LSK Global PS

A Leading CRO In Asia Pacific

Total Solution to Successful
New Drug Development

from Consulting to Clinical Trials
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Vision

A Leading CRO in Asia-Pacific

Advancement
of Domestic
Pharmaceutical
Industry into
World Market

World Class
Clinical Trial
Service

alohallPS

A CRO with Global Ambition

Strategic and Rich Experiences Systematic and
High Quality with Professional
Planning Global and Staff Training

Local Studies



LSK Global Pharma Service
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2022 ~ Today
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Extensive Therapeutic Experience
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As of 2023.03

Pediatrics, 1%

Obstetrics and Gynecology, 1%
Others, 10%

Blood system disorder, 1%
W Oncology, 16%

Immunology, 1%
ENT, 1%
Plastic surgery, 1%
Nephrology, 1%

Medical Genetics, 2%

Psychiatry, 2%

Rheumatology, 2%

Therapeutic Area

1,506 Projects

2000 ~2023. 03

Cardiovascular, 14%

Hepatology, 3%

Dermatology, 3%

Ophthalmology, 3%

Respiratory, 3%

Neurology,
6%

Infectious Disease, 4% Orthopedics, 4%

Gastroenterology, 4%

* Others * Anesthesiology, Dental, Hematology, General Surgery, Angina pectoris, Consulting, etc.
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Scope of service

20| AIxtS flot 25k ol Ef
LSK Global PS_I Consulting Serviceslil AELILH.

Laboratory Studies
Animals & Cells

Safety

Drug Interaction with
the Human Body

Regulatory &
Medical Consulting
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OCI)O

Safety & Dosing

Identify Side effects
Check Dose
Measure Effectiveness

Safety & Efficacy

Confirm effectiveness
Monitor Safety

LSK Global PS2| Consulting2 11242| A9}
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— Drug Development Consulting —

+ Product Development Plan

+ Non-Clinical Development Plan
+ CMC Development Plan

* Regulatory Strategy Consulting
* Bridging Study Strategy

ot 7|32 EP—.EE Aol 2+ AEE
Medical advisor, 2|2 E
A|&o| 22 M F|QF ERILICY,

—— Medical Consulting —

« Strategy of Integrated

Development Planning

« Target Product Profile

+ Clinical Development Plan

« Clinical Trial Design and Strategy
+ Medical Training

Therapeutic Area

Cardiovascular Nephrology
Dermatology Neurology
Diet Supplement Oncology

Endocrinology

Ophthalmology

Gastroenterology

Orthopedics

Hematology

Rare Disease

Immunology

Respiratory

Infectious Disease

Urology

Medical Genetics

Other Various Indications
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LSK Global PSS IND

Safety

Drug Interaction with
the Human Body

Medical Writing &
Regulatory Affairs

Clinical Research

—— Study Start-Up
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Safety & Efficacy

Confirm effectiveness
Monitor Safety

Safety & Dosing
Identify Side effects
Check Dose

Measure Effectiveness

Post Marketing
Safety & Efficacy

Gather information on the drug’s
effect in various populations and
side effect

70071(Protocol 379, CSR 415) (2023 32 7|%) O| &be| CHFH Indication & Study Type®|
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Medical Writing
& Research

Regulatory Affairs

* Protocol Development - IND NDA Package Preparation / Submission

« ICF Development « IP Non-IP Import Permit

+ CSR Writing * Pre-Submission Meeting

+ CTD Writing + Gap Analysis for Regulatory Approval
* CMC Writing
+ CTD Writing

« Bridging Exemption Report Writing
« Reimbursement Package / Submission

Project Management®} Clinical Operation2| Site ManagementZE S&eto 2 M
MH|A9| 22| H2nt R 284S 50 |R7IKYU 2 MAIE #HHU2M, K LIof7t
ULAY TabEe| URetEl A5 HAIS HIEHORZ RAFM 2 AHXIE JCH=ISI AR}

CR(Clinical Research) Division@ 2 E3t6}
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« Feasibility (Site / Investigator)
+ IRB Submission

« CTA (Clinical Trial Agreement)
« Contract & Budget Negotiation
« PSSV (Remote / On-site)

Clinical Operation Project Management ——

+ Monitoring (SIV, MV, COV, Query
Resolution etc.)

* Milestone Management

+ Risk Mitigation Plan
» Documentation

+ Budget Management
(Collection and Maintenance)

+ Vendor Management

" Safety Management « Communication Management

" Site Management + Monitor & Control the Project

+ Quality Control
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Data & Safety 4= 2% Y

2 Jdd 2 eetst= CDM(Clinical Data Management) B 29} pPV(Pharmaco-
vigilance) £ M7} $’r7|’£19§ ol AR 28d U MHAZE e =2 £
UEE I CRO & FLSHA| Data Management®t Pharmacowgllanceg D&S
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Data Management

* CRF Development / Design

+ Database Design & Study setup
+ Medical Coding

- Data Handling / Validation

+ Management of Data Quality &
Technical Services

+ External Data Management
+ Data Science

Pharmacovigilance

* PV System Set-up & Management

+ ICSR Processing

+ DSUR / PBRER Development

+ RMP Development

« Literature Surveillance

« Safety Data Management

« Signal Detection

+ Customized Development of PV SOP

HIE Q2 HI0|HE 243t Rad

M Al=lol +2I2E H|o|E 24, CDISC
% E7| Consulting0il 0|2&= ZZXQI
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BEO| StE 2utE0 MY, M HN
MH|AS HSstd AFLICH
— Statistical Analysis Service — ——— CDISC
+ Sample Size Calculation + CDISC SDTM
+ Randomization + CDISC ADaM
+ SAP Development + SDTM / ADaM Implementation
- Statistical Analysis Consulting
+ IDMC Support for Interim
Analysis
* SAS Programming
« Statistical Report Writing

Statistical Research —

- Statistical Consulting and Study
Design

« Sample Size Calculation &
Justification

+ Modeling & Simulation

« Introduce a new trial design

« Expert in BOIN(Bayesian optimal
interval) design approach, Basket
trial, etc.

- 517t8 XA Experience

Therapeutic Area

Plastic Surgery, 1%

ENT, 1%
Nephrology, 2% —‘
Psychiatry, 2%

Medical Genetics, 2% T
Rheumatology, 2%

Others,
6%

Ophthalmology, 3%
Dermatology, 3%

Infectious Disease, 3%

Respiratory, 3% Cardiovascular, 15%

Hepatology, 4%

Endocrinology,

i 0
Orthopedics, 4% 10%

Vaccine, 5%
Urology, 5%

Gastroenterology, 5% Neurology, 7%

* Others : Immunology, OBGY, Dental, Anesthesiology, Pediatrics, etc.

26%

Study Type

40%

23%
I 11%

Phase | Phase Il  Phaselll  Phase IV
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Quality
Management

Late Phase
Study

07

LSK Global PS QAR M= LSK Global PS W =& & REC= AMA FH, H#E
ZHAXIEAM HI/FHERE], CAPA 22, Q2(xt HH U A= A THE, ug S| YRS

25tm QILICt

Cf LtOb7t QA T 714 ¥ 25 0|= RQAP-GCP(Registered Quality Assurance
Professmnal) = %&ﬂ 001, 1249] 710f| St S MEX0| 1 Quality =2 HH
MHIAE MBSO 2N, AMARS| EX St 7H 0] OHFX] St AELICE

Providing QA service

Clinical QMS work

to the Sponsor
+ SOP and SOP Mapping Management « System / Process Audit /
* SOP Development Study Specific Audit
« CAPA Management * GCP / GVP / GCDMP / GCLP
* Responding to Inspection / Audit * Vendor Assessment
« Trend Analysis and Reporting * Training / QA Consulting
- Document review + Dedicated QM Service
« Providing Advice / Training

If.’i:-"’.efﬂﬂ

Post Marketing
Safety & Efficacy

Post Marketing Surveillance
Observational Study
Monitor long-term side effects

LSK Global PS& 2010 Epidemiological Research 22 2|3t HEEME MEsio]
rPMS(regulatory Post-marketing Surveillance), Observation Study(H&H 5! 3
HCHA) SOf AT = 2HEHI L, Big DataS &-2% RWD/RWE Study S H 2tof| chst
HEZ MH|AES HS5t1 JSLICE
PMS / Observational Studies

« Safety Study « Drug Utility Research

« Efficacy Study « Database Research

« Survey « Chart Review Study
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Global Clinical Trials

LSK Global PSS9t 2t 2128t QUL EE S5t
BHE SAZECE HYTIHO| JLXIE BEol EMHIL.

LSK Global PS= CHst AMAH S Aot FHEl 6t22t Global Standard Quality2| &1F Process % SOPE Li{Fst
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Global Project
Organization Structure

SPONSOR

A

! One Channel

——— 150clohalPs — P e stop ~ Regional CRO
1

§ . "
Y 1 Communication
1‘ % LSK Global PS 4 A EEED
- Europe CRO
D@ — |
@ Other Country CRO
|
[ ov K sTAT Global Project Manager [ RA

« MA © Medical Affairs « STAT : Statistical « RA : Regulatory Affairs
« MW : Medical Writer « PV  Pharmacovigilance « CO : Clinical Operation
«DM ! Data Management » PM : Project management

Global Clinical Trial Global QIAA3] olmap 2%

Competency
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Global Project Management
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A leading CRO in Korea
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Asia Centric Global CRO Global Standard Quality Services
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