O Clelmge

[ Full-Service CRO ]

GLP/GCLP 2I37|&t




o, W, N o N
\ 4 L. y LeJ L. y L@J

02 Full-Service CRO



ois O ciEjnze

— QI History

S EMOE

| CROZ £HIELLILC.

2025.10

2= IDD2t MOU MIZ

2025.03 PK/PDAIE] JH4
2024.03 0l= Radyus Research?t MOU HIZ
2023.12 EH= Clinixr2 MOU Hiz
2023.11 TR{CHHT ORI} SIAAIE] TS HoS
2023.06 &2 AVANCE CLINICALTHMOU K2
2023.05 PK/PDAIE] AIZ5 A2
2023 2023.04 SETINIE B2 0/
2022.11 TAEHKOSDAQ) &E
2022 2022.05 ADIE L] (5T0) 29
2021.07 SSTOHIE 242
2021.04 2XM7|7| Triple Quad 7500 =LH £|1X =&
2021 2021.01 ST H2TIR EOHIS Ol B
2020.08 SE89018 CLPAE A
2020.05 % FDA HIZE HIZIAAIE! SEND MHIA
2020.03 171 GLD AT KIS
2020 2020.01 SfSISA 2 =0f GLPAIE! AfHIA
2019 2019.09 OI0FE GLPAIE MHIZ JHAI
2018.10 HISIAIE 213
2018.06 ABSEER] T2 (Mops) MHIA TIE
2018.05 QAo OI
2018.03 MESINES AL AN KD
2018.02 EHHR) = A5 AJHIA JHA
2018 2018.01 HIOIOIOHE 2 MIAIR SAIMIE| 212
2017 2017.04 QIAATE! AHIZ THA
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SSHIMIE Efficacy Evaluation Center

p_r:qgm i

Safety Evaluation Center &ltle S

@ SAMMIE Analysis Center

Clinical Trial Operations Center 2= JN e =

@ MEZE] contralLab
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s=aJHIE

Efficacy Evaluation Center

EIEIOHMIO*Q SEIHIEE=
2t N E-SSRES JHOZ
O|9kE, ?."’o*JI'sél%, Sl=ppliel

FMEXO| OrEsy

HIZ& 2SI AIEE RISELLIC

=N

Tumor immunoﬂuoréscen(;e stélining showing
DAPI (nuclei, blue);CD31 (endothelium, red),
and merge® channels

Xenograft, Orthotopic
Metastasis, Syngeneic Models,
Humanized Mouse

OIZJ|I| (RF, HIFU),
O:l OIJIE|-E 0|}\IE -II%

S

Ao AATNSAE AZIISS A HOIZ 9 BfEIS NIZ = Esiss -y N=E=hT
p L=l T RI0H CHEIB SJERE S 012510] SN
TIIAIES AHIA LA (AR DN =2 80| Jis

NIT J|EHSIEE ATH 0|88, =EIHM, T|REE=A
=AY d ' '
- NESAEZIHMTT assay) g SOz Al
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O Eejnge |

FSEILAIEE=S

as8IIH

AlEE

- Scopolamine Rk QIXDIs, J1= 24 HH
-6-OHDARE ™

- a-synuclein & 2

-MPTP Rk 2

- Amyloid-g R LXs10|H et 2
-Valproic acid R KHHAMES 20 22!
-SHR 2=

- ASELEAEYHA DR

- Caffeine & 25 E0H H!

- Pentobarbital & 45 JHAM 2E!

- QIEE DOE

- NV Ot 54 St
*NalO3 QI 244 218tsty
- MNU QI 214 gttty

- STZ QG Sy Siops

« .= AH X'IJH EEH

B4 (using laser)
A

el
o

=

- BAC & 1P AHEZS (Rabbit)
- Dexamethasone R SLHE ZE (Rabbit)

- Ml TCH2K] 22 2
HHM O PR E oo
- 4-DAMP Q& FZZHAZS Y

-OVARE e
- Phenol red &2
-OVAQRE

- LPS R 2!
- Elastase K= 22!

- Bleomycin Rk 22

me okl

o
0x

-SHRRat 22

- FeCls & 2R 27 Qut
BATISEE XX

- HUHSTARIEH

.,.
[}

1l

Y
1}¢]

b

o
=

[

e

1Y

tot

- AcetaminophenQ=Z QEL|= 2t &4 1
- D-galactosamine 0188t =4 218 22
oIS AlQ| 22 UTSA |22 EH

oH =21=o

- High fat diet S5 HIZZS4 X2t 22

- Choline Z& 40| 35 22
- Western diet 20| 32 22!

- Thioacetamide (TAA) R 2R BE!

0Q | 0z

40

- Ethanol R QI8 2!

- HIAHIZO0IEH 23 H 22 (Indomethacin)
- PELEAEY A DE

Category
L

=

72

=
EREE
?_I'

2l

Chz

- Loperamide K& 2=
-DSS =R
-DNBS R 22

- Aceticacid R Z&
- Loperamide & FEAE A B
- AOM/DSS R [HE PH!
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O CEHNL | SSTIIMIE

Category Est PN
HEM TEIMHICHS - Testosterone Rt 2
L HHAAIEE (CKD) -Adenine ZR L A0IE 0|88t 5= 2
= -Potassium oxonatelfl Ot IRAIBE QE @
e & 837|, ECS3 - LA =
CoRoER sEmes
CXEmet KIED WM Y Beage)
SE= HESEE It - LISk KI 2HIE St 47 ARl 22
Cass .OECDTG440,441
== 243 -Dexamethasone RE 2 - Aged 2
OREmE EnoREAR Al
CeETHmE - RatelEZMmEE”
o mEpMsete”
oK TH - S AL T
o= E[Shd S2EY - SEZLHMIAS0 22
EDEASEmE -Collagen@zm@®
CHAR Eigt HIgt -HFD R H&! Ob/Ob Mouse 22!
e STZQEMIEE - dodbmouse HI2& B
-STZ+HFD 28 &
- DEdAHEERE ‘HCOEZZ®
Mol U N_S By S - CYP QL Hoioij| et
om0 -DNCB Q% O T8 08 - APXAICT| Q5 O T8e 22
-MC903 R OIE IIFe 2
B IMQZ Qs ZM TRl
CYNews - Brownnorway rat2 Olgst 2K g slel
Cid Zets - MOG Rk &8X 1P |HAM L[ X~ (EAR) 22
we=s -Carrageeran @EERER"
o= =S| -HIR, oHe, LA T B2
= st
O, X1 IIZ JHA - ZHILGIEY0IEE 24
CRTEME
et Xenograft model =Pl E=rs
~ Syngeneicmodel
Orthotopicmodel - vissolgstsgsy
Metastasismodel
HILI2ZZI} Stem cell, T Cell, Virus, - Real-time PCR
S HHA Plasmid, Micro-organism
Immunogenecity Screening assay - Antibody analysis using ELISA in body
(ADA), (nAb)

Titration assay

PK, PD, Biomarker analysis of Bio-drugs

- ELISA, PCR, Flow cytometry

9I=ZJ17| - SIHSE 01K QIFJIIIEIt - Dermal filler A4=6H ZJt
JIE} =Z[oiA - Ethanol 501 & &8 ZIAF 22!

=AQIEN SSH Al

Transgenic mouse 214l Al

- Genotyping 0l

010

S2 4

Dt&CRO Efficacy Evaluation Center
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O CEHN | SSTIIMIE

SSEIHIE =2 2R EHI

EHIZ

Micro-CT
C-arm
Ultrasonic device

b

HEE0t 22 2l

- S2HEA (Osteoarthritis)

- 2L 153 (Osteoporosis)

- {2101 71&E (Bone growth)

- EZEHIARSH (1PF)

- IFAHIAHAHIEIRE (coPD)

- H71Z (Emphysema)

« XIZ=&!2t (Periodontal disease)

- O|=J|J| EJt (Medical device assessment)

X-ray
(DEXA)

- 2L 153 (Osteoporosis)

- ALEA7] (Menopause)
- HIZ} (Obesity) ‘

In vivo imaging system
(Iv1s)

- S| YAILH OI0IE (2

- Target SZI0| MiH|LH A (=)

- Allo- and xenograft tumor
- Orthotopic tumor

- Brain tumor

- Tumor metastasis

Flow cytometry
(FACS)

Cell separator

‘THIZHIZ

- NIZELH AOIETII EA

- PIOINIT 244

- E3 Plojl|Z =22

-CD4:CD8 ratio

- NK, DC, [HAKIE S Cr2fst BN

Plethysmography
OI=xME=EI)

Pulmonary function tester

- HI} (Rhinitis)

« M4l (Asthma)

- HI71Z (Emphysema)

- EZANHARSH(PF)

- IHAHIAHA B2 (coPD)

Blood pressure tester - Rr 2 Aot -
(HAZFT)) X
Blood flowmeter - St Zlst
(HIEFD)) - M
-gH

Retinal imaging microscope - 2 iy
with laser - S ey
(SHX{FHHIZH
ERG
Morris water maze S disad
Passive avoidance, Elevated plus maze RIXls, I
Treadmill AMBELES
Grip strength meter IR
Openfield Ha=A
Gait analysis 28)|1sHst
Staircase test
PRIMOS®R QIEE==P/

- 2 2 A=
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OFF A LIS

Safety Evaluation Center

=S8N I=|OIEOI

HIEICZ, 0|9k, -Ll'OI-EEI, ?_10

Ol=7171 52l 2I5JI= 2letHI
Zi= RIJIEC| GLP JIZ=01 [kt 4\—3o”6f i

L2l = SHAIE X=E RISELLIC

OIS I

SHHQIUF, S, HIOIRQIHE, 41
SELIEL KMEXE D2XL ADC, I

It ol=J1DI

Medical Device: 224, QEEIE (HEHFZ),
KHLH-QI 2328, O1&1 O|=T|7]

SICIEE PTELY
- QE=Y OrtAO}
L BAEY CHAIATE]
- pioi=y - TK/PK

0x 0x 0x 0X

0x

12 B O 0x
o

B 40 TTom
o W Un dn o I

0

- n-SES/E EHiArAR

Ministry of Food and
Drug Safety

CHIEZ=EY XS EETHMEE
Ki6H - 2= HAEH By, =L )
gy - OI2H (olz4) Al
=6Ha) - QN=Y
(O[ESPNE=
AN J

National Institute of
Environmental Research

Dt&CRO Safety Evaluation Center 09



O CIE|HNLQ | QHFATITIMIE

OI_I.II_-I jcg Al -g (Safety Study)

S48AI& | General Toxicity Study

EIRIS0I SSAIE HISE0 S8AIE

Single Dose Toxicity Study Repeated Dose Toxicity Study

SSALNE

Tumorigenicity Study

STUZHAME | Genotoxicity Study

S7SHMOIAE MHIOIEAIE
AMES Test In Vitro Chromosomal

Aberration Test
Mouse Lymphoma Assay Comet Assay
MLA

HILHASHAIE
In Vivo Micronucleus Test

HIQIASHAIE
In Vitro Micronucleus Test

ASHAI™ | Local Toxicity Study

HIEXSAE ASMBXS AR

Skin Irritation Test Cumulative Skin Irritation Test

OHEIOITISAIES
Eye Irritation Test

JIE} 2 AlElS TZEUX=AE =ALHEAI

10 Full-Service CRO



T CIE[IM L | OHATTMIE

BI=EAAI™ | Immunotoxicity Study

LRIV RPN OILFEEIAIA ATHISAE
Skin Sensitization Test Photosensitization Test Active Systemic Anaphylaxis

+SIIS OILERIAIL HISAIE

Passive Cutaneous Anaphylaxis

Algr =

A& | Reproductive and Developmental Toxicity Study

ZEiS 2 X101 2HAIRA (Seg 1) HH-EHXE 24 Al (Seg 1)

Fertility and Early Embryonic Development Study Embryo-Fetal Development Study

SN 2 QI HIJISAIE (Seg 1) OECD Test Guidelinei| [[I= 44]-2H4 S LAl
Pre-and Postnatal Development Including « MHALEEH ASF|ILAIR (TG 421)

Maternal Function Study - BH=ES0] 91 4] B ASR| MBI M AL (TG 422)

Combined Repeated Dose Toxicity Study with the

Reproduction/Developmental Toxicity Screening Test
- EDIEEAE (TG 414)

Prenatal Developmental Toxicity Test

Reproduction/Developmental Toxicity Screening Test

o J

OIMA9kA| | safety Pharmacology

OIMMokg| TIL Al - SFLIZHIAE | Central Nervous System (FOB test, Irwin test)
Core Battery Study -SEJIHAE | Respiratory System

- AIZ2HIAIE | Cardiovascular System
- - Telemetry (in vivo)
RS2 JIENIE -hERG assszg)jr(lz‘:l:ftm)

Nav1.5/Cav1.2 assay

Dt&CRO Safety Evaluation Center 11



O CIE|HNLQ | QHFATITIMIE

I<=l:§ E.l (Pathology)

24 2SI ZEHEME X IS
Necropsy Clinical Pathology Histopathology

L&A (Clinical Pathology)

o MSFEHA AL 2 M

» Hematology » Chemistry » Urinalysis
» Coagulation | |

ZEIH| (Histopathology)

Necropsy Slide Preparation (Paraffin/Frozen) Histopathology
» Rodent - Hematoxylin & Eosin - Microscopic Examination
-Rat - - Special Stain - - Peer Review
-Mouse -IHC |
» Non-Rodent Digital Pathology
' gabb:t | | - WSI (Whole Slide Image)
cagie - -Image Analysis
+ Minipig

TK/PK

SMsE 24 SEETER

Toxicokinetic Analysis Pharmacokinetic Analysis

12 Full-Service CRO



9.' E j I j | (Medical Device)

T CIE|HNY S | QHEATITIAI

a N
HNE=Y Zay XI= = HI2HEES
Cytotoxicity Skin Sensitivity Irritation
ireis HASA ST
Pyrogenicity Systemic Toxicity Genotoxicity
_ /)
S=LHKIAI
o= £ (Alternatives to Animal Testing)
a N
IISZEEAIE IIEX=AIE I S
LLNA: BrdU-ELISA Reconstructed Human Reconstructed Human
Epidermis, RhE test Epidermis, RhE Test
OII=AIE =M
Reconstructed Human Cornea-Like Epidermis, Reactive Oxygen Species (ROS)
RhCE Test/Short Time Exposure, STE
o J
e~ -~
SIASMAIS i L
i— O/ O /\l =3 (Environmental Toxicity Studly)
e N
EHESS RS XMHAIR EHSYAISAE
Daphnia sp. Acute Immobilization Test Daphnia Magna Reproduction Test
() === = EaES =y ST A
Fish, Acute Toxicity Test Freshwater Alga and Cyanobacteria,
Growth Inhibition Test
OIM==6H (o1=2sHa) Al ASEHO| SEEM
Ready Biodegradability OECD TG 301C Analysis of Test Solutions
- UHPLC | Ultra High Performance Liquid Chromatography
+ GC | Gas Chromatograph
SEI2/2 - A graphy
n-SEE/ '_HHJ"T ) o - ICP-OES | Inductively Coupled Plasma Optical Emission
n-Octanol-Water Partition Coefficient Test Spectroscopy
OECDTG 107,117
pHOII [ JHESHAI
Hydrolysis as a Function of pH, OECDTG 111
o

Dt&CRO Safety Evaluation Center
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=22E]

Analysis Center

CIEIRHWLR AN
In vitro ADME/DMPK,
OIZSEH (PK) 241, PBPK 221,

EJ\'IEEH (TK) HA El-HHJél.ASO =P SRE=PSh=l|

oo [y P |

== BIHS QU= N2 & =TI= Ot

=
=& 24 MHIASE RISELICE

o =/ X

oD

j gl

s
I

[
Z\Y

Y R R 4y
|7 I

FASAIE B 24 T2t XIZZ2: = HIM 2t UESE N EEA, 1 510| 24 (RasM iois J|EHEHIKIEEA)

e = - 1o
. ™
GLP/GCLP 34| o1=7|2t HFI| 2 [HSH PD HI0I20HH & ELISA EHEER
=LH-6HRI IND/NDA In vitro » Y » &t ZEHEN I o
N=S X2 S Its - BE/NDDS & EtH| 24
1ZTE ZHIER Sgcay 3 Flexible Protocol Design LISSHAHZLIAI0IM
SCIEX7500, Waters TQ-Absolute, [0l AAUESEH (Bioanalysis) Sponsor =8 method JHE SEPM 2 2M MEJHHNE,
ICP-MS,MSD, ELISAS 2 BE Dt £ S EHAIHI0IA 43l AR Z=4T 2| JIH
N\ J
SAMMIE| ZQ HQEH|
ZHI =M= FREXT

SCIEX Triple Quad 7500

SCIEX Triple Quad 6500+ ENAT MHAZE HEEA

SCIEX Triple Quad 5500+ QUAHIA PK 24, ArE = B2

SCIEX Triol 45500 ‘ MiH=l/Aler ek

Waters Xevo TQ Absoluts QUANH|QIAIR TIZHE S
Waters Xevo TQ-XS =
Waters Xevo TQ-S
SCIEX Triple TOF 5600+
LC-MS/MS (Q-TOF) A& EM (Metabolomics, Proteomics), CHAHI £
Waters Xevo MRT
Agilent ICP-MS ICP-MS 2| 24 2M (Zas, 01 4)
Molecular Devices Microplate Reader Plate Reader NIZE SAHE ELISA S 15 &2
Waters HPLC with UV, RI, ELSD HPLC A 2N 29 |2HA oleE, XIE 24
Waters UPLC with PDA UPLC HHE BEF S AH 2M 2~ Tt
Shimadzu UHPLC with FL, PDA AR EaE EA

14 Full-Service CRO



T CIE[SIMLQ | SEAIMIE]

k| IR

SAMIE] AHIL 0
HAAEH &K, GLP/CGCLP J|Ho] H2A EAnt E4 73 MHIAE MISELIC

= MIS: MHIA BALIZ R )=

In vitro ADME OIZTHAYASHI - Plasma/Microsomal/hepatocyte stability

- Phase |, Phase Il and non-CYP metabolism assay
(Phenotyping/Inhibition/Induction)

- Plasma, tissue binding (Brain, whole blood S)
PK/PD Bioanalysis HHIAIZ LH = 2L PD OFAH & - LC-MS/MS JIEt H2F 2A izt 72| 5)

- FQJAl/RIA FZ)| GLP/GCLP 24

- MESIMSSAH Al (Bioequivalence) B 24
PBPK Modeling AZ0Id I S AH - PK-Sim® J|Et AILIZ|Q B2
-oMGls BIETOLDDIGE
Toxicokinetics (Tk) SHSH L E2EFH BN -CLP JIZ EI=E=EAIEE PK 24

PD Biomarker oS X J2 - 9f2|J1% J1Et PD HIOI20HH 24

. }JE _E__'Erg III 5._|X-IJ\OH =

- 24 Z2HE | C-MS/MS, ELISA/Multiplex
Biologics/ASO TEXOIOHE 2M . Peptlde/ LNP/SIRNA/ASO/oligo B2

- EHEAM Aggregation, peptide mapping S

ELISA & ECL Assay SAMHASAM J|HEMHXIE 24 - Sandwich ELISA,
Competitive ELISA-MSD-ECL J[8t 21T multiplex 24
- 24 validation & reference BE2Z A2
Impurity/E&L EeE31 85 - Nitrosamine, GTl, 1ISO 10993-18 JIEt
Extractable & Leachable
+ GC-FID, LC-MS, ICP-MS J[|EI CIME SAl 24
o4 AIZR JIEHEA CIZ J|ECI= = 2 + NZH S ZTAHPMS) S 24 Al AIE 24

Dt&CRO Analysis Center 15



O ClEjliMLe | ZHEEIMIF

Consulting Servi Al Jkld
e, HEEIMHIA

S Q| EFH[0] 7|2 . 201 024201 A=D1

- N S0 6DHY

o @ =

olz| =1yl E=1= Fal= g A oz
- OlZIAt - OlZIAt - Dt&CRO - Dt&CRO - olzIxt
2AEl ol DRI He, Al 22 28 2 s ER, NEIEET
S5 e IS QAHARI ZIE TR IS HISIAATE) it
 DEECRO > HIIAATE] R

stz ot
I HR, 512 (o ot

SRR

16 Full-Service CRO



T CIE|HNY S | HAEIMIF

FDA Z&E

FTSR MHIA FTSR2JI= =4 AlE KIZLEAIE CIXICIS Al 246101 FDA S 2Q 7K Q201 2atst=X| ZE8tT,
TFEHS EIZAS 28l A1M0| et M2 MIAIEILICH

Scope of Work Dt&CRO + FDA Tox Expert

1. A& 2H 2 7RI QA BE AE 3 ZE g2 HIS ZaE

- N HRHZ HIOIEI E&, 21MO| Zats Ao | 215t Ga .

2 e - ¥ saaE Dose Range-Finding Study

== _oANa .

. FDAR HIZ5H 5%, 9, 0WI0H 58 2010l 7R 221 54 01 215 OLP Repeat-Dose Toxicology Study

- oiiE Al, GLP (Good Laboratory Practice) &4 012 EJt - hERG (Cardiac Safety) Assay

- TRITIZO| £8 Jisdg Net SE ME 2 H ZE otxM - CNS Safety I A

- A& EH 2L HIOIE 24101l ARRE! SH -l HEH EIt ofdlAlEl - Respiratory Safety ZEHTA
2. 24 2 K1= oA IR ~Telemetry Study 2AT T

. Al% BH:—‘.'(C})lII Mgili A El':f;;i; HIOIEAC] E$§0§Ex1A1 - oxmn AmesTest £|ES} K2

. ;ﬂJ;EI: Ol h:ogoiHE!J:._ﬁ (Safety Margin)Q| M&A "It ""'-A—I;;° - Chromosomal Aberration Test o QA EA

- SBAHIOIEICIS] HIu =4 = - In vivo Micronucleus Assay 210t
3.2IA3 S X MRt

27} AIB ERA tE= DI Al CIKIQI0N CHE! JHA Riot wmeyg Pharmacokinetics (K

- N Z210101 CHS 2IAST LI S £ Xt MEFHIS :DM_E_'A;" & Toxicokinetics (TK)

- NJE ABH Z Hratst A Ol ZFHE S| CHEH AR CHS &2k ot = - Biodistribution (For Cell & Gene Therapies)

Olla 22 A12¢ NE QTEZ W 2~4F AQ/HH XA Jis
LIEH AFSY 1. &4 A =R 2. 2tdAE

FTSR: FDA Toxicology Study Review

FTSC MHIZA FTSCe =4 Al Hi EFH0IA F2FE A3 Waks ~21610,
FDA & 2 =Xl 2210l 2eltl= Xae IEEZ IS XIZEILICH

Scope of Work FDA Tox Expert

1. A" 8 2 FHI QA HE NE ZiE Be) M= Zns
- FDA 7R Q20 HElol= =8 SAAY &3 . Dose Ranae-Finding Stud
- TR 01 542 =007| Qfst AISTRHI 2 BIHEO| SN 9 g >ty
L2 E NEH DS oSt ABIHIEL THe - GLP Repeat-Dose Toxicology Study
- S22 AE M MESHEQ] B2 L8 -hERG (Cardiac Safety) Assay
-HEZ S AlEz2 &4 OIMM -CNS Safety -FDA JIZ0
-HIOIE 28 2 24 Qs AMA (time point) &8 L EIZE RIS ofZlA2 - Respiratory Safety Beith=
2. A5t 24 2 K1 6HA] I8l -Telemetry Study e
.S A RbAd L AHIZ A ARSI O EH| A T|OF AEHZIA
AlI:IE |_—|OI=|7H9 o EIETl_OXoJ:”n_ﬁI‘”l_ AmeSTeSt Al_é_‘l ot o1
3. EIA3THS S A= Rt om=mo Chromosomal Aberration Test i E; =
. ;X‘Iljla ARA Egl (Pre-submission) CHS XI&! ";:;T - In vivo Micronucleus Assay Hi&HIE
-CMC S LI TRl 2 Se Z2E QTI;'_' - Pharmacokinetics (PK) &
4 ANELHEIIE R = Toxicokinetics (Tk)
- NS Zlg 5 2 2E 2 21| 612 X! - Biodistribution Study
Oll& ARAIZE A ARAIZEAIE QEEE W 6~8F AR/ 22 Jis
MEH AFSH 1. A G HM=AA IS 2. HtMAIA

FTSC: FDA Toxicology Study Consulting

Dt&CRO Consulting Service 17



O LCIE[IMLQ | HAE

FIND MHIZ FiND= A2zt HigS

Z2ZSINE, FDAIND ZIZIS

ot %

0| M2k= MISELICK

MHIA 24 X LHE N2 gs
- O|E N M= D=
- 7oAl ZXHEA (Gap Analysis)
- Dl 2IAS LIt
- FIZ JHe He! (PDP)
-SHNZES PP
Early FDA JIZ0il S&fot=TPP & O|OFEE it K2k J |
PDP g, JI&X 2lAT EIH -HEE M a9l ay
Development :TX‘” D:!xl. E}_\-!g % H ''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''
Plan thE”. _Ix_jl xn_-lé"E _—'|_ |2|‘d°|=-|r|_|[|' Hl%lé*(non-GLP) Al%‘% -?—lo._l' EEEE jHl:éﬂi
Nlgl 4342 Qist TRME 247
S PS= Ea=
- AR RFD 9 EE= RFD HiZS X2
- INTERACT DIE! ZH| % [HS?
- O|OFE JHE 3 FDA M| K2t 7|2
Pre-IND 0IZS 2/t - | 24K 5244 9 Pre-IND 2 42
Pre-IND TEtEME JHCZ, EQPOI
Prep Plan TQSHHAIH|0IEE =561 - HIZI& (non-GLP) AIEIS QIS TZEE JHE)
- s AHSLICE S |
'ITI'” EHO oco== |=||_“:|' Al@, ¢@%$|QE§EE‘3E|
Pre-IND - TIN| MEE AR
- = E|[HK4
Plan FDADIEIE 24 THIIXI= Pre-IND XI2 Z=H| 2 012! (HE
O= A
Pre-IND MAHXECZ 46tD, - CMC/RIE &2t A2
Meeting Pl |9l H2f~Ent - CDMO &1% 2! Akt 43
eeting Plan Az I8 ST B
ot - 24 e et
XIISLICE, R e
-EEBE
AlE 23S Q|5 TZME 217
- CMC/RIZ &=t 42!
- QAIB UROIOE AL B (GMP)
- OJOHE HI& HHEL (GMP)
- OI9t= NI (GMP)
" - BHRIE01A 488 (R4 2 2 A 25)
INDHEESRRE | —
IND CMC-2&-ZZ 2| [Tt SIPN PSR
Approval TFT| EME ZHISH, - QA A EE*JH“’ (1419 24) (212)
Plan HIZETKIQ| g Moz BN ZEXAOIE 2S5 8=
XscE |
XIZISLICE | 2
- IND ZH| & Hi=”
. O|O = JHI:ll'I-IEF
-IND HIZEE QI8 HE HiEl 48
-GLP JIEHHIZ& Al TEES JHE®

1) BX 25, 55 AT8ld, 28 AIE, S, X SIHS, CYPAS0 KoH, HAKSE S OV, 2HOIAH| O, MIESA, MRS, A5 Ko, EXHZIE!, TIAHSTH 2IBIE In vino TRES &3 Fat
=P

2) 13| 23 HHED

3) In vivo QHHE, E0{ 22 BM £01 2 &H, In vivo 75 S1I F‘.;._._

4) FRIA I 43, GLP JIEt IND-enabling AlE! 32l & 72}, C
5)505 (b) (2) ZR= S 28!, HIOIRQIOES e 28I el

6) B4, MHIOISE, iz 74 2 H2), OH4 S afet o} Tt
7) FUM RIZ A7, A4 B2 CMC/RIZ T2, 15| M S 248, B

8) Pre-IND OIE = FDA 2I41 J|EfO] IND-enabling Alg) &H 2 &

FIND: FDA IND Strategy Consulting
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& GCLP/Non-GLP_gi&=24: L.C-MS/MS & 161
AB SCIEX 7500 1CH, 6500 1CH, 5500 13LH, Waters LC-MS/MS TH

) GLP_HIZ&E: £ 20LH
Waters LC-MS/MS 6LH, AB SCIEX 5500 5CH, Waters UPLC 6LH, Shimadzu HPLC 1CH, ToF TCH, ICP 1CH
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Bioanalytical Support By Year )
Equivalence
250 - 229 Rate:
200
200 1 79.5%
150 — \_ )
100 - a N
50 - ISR Compliance
Rate:
o -
2018 ~2020 2021 2022 2023 2024 99 3%
M Phase1 M Bioequivalence (2018 ~ 2024, Cumulative)
_ J _ J

& 20174914 01=, 3002 O1&0] HSAIAI S 24 14 Al 24 ZES HRSH D UASLICH
@ E229210| YESIHMSSH A S 182201 M SS HE S 2QISIASLILE

= oo

@ 370210 & (2) EAAIZ0IMN ISR ZEIE 99.3%E 286104, 24 Maidl 52 MEI82 2SRSLICH
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==
O'I j |' 7:l_-l % é)r (Early Phase Studly)

CIEIZHM2r20] Bt 2 Zelit M2

-

Phase 1
33%
BE 145 cases
52%
229 cases Phase 2
8%
36 cases
Phase 3
7%
33 cases

) £ 443AHZF 3742 0140 617+ & L& (BE 2292, Phase 1 14521) & ASXOZ LIRS
]

0
5
0

o
Ol4} RlQ| F2t HAEIRE] 57| HI2a
S

Q

Sponsor Audit 742, MFDS Inspection 6212 Zaiot AAIE St 28 QS ASHSLIC
(2018E~20244 JIE)

& SAD/MAD E3t 22 HIHIE HIZORE 22 Cohort 2%, 218 2Ii7 0IE, SRC IFEAEQ(I3|
27| 20 XXzl 2l HIHIE 2Rt ASLICEH

@ SH 24 Al = 24 B0 Double ProgrammingS H&5t0f 2FE £|ASIILICE

0
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>
40
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O hENZe | LA
—t
I} = OIAF
AI |_|- = [ O (Late Phase Study)
S SHAIS Shal— o ==
AT S 20| SHAI2 013 SX(f| Relol= 2H- 28t ==8ILICE
s I
@ LIEIHML = Scientific Design 21| Al K| CI= 230l 2= IdeaS HISHEILIC
@ SEBYTAS =461, BEH WLUNOZ =8l 28l 917 2= ==L
Point 1. Scientific Design Point 2. &K oI= &2 Mg
- Scientific Data = E 2|8t Design - Q10| &lN| O|= EHHS NSt QI 28
- At S O|OFZ0| Q& Mt OIMA data 2t [OFH - [FAL 22 2F, Qa4 "W &8 Al 97 2100 28t
(Scientific Evidence &H&) LA oS0t ME STQSHSIE LF XAt
- Retrospective Study, Registry Study,
Case-Control Study, Observational Study
X QAR Tl 4701 12 ZIHIOIE 7RI Z4 Tl
. J
218! S= (Risk Category) 7|8t In-House Site Management ¢
s I
& Budget 2|48k 25 |= 32| REE AKX 241 © In-House Site Monitoring 24 28t
& High Risk Data %£J| 41£8: Data &4 (Missing, Outlier, Relation S) EfX| © H=l5t Data 2121 JH0|=
@ LA Z10| M| EHHE Q|5 Datal| ks, 2K S 22td QX © Data Quality =
Dt&CRO Risk Category Management Dt&CRO DM Review Procedure
RCM (Risk Category Management) Development Step (DM Review Plan Established in DMP)
Preparation
Vi S et DM Manual MP
iseles Reay Batch Period Risk Category Analysis
Operation/Action
1 1 #1 . .
Analysis/Resolution ssserolmert DM Finding Log
#4 & . =
CDM Review CO Review R uagl Data Query |42t > Site Burden 2|42t
Final Lanal Step Data Integrate &%
o /)
CIEIHINZR= 2020HEEE 502 0140] Al = &S 83O Z 2O,
104 0l&0| BE 2= MEJIS0| 2Nl £HISE] 23, HIOIE 2, st==-FHIE £20] JHsEt 2t ==K
S IFEU &0I5HT USLICE
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9_| Ej | j | (Medical Device)

ISO14155 J|8t =22 AEHCIE Full-Scope Service

ISO14155 J|8te| ==& AHLIE MHIA KIS

~
@ LIEIMNZRE= SLH 21X 1SO 14155 9IS 22 CROE, "
XJ| AIE FZEE AT S FHIDIZR| @37 AFSIo] M0l FII 22100 S CERTIFICATE
OIEJIMXI HIZ JHEC| 2= EHHIE XIZIELICE £ No. Q4B 1102440001 Rev.01
-1SO 14155 =/ JI0I=2f0! 71Z0| SOP & RD* st '{f Holder of Certificate: Certification Mark:
- 2UHQI Q127171 B17HCEMFDS) CHESO SIZSHE! 214t &S XI2 £ DcrOLd. @
,% Seocho-gu, Seoul 67741
7l REPUBLICOF KOREA
*RD: Relevant Document
_
BESIE SEIA WL 2K}
~
SEXH T L1218 =2 HIOIE] 2=
& DISIA0| 10 RO T 2N} =ES QIS SEIE TIFAIAE
@ SEIX I AIARC| 2N} BESHEAISE SSHHIOIE 224, 214 =t
@ NAEI RIS S5t 2R 523}
& FDA, EMA THIDI2I0] @A = BIHINRS 315
_
O|Z717] At 48 AIx]
~
PSS
A ¢ CIEIMNZRE= 51122 01421 QIZT17| DHRIE £oH2C,
35 25%Jt0IZ 8l=010| 20t BiE =2 HE4= ER6t ASLICH
28 25% st N
@ 2t 0|=7|7| Ik ZEt0IZ Q1= J1710l S2i=! B Y2S HIEOE,
S NIZ S80I 2= XIXs1E 2 M2 MSELICK
W 2EtoET|)| oig o=l
_
ol=J17| AA&E!
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@ LIEMMZRE= Ol (0| M2 IS S4

S AS AFTJASLICL

IOZ, AHAHO| RTASE I
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gfgjml.kl (Pharmacovigilance)

e N

Pharmacovigilance Services

CIEIMMNZS PVE! - =8

End-to-End Jist =5t In-Depth PV
PV Solution RMPHTO%} = Partnership

End-to-End PV Solution
O|FZEEH O|ZTJINIKI X FJ| PV HERE NMISELICE

49 F2 MilA&

Case Management Case Intake 2E Regulatory ReportingltX| Case Processing i 8t
Clinical PV Activities SMP JHE/RX, NS HE Q21| 2
Aggregate Reports DSUR, PSUR/PBRER, RMP &J| E11M &4

Signal & Risk Management Signal Monitoring, RMP JH/QXI
PV System Development PV SOP JH2t, Safety DB JHY/QXKI, 281 24, PV Audit/Inspection

MFDS RMP Z2}t Sttt

2etzl= RMP FRI0 S & T8 2|43 2t2] X2 HMISEILIC

HIZiE 2t =24, HAH 2 S
xJ| ety OIME BLIEE,
OI=ME &8 1B &S ME 22|

RMP JHE, Fit8 8o,

RMM Ol RMP &HI0IE

In-Depth PV Partnership

CIEIMMAR= Sponsorf| 1HHI/ES SE4 10 5T Tl 220 2= HES PV Training &

AR A K T2 1S HISEILICH 2R Al D2HAEES St X4 22| 11K, PV SOP 2188 S
T2 MEHE JIER| AFLIHIOIME MISELIC
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T Dt&CRO's Worldwide Partners

% Global Study

CF{DMDS
“PHARMA

V4

A cRomos’
LA “PHARMA 6 HungaroTrial @
remler RESEARCH Contract Research Organization
P .~ o .’
ar' 0 a» s

DNV & CLINIXIR

m AVANCE @PIS °
Q N
' iy

v 7

Global Reach, Local Expertise

@ ® @

Project Multilingual Real-Time Cost-
Management - Support ! Communication ! Effective

™ Fast and cost-efficient communication with global sites
@ Seamless multi-country trial execution

Regulatory Affairs Consulting

Compliance & Quality Assurance
£

ISO 14155 Specialized . ProvenMFDS | Compliance

certified in CEMDR negotiation sensitivity
with annual audits 3 capability 1

RA Consulting Negotiation Clinical Trial Approval



O CiEjim e | LIMS/SEND

Laboratory Information LI M S
Management System

' I

(7 NS HIOIEE 28, 2 BI|5l= FAAIAEIO! ASIAFHDA| AAE (L MS)S E2I5H0] AIEI0| AIZ|EE SHAFAIF T,
I]I=q FDA 61JtXI= KIZ Al Standard for Exchange of Non-Clinical Data (SEND)Z AtS S1ZL|=5 =134
2r5t UASLICH
LIMS AIAEY
Al Bp3| T2 T12H
adal A=Y U=
e mo=y orxgord|
=y e 2=y
\_ J

Standard for Exchange
of Non-Clinical Data

/ N\

(¥ SENDE= FDA QI9fE 617t AIBE QIS HIZMAIE XIZ0IM LEB A, MIE, 22l S TR datas
FDANWIA #8380 = JI0IEEIRINI 4320 XI5 H11M, SEND Datasets Definefile,
NSDRG (Non-Clinical Study Data Reviewer's Guide) S| MXHIIZZ HIEot= A= RILICE
CIEIHM 20X Al2SHHIZIAAIE K== EE, EHI[2H0|IX ZIiSt KEZ K| K| JHEESE SEND 2ZEQ
(Conversion Program)E Sol Q&0| MHIAE MISot JYELICE

Cllnlcal Signs - Body Weight
LiMs
4 Raw Data from R RawDatafrom
Sponsor m Dt & C RO (p" Facility
SEND Solution (Including Conversion)

cdisc «LFoA chuse””
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O CIElHNZ L | MoPS

Management of M PS
Project Schedule o

AlZt DEHE QUSRI T2 20

@ MoPSE= BE IZHIEN| [H5H0] 218 TS $HE OIZIA 2 AIZIOZ SIHSHD EHHIE RI-S2 Solst 4 Ql=
VHAS T2 12000 T A =8 TR B IZEI= AR CIZIAIAI OIHZ 232 XIS 5-36}01
O=HE K yzt=s 20lst £ QUSLICE 2lotk= Alge=S S2/610§ 2UHI0IX ZAICZ HOiKI= 2HHE QIMGHHLE
OlHIZ B JISC= IR SRIt JISELIC

Y I

4% Y5 (Rat)

%A | ClERkRIf

\ A@#3 | DTA180112

SEYAL | 20181 038 012
Algseixt | 2@ (010-0000-0000) hwyang@dtncro,co ki

" HA YYE

55 0/ O Complete

3 & One-Stop Total CRO

AW 5 SYnE EIYE)

AE A

AN ol2lxt S5

dzanE (@ MEAA AN
° S29I4 (2018-12-15)
e @ wus=ngE S
A sy & wasy 47 BHZE0IAIE2] dosing!
@ wussduz
Alg#S DTN180111 Algl#i= DTA180112 47 BHEAE] A A TR
CH8|=0{AlE (Dog) 4% U8 (Rat) @ wumssnn
4% 240| B|=7 Pt B FAHE
100% @ zz=uy sz @) B55% e awsls sy gy . 274 (2019-03-14)
o © ums=y
& susy R, ersels|
wgz=r (@) HBERME) =R sY
AI##3 DTN180114 Alg#= DTN180115
SHSHHOIAH (in vitro) Telemetry Al (Dog) @ swonns
100% @ #z=nM ez @2) 100% @ #z=0M = @2)
O CIE|HM2LL One-Stop Total CRO
\ )
o | s ) w— ) w— | s— Y w— w— w— Y W— ) V) W— W— —
— 11 1Y
| 11 1Y \
7T ] 11
[ T 0 T\ \
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@ el MIEELEH . T Huscience

FMOIAA= MofJHE0] 2 EHHION M AR K EAS HIXoH

AR A, 3 J1E HIZ, =LHQ| HI0IR =, HIOIE] t2IMEX| ~eHSHLICE

( )

124 SHE MHIAQHTNIZ! J)
ECHAIIE 4 U=

-GCLPRIZS 2 2MAl - LA K| 2 48 - E2A0| M I (KRl ~Z = D) KA
2N 24012t -R&D THHIO| B K| HESIE ZXH0 [ R e
-1SO17025/ SE 2| MHIA HIZ Jts) - Fetot 2RtE AAAIR HIOIE RIS

CAP Certification 2R

~
-

CERTIFICATE OF ACCREDITATION

CAP ISBER ISO 17025 MFDS-GCLP
(PBMC, DNA, RNA)
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Analytical Services for Clinical Trials Phase I-IV

4 N
Bioanalytical Analysis Safety Analysis
- PK&PD (In-House/Commercial) - Clinical panel & infectious disease serology
- ADA/Nab - Hematology and coagulation assay
+ Immunoassay (ELISA, MSD, Luminex) - Urinalysis
- Cell analysis (Cell phenotyping, cell cycle, etc.) - Glycated hemoglobin assay

- PBMC isolation & cryopreservation

( Microplate Reader ]

C Luminex ] C Sysmex UC-3500 ]

|xc'l:=‘r

———

1

[ CyTOF ) [ Sysmex CS-1600 )

(118 ‘
= B
E

L e SR

[ Sysmex XN-3100 )
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Nl 738 (ISTA7D, IATA, UN, ADR, WHO)S E40l= M2 SCHICI E5 AL 2ol
EZ 22 MHIAE HISELLIC

@ T,
Hospital/
R&D
HHSE 42,
AMEH SOl

® %
mey s N8
HHESXI 01S
- Quialified

& TETH
AAZL2EDIE

-HiE ANOIE

XA A RS

©) @

LAAMOIERE 0IS Operation Center
SR ARZLES | ) - ME IHIFIA Preconditioning 22|
- 23101 9/x] =2l S - Cold Chain Solutions Standby

HHS AAHE &S in.
2zl
Qi ollot ‘m'
HSMS Huscience
(Huscience
HHS & Management QEAA
System) e @
1©
EX -
HiS2t=
-POD
(Proof Of Delivery)
=
-2 JIEZ0
Reporting
A
2
HHE AOIE

CHHEE R Q! X|E 510)

- POD (Proof Of Delivery) £+&
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Dt&C Group
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