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==
I o
3 Safety Study

QUHI=EMA|™ | General Toxicity Study

SN

Tumorigenicity Study

e L e R

Single Dose Toxicity Study

HEF0] S8AE

Repeated Dose Toxicity Study

QUSHA™ | Genotoxicity Study

SHASAMOINE GMH|olSAIEH HiLHA3HAI-

AMES Test In Vitro Chromosomal In Vivo Micronucleus Test
Aberration Test

Mouse Lymphoma Assay Comet Assay HIIABHAIR

MLA In Vitro Micronucleus Test
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JAEMAE | Local Toxicity Study

TSR 2A AT KX ZAH OFETIXI A

Skin Irritation Test Cumulative Skin Irritation Test Eye Irritation Test

7| 2 NEES %

0z
jL=

N TAUSATES o, HEHURIIA

ou

HAZMHAI™ | Immunotoxicity Study

TS AR BUTYAIY ORLIEEAIA £3WHSAH

Skin Sensitization Test Photosensitization Test Active Systemic Anaphylaxis

4SI|% ORI A HHSAIH

Passive Cutaneous Anaphylaxis
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OI-I *-l*|%| Safety Study

-L-O

| Reproductive and Developmental Toxicity Study

TEiS H X710 B AR (Seq ) HH - EH Xt RS A~ (Seg 1)
Fertility and Early Embryonic Development Study Embryo-Fetal Development Study
EMH- 5 4 8l BH|7| S A (Seq IIl) OECD Test GuidelineOf] [[}2 Y AUPYEHA[H
Pre-and Postnatal Development Including - AHALEEM AT 3|LIA[E (TG 421)
o o — [=]

Maternal Function Stud
y
. HI‘EEO1 Ol AHAl.HFAH Aq[-l_ll—| H:ol'E*1*|0'| (TG 422)

OIM/MFE| | safety Pharmacology

MAAIAE | Central Nervous System

ot ofy

orziAofal LAl
Core Battery Study

>

=
b
Z71AIAE | Respiratory System
ISy
=

EAIAE | Cardiovascular System

- Telemetry (In Vivo)

- hERG assay (In Vitro)
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| Toxicokinetic Analysis

OFSSE A | Pharmacokinetic Analysis

=1 ==
%EEHx-"*I oﬂ-l Alternatives to Animal Testing

TIEZEAA BEAAIY
LLNA: BrdU-ELISA

In Vitro 3T3 NRU Phototoxicity Test

Dt&CRO Non-Clinical Trial Center 09



2 F=3MNE =2F8Y

SHESERIXGHAIE
Daphnia sp. Acute
Immobilization Test

UERTREFNG

Fish, Early-life Stage Toxicity Test

pH ZH: 28N E
Hydrolysis as a Function of pH

‘

10 One-Stop Total CRO

EHEWASAY
Daphnia magna
Reproduction Test

RIS
Freshwater Alga and

Cyanobacteria, Growth
Inhibition Test

Aggee| SERY

Analysis of Test Solution

Environmental Toxicity Study

o= dS8A™

Fish, Acute Toxicity Test

OIS E2sHAI
Ready Biodegradability

= UPLC | Ultra High Performance
Liquid Chromatography

= GC | Gas Chromatography

* LC-MS/MS | Liquid Chromatography
Triple-Mass Spectrometry
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(-83) JTCLD:Iy I-*I oﬂ-l Efficacy Evaluation Study

SHF | Anti-cancer

(BALB/c nude mouse)

Tumor xenograft model

| Liver disease
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Necropsy

oI ZAL B
Awsfet 20
HITACHI 7180

AST, ALT, ALP, GGT,
T-BIL, T-CHO, TG,
GLU, BUN, CREA,
TP, ALB, IP, CA,

A/G ratio, CK, LDH,
HDL, LDL, PL, AMY,
TBA, CHE, LIP, UA,
UREA, NEFA

ERETE
SYSMEX, XN-V

WBC, RBC, HGB,
HCT, MCV, MCH,
MCHC, PLT, Reti,
NEU, LYM, MONO,
EOS, BASO, RDW,
PDW, MPV, RET-Hb

REENE

Clinical Pathology

ELEREN
SYSMEX, CA 660

PT, APTT,
Fibrinogen

(Clinical Pathologic Examinations) % ZH| (Technology)

HoHE HA
HITACHI 7180

Na, K, Cl

INTENE Y B

Histopathology

2 ZAt
SYSMEX, UC-1000

Urobilinogen,
Blood, Protein,
Glucose, Ketone,
Bilirubin, Nitrate,
S.G, Leucocyte,
PH, Creatinine,
Albumin, Protein/
Creatinine, Albu-
min/Creatinine

IEZ AM

Total T4, T3, TSH,
LH, PTH

12 One-Stop Total CRO
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ZRHa| AAMEX} (Histopathology Procedure)

|
Anesthesia System
Shaker
Cassette Labeler

Tissue Processer,
Embedding - Tek, Para Trimmer

BH|E

Microtome Rotary, Slide
Warmer, Water Bath,
Paraffin Oven, Slide Labeler

PrismaTM, GlasTMg2

Optical Microscope

ZXHa| HAL2E (Histopathology Examinations)

Necropsy

Rodent
- Rat, Mouse

Non-Rodent
- Beagle
- Rabbit

Slide Preparation (Paraffin)

- Tissue Trimming

- Tissue Processing
- Tissue Embedding
- Tissue Sectioning

Frozen Section

Staining & Mounting
Hematoxylin & Eosin(H&E) Stain

Special Stain

- Alcian blue, Berlin blue
- Gomoris Chromaffin

- Masson's trichrome

- Qil red O, PAS

- Safranin O

- Toluidine blue

IHC/IF Stain

Histopathology

Microscopic Observation
Digital Imaging System
Peer Review

Dt&CRO Non-Clinical Trial Center
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Bio-Analysis
Center

B MIES

LR DL e ) B

O O L. ™1 Biological sample quantitation analysis

QUMAIA HHEA | Biological Sample Analysis

>
19
Ral
HU

HEZ2IoFF A HIUIZIC|FZ2| Si7HIEE 2loh UHIE thef 22 oF ALfE|AY, YHOIEEAH, =SS AR

y b B |
LS MR (S, B, B, b 5) 300 ZHots BHSY(RAOIIR sHe oS £ 1 AN Hsts Al

o =20 12 20

on

F=FEl M | Pharmacokinetic Analysis

[2 AL 8HOZ Q7o HLHof| F0oiEl oFF2| AlZt Z1tof| [HE Z4+(Absorption), X (Distribution), CiAH(Metabolism) 5

Hi & (Excretion) 2FgS SENSHHRIEOIM SHiAdStD Ol SHaxt Sh= ofFoto| MR SHEQl ASSENSHH X2 E LHESH| Lf6h A
ME S EH=EE o= Al

b ¢
|

14 One-Stop Total CRO



CIEJOHAI2 O | EALMIES

Characterization of Protein Therapeutics

Peptide mapping analysis CHEEO) FeiE HEIE 22 2M A

Full length sequence analysis A Z2| OHO| =AM S Z0lSH= Al

N-/C- term determination CHHZIO| N-RHTHaL C-2EHe| OfD| Lt M HIHAE
Disulfide bond analysis O|gatze K| Zol Al™

Glycosylation site analysis 2ot 2IX| Eol A"

N-glycan profiling YT Ao| G EF 2ol 9l 2F S0 et ST A1

Intact mass analysis CH X SXEE S™HAY

Circular Dichroism analysis (CD) CHHE] OXILX QF X[ A|22Q] 2Xt2 X H|MEAM Al
Capillary electrophoresis (CE) Isoform pattern, pl Zt(Charge isoform), 242 2MAIH
Differential scanning calorimetry (DSC) CHHEIO| 3XtX Mol o= Al

Protein therapeutics
(mAb drug, ADC, EPO etc.)

v
Fast MS/MS Quadrupole
Collision Cell Mass Filter
Efficient with Advanced 18,
ion samplig Quadrupole ‘é
Technology Advanced
Active Beam
Guide (AABG)

Fast Accelerator
TOF TM analyzer

&
z ’
Triple TOF 5600+ . Q-Exactive plus
r
SCIEX vs. o Cooperative system Thermo scientific

v
LI HE|S X o0t A2 N-/C-Et 24
Intact mass Peptide mapping Full length sequencing N-/C- term determination
N olgterzEt SAH 91 SEEESCR
Modification (Oxi, Dea etc.) Disulfide bond Glycosylation site N-glycan profile

Protein therapeutics characterization by mass spectrometry

Dt&CRO Bio-Analysis Center 15
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Clinical Trial o I*F* I

Operation Center

AlEiC|xtol x| DM/STAT Zaxt

It 2HE B310f 4B HHE A HEE $F =2 112 #2|ot Herotn M Qe
(B5) HES =Y+ UE TES SOHMS AMAFL|  CiUtHEA 7o B8 Xt2ot At st
MZ2 ARZCIXER! HA| 2H2|ot HBLIFH(0|M

= Protocol and ICF Development = IND Follow-up and Communication with MFDS

- Database Set-up and eCRF Development = Preparation of Dossier for IRB Submission

Study On-going

= Communication with Sponsor = Management of Essential Documents

* Investigator and Initiation Meeting * Routine Monitoring and Close-out Visit

Study Close-out
* Query Resolution and Data Quality Check = Statistical Analysis

* SAE Reconciliation = Clinical Study Report Writing

16 One-Stop Total CRO
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Regulatory
Affairs Center

1o
ot

OF
=

US17HRA) AFRES

O|2E= (Pharmaceuticals / Biologics / Cell therapy / Herbal medicines)

* New drug/ IMD (Incrementally modified drug)/
Biosimilar/ Generic

= IND application
* NDA / BLA application

* Common Technical Documentation (CTD) writing

= Safety & Efficacy review/consulting (Non-clinical, clinical data)
= Specification & Test Method review/consulting

* CMC/GMP Consulting

* RMP writing

= DMF (Drug Master File) application

o|=7|7|
1. J =YU/HZ= EF 817t
SFUD/AS/57t STAAE 7% A4
(CI=717]+2 R HZ) (812717] KGMP)
Q|=2717| =YU/M=Y 517t HelEEgelz7|7]

3. A

QAT X2 S22, tolE] 22|

- QJAAIE Aot 42 SUEY
QAAEZEA, IRB 59! ZapE TN EHY

- KGMP -1SO 13485:2016

S.

2, slie] 215 Mu|A

-0J= : PMN, 510(k) 3! QSR (21 CFR 820)
- 83 : CE Marking %! I1SO 13485:2016
-FHLICHS 7|EF F7HE 2l=20(7| 15 /517t

4. 7|2EM X3 M| A

- STED

- Risk Management

- Usability Engineering
- Clinical Evaluation

oIB{7} ARt

- Software Validation - Product Compliance

SEAMAH XA Mu|A

- FDA QSR-CE Surveillance Audit - MDSAP

Dt&CRO Clinical Trial Operation Center
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Laboratory Information
Management System

LIMS

N IOIE|S 2, 54, B2[ohs HANAHQ! AHAT B A A (LIMS)S E6t0 Al2ie M=S

SRAA|7| 2, O|= FDA S{7HKH= XM= A| Standard for Exchange of Nonclinical Data (SEND)Z XI5 912

EI=S D207 JHrst UASLICE

22| Program

1 0
e Z2=M Program e
3 0

2HE=M Program

HAl=M Program

7
A= Program O
0

M= Program

:|o

rl:l
|-0

FEAoF2| Program

== Program

rﬂ

A= Program

Standard for Exchange
of Non-clinical Data

SEND= FDA 2|9FZ 517t AIE S {loh HIQHAI™ X=20|M LEEY, HIE, Yl § £2 dataE FDAOIAM
ESHD QU= 710 E2t2lof BE3R0] X[EH 1A SEND Datasets, Define file, "SDRG (nonclinical Study
Data Reviewer’s Guide) 52| MXIuIUZ HEsH= X2 QLICH Dt&CROOIA AlSHoH HIQJMAIR Xt2E=
=&, Bt 7|20l ZIot Xt=EX| XpA| JHSt SEND AZEQ|0{(Conversion Program)E Sdlf 22|
MH|AE H|S5t USLICE

© Dt&CRO

SEND Solution (Including Conversion)

cdisc | (DA (e

18 One-Stop Total CRO
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Management of
Project Schedule

MoPS

DHoHD B TESS Solst 4 Qi N2 AS T IUQLCY,
Al g2 20 E7t 2Rl AR QAo olHIYE YIS
XIS Tl ZRME TI 4212 SoIst & UBLICH

2ot NEE2S S2oto] YHOIK| HAOE HO{X|E 3BI2
QIABIZLE O Bt 7SO L B9} IHsBiLIt

O

&CRO MoPS

HHEY erHy MY

. 4 whaw A mewes
4% (Dog) HFEH0IAE fn vitro) Talemetry A [Dog)
W J ¥ 100%: & 100%: & o
Y,
\ )

SIZ|AtOf HAILZ

oo
i
nE

o
=

rA
o
ret
0l

000

T DL&CRO MoPS

‘agement of Project Schedule
=

A} | ElE|HR| o

Alg¥z | DTA180112

S8YA | 20183 03H 012
AlgHAxt | 259 (010-0000-0000) hwyang@dtnero, co kr

= HH HYE

55 0/ O Complete

AEHA

NEAZIM (2 22zt &7

HEHUAS AIEARIA AL

S2U4(2018-12-15)
4w A o]

4% HHEE04AIE9| dosing

awpEENY
TS A B B

awsls BaEE
4% 20| si=P2) B0l ZuBE

274 (2019-03-14)

AdEz=Y

upzEs

HEEaA (R 2=zt 7

® ® 0 0 000000

HBHIN AR

W CIE|MUM2LL One-Stop Total CRO

I E &

t&SanoMedics

4w 315 ZHBE EIYS)
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CHE2E : 031-322-2400

Dt&Group

HIO|2 7|& AfH|A HI\1HR} 71& MH|A

O Dt&CRO
HISLY, 24
AL, Ql6i7t

One-Stop Total CRO

‘q)' Dt&

SanoMedics

S7Hg AT
14 240 34 PMS, PV &

us,

=8 AH|A

E-mail : info@dtncro.co.kr
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