 33-Rose Park Labs 792 Common 127, || 792 | PCSTUDY-26-792 | Common = PC12468103  2021-11-17 —
26 33-Rose Park Labs 792 Common 127, 792 FCSTUDY-26-792 Common PC12468109 2021-11-24 2021-11-29
2 33-Rose Park Lahs T8z Common 127 Taz FCSTUDY-26-792 Common PC12468110 2021-11-28 2021-12-27
2 03- Global Research Institute | 620 Common 107 G20 | PCSTUDY-2-680 Common  PC12373538 2021-09-14 -
- e - el | i [P . e E————




Xbiom Platform

Mapping to Supplemental variables

Screenshots
v dm 26 59 1 Target Domain: DM - N s O
#1 Source Mapping Target Recommend... N...
54 ETHNIC STD I <
( 55 & RACE1 Q 1 v O
CASE WHEN (RACE2 =" or RACE2 IS... > RACE v O @
CASE WHEN (RACE2 =" or RACE2 IS... > RACE1 Ve O @
56 RACE2 - RACE2 o O
| 57 RACEOTH - RACEOTH ) 2 O
58 DMTBIO O
59 DMTBIO STD O
60 FOLDERPATH [x] 0
61 FILENAME [ O
~  Preview p Choose Study: SDTMO1 v
Source =H Target
ETHNIC_STD m RACEOTH DI-'I'IL L ETHNIC RACE RACE1 RACEZ RACEOTH L
OR LATING | NOT HISPANIC OR LATING | Asian Mo e MOT HISPANIC OR LATING | Asian
ORLATING  NOTHISPANIC OR LATINO | Asian  White ile NOT HISPANIC OR LATINO | MULTIPLE ~ Asian  White
ATIMNOD HISPAMIC OR LATING White e HISPAMIC OR LATING White
OR LATING  NOT HISPANIC OR LATING | White Mo male  MOT HISPANIC OR LATING §  White




Xbiom Platform Generating SUPP file for Supplemental variables

Screenshots
£3 dmuxpt = =[]
oM
] Freeze [[H Hide [l Show... % Format [ Filter.. A Font.. Find imi .
Table  Wiew
BRTHODTC AGE AGEL SEX RACE a ETHNIC ACTARMCD ACTARM ™

5| 11571-12-18 49 [YEARS F Black NOT HISFANIC ... |A35CF Screen Failure

» 6| |1956-04-10 65 | YEARS MNOT HISFANIC ... |AZ:5tep Dose-1... |Step Dose-1 Prim
7| |1548-04-19 73 |YEARS M NOT HISPANIC ... |A1:Fixed Dose Fixed Dose
8 1561021 60 | YEARS SAS Universal Viewerf [suppdm.apt]
9| | 196907-22 51 |YEARS ___
10| [1958-02-21 B3 | YEARY —* .
11| 19450727 71 | YEARS File Tools Window Help
12| |1969-12-02 51 |YEARY Address
13] [1851-1118 69 YEAFEI Lbrary Properies SUPPDM
14| | 1960-05-22 61 | YEARY w: . = . :

L] Freeze [[fl Hide [ Show... 3% Format ES Filter.. A Fent.. Find

15| [1962-09-04 59 | YEA _ . ﬂ . H
16| 19640502 57|yEARg able  View
17| 11958-0208 52 | YEARS STUDYID RDOMAIN USUBJID IDVAR  IDVARVAL [ anam QLABEL QAL 1
18| [1976-03-22 45 YEAF{i » 1/ 5DTMOD1 SDTMDN-PCO44-113
19| |1959-09-27 Bl YEl“'.H.i SDTMODT SDTMO1-PCD44-113
20| | 1958-02:21 63 | YEARY
21| |1959-12:09 61| YEARY
22| |1977-08-28 44 YEARY
23| |1952-02:25 69 | YEARY




Xbiom Platform

RELREC - mappings to Related domain

Screenshots
v cm 344 94 1 Target Domain: ~ CM - R o O
#1 Source Mapping Target Recommend... N...
27 MAXUPDATED O @
28 SAVETS O @
29 STUDYENV SITENUMBER O
30 CMINDC - CMINDC v O @
31 @ CMSPID cM - CMSFID v O @
'‘CMSPID' > IDVAR v O
'AE' > RDOMAIN v 0
‘AESPID' >+ RVAR v O @
CMSPID > RVALUE v 0
32 & CMINDC_STD v 0
~  Preview p Choose Study: PCSTUDY -
Source = H Target
EMUMBER CMINDC CMSPID CMINDIL CMINDC CMSPID IDVAR RDOMAIN RVAR RWALLIE L
AEN05-OPACIFIATION OF THE BILATERAL MASTE AEQDS AEE'I-[]E:— AEDOS-OPACIFIATION C AEDDA CM3PID AE AESPID AEDDS
AEND4-CERUMEN IMPACTION BILATERAL-START AEQD4 AEDD4- AEOD4-CEEUMEM IMPA AEDD4 CMEPID AE AESPID AEDD4
AEN02-PAIN: LEFT SIDE-RIB/STEENUM-START D0 AEQD2 AEDDZ- AEDD2-PAIN: LEFT SIDE  AEDOZ CM3PID AE AESPID AEDDZ
FROPHYLAXIS Frophy FPROPHYLAXIS CM3PID AE AESPID




Xbiom Platform

RELREC for AE & CM records

Screenshots
DOMAIN USUBJID AESEC AESPID AETERM DOMAII USUBJID CMSEQ CMSPID CMINDC
PCO03-101 11 | AEDDS THROMBOEMBOLIC EVENT (DVT) M PCOO3-101 8 | AEDDE | AEDDS-CAMCER RELATED PAIM -START DATE 19 ...
RCOGT-101 10 |AEDDS |CANCER RELATED PAIN CM PCO 1 |AED02 | AEDDS-CAMCER RELATED PAIN -START DATE 19 ...
AE 11-108 10 | AEDD7 | JEJUMNAL HEMORRHAGE cMm PCQ CM P [AEDDE | AEDDB-CANCER RELATED PAIN -START DATE 193 ...
AE PC 101 3 | AEDDS LURINARY TRACT INFECTION M PCO03-101 14 | AEDDE | AEDOBCAMCER RELATED PAIM -START DATE 19 ...
AE PCO03-101 7 | AEDOS URINARY TRACT INFECTION M PCOO3-1071 17 [AEDT1 AEDTI-COMSTIPATION -START DATE 15 JAM 2021
AE PCO03-108 g5 | AEDDS ANEMIA cM PCO03-101 A0 AEDDS | AEDDS-THROMBOEMBOLIC EVENT (DWT) -START ...
AE PCO03-104 4| AEOD? HYPONATREMIA M PCOO3-1071 21 | AEDDS | AEDDS-THROMBOEMBOLIC EVENT (DVT) -START ...
A cconios Il Show Emply Colamns THROMBOEMBOLIC EVENT (DVT) -START ...
TLOMNSTIPATION -START DATE 15 JAN 2021
AE PC003-108
Study ID RDOMAIN USUBJID IDVAR IDVARVAL RELTYPE RELIDIS-THROMEOEMBOLIC EVENT (DVT) -START ...
PCSTUDY AE PC003-108 AESPID AE0D1 ONE 1 19-THROMBOEMBOLIC EVENT (DVT) -START ...
PCSTUDY CM PCO003-108 CMSPID AE0D1 ONE 1
PCSTUDY CM PCO003-101 CMSPID AEDDS ONE 2
PCSTUDY AE PCO03-101 AESFID AEDDS IMAMNY 2
FCSTUDY AE 1 AESFID AEDDS MAMNY 3
PCSTUDY CM RELREC 1 CMSFID AEDDS OME 3
FCSTUDY M FCO0E3-T01 CMSPID AEDDS OME 4
PCSTUDY AE PCO003-101 AESPID AED09 MANY 4
PCSTUDY CM PCO003-108 CMSPID AEDDS ONE 5
PCSTUDY AE FCO03-108 AESFID AEDDS OME 5
FCSTUDY CM FCO03-104 CMSFID AEDDZ OME &
PCSTUDY AE PCO03-104 AESFID AEDDZ OME G
PCSTUDY CM PCO003-108 CMSPID AE007 ONE 7
PCSTUDY AE PCO003-108 AESPID AE007 ONE 7
PCSTUDY CM PCO003-108 CMSPID AEDD2 ONE 2
PCSTUDY AE FCO03-108 AESFID AEDDZ OME g




Xbiom Platform

Findings About (FA)

Screenshots
Target Domain: Fi-
Select Variables to Transpose as Rows
\ariable Label Condition Map Var Name to Map Label to Map Value to Addition:
Q DSDHCAUS ‘ ‘DSDHCAUS’ 1S NOT NULL N FAORRES
w 42 UOLVIAT UL
8 46 DSDHDAT
8 & DSDHDAT RAW
48 DSDHDAT INT Select Key Variables [? Add Expression
Variable Label Target Variable
+ 43 DSDHDAT_YYYY o RECORDID —>  FASPID
@ 50 DSDHDAT_MM © = ol
Q 'DSSPID >+  RVAR
& 51 DSDHDAT_DD © | DEATH >  FAOBJ
52 = DSDHCAUS € | recexo replacelSUBJECT.CLINIC > | USUBJID
) DSDHCAUS N FA---FAORRES v C 9
n L MO NITIA AN £ TS ﬁ ‘
v Preview p Choose Study: PCSTUDY v
| Source = 8 [ || Target B
EID | DATAPAGENAME | RECORDID ; PAGEREPEATNUMBER | RECORDDATI || DS FA-- | _ | , -
" End of Study " PC1295107 0 ' || FASPID RDOMAIN~ | IDVAR | RVAR RVALUE \ FAOBJ \ USLl
End of Study PC12213640 0 PC1295107 DS FASPID DSSPID PC1295107 DEATH PC(
End of Study PC12220517 0 PC12213640 DS FASPID DSSPID PC12213640 DEATH PCl
End of Study PC12463272 0 PC12220517 DS FASPID DSSPID PC12220517 DEATH PC(




Xbiom Platform
Screenshots

FADS with RELREC

USUBJID DSSPID DSTERM DSDECOD DSCAT DSSCAT DSSTDTC
PC0O30-001 1|PC12551839 Patient's request (withdrawal of .. | WITHDRAWAL ... |END OF TREAT... |DISPOSITION E... | 2022-01-19
; 1|PC12220764 Death DEATH END OF TREAT... |DISPOSITIONE... |2022-03-12
: DS 1| PC12663800 Patient’s request (withdrawal o, | WITHDRAW,

T3 1% 1|PC12213640 Death DEATH USUBJID o FASPID FATESTCD FATEST FADRRES FASTRES
PCD42-106 1|PC12218105 Lost to follow-up LOST TO FOI pcop3-10 PC1295107 DSDHCALS CAUSE OF DEAT FADS Disease progressi... | Disease pr
PCD44-103 1|PC12463272 Death DEATH PCO03-104 PC12213640 DSDHCALS CALUSEOF DEATH | DEATH Disease progressi... | Disease pr
PCD42-103 1|PC12468773 Death DEATH PCO03-108 PC12220517 DSDHCALS CALUSE OF DEATH | DEATH Disease progressi... | Disease pr
PCO03-101 1|PC1235107 Death DEATH PC042-103 PC12463779 DSDHCALS CAUSEOF DEATH | DEATH Other Other
PCO03-108 1|PC12220517 Death DEATH PC042-107 PC12220764 DSDHCALS CAIUSE OF DEATH | DEATH Disease progressi... | Disease pr
PCO44-110 1|PC12228343 Death DEATH PC044-109 PC12463272 DSDHCAUS CAUSE OF DEATH |DEATH Disease progressi... | Disease pr

e el e uua| PCO44-110 PC12228343 DSOHCALS CALSEOF DEATH DEATH Digease progressi... | Disease pr
PCSTUDY CM PCD03- 10 ot 1L Aeuus i -
PCSTUDY AE PC003-101 AESFPID AED09 MANY 4
PCSTUDY CM PC003-108 CMSPID AEDO5 OME 5
A 3 PC003-108 AESPID AED05 ONE 5
r RELREC |, PC003-104 CMSPID AED02 ONE 6
FCSTUDY AE PC003-104 AESFPID AED02 OME &
PCSTUDY CM PC003-108 CMSPID AEDO7 OME 7
PCSTUDY AE PC003-108 AESPID AED07 ONE 7
PCSTUDY CM PC003-108 CMSPID AED02 ONE 8
PCSTUDY  _AE PC003-108 AESPID AED02 ONE 8
PCSTUDY FA PC003-101 FASPID PC1205107 OME 9
PCSTUDY DS PC003-101 DSSPID PC1205107 OME 9
PCSTUDY DS PC003-108 DSSPID PC12220517 ONE 10
PCSTUDY FA PC003-108 FASPID PC12220517 ONE 10
PCSTUDY FA PC003-104 FASPID PC12213640 OME 11
PCSTUDY DS PC003-104 DSSPID PC12213640 OME 11
PCSTUDY FA PC044-110 FASPID PC12228343 ONE 12
PCSTUDY —rTe PeTTY s ——rrrs e I~




Xbiom Platform

Controlled Terminology (4 types of mappings)

Screenshots
Batch Details Controlled Terminology SonE
Auto Generate + AE
Dataset Transformations + CM
Metadata Mappings - DM
+| Terminology Normalization Source Target Expression Recommendation
Controlled Terminology AGEU (AGEU)
MedDRA ETHNIC (ETHNIC)
NCBI Gene Info
| ) B RACE (RACE)
Uhlprnt Asian ASIAN |_Approved |
mirBase Black BLACK OR AFRICAN AMERIC... |  Approximate Match |3
AMbs MULTIPLE MULTIPLE [ Sametermasis | —
Additional Transformations White WHITE | Exact Match |
Derivations SEX {SEX:I
Additional Scripts
Data Updates + DS

Output + EG




Xbiom Platform
Screenshots

Batch Details

Auto Generate

Dataset Transformations
Metadata Mappings
Terminology Normalization

Controlled Terminology
MedDRA

NCEBI Gene Info
UniProt

mirBase

HMDB

Additional Transformations

[ Derivations ]

Additional Scripts

Automatic SDTM Derivations Across Domains

Derivations

= Select the variables required for denvation

Reference Day . 1 0
& DY ¥ —STDY v —ENDY (] -DTC
¥ -TPTREF [ --RFTDTC Domains | B EGVSPE
" Populate -STRESN —-STRESC -STRESU
(*) Derive using Standard Units

() Copy ORRES ORRESU

(] -8TDTC [ —-ENDTC

1)

(] —-BLFL

] wISIT




Screenshots

Batch Details

Auto Generate

Dataset Transformations
Metadata Mappings
Terminology Mormalization

Controlled Terminology
MedDRA

MNCBI Gene Info
UniFrot

mirBase

HMDB

Additional Transformations
Derivations
Additional Scripts

Data Updates

[ Output ]

Xbiom Platform

Final SDTM XPT files

Output

= = ZDOTMOA
£ gecsv

<@g YN.Ccsv

(g

antidrugantibody.csv

[mg

bhmblli.csv

[
‘Eﬂ'
=t
(o]
o
=

[mg
by
—
e
=
oA
i

[ng

CM.CSV

[ng

Cme.csv

[ng

cmz2 Yn.csv

(g

CM3.csv

(g

cm3 YN.Csv

(g

CIM_Y¥N.CSY

(g

Crs irr.csv

Transformed

« = SDTMD1 X
= aexpt

= cm.xpt




Xbiom Platform
Screenshots

Export SDTM Metadata Mapping Specification for Traceability and Compliance

Excel file can be read by SAS programs to convert Raw data to SDTMs

Raw SDTM Datasets Variable Derivations SDTM Variables
A B C D E F G H
1 Source File Name | ~ Target Domain |~ Source Column Name - ¢ Source Column Lab¢ ~ Mapping -T Target Variable |- Status *: Parent Column | ~
30}': cm CM INSTANCENAME Direct VISIT Approved
324: cm CM CMINDC Direct CMINDC Recommended (Previous Decision)
333: cm CM CMOMNGO_STD Direct CMIMODIFY Recommended
341: cm CM CMDOSU Direct CMDOsU Recommended (Previous Decision)
351: cm CM CMTRT Direct CMTRT Recommended (Previous Decision)
356/cm CM CMTRT_ATC2 Direct CMSCAT Approved
360/ cm CM CMTRT_ATC4 Direct CMCLAS Approved
361|cm cM CMTRT_ATCA CODE Direct CMCLASCD Approved
372|cm CM substring{CMINDC, 3,3) Expression RVALUE Approved CMINDC
373 cm CM 'SPID' Expression RVAR Approved CMINDC
374|cm CM " Expression POOLID Recommended (Previous Decision) SITEGROUP
case when CMDOSFRO="0ther' then
CONCAT_Ws("','Other',CMFRSPEC)
375|cm CM else CMDOSFRQ end Expression CMDOSFRQ Approved CMDOSFRQ
case when CMROUTE="Other' then
COMNCAT_WS("','Other,CMRTSPEC)
376/cm CM else CMROUTE end Expression CMROUTE Approved CMROUTE
case when CMTRT_PRODUCT="
then CMTRT_PRODUCT else CMTRT
377\cm CM end Expression CMDECOD Approved CMTRT_PRODUCT
i b l | Metadata Mappings | Transpose Mapping Controlled Terminology MedDRA Additional Transformation Additional Script Datal ... (%) l 1 *




Clinical Study Workflow Module




Xbiom Platform
Screenshots

UDM files are intermediate steps to SDTMs

@ @
Initiate Data Import

Study Details Files and Folders

Fole Allocation

Study Specirication Study Data Package . » Study Data \ Tabulations \ UDM data
Study Data Package Listing ~ 0 n
Files and Folders ~ £ SDTMO1 0 File Name Cile Size
« [ & stugy Data = O AE csv Q| 184.43 KB
+ U B Tabuiations = O CM.csv 2 | 386.94 KB
‘ U & sprm =% = 0 DM.csv o | 685KB
[J Ity UDM data =B O DS csv @ | 976 KB
+ U E& Analyzed Biomarkers U LDV.csv [ | 331.47KB
O . DNA = O] EC.csv [d | 10.53 KB
0] SNA = O EG.csv [Q | 244.07 KB




Xbiom Platform
Screenshots

SDTM XPT and Define files loaded to Clinical Study Workflow

@A Study Listing - All Studies RSB AIBRISRLTIY

b -
nitiate Data Import

Study Details Files and Folders

Raole Allocation

Study Specification

Study Data Package - ? Study Data \ Tabulations \ SDTM
Study Data Package Listing o E
Files and Folders - &1 SDTMO1 0 File Name < File Size <
+ U & study Data = 0 & zext o |hs2so ks
‘ » U B Tabulations = O & cmxpt 2 | les5.94 k8
U [y soTm CER @ 0 & coxpt a |hsks
[J & UM data =@ [ = definepdf [2 ||1776KB
« [ B Analyzed Biomarkers = [J = definexm [d ||131.81 KB
] pna = (] define2-1-0.xsl 183.69 KB
[] DRIA = m & dm xnt 2 | |7 A& KR




NG [HRIRIT Direct from SDTMs to Define xml model

Screenshots
Standards - = ELnER
Datasets SDTMIG 3.4 IG Final
CO (Comments) CDISC/NCI SDTM 2022-03-25 cT Final
DM (Demographics)
SV (Subject Visits)
CM (Concomitant/Prior M
Datasets
EC (Exposure as Collectec
EX (Exposure) Dataset Description Class Structure Purpose Keys Documentation Location
PR (Procedures) CO [SDTMIG 2.4] Comments SPECIAL One record per comment per | Tabulation | STUDYID co.xpt &
AE (Adverse Events) PURPOSE subject
DS (Disposition)
DV (Protocol Deviations) DM [SDTMIG 3.4] Demographics SPECIAL One record per subject Tabulation | STUDYID, dm.xpt &
PURPOSE USUBIID
HO (Healthcare Encounte
MH (Medical History) SV [SDTMIG 3.4] Subject Visits SPECIAL One record per actual or Tabulation | STUDYID, sv.xpt ¢
EG (ECG Test Results) PURPOSE planned visit per subject USUBIID
IE (Inclusion/Exclusion Cr CM [SDTMIG 3.4] Concomitant/Prior | INTERVENTIONS | One record per recorded Tabulation | STUDYID, cm.xpt &
IS (Immunogenicity Spec Medications intervention occurrence or USUBIID,
LB (Laboratory Test Resul constant-dosing interval per CMTRT,
PE (Physical Examination’ subject Sl
QS (Questionnaires) EC [SDTMIG 3.4] Exposure as INTERVEMTIONS | One record per protocol- Tabulation | STUDYID, ec.xpt &
RS (Disease Response an Collected specified study treatment, USUBIID,
TR (Tumor/Lesion Results collected-dosing interval, per ECSTDTC
TU (Tumor/Lesion Identifi subject, per mood
V5 (Vital Signs) EX [SDTMIG 2.4] Exposure INTERVENTIONS | One record per protocol- Tabulation | STUDYID, ex.xpt &
FA (Findings About Event: specified study treatment, USUBIID,
RELREC (Related Records constant-dosing interval, per EXSTDTC
subject
SUPPDM (Supplemental !
ontrolled Terminolo PR . rocedures ne record per records abulation , prxpt
Controlled T inol ay PR [SDTMIG 3.4] P d INTERVENTIONS [ O d ded Tabulati STUDYID t i
Codelists procedure per occurrence per USUBIID,




Xbiom Platform

Screenshots

A  Study ID: SDTMO1

Summary

Dataset Level

Variable Level

Define specification editor (Variable level)

Study Model : SDTMO1 (SDTM)

Conirolled Terminoclogy

Edit :l (3 Refreahj I: Save :l (EPJ Cﬂpyj (H Merge:l I: Unda :l

Domain®
EL-

EG
EG
EG
EG
EG
EG
EG
EG
EG
EG
EG
EG
EG
EG
EG
EG

Variable Name*

EUCEMNL L
STUDYID
DOMAIN
UsuBJID
EGSEQ
EGTESTCD
EGTEST
EGCAT
EGORRES
EGORRESU
EGSTRESC
EGSTRESN
EGSTRESU
EGSTAT
EGMETHOD
EGBLFL
VISITNUM

Variable Label
end Latef Lhime of 1reatment

Study |dentifier

Domain Abbreviation

Unigue Subject Identifier

Sequence Mumber

ECG Test or Examination Short Name
ECG Test or Examination Name
Category for ECG

Result or Finding in Criginal Units
Original Units

Character Result/Finding in Std Format
Mumeric Result/Finding in Standard .
Standard Units

Completion Status

Method of Test or Examination
Baseline Flag

Visit Number

Value Level Metadata

Value Coded By
Format

Controlled Terms

Controlled Terms

Controlled Terms
Controlled Terms
Controlled Terms

Controlled Terms

External Dictionaries

Controlled Terms, Format.
IaL) Bl datetime or Inter. ..

= DOMAIN > [EG]

= UNIT = ["beats/min","mins/

< UNIT = ["beats/min” “mins/

= ND = ['MOT DONE"]

L NY )

Core
Expacted

Required
Required
Required
Required
Required
Required
Permissible
Expected
Permissible
Expected
Permissible
Permizsible
Permissible
Permissible
Permissible

Expected

Computational Algorithm

Keys

4

Data Type

Uatetime
Text
Text
Text
Intager
Text
Text
Text
Text
Text
Text
Float
Text
Text
Text
Text
Float

Length




Xbiom Platform
Screenshots

Define specification editor (Computational algorithms)

Summary Dataset Level Variable Level Controlled Terminology Value Level Metadata

4+ Add I: Edit :I I: Replicate :I I: Delete [ Inactive :I [ﬂ Eefreshj I: Save :I [I‘f|3_"| Cﬂpyj [H Mergej |:
Computatio. Computational Algorithm Type
DY DY = DTC + DM.RFSTDTC -1, if DTC >= DM.RFSTDTC else DTC - Computation
DM.RFSTDTC
ENDY ENDY = ENDTC + DM.RFSTDTC -1, if ENDTC >= DM.RFSTDTC Computation
else ENDTC - DM.RFSTDTC Origin T. Origin .. Role
STDY S;E;_FDEE,I:I;:D:I'S JSFMSI_:.F]S_SFEDTC -1, if STDTC == DM.RFSTDTC Computation Record Qualifier
- Record Qualifier
AE AETOXGR  Standard Toxicity Grade Record Qualifier
AE AESTDTC Start Date/Time of Adverse Ev...  Format IS0 8601 Timing
AE AEENDTC End Date/Time of Adverse Event  Format 150 6601 Timing
AE AESTDY Study Day of Start of Adverse ... STDY Vendor Timing
AE AEENDY Study Day of End of Adverse __. ENDY Vendor Timing
AE AEDUR Dwuration of Adverse Event Format IS0 8601 Timing
AE AEENRF End Relative to Reference Per...  Controlled Terms Timing
AE AEENRT...  End Relative to Reference Tim...  Controlled Terms Timing

AE AEENTPT End Reference Time Point Timing




eDV CDISC Compliance: SDTMs and ADaMs

Traceability: SDTMs and ADaMs (variables, value level metadata) traced back to SDTM, raw

source data, and mapping decisions.

D'I Reproducibility: SDTMs and ADaMs may be reproduced using mapping programs. TLF can
& __: be reproduced using TLF programs.

Conformance: SDTM and ADaM dataset are CDISC conformant for exchangeability i.e. they meet
the specific design specifications as well as the general SDTM and ADaM model specifications

[ =0 Completeness: SDTM are complete, i.e. all raw data items that were designed to be mapped are
(@’/jo indeed present in the SDTM datasets — not just EDC data. ADaMs are complete, l.e. all analysis
variables are mapped from SDTMs.

Integrity: Data integrity is preserved, i.e. data points are not inadvertently affected (e.g. by

truncation), no loss of records.




Xbiom Platform
Screenshots

eDataValidator validation reports

Study Details

Role Allocation
Study Data Package
Study Specification

Study Data Package Listing B SOTMOA

Files and Folders « [ & study Data
+ U @ Tabulations
L It spTm
‘ O Ity uDM data

» U E& Analyzed Biomark...

M

FointCross Validator Checks

Data Conformance Rules

Define.xml Validation

[G FDA: Issues 14... PMDA : Error 3420 R ..

3 [ CDISC : Issue 487 ]

gz NLas ﬁ‘




Xbiom Platform
Screenshots

Multiple QC Dashboards Integrated Data & Work Flows

. vy Ny
Clinical Study Workflow Production | Gupta, Sunil | 25-0CT-2022 1:19:50 PM (UTC-07:00) | XB NE
- ROSS Life Sciences
- . x x .
4% Study Listing - All Studies  Study ID: TEST QC Dashboard Business Base : ClinicalDemo
;New Arrival ;f Approved :Ot Rejected 129 New Arival - o
Study Search for Studies x SDM File Validation Error Warning
# Fileis) # Studies # Fileis) R
0 10 20 0 1 0 1 2 Data Consistency
L | 1 | L (] L 1 |
e = = 1 :
ITEST SDTMIG-3.4 L Data Format
co o c%
DEFIMNE
Terminology
D
s h :
bs
UDM maintains a single ov Unit Conversion
. . (1]
view of the trial.
summary Compare Files Showing: 29 records C* Refresh Summary « Approve ® Reject Bl
After Generatin g (]  StudylD  DataPackag. SDM FileName ModelE.. #Colum.. #Rows  RulesF..  Errors Warnings ~ Termino..  Status Notes  Modi
TEST Study Data SDTM+ AE 98 18 40 3 2 81 3 New Arrival O 29-58
Automated SDTMs O AE 2 2 = 2
’ 0  TEesT Study Data MYTEST... 0 0 0 New Arrival O 29-5
|mmediate CheCk for [0  SDTMO1  StudyData EDCTO .. 0 0 0 New Arrival ] 11-01
[0 sDTMO1  StudyData SDTMIG-3.4 LB 62 27 10910 0 0 0 New Arrival 3 1101
SDTM Comphance with (J  sSDTMO1  StudyData SDTMIG34 IR 32 17 839 0 0 0 New Arrival o 1o
[0 sDTMO1  StudyData SDTMIG-3.4 SUPFDM | 10 10 2 0 0 0 New Arrival O 1101
QC Dashboard. [0  sDTMO1  StudyData SDTMIG-3.4 PE 30 13 2037 0 0 0 New Arrival O 1100
(] sSDTMO1  StudyData SDTMIG-3.4 EX 33 14 335 0 0 0 New Arrival O 1100
[(J  sSDTMO1  StudyData SDTMIG-3.4 Vs 38 19 14234 0 0 0 New Arrival O 11-00
.. [J SDTMO1  StudyData SDTMIG-3.4 Qs 35 15 149 0 0 0 New Arrival O 1100
Similar QC Dashboard (J  SDTMO1  StudyData SDTMIG34  EC 45 11 93 0 0 0 New Arrival O 1o
(] sDTMO1  StudyData SDTMIG-3.4 DS 16 10 65 0 0 0 New Arrival O 1101
for ADaM datasets. [0  sSDTMO1  StudyData SDTMIG-2.4 DEFINE 0 0 0 New Arrival O 1100
9 ) [0 sDTMO1  StudyData SDTMIG-3.4 co 13 8 2 0 0 0 New Arrival O 1101
(0  sDTMO1  StudyData SDTMIG-3.4 ov 16 5 4602 0 0 0 New Arrival O 1101
i SRTA AN Cdivddsr Punda CRTAAS 7 A A zn kLl helalel n [a] n Rlaiss Aerisenl [ | A1 M

Supports Curation, Transformation, Conformance, Trial Design, Data Quality




Xbiom Platform
Screenshots

Download SDRG from Study form

Study Data Package - » Study Data \ Tabulations \ SDTM
— © W
v - SDTMO1 O File Name - File Size  »  Version «
~ L [ study Data = 0 & _aexpt 1 | 182.89 KB 29.00
+ U B Tabuiations = O & cmxpt A | 855.94 KB 28.00
D 05 SDTM = [ - 1l e et '_‘l. 2 03 KB 4 00
3 Re-Execute PointCross Validator Checks
) '™ uDmM data = | | 160.29 KB 1.00
_ <> Generate define.xml
+ U B Analyzed Biomarkers = | | 125.37 KB 1.00
L Upload Files

2 Clear Folder Data

® |

+ Download Files and Folders




Xbiom Platform
Screenshots

Direct from eDV with User Explanations - Draft cSDRG

e e Al e el -

Study SDTMOT Clinical Study Data Reviewer's Guide

Headings Pages Results i

L dcion : Clinical Study Data

1.1, Purpose .

1.2. Acronyms : Reviewer's Guide

1.3, Study Data Standards and Dicti...

Ll
I

4 2, Protocol Description

3.2, Traceability Flow Diagram
3.3, Annotated CRFs
3.4, 50TM Subject Domains

4 4, Data Conformance Summary

=+
2.1, Pratocol Mumber and Title ' (CSD RG)
2.2, Protocol Design Lj
2.3, Trial Design Datasets @
4 3, Subject Data Description r:
3.1. Overview Z
=

4.1, Conformance Inputs
4 47, |ssues Summary
42,1, FDA Validator Rules 1.5
4.2.2, CDISC Define Confarman...
4.3, Additional Conformance Details
Appendix |: Inclusion/Exclusion Criteria

Appendix |l: Conformance |ssues Det...

Study SDTMO1|

csDRG Template Version 2023-01-17

1. Purpose

2. Conversion Data Flow

A7 160 15 14 130 1200 1L 1D - 9




SAS Program Migration Steps to Xbiom Platform

|deal for low-code

minimum SAS macros
and metadata

files/system with
Xbiom’s off-the-shelf
GUI intensive solution
with built in metadata
repository system and

macro processing

No SAS
Macros

No Metadata
Files/System

SAS Macro
Library

Leverage
Metadata
Files/System

Ideal for loading SAS
macro programs in pre
and post batch
processing with Smart
Transformation Module




Xbiom Solution for SDTM Automation
& Compliance

Manage Projects
with Automation
and Standards

v One SCE integrate tool
for all Submission
Deliverables

v" Reduce Time and
Budget per Clinical
Study

Manage Submission
Process with Low-Code
Programming

000

<[>

v Reduce writing SAS
programs and macros

v' Faster SDTMs,
Define.xml and SDRG

v Auto Generate SDTM
Mapping Specifications

Monitor Safety Data
Issues with Early Alerts

A7)
0,

v' Faster Ingestion,
Curation and
Harmonization

v’ User Interface to create
SAP Cohorts

Explore with Pre-
defined Templates

————1

]

=

v" Reduce Time to Tables,
Lists and Figures

v" Drill down from
summary to patient

level detail




Xbiom Platform Offers an Easy On and Off Ramp

Meant for loading
EDC/Raw data into
Xbiom Metadata
Repository System for:
Ongoing or Completed
Study & Associated
Biomarker Data
Curation, Data
Transformation with
Smart Transformation
Modules

Ongoing/
Monitoring
Study

Hosting
EDC/Raw Data

Snapshot
EDC/Raw Data

Meant for loading
Legacy/Snapshot
EDC/Raw data via
Smart Transformation
Module for UDM
Longitudinally
Integrated Meta-model




-

Contact Us

ask@pointcross.com A »- \ | A&
Process Flow Charts ol ‘: 5~ .
% CDISC-360 Mission: SDTM Design and Automation (Download PDF) |

% End-to-End Clinical Study MetaData-Driven Process (Download PDF) 7 | , S b /
Upcoming Events 4 (/‘ '

% PhUSE Wednesday Webinar, January 25t - 10:00 AM ET (Link)

% PhUSE Connect, Orlando (FL), Software Demonstration, March 5% to 8t | ‘, /.

EEE Corporate HQ i
— EEE — PointCross LLC
og |:||-||:| ool Address: 1291 E. Hillsdale
Contact Us Contact Us = Ul Blvd, Suite 304 Foster City,
Sunil Gupta CELTT RV ELLEVET California 94404 USA

CDISC SME, Trainer & Author
Email: GuptaProgramming@gmail.com

VP Strategic Programs
Email: Rahul@pointcross.com

www.pointcrosslifesciences.com

Thank you!


mailto:ask@pointcross.com
http://www.pointcrosslifesciences.com/
mailto:Rahul@pointcross.com
mailto:GuptaProgramming@gmail.com
https://event.on24.com/eventRegistration/EventLobbyServlet?target=lobby20.jsp&eventid=4068377&sessionid=1&format=fhvideo1&key=75B20B7E5993A6B7B30529C07E3844AC&eventuserid=583165531
https://pointcrosslifesciences.com/wp-content/uploads/2023/01/CDISC-360-Mission-FINAL.pdf
https://pointcrosslifesciences.com/wp-content/uploads/2023/01/end-to-end-clinical-study-dataflow.pdf
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