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~ Disclaimer

This presentation is for informational purposes only and does not represent professional guidance or advice.
Any views and opinions expressed during this presentation are those of the presenters and do not
necessarily reflect the views or policies of Johnson & Johnson, or any other company in the Johnson &
Johnson Family of Companies.

This presentation may not be reproduced, modified, or copied, in whole or in part, without the express written
permission of Johnson & Johnson.
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~ Introduction

Imagine a world where accessing, validating, analyzing and projecting data quality score happens seamlessly on a
Single Platform:

No more juggling between different systems, tools and output files.

Let’s have a look at this concept where in a web-based or desktop application
that integrates R Shiny, Python, and Tableau to manage and analyze SDTM 2 (%)
(Study Data Tabulation Model) datasets to streamline data issue and : .

improving data analysis to project on smart view dashboard. .
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~ Challenges

» Dependency on multiple reports and files to figure out data issues and to trace the issue origin.
= Missing out on potential issues.
= |ack of clear solution to fix the issues which impacting data analysis/rejections.

= |ack of user options and accessibility to systems (standards compliance check/decision

making guidance).

Resolution: Smart Visualization - Need of the hour!!!!

“ONE size fits all” analogy — SDTM smart dashboard to address all the above listed concerns.
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~"Why Visualization Matters?

A Unified Platform:

Om® :
@”“*0”' i 2
@ ok ,m!+

» Single platform that visually tracks, analyzes and

displays data issues to reduce manual task.

lssuos

Domain L-vc(
[Tl Issues Display
= DASHBOARD

Pﬁ i

a— SOTM Sug?ests >

CSDRG

Issue Identification:
 Streamlined Issue identification for users

] ] *  Mockup of the visual interface
Automation of Reviewer Comments:
 Automate and track the manual review comments.

)
* User can pick auto-generated comments/resolution text based on issue d \
type detected. “

» High precision red-flags: Displays data module that needs attention prior to a— L3 LB
submission milestone. .
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~"Why Visualization Matters?

Benefits of the Platform:

« Streamlined process to reduces manual effort.

* Enhanced accuracy and efficiency in data handling.
* Improved user experience and faster decision-making.

» Issue trending and auto-query

NON-CRITICAL Central Dashboard Features:
ISSUES

; " ' » Central hub to monitor ongoing data uploads/transfer

ISSUE

. CRITICAL
ISSUES

files.
* Real time issue flagging as per submission compliance
check.

* Smart identification of problematic datasets

(missing key variables data/domains).
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~ Planned Model

System & Data feed

LSAF, FBT, Sponsor’s
Standards

Issue lists

* QC job output files
* P21report
* FBT report

Documentation-guidance

e cSDRG

Framework

Core data structure

Sponsor’s standards,
SDTM IG

User Dashboard

« DHR
 P21guidance rule

. Domain-Variable-source-issues display

Analyse-Suggests-
Close

Auto-prompt issue
guidance

Y dlily ITIC] -
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~ Workflow

Load SDTM
Data Feeds: datasets
*SDTM data, study QC output files (formats: xIsx, txt,
csv, work. But not limited!!) .ll
Framework:
+SDTM IG, QC validation rules (J&J), cSDRG, P21 0

rules, SRI guidelines (J&J) incl. FDA/PMDA/MHRA . o

Clean and

Output in form of
Pre-process

Dashboard

Tools / Systems involved:

*R Shiny, Python, Tabluae, Streamlite modules k /0

Develop & train Al models to
identify & implement
common issues

Output:

*Issues in form of charts & Graphs
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~" SSAD Dashboard

= e - Support-
= MRS StudyID Domain# 35 Issues: 120 Category FDA/PMDA/EMA Document
Study Theme:
“Double blind, randomised, .
phase-2 ABC drug on blood Proect Status Data Standards
' o e e i AE EC Le Data Status
Dashboard Prompts
Metadata Configuration M cE EX vs | subject (Al chat)
SDTM-CT 2024-09-27 Define.xml Validation: 30
d MH ML PE i
\Tv:dg[?s (Q;ZgBALaasepzzt CSDRG Status: Randomised 20
;g?ﬁ;;;g::gi“id CDISC Terminobay Applied: DS cil FA E:JagthExposed =
UNII 2024-09-27 Pinnacle21 Validation {NPYSTeEntor DV PR Qs
MED-RT 2024-10-08 Completed 22

Documents
aCRF Define c¢SDRG
Risk i

) 5,
S
L
&
¥

W

~N

WO

Issue progress

12
10

o N M O

Events

Intervention Finding

Spec.Domain

Current

Datasets

Issue Trend

Previous Historic

aCRF Define
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~" SSAD Dashboard

Study Theme:

“Double blind, randomised,
phase-2 ABC drug on blood
cancer.”

StudyID

Domain# 35 I Issues: 120 I Category

FDA/PMDA/EMA

Support-
Document

Project Name:

Metadata Configuration

’ Form: Vital Signs

SDTM-CT 2024-09-27

VS=Vital Sf’ins
ersion 6.00 20NOVI020 NW: All Forms

Generated On: 17 Dec 2020 18:41:36

MedDRA 27.0

WHODD GLOBALB3Sep24

Were vital signs collected?

[NOT SUBMITTED] Yes O
VSSTAT=NOT DONE when VSTESTCD=VSALL NOO

LOINC Not Configured

If Yes, was the collection date the same as the visit date?

Yes O
[NOT SUBMITTED] No

SNOMED 2024-09-01 O
UNII 2024-09-27 Date VSDTC
MED-RT 2024-10-08 Height VSTEST cm
in
Documents T _ Q
ae VSORRES, VSORRESU when VSTESTCD-WEIGHT IEO
aCRE befine cSDRG Bubse Fixed Umit: beats/min
VSORRES when VSTESTCD=PULSE
Pulse unit VSORRESU when VSTESTCD=PULSE ~ beatsmin (i
‘J Systolic Blood Pressure Fixed Unit mmHg
Risk VSORRES when VSTESTCD=SYSBP
- el 2 SBP unit VSORRESU when VSTESTCD-SYSBP  mmHg gy
© S Diastelic Blood Pressure Fixed Unit: mmHg
VSORRES when VSTESTCD=DIABP
DBP unit

VSORRESU when VSTESTCD=DIABP ~ wmHg @

aCRF Issue

Issue Note

* <VSTESTCD><missing>
¢« <VSCAT><missing>

Dashboard Prompts
(Al chat)
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~" SSAD Dashboard

Study Theme:

“Double blind, randomised,
phase-2 ABC drug on blood
cancer.”

StudyID

Domain# 35

Issues: 120

FDA/PMDA/EMA

Support-
Document

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured

SNOMED 2024-09-01

UNII 2024-09-27

MED-RT 2024-10-08

@ |vmua oesion

L oesin

AL oESIn

SeeciaL Tabuaton | ST, SR, CosEq s
e, usuma s &
Tabulaton | STVETID, VSR, SERTOTC et

Ona ocard per sublec par acual st Tabudasin | STLNIE, SR, VISTTWUM

s &

External Dictio

oo

150 21081 sshaa

50

ogical etiters tames ans Coses

v AT

BT

Substance Fegstration Srster- Uniaue Inredest derifier

i

Work Heath Drganization

natomical Therapetic Chemial Gasefcation Srstem

WHORT

WO ATC CLASSIFICATION SYSTEN

Documents
aCRF Define c¢SDRG
Ris k MEDIUM

&z
R

o

Wkt et Dgantzaton Drug Dktarary

wHooD

WHODrugGbalE3 202403

Define Issue: Section: 4.1

Issue Note

<External_Dict><element#11>
<missing>
<External_Dict><element#12>
<missing>

Dashboard Prompts
(Al chat)

<elmt#11=>2H
<elmt#12=>2H
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~" SSAD Dashboard

Study Theme:

“Double blind, randomised,
phase-2 ABC drug on blood
cancer.”

Metadata Configuration ’
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured

SNOMED 2024-09-01

UNII 2024-09-27

MED-RT 2024-10-08

Documents

1

MEDIUM

%
R

VE,?
Y,
wo\,\ﬁ“

StudyID

Domain# 35 I Issues: 120 I Category

FDA/PMDA/EMA

Support-
Document

1.3 Study Data Standards and Dictionary Inventory

Standard or Dictionary

Versions Used

SDTM

SDTMIGv3.2; SDTM v14

Controlled Terminology

CDISC controlled terminology version 2018-06-29 was used,
supplemented with terminology from newer verstons and sponsor
defined terminology.

For LB, the sponsor defined LUDWIG 2 dictionary has been
used for the following vartables:
LBTEST/LBTESTCD/LBCAT/LBSPEC/LBMETHOD/LBORR
ESU/LBSTRESU.

Data Definitions

Define.xml v2.0.0

Medicattons Dictionary

Medical Events Dictionary

2. Protocol Description

)

v

)

v

st [

1. Introduction @

2 Protocol Description
> 22Protocol Design
> 23Trial Design Datasets
3. Subject Data Desription
4.Data Conformance Summary
41 Conformance Inputs
42lssues Summary
43 Additional Conformance Det

Appendix | Inclusion/Exclusion

cSDRG Issue: Section: 1.3

Issue Note

¢« <MedDRA.v.x><missing>
¢« <WHODD.v .x><missing>

Dashboard Prompts
(Al chat)

<MedDRA= 27.1> [
<WHODD=B3 202506 >
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~" SSAD Dashboard

. Support-
StudyID Domain# 35 I Issues: 120 Category FDA/PMDA/EMA Document
Study Theme:
“Double blind, randomised, 4. Data Conformance Summary x  Bookmarks B cSDRG Issue: Section: 4.1
phase-2 ABC drug on blood
cancer.” 4.1 Conformance Inputs study G lssue Note Dashboard Prompts
Was a validator used to evaluate conformance?
= = > 1Introduction !AI Chat!
Metadata Configuration \ If yes, specify the version(s) of the validation rules:
SBIRGECT2022209:27 B a - . " v 2 Protocol Description . <el t#1/10><missing >
MedDRA 27.0 mnacle 21 Enterprise v4.2.1, Valdation Rules for SDTM-IG v3.2, SDTM-CT 2018-06-29 elemen missing <elmt#1/10= Y/N>
- ) I § ) »  <element#8/10 ><missing>
WHODD GLOBALB3Sep24 Were sponsor-defined validation rules used to evaluate conformance?  YES > 22Protocol Design < elmt#8/10= Y/N >
EOINGINOUCOMtizUred If yes, describe any significant sponsor-defined validation rules:
SNOMED 2024-09-01 ‘ > 23Triel Design Datasets
UNII 2024-03-27 NA ‘ »
MED-RT 2024-10-08 Were the SDTM datasets evaluated in relation to define.xml? YES > 3 Subject Data Description
Documents Was define.xml evaluated? ¥ 4 Data Conformance Summary

Provide any additional compliance evaluation information:

- NA 4] Conformance Inputs
aCRF Define !

MEDIUM

%
R

VER)
Y,
wo\,\rﬂ
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~" SSAD Dashboard

Study Theme:

“Double blind, randomised,
phase-2 ABC drug on blood

StudyID

Domain# 35 I Issues: 120

FDA/PMDA/EMA

Support-
Document

4.2 Issues Summary

The following is a summary of issues within the conformance report that could not be resolved.

Issues with SDTM datasets:

”
cancer. Dataset | P21 Diagnostic Message Type | Severity | Count | Explanation
Rule ID
N R According to the CDISC guidance, ‘MULTIPLE'
Metadata Co nf!gu_ra tion s used in case multiple responses are
SDTM-CT 2024-09-27 AEACN value not found in available. This should not be considered as an
"Action Taken with Study error. As there are multiple study treatments,
MedDRA 27.0 Treatment' non-extensible AEACN = MULTIPLE and the action taken per
WHODD GLOBALB3Sep24 AE (12001 | codelist Error 10,252 | study treatment is mapped to SUPPAE.
LOINC Not Configured Confidential - FOIA Exemptions Apply in US Page 22095
SNOMED 2024-09-01
UNII 2024-09-27 - .
Smudy G Clinical Study Data Reviewsr's Guide
MED-RT 2024-10-08
D ocume nts Dataset | P21 Diagnostic Message Type | Severity | Count | Explanation
Rule ID
aCRF Define
AE Missing End Time-Point value | Higl Wamning 2.0
This is expected as not all subjects will have a
trial disposition as some will continue into
AE start date [s after the Open label extension and to long term
AE latest Disposition date Warning 786 extension phase.
R IS k MEDIUM
o /”G& AEOUT is not FATAL', when
AE AESDTH=Y' Error 3 oL
K
3 ,
= e
& fa)
& z

wwvnnuing W

ooy
1. Introduction
2 Protocol Desaiption
22Protocol Design
23Trial Design Datasets
3 Subject Data Description
4 Data Conformance Summry
41 Conformance Inputs
42lssues Summary
4.3 Additional Conformance Details

Appendix:Incusion/Exclusion Crieria

cSDRG Issue: Section: 4.2

Issue Note

+  <element#4/110 ><missing>
+  <element#8/110 ><missing>
*  <element#30/110 ><missing>
+  <element#65/110 ><missing>
+  <element#66/110 ><missing>
*  <element#89/110 ><missing>

Dashboard Prompts
(Al chat)

<elmt#2/110=> X

This is expected as not all
subjects will have a trial
disposition as some will
continue into Open label
extension and to long term
extension phase.
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~" SSAD Dashboard

Study Theme:

“Double blind, randomised,
phase-2 ABC drug on blood

StudyID

Domain# 35 I Issues:

120

FDA/PMDA/EMA

Support-
Document

4.2 Issues Summary

The following is a summary of issues within the conformance report that could not be resolved.

Issues with SDTM datasets:

”
cancer. Dataset | P21 Diagnostic Message Tmpact | Type | Severity | Count | Explanation
Rule ID
N R According to the CDISC guidance, ‘MULTIPLE'
Metadata Co nf!gu_ra tion s used in case multiple responses are
SDTM-CT 2024-09-27 AEACN value not found in available. This should not be considered as an
"Action Taken with Study error. As there are multiple study treatments,
MedDRA 27.0 Treatment' non-extensible AEACN = MULTIPLE and the action taken per
WHODD GLOBALB3Sep24 AE (12001 | codelist High Error 10,252 | study treatment is mapped to SUPPAE.
LOINC Not Configured Confidential - FOIA Exemptions Apply in US Page 22095
SNOMED 2024-09-01
UNII 2024-09-27 - .
Smudy G Clinical Study Data Reviewsr's Guide
MED-RT 2024-10-08
D ocume nts Dataset | P21 Diagnostic Message Impact | Type | Severity | Count | Explanation
Rule ID
aCRF Define
AE Missing End Time-Point value | High Wamning 2.0
This is expected as not all subjects will have a
trial disposition as some will continue into
AE start date [s after the Open label extension and to long term
AE latest Disposition date Hig Warning 786 extension phase.
R IS k MEDIUM
o /”G& AEOUT is not FATAL', when
AE AFSDTH=Y' High | Emor 3 .
K
3 ,
= e
& fa)
& z

wwvnnuing W

ooy
1. Introduction
2 Protocol Desaiption
22Protocol Design
23Trial Design Datasets
3 Subject Data Description
4 Data Conformance Summry
41 Conformance Inputs
42lssues Summary
4.3 Additional Conformance Details

Appendix:Incusion/Exclusion Crieria

cSDRG Issue: Section: 4.2

Issue Note

+  <element#2/110><missing>

+  <element#8/110 ><missing>

*  <element#30/110 ><missing>
+  <element#65/110 ><missing>
+  <element#66/110 ><missing>
*  <element#89/110 ><missing>

Dashboard Prompts
(Al chat)

<elmt#4/110=>

Per data entry: the outcome
has been entered as ‘'NOT
RECO VERED/NOT RESOLVED'
where the adverse eventsare
also marked asleading to
death.

Y
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~— Value Opportunity

Data-Systems & Volume-time

LSAF

dataissues

Mapping Issues

Document P21

aCRF,cSDRG
,DHR

P21 guidance

LSAF
Document
P21
= SR
FBT mQC
Metadata
P21

Study Theme:

“Double blind. randomised,
Pphase-2 ABC drug on hlood
cancer.”

Metadata G

SOTMCT 202409-27

MedDRAZT.0

'WHODD GLOBALB3Sep24

LOINC Mot Configured

‘SNOMED 20240301

UNI2024-08-27

MED-RT 2024-10-08

Documents

aCRF Define  cSDRG

Issue progress

Events

Infervention Finding

Spec.Domain

i Support-
StudylD Domain# 35 | Issues: 120 Category | FDAPMDAEMA D:;Pn:em
roje Data Standards Ser search fi
Compliance
Sl Staus | Dashboard Prompls
* SOTM Conlomence: T8
R Gl Rl Al Alchat
+ Define xml Vahdalion: SN Subped. 30 ( )
- CSDRG Status (TR C w PE Eaﬂd:mlsedd ,
r
. CDISC Temingiooy Applied: [T s o [e | UOERPOSE
Death &
-+ Pimacle?1 Valicaton [ORTREIEEE | ov | PR [ as
Completed 2

Issue Trend

Previous

== Historic
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— Value Opportunity
L

* Opportunity to deep-dive into core SDTM:
source-to-analysis.

» Optimizing comparison with conventional
method. (i.e. reduces manual effort)

Outcome

* Direct Impact in terms of processing time.

Effici
iciency « Easy submission QC

» Minimizes dependency on no.of QC output
files

* On-Screen easy interpretations &
simplified data visuals.

Dependency

"Transforming data issues into value driving factors” time spent on issues identification, analyzing
key data, automating and resolving issues.
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The Global Healthcare
Data Science Community

Contact Channaels Social Media
UK +44 1843 G0SE00 Ephusatwrlia
office@phuseglobal Sofusebook
phuse global fphusetibe

feampanyphuse

Thank you

If you have more questions, please contact:

Giridhar Devireddy
Gdevired @its o]
Johnson&dJohnson

Veeresh Kumar M
lea@its jnj
Johnson&Johnson
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