


exper ience

Ever since the �rst clinical gene therapy programs were 

initiated, WuXi AppTec has been providing the technical 

testing competencies and regulatory expertise to help 

navigate novel biologics from development through

to late-stage clinical trials – supporting hundreds of 

successful regulatory submissions.

WuXi AppTec o�ers an integrated 

set of testing services to support 

development and manufacturing 

of your gene therapy product – 

from concept to commercialization.

Discovery   Clinical / Commercial Pre-Clinical / Development 

Services for 
Gene Therapies

WuXi AppTec’s unmatched preclinical services for 

gene therapy products leverage our unique mix of 

scienti�c and regulatory expertise in virology, 

in-life studies and bio-analytical assays.  Our sta� 

experience, state-of-the-art facilities, and broad 

understanding of advanced therapeutic 

development will support your IND.

Exceptional Preclinical
Expertise

With over 25 years’ experience in the testing of 

biotherapeutics, WuXi AppTec o�ers unparalleled 

capacity and guidance to reduce time to clinic.  

We provide the full spectrum of testing services, 

including custom assay development.  As a unique 

single-source, fully integrated CDMO, we support 

gene therapy products from procurement to 

comprehensive product testing for safety, stability 

and release.

Advanced Testing
Capabilities

The state-of-the-art facilities at our Philadelphia 

site provide adaptable manufacturing and testing 

solutions utilizing our integrated services.  With 

current space comprising over 75,000 square feet – 

and an additional facility of 150,000 square feet under 

construction – we have the capacity to support any 

program from early to late stage, with the additional 

resources needed to support commercial volumes.

WuXi AppTec’s vector experience is second to none, 
and includes the following:

• Adeno-Associated Virus (AAV)

• Baculovirus

• Lentivirus

• Retrovirus

• Adenovirus

• Vaccinia

• Poxvirus

• Herpes Virus

Flexible, High-Capacity
Testing Facilities

Extensive Viral Vector
Experience
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gene therapies
services for

WuXi AppTec works with you to develop comprehensive 
biosafety testing programs that meet the highest 
expectations of regulatory authorities worldwide.

Preclinical Services
• E�cacy and tK/pK Studies

• Toxicology
          Dose Finding (MTD) | Subacute | Subchronic | Chronic

• Biodistribution
Viral vectors | Human cells

• Tumorigenicity
Model development | ESC | iPSC | Adult SC | Cell lines

• GMP Cell Banking & Characterization

• Viral Bank Safety & Characterization

• Risk Assessment

• DNA Sequencing

• Raw Material Testing

• Extractables / Leachables Testing

• Viral Clearance

Clinical Development & Testing Services

Lot Release / Stability Testing
• General Characteristics
          pH  |  Appearance  |  Osmolality

• Content / Dose
 Viral particle concentration
 Vector genome titer  |  Infectious titer

• Potency
 Custom cell-based gene expression (FACS, ELISA, PCR)

• Purity and Identity
 Capsid protein identity and purity
 Helper virus identity 
 Residuals:  

     Infectious helper virus  |  Host cell DNA or Protein
      Benzonase  |  AVB Resin
 Replication-competent virus:  rcAAV, RCL, RCR, RCA
 Aggregation
 Particulates

• Safety
 In vitro viral contaminants  |  Sterility  |  Mycoplasma

Endotoxin  |  Bioburden   

• Patient Monitoring Testing
 In vivo transgene expression  |  In vivo vector persistence
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