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About CLIPSBnC —=~a224d

CLIPS BnC hasa commitment to provide the BEST possible clinical research CLIPS
BnC a leading Contract Research Organization across the Asia-Pacific region
including Korea, has been expandingits clinical trial services for pharmaceuticals,
biology, and medical device clients.

Our Regulatory Affairs (RA) dedicated consulting team is composed of
professionalswho have extensive experience and expertise in various therapeutic
areas and help clients register their products through our compliance with
various regulatory agencies, such as Ministry of Food and Drug Safety and
Institutional Review Board.(MFDS, IRB)

CLIPS BnC offersa full range of customer-based clinical trial services and strategic
solutions based on its excellent experience in all areas of therapeutic expertise.

We provide a comprehensive service for RA Consulting, Clinical Trials (Phase |
to IV, OS), Data Management (EDC system), Statistical Analysis and Medical
Writing. In addition, CLIPS BnC has been endeavoring to expand its global
business via overseas offices and strategic partners.

With a rich legacy of experience and expertise, CLIPS BnC has contributed much
to better efficiency of clinical research. We promise to become the best partner
to deliver clinical trials to the highest quality.




Company History

- Founded CIiPS Co., Ltd. 201 4 ~ 201 6

- Participated in the founding of the Korea Contract Research Organization
Association as an executive member company

- Signed an MOU with Chemon
- Established the CliPS mission and vision

- Signed an MOU with the Clinic Trials Center at Yonsei University Severance
Hospital for medical devices

- Signed an MOU with the Department of Medicinal Biotechnology at Dong-A
University

- Designated as a clinical trial training institution by the Ministry of Drug and
Food Safety 2017 ~ 2018

- Signed an MOU with the University Industry Foundation of Yonsei University
Severance Hospital

- Signed an MOU with Buchang Pharmaceuticals, China
- Established the Global Team and New Drug Development Division
- Signed a contract for a global phase 3 clinical trial for BCG vaccine

- Signed a master service agreement with CRO GreenLight Clinical Pty Ltd.,
Thailand

- Reported approval for R&D support from the Korea R&D Service Industry Association ~

- Established CliPS branch in Bangkok, Thailand 201 9 2020
- Signed an MOU with Chiang Mai University's Faculty of Medicine, Thailand

- Signed a contract for a global phase 3 clinical trial for combination vaccine

- Obtained a domestic CRO certification for site management from the Korea
National Enterprise for Clinical Trials

- Signed an MOU with Biotoxtech

- Participated in BIO KOREA 2020

- Participated in the 2020 GBC Global Conference

- Participated in the 2020 KoNECT International Conference
- Signed an MOU with Olive Healthcare
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- Received a commendation from the Minister of Health and Welfare
- MOU Signed with EXOM GROUP
- Participated in the 2021 KoNECT International Conference
- Trade name changed to "CLIPS BnC”
- Participated in the 2022 ASCO Chicago




Our Mission & Vision
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Mission
Aim for Health Care Group with Best Value

Vision
“The company that provides total solution for Health Care
with based on Customer”
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Clinical Trial

- Project Planning

- Project Management

-Investigator's Meeting

- Site Feasibility & Site Selection

-IRB Process

- Site Contract

- Site Initiation

- Site Monitoring & Management

- Site Close-out

- Clinical Essential Document Preparation & Management
- Adverse Events & SAEs Reporting

- Audit/Inspection Preparation & Correspondence



sz Regulatory Affairs

- Preparation, Document Validation, Submission and Maintenance of Regulatory Applications

-IND /NDA Process
: Compile information from multiple sources for regulatory filing, writing summaries and
other necessary documentation

: Execute preparations of the application files and follow ups for marketing authorization
approval

- ProductLLicensing In & Out

Medical Writing

- Project Set-up

- Protocol Development
: Sample size calculating
: Protocol amendment
:Investigator meeting for protocol

- ICF Development
- CRF Development
- CSR Development




% Consulting

- Product Development

- Proof of Concept Study (POC)

- Chemistry, Manufacturing and Control (CMC)
- Manufacturing Facility (GMP)

- Efficacy & Toxicity Study (GLP)

- Clinical Study (GCP)

-IND, NDA (BLA, PMA)

<} Data Management

-DMP /DB Design (e-CRF/ Paper CRF)
- Data Validation / Medical Coding
- Query Management

] Statistical Analysis

- SAP / Statistical Programming
- Statistical Analysis




iiil Experience
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€ Domestics Network

Megaregion

I University
- Seoul National University Hospital - Biomedical Research Institute
- Yonsei University Severance Hospital (Including all subsidiaries of Severance)
- Catholic University Vaccine - Bio Laboratory
- Yonsei University Hospital - Medical Device Clinical Trial Center
-Inha University Medical Center
- Dong-A University Medical Center

| Partners for cooperation
- CRScube (EDC system development and Data Management)
- BDM Consulting (BioStatistical Analysis and Data Management)
- KBIO HEALTH (OSONG Medical Innovation Foundation)
- Chemon (CRO for the non-clinical trial)
- Biotoxtech (CRO for the non-clinical trial)



& Oversee Network

CHINA

THAILAND

PHILIPPINESS
VIETNAM

I China
-BEIJING SUPERTRACK PHARMA - TECH CO., LTD
-BUCHANG Pharma

| Thailand
- CLIPS BnC Thailand Branch

- Medical Research Network Social Co., Ltd.
- GreenLight Clinical Pty Ltd

- Faculty of Medicine, Chiang Mai University
-Medica Mate Co., Ltd.

| Vietham
- VietStar Biomedical Research

I USA

- Epstein Becker & Green

| EUROPE
-OPISs.r.l

-EXOM Group
-CROMOS PHARMA

| Philippines

-PiVOT
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Mapo-daero Mapo-gu Seoul Korea
T.+82.70.5001.3800 bd@clipsbnc.com




