Adolescent HIV Vaccine Case

*If this product goes on to a Phase lll study and efficacy is
demonstrated for adults, leading to licensure for
adults....what about the adolescents?

**An initial indication down to age 15 is necessary. It is
unethical not to have that. Adolescents are a target
population for this vaccine. We need a regulatory path that
allows for that to happen...

**What will be necessary for “extrapolation” ? OR

**|s there enough “prospect of benefit” if a Phase Il is
conducted?
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The amount and kinds of the adult data needed to
support initiation of pediatric studies will depend upon:

» The strength of the adult safety and immunogenicity
data generated,;

« what is known about the investigational vaccine in
terms of its relationship to well- characterized vaccines
or novel vectors or production methods; and

sthe relationship of documented immune responses to
protection.
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