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ADC Development Program
From Idea to Market

Reliable CDMO Partner
One-Stop Solutions for ADCs



W About BINEX & KYONGBO
Your True and Reliable CDMO Partner, BINEX & KYONGBO

BINEX & KYONGBO are leading Contract Development and Manufacturing Organizations (CDMOs) with
accumulated experience and expertise. With enhanced quality management systems and dedicated facilities,
we offer ideal solutions for successful antibody-drug conjugates (ADCs) development.

BINEX provides comprehensive CDMO services, catering to diverse needs from early-stage development
(including cell line development, process development, and analytical method development) to GMP production
and regulatory support. We are committed to provide client-oriented CDMO service based on our global track
records and vast GMP manufacturing experience.

KYONGBO provides integrated services for ADCs to help clients’ discovery from early development to pre-
clinical, clinical and commercial manufacturing. We offer extensive services including payloads production,
linker production, conjugation development, analytical method development, and sterile fill/finish. As a trusted
CDMO partner, we provide integrated CDMO services for ADCs production to meet our clients’ needs.

W One-Stop ADC Development Program

BINEX & KYONGBO have launched an one-stop ADC development program, combining KYONGBO's experience
in linker-payload development with BINEX's expertise in biologics development and GMP manufacturing.

Based on the combined expertise of BINEX & KYONGBO, this one-stop program covers cell line development,
linker-payload screening, process and analytical method development, GMP manufacturing, and RA support.
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W Cell Line Development

RCB preparation ensuring productivity, viability, monoclonality, sterility and stability

Transfection & Single Cell Cloning Performance Test RCB

Stable Pool Selection ClonePix & LDC (Fed batch culture) Generation

- Monoclonality - Mycoplasma test
* Virus testing (MMV)

W Linker/Payload Screening

Various linker-payload combinations aligned with your ADC strategy

Linker-Payload Library Analytical Development

- Exatecan -VC

- SN38 - VA . . . - DAR (HIC, Q-TOF, RP-HPLC)
MMAE GGFG - Cysteine conjugation e - Aggregates (SEC)

' ' - Site-selective conjugation . ; .

- MMAF - Glucuronide Iug . Efreélg:l;lifnree drug (SEC, RP-HPLC)

* Custom Synthesis

W Process Development
Customized and optimized process development solutions

- Antibody Intermediate

e N
Media Screening © Feed Screening © Process Optimization © Process Evaluation
(Flask) (Ambr15) (Ambr15) (1-5LSTR)
- DoE-based optimization - Reproducibility
- Rapid upstream process ensurement at
development based on small-scale bioreactor
platform process
Screening © Process © Process
(Resin, Buffer) Optimization Evaluation
Downstream
- DoE-based optimization - Evaluation of DBC and process
of column process (capture, polishing) improvement support for client
- Filter/membrane optimization column process
AN J
- Linker-Payload -ADC
) - Process optimization (bioconjugation)
- Synthetic method development - DAR, aggregates, free payloads, endotoxin, etc.
- Optimal DoE, safety & environment controls - Study of reaction conditions
- Milligram to gram on lab scale - pH, solvents, reaction time, etc.
- Kilogram-scale under GMP conditions - Bioconjugation
- Pilot-scale (< 50 L) synthesis - Cysteine conjugation
- Full-scale (1,000 - 2,000 L) manufacturing - Lysine conjugation
- High potency APl manufacturing facilities F; S.llze—s.electlve conjugation
. . tion
- SafeBridge® OEL category 4 uririca .
9 gory - UFDF, SEC, HIC, IEX, Protein A




W Analytical Method Development

Supports analytical method development for quality testing (IPC, release, and stability testing)

) . - Appearance, Color, Clarity, - Appearance, Color, pH,
General Appearance, pH, Osmolality pH, Water content Osmolality, Water content
- Western blot
- DNA agarose-gel electrophoresis
Identit - SDS-PAGE Mase - iCIEF
y - CE-SDS R
- IEF gel electrophoresis
- iclEF/cIEF
- HPLC (HIC)
DAR ) ) - Q-TOF
Potency / - Binding ELISA -HPLC i
Assay - Cell based assay - Titration Binding ELISA
Purit - HPLC (SEC, HIC, IEX, RP, AC) - HPLC (RP) - HPLC (SEC, IEX)
y - UPLC (SEC, RP) -LC-Mass -DAR
-HCP - Organic impurity - Unconjugated antibody
. . . : - Residual free drug
Impurity - Residual protein A - Residual solvents -
-HCD (qPCR) - Heavy metal - Residual solvents
- Heavy metal
- Endotoxin - Endotoxin - Endotoxin
Safety - Bioburden - Bioburden - Bioburden
s - Peptide mapping Riet il . ) . . . . .
Chara(t;tsg:atlon - N/O-glycan analysis . Bfglg?siribb%rlicélrllnkage . glcz)gj_u’aitﬂ%n site confirmation
- Extinction coefficient

¥ Non-GMP Manufacturing

Comprehensive non-GMP production capabilities from lab to pilot scale

- Laboratory-Scale Production
- Micro/Small-Scale bioreactors
. - Pilot-Scale Production for Research, According to Sample Requirements
Antibody - Cultivation up to 50 L (W.V.)
Intermediate - Various column size for purification
- Analysis of Research Materials based on Internal SOP
- Stability Test of Antibody Intermediate
- Antibody Intermediate Characterization

- ADC Process Development

- Optimization of linker-to-antibody conjugation process

- Study of reaction conditions (pH, solvents, reaction time, etc.)

- Scale-up study
- Small-Scale ADC DS Production for Preclinical Study

- Gram-scale production

- Analytical method development and characterization (HPLC, LC-MS, DAR analysis)
- Pilot-Scale Production

- Process optimization/verification for tech transfer to GMP

- Small-Scale DP Production for Preclinical
- Formulation development of sterile fill/finish (lyophilized and liquid formulation)
- Stability test
- Pilot-Scale DP Manufacturing & Packaging
- Formulation studies and stability test
- Feasibility assessment for clinical development
- Process Optimization/Verification for Tech Transfer to GMP

* W.V.: Working Volume




¥ GMP Manufacturing

From clinical development to commercial production, for successful entry
to the global market

- Proven GMP Facility
- Abundant track record in antibody intermediate manufacturing
- Facility approved by FDA, EMA, and PMDA

Antibody - Scalable production from 200 L to 5000 L (W.V.)

Intermediate

- Equipped with SUB and STS bioreactors
- Comprehensive Quality Control (QC) Testing
- In-Process Control (IPC) and lot release testing
- Stability test (Long-term, Accelerated, Stressed, Freeze-thaw)

- ADC Conjugation & Large-Scale Production under GMP Facility
- Production at commercial scale (0.4 kg to 2.5 kg)
- Compliance with cGMP and ICH Q7 guidelines
- IPC and QC Testing
- HPLC (SEC, HIC), Q-TOF Mass for critical quality attribute (CQA) analysis
- DAR ratio monitoring and free drug assessment
- Batch-to-batch consistency evaluation

- Sterile Fill-Finish under GMP Facility
- Production for clinical and commercial use
- Optimization of fill volume and lyophilization process
- Visual inspection
- GMP Packaging & Labeling for Clinical and Commercial Use
- Clinical trial supplies with appropriate labeling & packaging
- GMP QC Testing
- Lot release test (Endotoxin, Sterility, Particulate matter, etc.)
- Stability test (Long-term, Accelerated, Stressed)

- Regulatory Documentation & CMC Support throughout Entire Development Life Cycle

* SUB: Single Use Bioreactor
* STS: Stainless Steel Bioreactor

W One-Stop Service

- N
"""" Celline ~ Pocess ~ NonpGMP___GvP
Antibody development development manufacturing manufacturing
Intermediate Analytical method development/validation

Non-GMP & GMP stability

Process Non-GMP

A evelopment manufacturing manufacturing
Link devel f i f i

Inker-
pay|°ad Analytical method development/validation

Non-GMP & GMP stability
""""""""""""""""""""""""""""""""""""""""" Process ~ Non-GMP __ GMP
development manufacturing (DS) manufacturing (DS)
Non-GMP GMP

ADC manufacturing (DP) manufacturing (DP)

DS/DP Formulation development (DS/DP)

Analytical method development/validaion
Non-GMP & GMP stability (DS)
Non-GMP & GMP stability (DP)

* LP: Linker-Payload
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Contact

BINEX

KYONGBO

Songdo Plant
3, Gaetbeol-ro, Yeonsu-gu, Incheon, 21999, Republic of Korea
T. +82-32-850-3256 W. www.bi-nex.com E. binexcmo@bi-nex.com

Osong Plant
147, Osongsaengmyeong 5-ro, Osong-eup, Heungdeok-gu, Cheongju-si,
Chungcheongbuk-do, 28160, Republic of Korea

Headquater
174 Sirok-Ro, Asan-Si, Chungcheongnam-Do, 31510, Republic of Korea
T.82-41-420-0433 W. www.kbpharma.co.kr/en/home E. aryang@kbpharma.co.kr

Seoul Office
4F, Chongkun-Dang Bldg. 8, Chungjeong-Ro, Seodaemun-Gu, Seoul, 03742, Republic of Korea



