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Organization

Dr. Lim, Hwakyung

Management/Finance

Dr. Park, Jeong Hwa Park, Sung Hee (2022.2Q 0| )

RA Specialist (3) RA Specialist (1)

*Bo 3= >14 yrs; 9AF 3G, MAF2F; FALLTE
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8tM 35|, Sung Hee Park

Director, Principal consultant
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Service scope (Drug and Medical Device)

RA Consultants specialized in new drug development

B P vansgement

Drugs
e Small molecules
* Biologics

* Herbal products
Quasi-drugs
Combination Products
Device

e Non-Active Device
 Active Device

e Dental Device

 IVD

Software(SaMD, SiMD)
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Regulatory Strategic Consulting

MFDS QI5{7t EtEd &4
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RA development strategic consulting
Clinical development plan
Non-clinical development plan
Project management

57t WEEFHIZ 12 2|
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Service fully provided

Alokz{ IND/NDA/BLA/IDE Q! CH3H
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Regulatory Technical Writing (RTW)/
Medical Writing (MW)

Full IND-CTD and NDA-CTD
IND/NDA/IDE-enabling package filing
IB, Protocol/ICF
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|=EAM, sV |EM A

AZ/5e BUSN 2y




m LNPIAL

Alliance
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Sponsor

(Client)

KCL
KTR
KTC
KTL

Pre-IND/IND/NDA/BLA

DGMIF CDMO
Mgl Biologics
Anygen & NCE

(GMP)

Regulatory Affairs

registration

Animal
CRO

(GLP)

Market
Access

Expert Network in multi-disciplinary

ChemOn; KIT; Biotoxtech KCL, KTR
DGMIF KTC, KTL

GeoVista™ (@) Preclino

- C&R
Clinical Seoul CRO

CRO LSK global service
(GCP) ADM Korea

DtN Sanomedics

HeyRang EZMEDICOM



BNPLAB’s Experiences

B A**

— Indication : Hypertension/T2DM

IND strategic consulting of Fixed Dose Combination
— Period : Mar 2021 ~ May 2021

—  Qutcome:

v BE IND was approved without DDI results

01 MAY 2022

N**

— Indication : Immunology
— NME, Phase 1 IND approval
— Period : Mar 2021~Aug 2021
— QOutcome
v Shortest MFDS review period : 1.4 months

v FIH study IND approval
v IND-CTD m3 review/re-writing
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Completed Projects of BNPLAB

No of project
5

6 (2/4)

Standard : 31 Dec 2021

Chemical (12)
. * Oligonucleotide (1)
Chemical Type . Herbal (1)
* Recombinant protein/antibody (2)

* Cardiovascular and endocrinology (3)
* (Gastroenterology (1)

* Immunology (1)

Therapeutic Area * Oncology (1)

* Ophthalmology (5)

*  Covid19 (2)

* Others (3)

Strategic consulting for
IND/NDA

Pre-submission consulting

Gap analysis for IND/NDA

1
4

01 MAY 2022 10
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Lead consultants’ Experiences (Drug)
NDA/BLA approvals

Product

Brineura

Opdivo

Opdivo

Translarna

Nuvigil

Lipiodol

Definity

Steritalc

SZAHE

IADEISRE

01 MAY 2022

CLN2 disease

Cancer

Cancer

Duchenne muscular dystrophy

Narcolepsy

TACE

Contrast agent

Malignant pleural effusion

Anti-hypertension

Gastroenterology

Original BLA (orphan)

sBLA (efficacy)

Original BLA

Original NDA (orphan)

Original NDA

sNDA (efficacy)

sNDA (CMC)

Original NDA (orphan)

NDA (CMC)

NDA (CMC)

Oct 2018 ~ Sep 2020

Jul 2017 ~ Sep 2018

Feb 2015 ~ Apr 2016

Jan 2015 ~ Dec 2015

Dec 2014 ~ May 2017

2015

2014 ~ 2015

2014 ~ Nov 2015

2016

2017

Orphan Drug Designation (ODD)

Brineura

TTAC-0001

Translarna

AVI-CO-004

CLN2 disease

Cancer

Duchenne muscular
dystrophy

HIV infection

Malignant pleural
effusion

ODD (MFDS)

HEEA ST (MFDS)

ODD (MFDS)

HE A S|?| (MFDS)

ODD (MFDS)

Oct 2018 ~ Apr 2019

May 2018 ~ Oct 2018

2015

2014

Feb 2014 ~ Apr 2014

11
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INDs/Pre-INDs
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D**

D**

H**

MSC11FCD

CBT-**

AST-001

AST-001

NCP112

AVI-3307

AVI-3207

JBPOS0101

WKO0202

VNO1172

Doxorubicin

AZD3759

TTAC-0001

KMRCO011

AVI-CO-004

AVI-CO-004

Chemical

chemical
Recombinant protein
Gene therapy

Gene therapy
Chemical

Chemical

Synthetic peptide
Synthetic peptide
Synthetic peptide
Chemical

Chemical

Chemical
Limposomal
Chemical

Rh antibody
Recombinant protein
Chemical

Chemical

Anti-ulcer
Type 2 DM

Covid19 treatment

Glioblastoma multiforme

Cancer

Autistic disorder
Autistic disorder
Atopic dermatitis
Atopic dermatitis
WetAMD
Epilepsy
Hematological disorder
Cancer

Cancer

Cancer

Cancer

Cancer

HIV infection

HIV infection

IND (phase 3)

IND (Phase 2)

Initial IND

Initial IND (phase 1) IIT
Initial IND

IND Phase 2

Initial IND (phase 1)
Initial IND (Phase 1)
Initial IND (Phase 1)
Initial IND (Phase 1)
IND Phase 2

Initial IND (phase 1)
Initial IND (phase 1)
MFDS pre-ANDA

Initial IND (Phase 2/3)
Pre-IND, Initial IND (FDA, phase 2)
Initial IND (phase 1)
IND Phase 2

Initial IND (phase 1)

chemiai Toe poptcatonscy

2018

2019

Jan 2021 ~ present
Oct 2019 ~ Oct 2020
Aug 2019 ~ Dec 2020
May 2020 ~ Jul 2020
Nov 2019 ~ Mar 2020
Oct 2019 ~ Jan 2021

Jan 2019 ~ Jul 2019

Aug 2019 ~ Nov 2019
Mar 2018 ~ Oct 2019
Oct 2018 ~ Apr 2019
Jan 2018 ~ Aug 2018
Dec 2017 ~ Aug 2019
Feb 2017 ~ Sep 2018
2017 ~ Jan 2018

Oct 2017 ~ Jul 2019

2015

12
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Lead consultants' Experiences (Medical Device)

Approval GMP

Manufacturing/Import Number of work Manufacturing/Import Number of work
2~4
2~4 Manufacturing/Import Over 10

Product

Ophthalmology

material 2~4 Manufacturing/Import Over 15

Manufacturing/Import Over 10

?
I

Orthopedic materials Manufacturing/Import Over 15

N
IS

Surgical supplies Manufacturing/Import Over 20

Need|e for syringe and puncture [ Manufacturing/Import Over 10

Tube and Catheter for medical

2~4 Manufacturing/Import Over 5
use
Blood donor or transfusion and )
~4 Manufacturing/Import Over 10
biopsy set
2 Manufacturing/Import Over 10

01 MAY 2022 13



oo

ONPIQL

BIO & PHARMA LAB

Korea No.1 CRO RA Partner




