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KingMylab Clinical Bioanalytical Services
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Your Best Central Laboratory Partner for Clinical Trials in China
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Global Standard - One-Stop Bioanalytical Platform
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KingMylab BioA Services is dedicated to providing scientific, compliant, and one-stop clinical bioanalyti-
cal solutions focused on cell & gene therapy, large-molecule, and vaccines. Leveraging a professional
technical team and advanced testing platforms, we efficiently perform analytical method develop-

ment, validation, and sample testing that meet clinical trial requirements, delivering reliable bioanalyti-
cal data.
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Central + R&D & BioA labs space Pharma & biotech, local and global Method validations & qualifications
10+ 100+ 30,000+
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Average experience of the core technology team Clinical Trials Projects (LM) Samples tested annually
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Bioanalytical Lab Services at different Phase

Phase 1 Phase 3 . Post-Approval
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Biomarker Analysis
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Additional assessments may be required for biclogics and other advanced theropies
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Drug types covered
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mAb/bsAb/multi-Ab Peptldes Fusion Proteins CGT Vaccines  Small Nucleic Acids
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Comprehensive Solutions

(50+ PK ) (50+ADA ) (20+NAb) (300+Biomarkers ) (20+RO)
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Adhering to Global High-Quality Regulatory Standards

BENMPA, FDA, EMARIGXPZEFRIRICH MIOZFEYAHTIESREN, WIRENSROER, SHSTE, A2RE
PREBESEHROENSTEE.

Fully complying with GxP clinical trial quality management regulatory requirements of the NMPA, FDA,
EMA as well as bioanalytical guidance such as ICH M10, we ensure the accuracy, complionce, and
reliability of every test result, delivering trustworthy bioanalytical data to global clients.
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Bl CENTER FOR DRUG EVALUATION, NMPA

ADMINISTRATION
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Strictly adhere to the latest industry guidance
principles

« ICH M10

» hEZ#2025089012 Chinese Pharmacopoeia 2025, 9012

- FDA Bioanalytical Method Validation

« EMA Immunogenicity Assessment

« NMPA Guideline on Immunogenicity Studies of Drugs
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Large-molecule
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For large-molecule, KingMylab leverages its multi-technology platforms and robust quality system to
establish a comprehensive clinical bioanalytical solution covering pharmacokinetic (PK), immunoge-
nicity and biomarker analysis. Relying on mainstream technologies such as LBA (including ELISA, MSD,
Luminex, etc.), flow cytometry (FACS), cell-based assays, gPCR/ddPCR, and LC-MS/MS, the platform
has developed and validated a variety of analytical methods compliant with GLP regulations, precise-
ly meeting the clinical bioanalytical needs of diverse drug types.
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Experience in Antibody-based Drugs

Cell- gPCR/ LC-

LBA  pase ddpcR FACS MsiMs

Project Experience

PK ® o] HER2 EGFR/c-MET
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20+ mAb/BsAb. 5+ Fc Fusion. 3+ ADC

Cell- qgPCR/

LBA base ddPCR

LC- ; ;
FACS MS/MS Project Experience
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Cell and Gene Therapy
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For CGT, we provide a comprehensive GLP-compliant analytical solution covering PK assessment,
immunogenicity evaluation, and functional analysis. Validated flow cytometry and gPCR methods
have been established, with experience spanning CAR-T, TCR-T, NK, MSC, and in vivo CAR-T, targeting
CD19, BCMA, and Claudin 18.2. We have successfully supported the clinical bioanalysis of the first
CAR-T product approved in China as well as multiple investigational cell therapy products.

Tests LBA gPCR/ddPCR/NGS FACS LC-MS/MS
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CAR-T. TCR-T. NK. stem CD19. BCMA. Claudin 18.2. GPC3.
cells. in vivo CAR-T CD30 &
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Project Experience

B HENERIRFDARERCAR-T
Supported the first China-originated CAR-T approved by the FDA
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Vaccine
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With over 10 years of experience in vaccine clinical trial projects, we leverage multiple technology
platforms including LBA, cell-based assays, flow cytometry, and ELISPOT to comprehensively evaluate
humoral immunogenicity, cell-mediated immunogenicity, and molecular-level endpoints. Our platform
strictly adheres to GxP and ICH M10 regulatory quality systems, and has successfully conducted
clinical bioanalysis for more than 10 vaccines, including multivalent pneumococcal vaccines, respirato-
ry syncytial virus (RSV) vaccines, HPV bivalent/quadrivalent/11-valent vaccines, and tumor vaccines,
providing one-stop, compliant immunogenicity and bioanalytical solutions for diverse vaccine devel-
opment programs.
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Vaccine Clinical Trial Project Experience
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Multivalent HPV Vaccines Multivalent Pneumococcal Vaccines
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Humoral Immunity: Evaluao- Cell-Mediated Immuni- Mucosal Immunity

tion of Pseudovirus Neutral- ty: Evaluation of Cellular Assessment: Evaluation
izing Antibodies, Functional Immune Function (T/B of Total slgA and
Neutralizing Antibodies, Cells) Specific slgA

Binding Antibodies

ELISA

Cytation 5

Microscope ELISPOT Flow
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Biomarker Experience
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Clinical Method Validation — Biomarkers Drug R&D Projects

8) 100+ (@) 300+ (g) 30+
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Disease Areas Covered by Biomarker Projects
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-4 / Solid Tumors Hematological Infectious
Malignancies Diseases
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Endocrine and Immune Diseases Neurological
Metabolic Diseases Disorders
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Renal and Urinary Cardiovascular Gene & Rare Diseases
System Diseases Diseases

B2 5501 NESEY il

Drug Types Supported

mAb

BsAb

CAR-T

Fusion Protein

ADC

KingMylab Clinical Bioanalytical Services m



FingMyIab

B2, 838, —BR GRS PO R EERS S

Scientific, Compliant & Comprehensive
Central Laboratory and Data Services for Clinical Trials
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Accelerating drug development, advancing human health www.kingmylab.com

B33&: 020-28330088
#i#E: kingmylab@kingmylab.com
Motk [FN] TN T E R BIRIEIUIE 5 S 2RO
[L&8] EBTmRITXMBIFIEES 3SR
[&8] SBRHINTERRENEXIBEE235 18
Address: [GuangZhou] 6F, Building #2, Unit 2 Luoxuan 4th Road, GuangZhou International Biotech Island, Guangdong, P.R. China;

[Shanghai] 5F, Building 3, 115 Xinjun Ring Road, Minhang District, Shanghai, P.R. China
[Hong Kong] Unit 01, 1/F, Remington Centre,23 Hung To Road, Kwun Tong, Hong Kong;

E-mail: kingmylab@kingmylab.com
Tel: 020-28330088



