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QIXISH, 7121 « Scopolamine R QIXI7[5, 7(H2] ZA 2 HEM HEMH|CHS « Testosterone .= 2!
i A +6-OHDA R= 22 BHYAIEH (CKD) + Adenine 47 % Al0|E 0|28t S22 2
2ok
OoE
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S22
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= - EHES 2Y + Aged 24
« CNVOi| oI5t H8&HHY (using laser) E|gM g < 2EZ L MIA 0§ 2
— NalO: R.& ZiAjgietey o=
= ZlEIAM THRC . o =1
- STZRE gy s ujat ‘HFD RE 24
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% x7e - 10hA| 28 2 HAY Rt i STz M 18 S
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x| HIE - OVARE 2 -
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BHAH AT COPD) T olof ¥ 215 APIKIFIE| S ofEn 15y B
Restase = TS 244 - IMQZ S 744 TR 2
MR + Bleomycin = 2 _ _
il yanmE T Aaix| Qs + Brown Norway RatS 03t 22{%| 244 20l
—&i0t . ol _ -
DEY SHR Rat 2% e M IS AN 2 B 9 ou
EE TR -FeCl3 7= 33 80 7Y =29 HER/TS - R Ego|=L 24
SRIAHA] . SATIOXRIZ =X o2, X
2o =L odHE So 1) =
21 JHA o 2| [=IN=PS|
. HOHS TIAJ7H X P = dHlsEnt EBo|=Y 24
- o= OC e Jp AAF CIg] Xenograft model
+ Acetaminophen2& REEl= 7t &4 2 . ZOFg 7| =X
Zted - B 2¢¥37| 54
« D-galactosamineS 0|8t g4 7t =4 et Syngeneic model
s X|gfzt $ =S A0/ 35 ARs LX) 2 Orthotopic model - IVISE 085t 2Y &1
= e « High fat diet 32 HIZSMX[E7E 2 Y A
e iy Il Teell, Virus, Plasmid - Real-time PCR
ot X712 (NASH) . Choline ZE Alo| 22 o U g Stem cell, Tcell, Virus, Plasmi + Real-time
s=cfess - Western diet Al0| 23 =& i
Screening assay
« Ethanol 7= #IE 22 Immunogenecity
_ . Confirmatiory assa + Antibody analysis using ELISA in bod
¢ S - HIAE|20|=4 2R 22 (Indomethacin) (ADA), (nAb) yassay y analy 9 y
« PAAX| AEY A DE Titration assay
HHH| - Loperamide R.= 2 PK, PD, Biomaker analysis of Bio-drugs « ELISA, PCR, Flow cytometry
& CHES .DSS 8% mel 7|E} R EN « Ethanol 04 & 2t ZA} 2
sl P P et « Aceticacid = 2
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3 Safety Study

UHI=MAIE | General Toxicity Study

EtEIF0| SHAR

Single Dose Toxicity Study

ST=MAIE | Genotoxicity Study

= e

EHSHAHOAIH
AMES Test

Mouse Lymphoma Assay
MLA

ZAEMAIE | Local Toxicity Study

D2X=EAI-
Skin Irritation Test

HHEE0] SAAIY
Repeated Dose Toxicity Study

HMTIOLAAIE
In Vitro Chromosomal
Aberration Test

Comet Assay

HATSAITAI

Cumulative Skin Irritation Test

LRI

Tumorigenicity Study

FILHASHAIR

In Vivo Micronucleus Test

HQlASHAIR

In Vitro Micronucleus Test

OHHEIRITAI

Eye Irritation Test

7IEH B AlgiE TYHURZAIE

FALGAI
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e

Pathology

HAZMAIE | Immunotoxicity Study

TS 2THIAIH LA OMLFTZIAIA ATHISAE
Skin Sensitization Test Photosensitization Test Active Systemic Anaphylaxis

TSI|F OILIEEMA BISAIA

Passive Cutaneous Anaphylaxis

!Iiill'\ A1)

0=
>

Al - BPHEMAIE | Reproductive and Developmental Toxicity Study

TEiS H =7|u 2EAIR(Seg ) HH - EHX} 2lAI=d(Seg )

Fertility and Early Embryonic Development Study Embryo-Fetal Development Study

— =2 | =
Pre-and Postnatal Development Including o« MA| . 2P AaCIAE (TG 421)
Maternal Function Study

Reproduction/Developmental Toxicity Screening Test

SMM . 5 2l 2l gR|7|SAIR(Seg ) OECD Test Guideline0]| [[}2 AHAIHIAHEMA|S

- HHSE0] 3 ABA| - M ASIR| SIS MAIH (TG 422) 2y QlAhHa|A |- ZEEENE Y B
Combined Repeated Dose Toxicity Study with the Necropsy Clinical Pathology Histopathology

Reproduction/Developmental Toxicity Scrrening Test
* E|7IFEAR(TG 414)
Prental Developmental Toxicity Test

QIAtHE| ZAL 8= (Clinical Pathologic Examinations)

OrMMoka| | safety Pharmacology FHSHA HAL ZHMSISIN ZIAL 2 AM S23 ZAL
obxiAola) TAAH . ZE=AIZFAIE! | Central Nervous System (FOB test, Inwin test) » XN-1000, Sysmex » HITACHI 7180, Hitachi » UC-1000, Sysmex » ANYLAB F1, Z Bio
Core Battery Stud o ) RBC, HGB, HCT, MCV, MCH, AST, ALT, ALP, GGT, T-BIL, Urobilinogen, Blood, Ketone, = T3,T4,TSH

YRy » SE7|7IAIZ | Respiratory System MCHC, PLT, RET, WBC,NEU, | T-CHO,TG, GLU, BUN, CREA, | Glucose, Protein, Bilirubin,
- AIEZHAAIR | Cardiovascular System LYM, MONO, EOS, BASO, TP, ALB, IP, Ca, A/G Ratio, CK,  pH, Nitrite, Leukocyte > ELISA
. RDW, PDW, PCT, MPV LDH, HDL, LDL, TBA, Mg, UA, LH, FSH, Progesterone,
- Telemetry (In Vivo) UREA LIP AMY. mTP. mALB » Sediment examination Prolactin, Estradiol, etc.
- hERG assay (In Vitro) » CA 660, Sysmex NEFA GLDH. Na, K. CI Cast, Epithelial cell,
PT, APTT, Fibrinogen Leukocyte, Erythrocyte, etc.
» Visual examination
Color, Specific gravity, etc.

10 Full-service CRO
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ZX|Ha| AHMIE =X} (Histopathology procedure)

Z2|Ea| ZAF =X}

il / Alet

ZE|HaE| ZAF =Xt

|

24 Anesthesia(L-PAS-01, LMS) ) )
- Microtome Rotary(RM2245, Leica)
o= Microtome slide(HM450, Epredia)

ks 10% NBF, Davidson's sol.

AP / 43 10% Formic acid ZE|EAM 8l 50 Prisma"Glas"g2 (Sakura)

Light microscope(BX43, Olympus)

ZZIM2| 3 =of Tissue processor(VIP6, Sakura) o= Pannoramic 25 Flash I1I(3D Histech)
ZZIHa| ZAL &2 (Histopathology Examinations)
Necropsy Preparation (Paraffin) Stain Histopathology
Rodent « Tissue Trimming » Hematoxylin & Eosin + Microscopic examination
« Rat « Tissue Processing * Peer review
« Mouse « Tissue Embedding
« Tissue Sectioning

Non-Rodent Special Stain Digital Pathology
« Rabbit
- Beagle

Frozen Section

« Masson's trichrome

« PAS(Periodic acid-Schiff)
« Gomori's chromaffin

+ OilRed O

« Prussian blue
« Toluidine blue Etc.

IHC/ IF Stain

« Alcian blue
« Safranin O

« WSI (Whole Slide Image)
« Image analysis

12 Full-service CRO

CIE|HM 2R | QP T HIE

EMEE| 2M | Toxicokinetic Analysis
ot=SE 2M | Pharmacokinetic Analysis

'O—IE7I7I Bio Compatibility

Mz =4
Cytotoxicity

HE=2
Pyrogenicity

ST
LLNA: BrdU-ELISA
TSR ALSAIH

Reconstructed Human Epidermis (RhE) test

ZEXEAM
ao—-o

Skin sensitivity
HASY

Systemic toxicity

RIS I HAEES

Irritation

[=)
|HSY
Genotoxicity

S=HxAR
I: x A Ea Alternatives to Animal Testing

TS XIZAIE

Reconstructed Human Epidermis (RhE) test

A=A

Reconstructed Human cornea-like Epidermis (RhCE) test

Dt&CRO Safety Evaluation Center 13



(0] CIE|HM2LQ | SaiMly

Environmental Toxicity Study Center

§_|-7=| EA"AI %‘I i -.I_é:l Hﬁ-l Bio-Analysis Eﬂu E1

SHEZHRARIHAIY EHEMAS A UEEEEEN
Daphnia sp. Acute Daphnia magna Fish, Acute Toxicity Test
Immobilization Test Reproduction Test

T

0|7 THE=HAIRA BHrZREEMsHAIR o4 =2sH(0I2HY) A
Freshwater Alga and Ready Biodegradability

Cyanobacteria, Growth OECDTG 301C

Inhibition Test

Fish, Early-life Stage Toxicity Test

=TT

Algigelo] s EM * UPLC | Ultra High Performance Liquid Chromatography A2 BE=IA

Analysis of Test Solution

* GC | Gas Chromatography

* LC-MS/MS | Liquid Chromatography Triple-Mass Spectrometry

Hjo|20}71 My, oY oY = ¥, £

Bt/ HEO|1=

28| 14522|2E10|= (DNA, RNA, Aptamer)

LT A 2EY
+ In-Vitro ADME (2T Zg}, AFSCHAF HX, S CHAMA| profiling
fSChAIEA 2 A

NIRRT

TEBH,

p

LIS SE 2 - Hiol20pH 24
CMEAZ 2M

EHHE EMEy L EAE TREN
RE/202 Al -TH Sl 222 HE BA

14 Full-service CRO Dt&CRO Bio-Analysis Center 15



FQEH|

AB SCIEX API 5500, 6500 (X2), 7500 (X1)

Waters Xevo TQS, TQXS

AB SCIEX Triple Tof 5600+

Waters HPLC, UPLC with UV, Rl detection

Molecular Devices Microplate Reader

EAA

Semaglutide (2~2,000 ng/mL)

‘ RNA (0.1 ~ 100 pg/mL)

Semaglutide

16 Full-service CRO

SME E|xFe= dze
(2 ng/mL) (2-2,000 ng/mL)
{ BN
Y SAR gt A

(0.1 pg/mL)

CIE|HM LR | ZALEIMH|A

@) o ZAMEIMH|A

PM Z1ME

+ NE S| 57} 4 25 ol

- JI57E A HEE ST HIYY =2 =5

MH|[A CHA

o o= =201 o220 A= 71

£012 9ist M2 Afet ol
FDA 5 IND AIHS 9i5t HI2IAAIZ CIXIR! Zi4E]

MH| A =X}
STEP 02 STEP 03 STEP 04 STEP 05
7-|E

o|=| Huezlol = Al 2elE]
« O|Z|A} - O|2|A} - Dt&CRO - Dt&CRO - o|2|x}
ZAMEl || A 7N, 27 AN 22 HEE Y 5l7Hd B8, Hit AEozaty
ME s FALAR ZE HE s HIQIAAIR A2f
- Dt&CRO — HIQIAA|E E e
oA e, 22 SH=2(2h) mM|ot
HE ol

X RALAR HE
Dt&CRO < S7HY 2R EX EE HS
- HIZYAIR S=(Qh) HIet

< 1XH AR CIRf!

C KB Fol W w3
Toxicity / Efficacy / ADME / TK/PK
Pathology / Environmental Toxicity /
Bio-Analysis

« IT Solutions
SEND / LIMS / MoPS

* 2(Gap) 24
Radyus - e ZE WS 4
Research . 5|7} E24 3t0]
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2157} (RA) e, | QIAAIREL

Regulatory
Affairs Center

OIOF
==

ki
I
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m
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w
I
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m
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o
H

9|2k= (Pharmaceuticals / Biologics / Cell therapy / Herbal medicines)

AlRCIXIRL e DM/STAT 2}
- New drug/ IMD (Incrementally modified drug)/ * Safety & Efficacy review/consulting (Non-clinical, clinical data) A5 O712 E5i0] Az Zx5| A5} MD3E Az =0 X1z B2l9} KE51T AlZ|E A& 9l
Biosimilar/ Generic - Specification & Test Method review/consulting (E5) s8S =Y 4 U= REIZ E5t MS - QALA|E CIISH £ 7ol &8 Xt=ot Znt Bt
- IND application - CMC/GMP Consulting M= AIFEIRIRL HA zelet FARLAoIM
* NDA / BLA application * RMP writing
Regulatory Affairs Medical Affairs
* Common Technical Documentation (CTD) writing * DMF (Drug Master File) application
* A| & Market Access M2F * Product Registrations « Synopsis, YALAIEAIZIA (Protocol) 21
SR B BAZY(CTD  +Gap 24 - QUAAIZIZTHE T A (CSR) ZH4
o - xIct o Packaging and CTD Writing) * 3| Qo= XIH™ + Clinical development consulting
—|E7I7I/ x‘llgl |_||_|' —Iﬂ7|7| * CE S (Registration) * Medical monitoring for clinical trial
(MDR, based on I1ISO141 55) * Medical Consulting
Li /M= ES Si7t 2. 52 215 MH|A
_ Pharmacovigilance Clinical Operations
- S=M/RIS/3H7t s SEAAH 7 ANE - 0= : PMN, 510(k) % QSR (21 CFR 820)
Q=771+ % HIE) (2l=717| KGMP) - 2! : CE Marking 2 150 13485:2016 + 0|42k 0]l LSt Medical Assessment -PME| CRElC| 1oz MIRO2 nix|9} CRA R2|of =
ColRI|7| 2UYMEY BT - HQRIHER || CIHLICH S 7IE 271 0|2 717 QIE/517 * Causality Assessment

-ow)\owutrggoq X} Feasibilit
*DSMB, IDMC, SRC & =2/ ZL|EZ T35 2% 2l ma| -IRB & | I Tt Feasibilty
+ DSUR, PBRER, PSUR, RMP O|&T7} E11, Z7|FXZA} =7

« QUAAIE L QUMAIFHAAIZ |2 2LIEZ (Start up / PSV, SIV,
= oo O x Oo [= =1 — o ’ ’

*ICSR, SUSAR & MFDS E11 * Unbilnd part 24

- QUAIHETRE XIS - E712A, Hlo|g #2| - STED - Usability Engineering *PVSOP/HE X % +Risk 7[5 LB
s UMAIR Al=IRH 2 == * Risk Management + Clinical Evaluation
- YIARIAIEIM, IRB &€ - ZaB UM 2 + Software Validation * Product Compliance Data Management Blostatistics %lﬁ
- olofg 22 . = . =<
. 533”7 IEA'I (CRF) IZIII-OI aj 7HH|_ * Data Qua"ty Control %ﬁl ?_-IJEEOI E‘J AE-|7:” E?J E‘:I —;E-l_g_ 7:” _E‘A—-! ig
5. EXIAJAH] X2 MH|A e === ; * SAP(Statistical Analysis Plan) < 3HiAd & &k °
A% X|2] Mu|A . )} . - Data Matrix y ~S
EDC Set-up (Medidata, BN « OIAA[SIZATIE TIAJ(CSR) ZHE
CRScube, SafeSoft) * Dedicated DM BARERNOR &
* KGMP +1SO 13485:2016 + FDA QSR-CE S ill Audi + MDSAP ' ini * A2 CHARE o A 2 AE * O|Z|Xt 270] [HE F7tH 24
. Q urveillance Audit « Medical Codin (C e . CD|SC(C||n|ca| Data In- = x U= I = T/ ™=
g (Certified - . .
MedDRA Cod o terchange Standards =71 XAl CDISC-ADaM(Analysis Data
e oder H3) C tium)-SDTM(Stud - DR WA Model)
Y- * SAE Reconciliation onsoritum e Tome
|7_'|7c;-7|3 1] Data Tabulation Model)

* External Data Handling

-

.
- b
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Regulatory/Medical Affairs Services

— Non Clinical Trial Consulting —>

Non Clinical Trial

And Early phase Phase 2,3

—— Global Regul It >
:We try to find out client’s Global Regulatory Consulting Global Study

market access strategy like
regions, licensing strategy,
and so on

—— Licensing Out Strategy Consulting — >

Regulatory Affairs (with Dt&CRO Team and Global CRO)

* IND, IMPD, AUS IRB & Global Clinical Trial Application
* NDA, BLA, ANDA, 505b(2), MAAs, Generics, DMFs
* IND, IMPD, AUS IRB & Global Clinical Trial Application

* Dossier Review for special drug : Orphan Drug, Biosimilar, Fast Track, Break-though, Application & Dossier Maintenance,
Review for each CTD Section

* eCTD Registration
* SEND

Non-Clinical Management & Consulting (with Dt&CRO Team)

* Non-Clinical Strategy

* Study Lab Identification, Non-Clinical Study Set-up, Study Monitoring
* Review and Writing of Non-Clinical Reports (Module 4)

* Gap Analysis for Non-Clinical trial results (with Global company)

* Writing of Module 2.4, and Module 2.6

* IB Writing

Drug Development & Strategy Consulting

* Product Pipeline Development and Consulting * Agency Strategy and Interaction
* Registration & Pipeline Development Strategy * Pre IND Consulting
* Regulatory Scientific Advice and Consulting * FDA/EMA Advisory Committee Meeting Support

Medical & Regulatory Writing Regulatory Publishing

* e-CTD Submission * DSUR/RMP/PSUR Writing

+ CTD Packaging and Full writing * Medical Monitoring Review Script

* CSR Writing for Publishing * Publication Manuscript

* IB Writing * Packaging Insert, Patient Information, Manuscript Writing

20 Full-service CRO

CIE|QHM 2 | AR

RMP/PMS —>
IIT, OS, NIS, RWE/RWD —> Market Access
Late Phase Study 5 O3, NIS, Strategy
Pharmacovigilance —>
* SMP development
SAE processing & report to MFDS in line with HA requirements
SAE Report review and query generation & report to Pl/site/IRB
* IDMC Management (DSMB, SRM)
Arrangement of IDMC, development IDMC Charter, DSMB Organize and Data Analysis
* Risk Management Plan
RMP development, Risk minimization plan, pharmacovigilance plan
* Regulatory PMS (Post Marketing Surveillance)
Protocol Development, Operation, Periodic report, Spontaneous report, Re-exam report
* Aggregate Safety Report
DSUR (Development Safety Update Report) Writing
PSUR (Periodic Safety Update Report) Writing
Al SaMD, DTx, Dx >
A A Global Stud
. Medl.cal Device IVD . y
(Pilot / Pivotal / PMCF) (Based on FDA, CE MDR)
Filler —>

* Dt&CRO’s SOP, RD Developed based on ISO 14155

+ Utilize Dt&CRO’s CIP form developed in accordance with I1SO 14155

* Annual Update of SOP, RD to meet NB's Latest requirements

* Close Relationship with Chung-Ang University and Korea University Through numerous Filler Experiences
* DT&CRO’s own Monitoring Room Reservation Process

Dt&CRO 21




Laboratory Information LI M
Management System

Al IO[HE +8, 24, #elots TAARIOL MSHAA™EHIZAAZ(LIMS)S St Al MEEE
SFAAIZ|11, O] FDA 5171At2 XMIEA| Standard for Exchange of Nonclinical Data (SEND)Z At HZ
D= o2 73 JiEstn UELICH

M= Program

40

MAIZM Program

=M Program ZM2k2] Program

E
0
000

(1
e ZZ|=M Program
(3

rﬂ

QUHF=M Program 0 ZA=M Program A= Program

Standard for Exchange
of Non-clinical Data

SEND= FDA 21252 517} A1¥E LISt HIQJMAIR XI=0A LHBA, MIE, HE| S =2 dataS FDAOIA
TGt e 7tol=2flof %0 Z[ESE 1A, SEND Datasets, Define file, \SDRG (nonclinical Study
Data Reviewer's Guide) S| MAHIIUZ ME5H= A2 ILICH D&QCROGIA AlSHSH H|UAMAIH Xt2E

2, Ef 7|20l|A RIS XIZ7EK| XEA| 7HESE SEND A EQ)0{(Conversion Program)E Saff AZE2)
A‘|H|é% MB35t UASLICE

© Dt&CRO

SEND Solution (Including Conversion)

cdisc

22 Full-service CRO
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Management of M P
Project Schedule O
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1F0{AI# (Rat)
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3 & One-Stop Total CRO
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£t S0{A[E (Dog)

100% @ zz=mM e (28)

sy A4 susy JORRE::E L |
& DTN180113 Alg#i= DTN180114. Algl#i= DTN180115
. EH=2 (Dog) SHSAHOIAE (in vitro) Telemetry Al& (Dog)
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ID Dt&CRO MoPS

anagement of Project Schedule

x
43 PH5 (Rat)
A} | ClE|URof
AN@HE | DTA180112
S22} | 2018 038 012
AI#RIR} | 245l (010-0000-0000) hwyang@clincro o kr

" HA YYE

55 0/ O Complete

AW 5|E ZHEE EIYS)
AlBHAR AN (R 227t S5
EEEN AEAZA AL

SEQ4(2018-12-15)

57 (2019-03-14)
HyzEY
HBHDAM(R) o2/t S5

wpzEs

ZBHIM 25

® 000 000000
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(x:3
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O CIE|AMN2LL One-Stop Total CRO
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Location
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1z
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Sl

1
0z
P
1
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t

7h

| 17042 37| EQIA| XQI7 HhH= 2012 28
17IMIE] | 17042 B7|= Al X1 &
| 17042 Z7|= SQIA| X{QI7 UiH= 20812 28
| 06741 M2A| MET HIREZ 412 72-2

2= 154HZ 46

CHEZXS}: 031-322-2400

Dt&Group
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