PaVe-GT
Platform Vector Gene Therapy

MANUFACTURING

Process, Scale-Up and Product Quality
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Key considerations

® pd ® » Manufacturing of a high-quality product in sufficient quantities

» Achieving the desired concentration for delivering the planned doses )

(.

Manufacturing Steps and Product Testing

AAV manufacturing process / Quality parameters \

Transfection for AAV production

» Does the product maintain its initial

_ characteristics after scale up?
Raw material Q ' —

generation > Is it potent and devoid of
contamination?

> lIs it stable under conditions of storage
Process development and planned delivery devices for use?
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> |s the formulation optimal for

‘ anlinical and clinical studies? /

Scale up process

(Bioreactor) L J Manufacturing process
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‘ Drug product

Product quality { - - High quality, safe, potent
- - U
determination < %4 and stable
AAV- Adeno-associated virus Created using Biorender.com

PaVe-GT relevant resources: PCCA pre-IND and Type C packages (coming soon)

National Center
for Advancing .
Translational Sciences Version date 2/27/2026



	Manufacturing Process, Scale-Up and Product Quality



