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Certification & Awards
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CBO Dept.: Commercial & Business Operation

CRO Dept.: Clinical Research & Operation OFAHH QI LY HIQUAF L QIB/A|M &8 7Is
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CRO Organization Structure
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PM/TM PM/TM PM/TM PM/TM
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Full Scope Clinical Trials & IIT, RWE (4%, LPS §) M & CRO

Clinical Trials Full Scope Service
O|2kZ (1~34, IIT, 44, NIS), 2| 27| 7|(DTx, SaMD, IVD, MD)

SIEE] e RA Affairs Protocol IRB Project Site Biostatistical Data CSR &
Design (IND) CF / CRF Affairs Management Management Analysis Management Publication
Consulting Development 9 9 ys 9
iICROEEA B8
£ detA et 5571 XA T Conwergeace 55 58/ Zon AR Society,
Clzjg gl 4 =0} ITEAM 28 Digital CRO 7% oy 28 HE 99 2% KOLs 28
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Clinical Experience by Therapeutic Area 8 ~251 128 ¥, % 1702

Total Project Experience Ongoing Project Experience

Cardiovascular

&

Hemato-Oncology

Musculoskeletal - 6.7
Respiratory — 6.7
Endocrinology - 6.7

Meurology - &L
Anti-infectives - 5
Respiratory - &L
Others - 33

CNS - 33z Endocrinclogy - &
Immunclogy - 33 Gastroenterclogy . &
Castroenterclogy - 33 Pediatrics . 2
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Types of Project Experience = ~25t 128 R, o 170
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28%

Clinical Trial
72%
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Proven Experience in Large-Scale & Long-Term Clinical Trials

Since 2020
R Large-Scale (Site) s, Large-Scale (Case) « Long-Term
ME 0070 712 oy T =" 10002 oly 27 2 24742 O[A¢ FPI~LPO 7|2t
SITES RANGE QTY THERAPEUTIC AREA CASE RANGE QTY THERAPEUTIC AREA MONTH RANGE QTY THERAPEUTIC AREA
100 < Site <200 Endocrinology, 1,000 ~ 3,000 Endocrinology, Urology, 24 < Mo < 40 Endocrinology, Urology,
4 Pain Medicine, 6 Ophthalmology, 9 Ophthalmology,
Urology Pediatrics Pain Medicine
> 200 (max. 450) Endocrinology, 3,000 ~ 5,000 Endocrinology, > 40 Endocrinology,
3 Cardiology 4 Cardiology (max 72mo) 3 Cardiology,
Pediatrics
> 5,000 Endocrinology,
(max 20k) Z Pain Medicine
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Proven Experience in Publications

& Oncology Clinical Trial

Year

2025

2024

2023

2022

2021

Journal

Thoracic cancer

Cancers

Cells

Cancers

Journal of Thoracic Oncology
Cancer Research Treatment
Cancer Research Treatment

Cancer Medicine

@e KEY EXPERIENCE DRUGS

Sponsor
Local YAt
MNC PA}
MNC RA}
MNC BA
MNC AAf
MNC RA}
MNC AAL

MNC BA}

Lazertinib, Osimertinib, Crizotinib, Atezolizumalb, Durvalumal, Apatinib

Year

2025

2024

2023

2022

2021
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Journal

Diabetes, Obesity and Metabolism

Journal of Thoracic Disease

Blood Research

The Journal of Clinical Endocrinology & Metabolism
Thorac Cancer

Scientific reports

Endocrinology and Metabolism

Frontiers in Cardiovascular Medicine

Health Science Reports

Scientific reports

2 9

Manuscript Manuscriptin
under Review Preparation
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Clinical Execution with Built-in Publication & Medical Messaging

Process Overview

SCOPE
Management

° Project Team Management

( *s  Project Management )
© Timeline Management
6

© Budget Management Strategic plan, Study Clinical Data Data Study Publication &
synopsis, Start Up Operation Management Analysis Close MKT key
protocol message

development development

© Vendor Management

© Issue Analysis & Escalation
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Project Management Strategy

Operation Close-out

®@ SOP 7|8t EESHE T2 M| A (Template) 2 O Risk-Based 2 22| 7|8 Milestone & € Query #2|, g7 xH3} SAP & CO-DM ES
MESH Y Al R S5 7H&5 3t Alo| TtH| e £t Data Quality X[Z 22|

~ 7|H9l Status Reporting & Timeline N
= glﬁgl APE TS Poring @ MHE 7] TeamworkE S YH™ AU
Ol A} QFA

A d = SO}

2% FTE #2| 2t Back-up Plang S8t 1|
2F ot =H

( THE WAY

HEALTHCARE



Professional Operation Strategy

PM el 88 2822 F2- LY ARUA O LRt

HJ

% Communication

v Q30| E Sponsor Call / Q&A / Newsletter
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v’ Site Visit & S A| PI/CRC Wrap-up
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v PDEA Gl Root Cause 24
v ﬂsentlal Document QC &3}

Project Manager

=’ CRA Quality

v PMZE, SIV 2|51 U CRA, Site'® QC Z
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v X[&H 0|4 22| W Staff Back-up Al
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“ Project Compliance
v Study Issue list, Q&A list 7|4t A&t
v Ol CHE

v" Protocol Deviation — PM Escalation —
v HA Xl CAPA 22|

@ Monitoring Strategy

v Leading PIE &-&7%l Booster Enrollment

v Site ¥5d S&-FX|(Retention) TEF &



IRB Expertise Driving Faster Approvals
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Data Management- End-to-End Capability

= eCRF Builder

® CRScube, Medidata RAVE, MESIC(XIAL E-7), S 671 EDC system 7H'&
=

Bz 75 #HE 2| 8 2% HEof ot =83

© Safety Management

® Medical Coding (M T+& Certification =7, MedDRA,
WHOATC/WHODrug Global), SAE Reconciliation

Customized Alarm

o =g HE XS (SMS, 0|0 )
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Q. Monitoring - Data Validation &
Query Management

® SAS 7|8t HIO|H AZF X322} U Validation 222} 7%,
® System Query in EDC, Manual Query

= External Data Management

® MR|, CT & S&4tz, DICOM Atz
® lab, ECG & &g XAtz &

0 ePRO/eCOA, IWRS Set-up

o MEX|, BX} CHO|0f2], PRI BIE S Set-up



Statistical Analysis — End-to-End Capability © THE Way

¢ Statistical Analysis Design

> CH¥ot Therapeutic Area2| Y4 CIXLQI AEg EMHE M35 Y 2| X3} & SH M7 42 @
2R
» Statistical Analysis Method

> Sample Size Simulation: %t H2 = & L5122 A4 d3F 7tsd SCHz & H
_9_ ROA‘l
“xin

SAP Development

» Dummy TLFs
> CHYst 2X 0| EA M T : Interim / DSMB(SRC) / IDMC TLFs X| &

B Statistical Analysis

> Bt sas OfaR efoafe] #88 BY B4 53 U oc HA H o
> Double Programming by SASE &%t HO|H Eetd d5

oOHd o oo
> Dry Run Process —TLR 3% L (Primary efficacy evaluation, summary of AEs)

—_

STEP 04

B SAR Development

o - - - - -
> STt AL 9IF0] BT RIS EQl Bt AT LS S3 24 At 3 =
g
» Statistical Analysis Report Development



Issue Escalation - CAPA Linked Process

®
oo ‘:: ® Eligibility Deviation / Violation o Ip T+ S Ol
roject Manager . .
J g ® Site S Quality Issue ® [RB/ RA &tH O|+F

24A|ZHOJLf 1 3 =

x|

a0
Senior Management/ ® Ol &fAF oHH-JHe[0f SCifet det o Mol FA4-E& 2|23
0 HEX. L XX System Issue

Xk )M ® Audit 89| =t

C-Level (incl. CEO _
( ) A 2t ® \lendor / Site X{E7}

Top Management 2|AFZE% 71

Clear Escalation, Fast Decision-making, and Accountable Resolution.
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Integrated Training & Quality Governance

Project
Training by
PM

Training
under
Mgmt of

QA Training

Medical
informatio
n

& Structured Training Governance

QAZ2| Training Curriculum Matrix &%

HUAE - det —» A RS 7] MA 2
2|

s Project-relevant Training

Protocol, IP, Study Plan, Study-specific document 15

Sponsor SOP (if applicable)

# Medical Information Training by MD

IP, Indication, real Tx Practice

© Quality Control Management
27t Project Review Meeting 298 — O|fr-2(23
« Project QC ¥ On-site QC — Findings 7|2 Z{u
A

CRA L4} Evaluation Visit =& — CRA At&4 4l

6
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Strengths & Differentiated Capabilities of THE WAY

3

Specifics

Proven Experience
in Large-scale & Multi-site

Clinical Trials

Strong IRB Communication
& Study Issue Management

(Long-term study)

Specialized Experience
in Cardiovascular (CVD)

Clinical Trials

Oncology & lIT-focused
CRO Capability

Y

Know-how
1007 O| 4 Sitel| O 2 A 2F A S HIEH S Z, XA 3=l Site Management MO 2 OFY MOl T2 ME £a1f O A 22| ¢

=13
IS

Sponsor-oriented 2% &S 7|

— =
M| A & Q1 Resource managementS S8 AT AN =40 A %’é‘% A0 B

Public IRBE Zgtot Lot IRB AR 0| CHot HAEMQI S Z2H(2Y=0 &, ¢7H o & X5 EA =23
Long-term ItA| O A &St CHdot 29 Ol 0f Ciet St M Al 22| 4 (RWE, Outcome Research Zgh)
01 m]

o o
gte| Aol 2 Mek M8 F/U 7|2t B7H0] 2 partial DB lock , SAE 5! PV Query 372 12{% Annual interim SAE reconciliatic

Hypertension, Dyslipidemia, Type 2 Diabetes Mellitus § CVD ¥Y 2 4 A 8 A
CVD 2t Fa ALK & g eto] A& &3 HERA EHR

22 S80 o =2 O3l E BT 22, CVvD 2 S0 HXNstxl 91 BiX] 8 S5 2| M S Soff 5ok A TA

=1 - IT -

Oncology M & Operation TF X Academy 298 — & ME2d A A7 22 &4
IIT ME Operation TFE, 34 +=F2| & EFE T OtH| E4 0 H= FAStD HFEQl &2 St oA =
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Unmet Needs in Executors - Key Summary (> THE WaY

HEALTHCARE

o Z3ot ARXLKOoL HES A o 3¢ E2 T2} Oncology HETF 748 N Publication H&
_|_ - f— - ‘:m =L 3 il = — =
Medico-MKT SIAHE &3t A}, Sponsor2te| ot 2| M ZX| & 2 ¢ 5l A LA - S EH 2l =7 H 330 tie X = 7tsd B 0SS
Xt Working group 22| 92 Olz4+25 HFEeIT & Oncology 1A Bt =&KX 2] B (579,
CH2| 2 Off-label, 3| S A))
& & Ct=2| L2 (max 400sites, 2THe]) - & 7|(max 7270 H) 2HA|
A . MEF - Real Tx Practice Of Ci$t K (incl. b - a P e e =
&) GS) |8t M85 Ol et 2 (incl. by S 29 Know-how
o' n99 E3 = x| SEAF O &5 2K o of
XI_?__ == oon_F g:l'l' Eé oe gt BE& J—I—I'X“ ™o Site EA—|0.” [[I,E’ a%&!olj 9_|_|g|_|__|7_”o|+_:19§ %% _7_,|<_7(I_| |;|<| F/U loss _;:c_l_)l\_g'-,_l_
M2k B 3(Steering Committee, Incentive, Newsletter &)
o On-time Y- T2 M|A 22| - TSI TE|HQl H[E fXE
-7
S ox =& HO 1T H 1T o) 4 X S _ti = o .
SETIOln EESIE BE SSMne SEaT BE HASE Onlime I 2 9/ Y20 S0 M2 QI8 74X K2k S|, EDC(MEGIC eCRF)
T HRE2 S3 DM 20| T3 HXstEl of A Kot s

The Way Healthcare Value
=
Hz 3t RALE A=

=




(F)EHlol2 27 o

The Way Healthcare Co., Ltd.

el Y, Faa!

7 =

Tong r'a-i'u-f'uia'l‘cons |
eogie c:to -t:,;

most

=] L'l

Ct.

MEEYA MET MEZ 320, K-EtS| 55

FIY

o] 02-3446-4744 J@  02-3446-4743 €  www.theway-hc.cokr

( THE WAY

HEALTHCARE



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25

