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Manufacturing and
analytics for lentivirus

and AAV vectors:
a visual and _

audio guide %

Gene-based advanced
AAV therapy medicinal products
in development

AAVs are small non-enveloped Lentiviruses are enveloped RNA
viruses containing a linear viruses containing the reverse
single-stranded DNA transcriptase enzyme that converts
OR self-complementary genome. RNA into DNA.
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Downstream manufacturing transforms the bulk viral harvest
supernatant produced in the upstream process into a product ready
for the clinic. The challenge is ensuring regulatory standards for
product safety and potency are met whilst maximising yield.
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Vector stocks process can:
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AAV Lentivirus
Capsid/serotype ID

Identity

Transgene ID

Transgene ID Envelope protein ID (VSV-G)
Strength Viral genome titer Infectivity
Total viral particles P24 ELISA
Potency Infectious titer Infectious titer
Functional analysis Insert stability

Functional analysis
(i.e., protein assay)

Purity Host cell protein Host cell protein
Host cell DNA Host cell DNA
Residual BSA Residual BSA
Residual endonuclease Residual end
Residual ligand Residual plasmid
Residual plasmid Residual transfection reagent
Residual transfection reagent Protein purity
Residual detergent Aggregation

Genome integrity
Protein purity
Aggregation

Empty/full capsid ratio

Compendial Appearance Appearance
assays pH pH
Osmolarity Osmolarity
Safety Absence of adventitious viruses Absence of adventitious viruses
Absence of replication-competent Absence of replication-competent
viruses viruses
Sterility Sterility
Mycoplasma Mycoplasma
Endotoxin Endotoxin
Bioburden Bioburden
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https://www.insights.bio/cell-and-gene-therapy-insights/home
https://www.thermofisher.com/us/en/home/life-science/bioproduction/gene-therapy-production.html
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