
Bioanalytical Services
Laboratory Testing Division

With the capabilities in small molecular bioanalysis, large molecular bioanalysis, customized biological reagent generation and central  
laboratory services, WuXi AppTec bioanalytical platform can provide one-stop shop to support your entire drug development 
journey, from discovery through preclinical to clinical and beyond. We have industry experts, world-class analytical equipment and 
provide high-quality data in full compliance with the international regulatory requirements.  We believe every drug can be measured. 

The bioanalytical service platform is distributed in Shanghai, Suzhou, Chengdu and New Jersey to facilitate the drug developments and applications 
of more than ��� customers around the world. It provides bioanalytical services with integrated platform throughout the life cycle from drug 
discovery to clinical research. We have more than �� years of GCLP experience, adhering to the global high-quality system. We have successfully 
passed many inspections of global regulators and customers, including ��� times by National Medical Products Administration (NMPA, formerly 
CFDA), �� by provincial Medical Products Administration, � by Organization for Economic Cooperation and Development (OECD), � by the U.S. 
Food and Drug Administration (FDA), � by the Japanese Pharmaceuticals and Medical devices Agency (PMDA) and � by the European Medicines 
Agency (EMA).

���+Employees

����+Validated method

�M+Sample analysis per year

���+Clients

����+Global Clinical trials

GLPGlobal Compliance

�stBioanalytical laboratory in Asia passed 
inspections by NMPA, FDA, OECD,EMA,PMDA

Teams and Facilities

With the rapid development of immunotherapy, gene and cell therapy, biological therapeutics have become a hot field of drug R&D in the world. 
The complex structures of biological therapeutics pose unprecedented challenges to the CMC, drug administration design and analytical technology. In 
recent years, the bioanalytical service platform has put continuous efforts on innovations, cutting-edge technologies, a wide range of platforms to 
empower our clients. It has already blossomed in the bioanalysis field of biological therapeutics, covering all new modalities from PROTAC, 
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comprehensive platform, we take great pride to expedite and empower the R&D of our global customers. 

New Modalities

PEGylated peptides
PDC (peptide-drug complex) 

Insulin and its analogues 
Cyclic peptides

LC-MS/MS
ELISA

PROTAC programs.：��+
Peptide programs.：���+

PROTAC/peptides

LNP-ASO
Cationic polymer-ASO

GalNAc-siRNA
PPMO
mRNA

LC-MS/MS
LC-FLD

Hybrid ELISA/MSD
RT-PCR/qPCR (mRNA)

ELISA (ADA)

Programs.：��+

Oligonucleotides

Recombinant Proteins
Fusion Proteins

ELISA
LC-MS/MS

Recombinant protein programs.：��+
Fusion protein programs.：��+

Proteins

Monoclonal antibody(mAb)
Bispecific antibody (BsAb)

Antibody prodrug
Multispecific antibody

ADC 

LC-MS/MS
LC-HRMS

ELISA
Gyros

mAb programs.：���+
BsAb programs.：��+

Antibody prodrug programs.：�+
ADC programs.：��+

ADC/antibody/antibody prodrug

Inflammation，immune diseases
Cancer，liver/kidney/lung injury

Cardiovascular/metabolic/endocrine diseases
Osteogenesis/cartilage disease/arthritis

Validated methods：���+

Biomarkers

AAV
）rebmunypoc（T-RAC

）LCR（T-RAC

qPCR
ddPCR
Simoa

Flow cytometry
ELISA

Programs.：��+

Gene/Cell therapy

Biomarkers
Pharmacodynamics·

Bioanalysis  
Drug Toxicity·

Dose Selection·
Mechanism of Action·
Disease Progression·

Patient Stratification·

Immunogenicity
Anti-drug Antibody·

Neutralizing antibody test·

Blood Drug
Concentration

Toxicokinetics Bioanalysis·
Pharmacokinetics·

Bioanalysis   

Receptor 
Occupancy
·Efficacy dose level selection
·Dose Frequency Selection

Immunotoxicity
·Immunophenotyping
·Cytokines
·Immune Function study

Central lab
·Clinical Handbook
·Clinical Blood Collection Box
·Sample Transportation and 

Management
·Blood Routine Examination
·Urine Routine Examination
·Glycosylated Hemoglobin 

and Other Special Tests

Main EquipmentBusiness Scope

ELISA
Elispot

Luminex
LC-MS/MS

Flow cytometry

Simoa
MSD
Ella

qPCR
ddPCR

Singulex

Tecan Hamilton

Automation

Quanterix SIMOA

qPCR

MSD

Gyros

ddPCR

ELISA

Envision

Luminex

LCMS

FACS

ELISPOT

ICP-MS HRMS

TK/PK ADA NAb IMU TOXPD RO Central lab

Shanghai (Headquarter)
China

�,��� m�

BAS (preclinical + clinical)·
Central Lab (CAP)·

New Jersey,USA
�,��� m�

BAS (preclinical + clinical)·

Chengdu, China
��� m�

BAS（preclinical, non-GLP）·

Suzhou, China
�,��� m�

·BAS （Preclinical）
·Customized biological
  reagent services  




