


Multi-epitope vaccines:
Types of epitopes




Multi-epitope vaccines:
Delivery systems




Multi-epitope Vaccines: potency
assays

 Immunogenicity:
— In vitro assays
— Small animals




Multi-epitope Vaccine Potency Assays:
B-cell epitopes




Multi-epitope Vaccine Potency Assays:
Th-cell and CTL epitopes




Multi-epitope Vaccine Potency Assays:
Th-cell and CTL epitopes




Multi-epitope Vaccine Potency Assays:

Development guidelines

I Potency assays may vary from one product to
another

1 Potency assays commonly evolve as products
move from phase I/11 to phase 111 trials, and
eventually through licensure.

1 The ultimate potency assays used for release




Multi-epitope Vaccine Potency Assays:

Development guidelines

Potential in vitro assays for phase I/11 trials of
plasmids or viral and bacterial vectors:

» Transcription of foreign gene containing
epitopes
» Western blots of transfected/infected cells using




Multi-epitope Vaccine Potency Assays:
Development guidelines

In vivo immunogenicity in animals (Phase 11/111, licensure)
» Establish positive/negative response criteria early on

» Number of animals per group should be large enough
to accommodate anticipated response rate

» It is important that the epitope(s) recognized by the
transgenic mice are located in the C-terminus of the

multi-epitope peptide or gene cluster.




