Manufacturing Sub-committee
- Team Members

e Chair: Guangping Gao (U. Penn)
— Reed Clark (Ohio State)
— Phil Cross (Harvard)
-~ —Guang Qu (Avigen)
— Anna Savetti (U. Nantes, France)
— Sue Washer (AGTC)

M : o Sub- .
- Tasks

Production method « Storage/distribution
— review/suggestion — Discussion and
Purification method suggestion

— review/suggestion e Raw materials
Scale/aliquot size — Depending on

— Discussion and production method
suggestion selected

Manufacturing site — Specifics determination
— suggestion/specifics




Manufacturing AAV Reference Reference Standard
- The Issues and Consensus

Serotypes
— AAV2

» Well characterized
Transgenes
— Stuffer sequences
— LacZ or GFP

» Trasnduction assay
Conformational to ICA

Grade: Research v.s. GMP
Scale/aliquots

— 1-5x10% vg

— 1x102 vg/ml

— 0.5ml/vial x 5-10,000 vials

* Production methods
— 293/Helper free
— Rep/cap cell line
* Ad-AAV hybrids +Adwt
* Producer cell lines +Adwt
— rHSV-1 system
* Purification method
— Chromatography-based
* Formulations & Storage
— 5-10% glycerol/PBS
— Buffered sucrose & others
+ Storage/distribution
— ATCC

Presentations on AAV
manufacturing

293/helper free production

— Guang Qu, Ph.D, Associate Director of
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HeLa-based AAV producer cell lines

— Reed Clark, Ph.D, Associate Professor of Ohio
State University and Director of CCRI Viral

Vector Laboratory
rHSV-1 system

— Sue Washer, President & CEO, AGTC Inc




