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Japan Clinical Data Visualization Consortium (CDAvVC)

CDISC Korea Day 2026



User Group

Name : Japan Clinical Data Visualization Consortium (CDAVC)

Web Site : https://www.eps.co.jp/ja/support/cdavc/
Mailing List : prj-cdavc-staff@eps.co.jp

Executive board member (Oct 2026)

Chairman : Takashi Moriya (Edwards Lifesciences Japan LLC)

Vice chairman : Tomoko Fujiwara (A2 Healthcare Corporation)

Vice chairman: Masayuki Kobayashi (Shionogi & Co., Ltd.)

Executive : Toru Fudatsuji (Kissei Pharmaceutical Co., Ltd.), Yukinobu Nagumo(Nobelpharma Co., Ltd. ),
Hiroaki Tanaka (A2 Healthcare Corporation)

Organizer : EPS Corporation / Revvity Japan Co.,Ltd.

Member Company 39 Companies (Oct 2026)

Asahi Kasei Therapeutics Corporation, EA Pharma Co., Ltd., EPS Corporation, A2 Healthcare Corporation, Eisai Co., Ltd., Otsuka
Pharmaceutical Factory, Inc., Mediscience Plannning Inc., Shionogi & Co., Ltd., CMIC Co.,Ltd., Senju Pharmaceutical Co.,Ltd., Takeda

Pharmaceutical Company Limited, Tanabe Pharma Corporation, Daiichi Sankyo Company Limited, Sumitomo Pharma Co.,L.td., Nippon
Shinyaku Co., Ltd., Mochida Pharmaceutical Co., Ltd., Janssen Pharmaceutical K.K.

Other 11 companies

& CDAYC
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Japan Clinical Data Visualization Consortium

- Part 2
\ =3 Risk Based Monitoring
&
Japan Clinical Data Visualization Signal Detection
Consortium . - e —— 5

member :
Composed of one
representative from
each pharmaceutical
company.
Secretariat :

QOEPS

re\/‘\/'ty

signals

LARmES AR

Rz =it

Risk Based Monltormg

......

First Installment
Clinical Safety Review
(SDTM 1G 3.2 Compatible)

Development, dissemination,
and maintenance of standard templates
Proposal and dissemination of visualization
methods
Exchange of views with regulatory
authorities

Pharmacovigilance

Trial Operations

5’?"‘? i

Clinical Effectiveness Visualization
(Therapeutic Area)

& CDAYC




Japan Clinical Data Visualization Consortium

Purpose of the Activity

As a group formed by volunteers from organizations involved in areas
such as the clinical development, safety assessment, and post-
marketing surveillance of pharmaceuticals, we aim to enhance the
utility of data through clinical data visualization using Spotfire. By
facilitating the exchange of ideas and conducting training sessions, we
contribute to improving the performance of the organizations to which
our members belong.

& CDAYC
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S o@ R N Common data format %, % NS
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X =CDISC ®

What is the common view?
= Promote the template .
== Advance the standardization of safety
reviews.

Alliance

Common data format
+ Common perspective

Pharmaceutical company A @ C DAVC

Pharmaceutical company B




CDISC Korea Day 2026

Safety Review : How Standard Templates Work

Standard template file

File placement
- Place in the same folder as SDTM(.sas7bdat)

—

N

N

cm.sas7bd dm.sas7b ds.sas7bd eg.sas7
at dat at

Actions from the reviewer's
perspective e

Automatic Lo@din
( 9) PC with Spotfire installed

CDISC (Reviewer)

SDTM IG :3.2 @ CDAVC

Compatible




CDAvC Safety Review Template DXP

- lab limits
) a7t e New data created
] em.sas7bdat ::::ti),; When Opening
] dm.sas7bdat open i?j{i;j?w“
] ds.sas7bdat -
S Data wrangling
] exsas7bdat
] Ib.sas7bdat . : = i 0 ° = 0 EEE :
] sv.sas7bdat L i o
] tv.sas7bdat T g = . - °
] vs.sas7bdat P 3
® CDAvCSafetyReviewTemplate_Link.dxp { Renceable by Study } @ CDAVC
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JASPUG

Japan Spotfire Users Group

cdisc

User driven Japanese Spotfire user community sharing usage idea among user lasting 21 years

JASP!

Japan Spotfire Users Group

Happy 20th anniversary! 2025

%ﬂf<?
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(Ohuse?

Computational Science Working Groups

Spotfire Safety Review
Templates in PhUSE Code
Repository

Japan Spotfire User Group Meeting
Rebeka Revis
Eli Lilly & Company

phuse.eu/cs-working-groups.aspx

CDISC Korea Day 2026



caisc Examples where Spotiire Can be Useful

» Data Review and Exploration

» Generating Static Reports included for study
reports, submission documents, regulatory
response documents.

» Advisory board meeting
» Data mining and publication efforts
» Other

Computational Science

Working Groups

CDISC Korea Day 2026
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Where to 1ind the Spotiire liles?

» Uploaded to GitHub as DXP files

— https://github.com/phuse-org/phuse-
scripts/tree/master/contributed/Spotfire

— DXP files contain:

v Embedded de-identified ADaM or SDTM data (depending

on the package)

* Original data files: https://github.com/phuse-org/phuse-
scripts/tree/master/data

v'Multiple pages with interactive visualizations for safety
analyses

Computational Science

Working Groups




. . O phuse-scripts/contributed/Spot X -+ v — O X

O ¢« C Q@ github.com/phuse-org/phuse-scripts/tree/master/contributed/Spotfire & ¥ OVPN &

O Platform ~ Solutions ¥~ Resources ¥ Open Source ¥ Enterprise ¥ Pricing Q

phuse-org / phuse-scripts

<> Code () Issues 5 11 Pull requests 1 ® Actions [E Projects [ wiki 0, Security and quality [~/ Insights

(I Files phuse-scripts / contributed / Spotfire / i
P master ” Q J RebekaMT Add files via upload = e3231ba-9yearsago  \(1) History
Q, Goto file
Name Last commit message Last commit date
> KPI
v contributed
> AE [ ADAE ADLB Review Template.dxp No commit message 9 years ago
> DM . . . .
[9 Quick_Review_SDTM_Safety.dxp Add files via upload 9 years ago
> Demographics
> MedDRA
> Nonclinical

I v Spotfire

[ ADAE ADLB Review Template.dxp

D Quick_Review_SDTM_Safety.dxp

) ADAE ADLB Review Template.dxp

3 Quick_Review_SDTM_Safety.dxp
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JMP vs Spotfire
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JMP

* Macintosh look

* Great tool for individual statistics

* Especially Between-group comparison generating p-value in Clinical
Graph Builder technology is very close to Spotfire

Spotfire

* Windows look

* Exploratory Data Analysis + template

* Many user use in the meeting to gain insights on the fly
* Enterprise use

CDISC Korea Day 2026
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Patient_AE (¥)

11
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Patient_LB ()

‘:\ Patient Profile

Added calculated column: Lab Test

Added calculated column: Color Flag

Added calculated column: Marker Size

Added calculated column: Shape Flag

# Rename ¥ Reload v
e
Added rows
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.

;

Patient_EX ()
INFORMATION DATA

Unique Su... Join 1D
String Integer
SAMPLEOT. .. 100001
SAMPLEOT... 100002
SAMPLEO1. .. 100002
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SAMPLEOT. .. 100004
SAMPLEOT... 100004
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SAMPLEODT. .. 100006
SAMPLEOT. .. 100007
SAMPLEOT... 100003

o Key columns (0) «o Replace

COLUMM PROPERTIES

Event Type
String
AE
AE
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AE

L=

Added rows

Event Detail
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MILD - RE. ..
MILD - RE. ..
MILD - PR...
MILD - PO
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MODERAT. ..
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MILD - PO

W Delete

q
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Patient_CM ()

DATA TABLE PROPERTIES

Event
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Sample_PT. ..
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Sample_PT. ..
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Sample_PT. ..
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Day In Study
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10.00
2.00
3.00

26.00
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22.00

21.00
3.00

Baseline R...
Resal

— o X

| & Editing

£} settings X

Patient Profile
This is the data table used in the
analysis.
% ULN Lab Test Colaor Flag Ma
Real String String
*MNon-lab E. .. AE MI
*MNon-lab E. .. AE MI
*Mon-lab E. . AE MI
*Non-lab E. .. AE MI
*MNon-lab E. .. AE MI
*MNon-lab E. .. AE MI
*Mon-lab E. . AE MO
*Non-lab E. .. AE MI
*MNon-lab E. .. AE MI
*MNon-lab E. .. AE MI
23457 rows 13 columns @
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@ ADAE ADLB Review Template_1010_KoreaCDISC.dxp - Spotfire
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o Over View of Visuals

= All AEs Reset All Filters

Adverse Event Summary - Includes a few figures and tables for the summary of adverse events at different MedDRA Hierarchy.

|I| For subset summary use the filter panel,

Risk Difference for Adverse Events - Includes table and figures for the summary of risk difference for adverse events at different MedDRA Hierarchy.

o

For subset summary use the filter panel.

Patient Level Display - Includes patient profile for adverse event data for individual patients and for the analyses population.

AESls

Adverse Event Summary - AES| - Includes table and figure for the summary of adverse events analyses explore by various SM(s

Risk Difference for Adverse Events - AESI -Risk difference at PT level for selected SMQs

Adverse Event Over Time -Plot of adverse event over time for all the patients with specific PTs (for selected PT or SMQs).

AE Lab Profile

Patient Profile - Lab&AE

Labs
Lab Over Time - Includes heatmaps, boxplot and line chart { mean, median) over time
Lab Meeting Threshold/Shift - Includes visuals for patients meeting certain lab threshold for a selected lab, lab shift from baseline to post baseline
Two Labs Correlatioin -Includes visuals for lab1 vs. Lab2 measures (selected lab pair) with values as original unit, xULN.
FrontPage Population Fatient Level Overview AE Summary {Barchart) w/Lab AE Summary Table AE Summary in PT (Scatter) AE Summary PT Nested in S0OC
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= All AEs Reset All Filters

Adverse Event Summary - Includes a few figures and tables for the summary of adverse events at different MedDRA Hierarchy.

|I| For subset summary use the filter panel,

Risk Difference for Adverse Events - Includes table and figures for the summary of risk difference for adverse events at different MedDRA Hierarchy.

o

For subset summary use the filter panel.

Patient Level Display - Includes patient profile for adverse event data for individual patients and for the analyses population.

AESls

Adverse Event Summary - AES| - Includes table and figure for the summary of adverse events analyses explore by various SM(s

Risk Difference for Adverse Events - AESI -Risk difference at PT level for selected SMQs

Adverse Event Over Time -Plot of adverse event over time for all the patients with specific PTs (for selected PT or SMQs).

AE Lab Profile

Patient Profile - Lab&AE

Labs
Lab Over Time - Includes heatmaps, boxplot and line chart { mean, median) over time
Lab Meeting Threshold/Shift - Includes visuals for patients meeting certain lab threshold for a selected lab, lab shift from baseline to post baseline
Two Labs Correlatioin -Includes visuals for lab1 vs. Lab2 measures (selected lab pair) with values as original unit, xULN.
FrontPage Population Fatient Level Overview AE Summary {Barchart) w/Lab AE Summary Table AE Summary in PT (Scatter) AE Summary PT Nested in S0OC
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Next, P&D Solutions Introduction
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About P&D Solution

23 yrs

Data analytics
specialist

Focused solely on data
visualization & analytics
since 2003

CDISC Korea Day 2026

40+

Projects per year

Across manufacturing,
pharma/bio, finance and
public sector

Trainees per year

Training delivered to ~200
companies, agencies and
universities

300+

Clients

Long-term partnerships with
industry leaders
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Spotfire in Korea: 23 Years as Distributor

@ Spotfire

Spotfire distributor in Korea since 2003

We brought Spotfire to Korea and have led the Korean market for 23 years

Since 2003

The standard in Korean manufacturing

Trusted by Samsung Electronics - SK hynix, Hyundai Motor and more Spotfire Distributor in Korea
Certified Education Partner
Expanding into pharma & bio TOP Producing VAR Award, AP

Used for R&D and data analysis at Korean pharma companies such as Daewoong and Daewon 2013 - 2014

Korea's Spotfire training hub

4,000+ trainees a year - ~200 organizations - university curricula for 10+ years

CDISC Korea Day 2026
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Leading Korean Companies Trust P&D 300+ companies & institutions

Pharma, Bio &
Healthcare
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Finance, Retail &
Services @
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Public, Research &
Education
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{‘éf 7 Yeungnam University

] ZO0 Egtem Hoeweedes | @Rsmgsa | @aanes @EINNND T SR

1] CHOSUN UNIVERSITY UNIVERSITY OF ULSAN ERSITY 0% KOREA urvi (OREA MARITIME & OCEAN UNIVERSITY

SUN MOON UNIVERSITY

() e

CDISC Korea Day 2026



Spotfire at a Glance

One platform from data to decision

01 Connect

Databases, cloud and local
files in one place

02 Prepare

No-code joins, pivots and
calculated columns, plus
Python / R

P&D Solution supports every step — in Korean

CDISC Korea Day 2026

Visualize

‘5

aen

Interactive dashboards with
linked marking, filtering and
drill-down

Yo s

04 Analyze

eeeeee

D

Built-in regression, clustering
and forecasting, plus Python
/R

05 Share

cenT

P
o ommase

ST

Publish to Web Player and
automate PDF, PPT and
Excel reports
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01 Korean Training 02 Korean Professional 03 Korean Tech Support
Monthly bootcamps, on-site and online Services Local engineers supporting you in Korean,
courses - 28-seat classroom - 4,000+ Tailored dashboards, data integration and plus our own extensions P&D SUIT and
trainees a year advanced analytics with Python, R and SAS P&D PRES

CDISC Korea Day 2026
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Get Started with Spotfire

01 Spotfire trial & license

The Safety Review templates in today’'s demo run on Spotfire. P&D Solution provides trials and
licenses in Korea

02 Implementation, training & support in Korean
The Spotfire distributor in Korea supports you from adoption to everyday use

CDISC Korea Day 2026

Spotfire trial &
license inquiries

P&D Solution

eycho@pndsolution.com
www.pndsolution.com
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Thank You

Noriki Naruse - Noriki.Naruse@revvity.com

Daisuke Sakai - Daisuke.Sakai@revvity.com

Euiyeon Cho - eycho@pndsolution.com

2026 Korea CDISC Day ‘29 October 2026
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0 Quick Review_SDTM_Safety.dxp - TIBCO Spotfire = o X
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o Quick Review SDTM _Safety.dxp - TIBCO Spotfire
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0 Quick_Review_SDTM_Safety.dxp - TIBCO Spotfire

©

=

,ﬁX/

Adverse Event Summary Bar Chart By MedDRA Dictionary-Derived Term

Color by:

Dictionary-Derived Temm

ReadMe

File Edit Data

Planned Armm Code  ~

pruritus

application site pruritus

erythema

application site erythema

dizziness

application site irritation

application site dermatitis

diarrhoea

sinus bradycardia

Population

Visualizations

View

Tools

Quick Review SDTM Safety.dxp

Help User

By treatment uses the first randomized treatment assignment.

0.0%

5.0%

10.0%

Patient Level Overview

15.0%

Patient Profile

20.0%

25.0% 30.0%

% of Patients

Patient Profile(2)

sMa

40.0% 45.0%

AE Summary_Lab X

50.0%

Lab OverTime (Spaghetti) WAE

Color by:
Planned Arm Code

@ Xan_Hi
@ Xan_Lo
@ Pbo

Step1: Choose which
MedDRA hierarchy to
be used in the bar
chart.

Step2: Users can
select data in the bar
chart, then the line
chart for labs will
appear for those
patients reporting the
AES. The list of
patients reporting the
AEs will show up as
well.

Step2: If there are labs
of interest, users can
use the filter panel to
select the labs they
would like to display for
the lab line chart.
Step3: Users can
select a patient in the
List of Subjects and
click the 'Go to patient
profile’ button to link to
graphic patient profile
for that patient.

Line Chart - Lab Measures Over Time

Numeric Result/F inding in Standard Units

65.00
60.00

55.00
50.00
45.00
40.00
35.00
30.00
25.00
20.00
15.00
10.00

5.00

130.00
120.00
110.00

100.00

40.00

30.00
75.00

70.00
65.00
60.00
55.00
50.00
45.00
40.00
35.00
30.00
25.00
20.00
15.00

10.00

<

-20.00

Max. ALT/AST Vs Max.Bili

0.00

20.00 40.00

DecisionDSList

60.00 80.00 100.00

Study Day of Specimen Collection

MedDRACodingCheck

120.00

14000  180.00

MedicationCheck

180.00

200.00

alal
ISV ISNVHLONIAK ININYTY

m

ASVIVHASOHL SNITYHTY

rn
SV I ISNVELONIWY JIVLEVdSY

Color by:
Pla..

@ Xan_Hi

Shape
by

AH
ON

- a X

Q W AR - | & Editing v

Go to Patient Profile Filters o) ¥ X
LabSelection -

Type fo search filters

dm ~ @
Sex

Unique Subj... « [ F
01-701-1302 @M
01-703-1258 =
01-704-1085 Race
01-708-1178 [7] AFRICAN DESCENT (NE...
01-708-1336 [v] CAUCASIAN
01-709-1309 [¥) EAST/SOUTHEST ASIAN...
s [7] HISPANIC (MEXICAN - A
01-710-1008 [] OTHER (MIXED - RACIA...
01-710-1142
01-713-1209 Country
01-714-1288 [v] usa
01-717-1357 e ~®

Body System or Organ Class
Type to search in list
| (am 23 values
CARDIAC DISORDERS
CONGENITAL, FAMILI. ..
EAR AND LABYRINTH...
EYE DISORDERS
GASTROINTESTINAL ...
GENERAL DISORDER ...

Serious Event
M N
MY

Outcome of Adverse Event
[¥] NOT RESOLVED

|¥] RESOLVED

Results in Death
N
Y

b ~ B

LAB Test or Examination N...
Type to search in list
(All) 43 values

| ALANINE AMINOTRA...
ALBUMIN

| ALKALINE PHOSPHA...
ANISOCYTOSIS

| ASPARTATE AMINOT...
BASOPHILS

1 filter changed S Vv

Ib

LAB Test or Examination Na. ..
Some filters are hidden. Show al

1,191 of 1,191 rows 18 marked 26 columns ae



cdisc

CDISC Korea Day 2026

0 ADAE ADLB Review Template.dxp - TIBCQO Spotfire
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Patient Info
Patient: 01-718-1170, Age: 80, Sex: Female, Race: WHITE, Ethnicity: NOT HISPANIC OR LATINO  Discontinuation Reason: Adverse Event
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