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presenter and should not be attributed to DIA, its directors, officers, employees, volunteers, members, »
chapters, councils, Communities or affiliates.

This presentation is incomplete without accompanying verbal commentary.
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Home [ Case Studies / SELTA SQUARE

A game changer in the
pharmaceutical industry

Grow beyond

Your path to revenue starts here. As your startup grows towards
product-market-fit, our Pegasus Program offers additional support
that uncovers leads, drives sales, and accelerates growth.

SELTA SQUARE automates a

core process for drug safety he program is currently invite-only

monitoring using IBM RPA
Explore success stories > How to get started >

Sometimes a small startup can make a huge
Overview impact.

Critical but tedious work

RPA boosts speed, In 2020, leading South Korean pharmaceutical R&D company Our com pany was recog q] Ized as

humans boost quality Daewoong Pharmaceutical helped launch a new company that

has the potential to innovate a critical process for the entire m h .
Potential for global industry — and enhance consumer safety as a result. a g a e C an g er by Blg TeCh I B M
innovation

The company is SELTA SQUARE, and the process it's innovating
About SELTA SQUARE is pharmacovigilance (PV), a legally mandated discipline for
detecting and reporting adverse effects from drugs, then
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Global Pharmacovigilance Market Global PV Players

Regional Analysis in 2022

Europe
i Proficiency in ..
Digital- Pharmacovigilance
; rags ffma“m Digital Transformation Player
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The Long Life of a Drug from clinical trial to post-marketing

» Thousands of years ago, people used natural products like herbs and plant extracts for healir
— they played a similar role to what we now call drugs

Aspirin — 6000 years of evolution

Historical perspective of the discovery of aspirin - attributes of willow

Traditional methods of drug discovery and development have been influenced by the need to
prevail over illness and people's experience in witnessing and realizing the beneficial
potentials of a plant to cure ailments, perhaps by trial and error (for review see Sumner
2000). The historical account of willow (Salix sp.) goes back to early civilizations,

particularly in Mesopotamia around 6000 years ago when plants were exploited for food and

as a source of drugs.

Mahdi JG, Mahdi AJ, Mahdi AJ, Bowen ID. The historical analysis of aspirin discovery, its rel

the willow tree and antiproliferative and anticancer potential. Cell Prolif. 2006 Apr;39(2):14 »' 5
10.1111/j.1365-2184.2006.00377.x. PMID: 16542349; PMCID: PMC6496865.
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Evidence-based (RWD & RMP System)
Patient-centric
Regulation & Compliance
Standardization
New insight
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Pain points in Pharmacovigilance domain

-' k
Inefficiency Lower quality Difficulty in responding _
by manual processing by lack of PV capability to quickly changing.

regulations
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Safety Data flow
Safety Data ICSR Signal Benefit-Risk Aggregate
Monitoring Processing Management Evaluation Reporting
fg p * 2
" " ¢ o
g ~ @

* Spontaneous
Reports

» Literatures

* Clinical Trial Data

* Regulatory
Reports

+ Safety Data
Exchange

Intake & Triage
Validation &
Duplication
Data Entry &
Coding

Quality Review
Medical
Assessment &
Comment
Reporting

L]

L]

L]

L]

Signal Detection

Signal Assessment

Risk Classification
Risk Confirmation

* Risk Minimization
Measures

* Risk Management
Plan

DSUR

PSUR

PBRER

Renewal Report
(Only KR)

X&.ﬁ'

Review Marketing ‘.
Status

Amend Reference
Safety Information
Enquiry Response
Recalls
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Human in the loop
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Human-in-the-Loop Strategy

» Selta Square is driving digital transformation in the pharmacovigilance domain through the inte
artificial intelligence and human expertise

"Human-in-the-Loop" strategy ensures t@ |Ie\
automates complex tasks, the pharmacowg %
EE' always retains ultimate control and makes the ﬁn@}i

Expert
Control

Through a continuous cycle of Al Quality Assessment,
we calculate performance metrics and use the )
Continuous

results to provide feedback for ongoing Al model Validation

updates, ensuring reliability processing
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RSI & LABEL MANAGEMENT ° SAFETY DATA MONITORING

* Product Labeling & Review

Expeditedness Check Al Literature . Literature Searched & Archived in LTDS
Monitoring + ICSR Detected by Signal Detection Al
PV SYSTEM & QA )
* PV Training @ ° Real-World d * Exploration of Potential New Indication via‘ =
+ PV SOP Management Data Analytics Clinical Detect Al v '
* QA Audit & Inspection g
PHARMACOVIGILANCE CASE PROCESSING & REPORTING 9
RISK MANAGEMENT PLAN
. . ORCHESTRATION

* Risk Management Planning

RMP related Evaluation referred Intake & Triage _ ) Medical Asse

to Risk-Benefit Al . » Case Source Data Collection & Triage Causality predictio

Causality Recomm

AGGREGATE REPORTING @
» DSUR / PBRER / RENEWAL REPORT
KANA DB Analyzed & Translated

Data Entry

» Case Report Input by Report Reader Al
* ICSR Data Converted to XML in WAVE

« CSR Extracted from LTDS

by TQMS MedDRA Coding
@ Event Term Coded by MedDRA Coding
SIGNAL DETECTION ° PHARMACOVIGILANGE @ Alin G-SRS
&MANAGEMENT AGREEMENT a Narrative Review & @
+ Signal Detection & Management « Safety Data Exchange & Reconciliation Completion

Case Narrative Review & Entry Conducted
by Keyword Comment Al
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iVigilance Square

. b
Safety Collect & Case MedDRA Quality Medical Effectiveness Regulatory Integrated
Monitoring Triage Entry Coding Check Review Validation Reporting Analysis
@ @ @ @ @ O ® o O
Individual Case Processing Process v "»,’
: 4 i b
Q iVigilance Detect % iVigilance Process iVigilance Coder iVigilance Analysis

Literature Monitoring
Automation & Al-driven Safety
Valid Case Detection
Case detection
Min  from literatures

Standardizing data into a Safety
Data structure, and ICSR
processing/reporting
Automatic case
Min  data entry

Al Certified MedDRA Coder

1 Sec

MedDRA coding

Instant analysigi
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N
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iVigilance Detect

» Reduce hours of literature detection work to simple result reviews with automated literature seare

Automated Literature Main Features r— + Literature Search Automation

Search Solution Automate periodic literature searches with simple query
configuration.

Search Al Summary & ICSR Detect

------ Literature

Search Automation = Al summarizes full texts and automatically detects
s, — narrative-based ICSR cases.
| (T Search Results and Log Storage
Archive search results and provide logs for audit purposes.
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iVigilance Detect: Al Summary & ICSR Detect

» Automatic detection of adverse event case from literatures with an Al model

Download
Relevant
Document

publmed

PubMed® comprises more than 37 million citations for biomedical literature from
MEDLINE, life science journals, and online books

B S AlModel

I mmmmm e

Product and ingredient names-based
literature search for risk monitoring

. v

Automation & zero-touch operation of
literature search tasks

Literature Summary &
Case Detection

| Al
< Summary
Patient 1: A 58-year-ok

A 56-year-old female
Overall, regorafenid as

(HCC) showed partial response (PR) after treatm
0 regorafenib folowing progression on TA reg
control in patients with intermediate

following prog on s (TA) regime
ot 4: A 80-year-old male with advanced HCC showed SD after regorafenib treatr
or, it is unciear # regarafenib is the optimai choice among ot

olecy

(1) AlDetect Resuit

Patient Identification
sex  Maio

Patient identification
Sex  Male | AGE 63 sex  Female |  AGE 56 SEX  Male

Patient Identification

AGE 58 AGE 80 SEX | Male | AGE 64

Suspect Drugs Suspoct Drugs Suspect Drugs
regorafenit regoratenin regoratenib
Adverse Events Adverse Events Adverse Events
partial response stable disease stable disease

tient 2: A 63-year-okd male with HCC experienced disease progression after TA regimen and had progres
following progression on TA regimen. Patient &: A 64-year-old male with advanced HCC had SD after regorafenis treatment foliowing progression on TA regimen.
ularly targeted agents for second-ine treatment

ssive disease (PD) after regorafenid treatment. Patient 3.

Thousands of automated searches
with unique settings of search

parameters and period

Images in this slide were sourced from the 'SELTA-LITUS' solution.
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iVigilance Process

» Automate complex safety data entry
P Let experts focus on regulatory responses and review
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Al-based Safety Data Main Features
Standardization Solution %
Automatic XML o
=¥ | Converting L
| o
>

E2B(R3) XML Converting

Convert various data sources such as KAERS DB, CIOMS, and SAE
Reports into XML format.

Al Auto Entry

Al based MedDRA coding and bulk data entry during the conversion
process.

Safety Data Standardization

Based on standardized safety data, regulatory reporting and safety
database uploads can be performed with ease.

g VS
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iVigilance Process: Al Auto Entry

» Converting the diverse adverse reports formats into E2B(R3) format with Al L

Solution for
Pharmacovigilance

< SAEO reports - Entry Quick processing

E2B(R3
« PDE e Al Model g > Xl\5|L) -> Safety DB N A

i Experts can focus at more quality and

= v creative works
< CIOMS®@ reports ~ ----------- i : . Report -
/ Data Extraction \ 4 Recognizing the diverse formats of
PDF Regulatory body reports

= Human Processing Time: up to 8hr(lrt

Result Reasoning
« Otherreports - : = Al Full Data Entry: ~10 min

Form Recognition Time Saving )
k / Per Case 91 A’

Irham, Asep, and Mursyid Hasan Basri. "Processing of Individual Case Safety Reports in The Pharmacovigilance and Department of Indonesian Vaccine
Companies." Journal of World Science 2.5 (2023): 711-725.
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iVigilance Process: Al Auto Entry

» Just upload and click
» Verify result and submit

@ ivigilance Square [Vigilance Square > Transformation > Auto Qsexco | M @ 4 2 < KR-SELTA-2023-008 #1: v B
Transformation
T Identification
88 Dashboard B Auto = Manual B Progress ©n
B Tracker

KAERS DB XML

B Identification(C.1)

&2 Transformation

@ Work
M Identification of Case Safety Report
ekt
@ Activity Log * £11 Sender's (case) Safety Report Unique Identifier
& Admin Sender
I i ' “ €12 Date of Creation €13 Type of Report
& 2025-05-02 1=AgE 22
Drag and Drop file here 2=Ag/g01H 2D
3=7|Et
ok il ® C.4 Date Report Was First Received from Source * €5 Date of Most Recent Infarmation for This Repart
B Placeholder B Placeholder

*¢1.64 Are Additional Documents Available?

Cancel
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iVigilance Coder

» Just enter the verbatim —iVigilance Coder takes care of the MedDRA coding

Certified MedDRA
Coding Solution

Main Features

Professional

MedDRA

. Coder

Recommends the top 3 most suitable
MedDRA terms for each verbatim

Allowing you to select the best match

Providing MedDRA Code and Full
Hierarchy

*MedDRA subscription verification is required

The Al-powered coding solution officially
recognized by MedDRA

Certified with the MedDRA Coder qualification
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iVigilance Coder

» Medical term coding with MedDRA term for adverse event with Al 3

Adverse Event

R?port ICSR processing Multi-language support for user
Coding Reporting convenience
A —
] MedDRA Certification
Check Verbatim entry il
. > EEEEE—— Al Model R ". e i Fine-tuned Al Model SELTA
* Lowest level term

User is over 80,000
» Keyword search

HI'm 0CTO &
Miss Muffet developed a morbid fear of spiders
& ocTo

| have three suggestions that might help.

v Lt Arachnophaobia ()

v Lt Mysophobia ()

- Lt Animal phobia ]
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Roadmap for iVigilance SQUARE

Al Development Level

Al-Controlled PV bot
LVL 3 Fully Agentic System

Clinical RWD Analysis Risk Management

Safety Data Standartization Signal Detection

LVL 2 Agent-based Solutions PV FAQ Chat bot Automatic Guideline Monitoring

Medical Writing SOP Automation

Medical Coding

) Causality Assessment
Case Processing

; ; Customized Case Processin Case Duplicate Detection
LVL 1 Al-based Solutions (GenAl) Literature Surfing E

Report Tracker Safety Data Tabulation

Product Renewal Report

Customized Case Processing

LVL 0 Rule-based Solutions wario D plleaits Disieeiion

Present
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Global Insights

StartUs Insights Featured by CB Insights Mentioned in a BMC

Top Pharmacovigilance Startups Al cuts costs and improves success ratesin Leading thevay it
290 S Tkt clinical drug development plelofy. heaith and medk
- Discussion
Qg linion
e
G castor ﬁ Century Health Today, as a result of technological advancements,
DHUMA  Alspplicat N Al-powered chat applications in the healthcare sector have
Asan N d‘*::*"ﬁ {5‘3\ E(EHF‘& been introduced to the market. Notable examples in this field
el [ Pharmacovigilance include ChatGPT, Selta Square, IBM Watson, Google Gemini,
seLra ) Microsoft Copilot, OpenEvidence, MediSearch, Claude-Instant, -t

e PHASZ S and Sage. These applications stand out as leading examples §
in the domain of Al applied to healthcare communication and
decision support.

Selected as one of the "Top 10 Promising Featured by global market intelligence Mentioned alongside global companies

Pharmacovigilance Startups to Watch in platform CB Insights as an "Al Innovator such as Google, Microsoft, GPT, and IBM
2025" in Clinical Drug Development" in a journal “BMC Oral Health”

Recognized as one of the Top 10 Innovative Recognized in the BMC Oral Health journal as

Highlighted by CB Insights as an innovative
company in the field of Al-based
pharmacovigilance,

recognized for reducing costs and improving

a leading Al company in medical
communication and decision support,
featured as a key example of Al-based
applications in the healthcare sector.

Startups to Watch in 2025 in the field of Al-
Enhanced Pharmacovigilance.

Gaining global attention by transforming
pharmaceutical drug monitoring processes with

. success rates in clinical drug development. , 4 e
proprletary Al technology. Akpinar, H. Comparison of responses from dlfferent'artlflual intelligence
o ) . - powered chatbots regarding the All-on-four dental implant concept. BM
https://www_.startus-insights.com/innovators-guide/pharmacovigilance- C Oral Health 25, 922 (2025). https://doi.org/10.1186/s12903-025-0629

companies/ 1.7

S
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Our company will extend the business model with industry extension and domain extension strategy

msssm Industry Extension #&

Drug-centered Technology Real world evidence

Patient-centered care

Device,

C ti
Digital Wearable PVaa$S Platform RWD osmetic

Healthcare Device Pharmacovigilance Big Data
as a service platform

Pharmacovigilance

Data standardization

Real-time monitoring

« Domain Extension s
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Conclusion

» The integration of Al and human expertise presents a powerful solution to the current challenges a
of manual processing, quality assurance, and regulatory response ‘

»To lead this transformation, we must embed Al into our SOPs and continuously align with
evolving global PV and digital health regulations
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