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Advisory Committee:

An advisory committee meeting was not convened during the review of this original BLA.
Whether data from human cholera challenge studies in U.S. subjects could be sufficient to
demonstrate the effectiveness of a cholera vaccine in U.S. travelers to endemic areas, who are at
high risk for contracting the disease, was discussed during 1993 and 1998 VRBPAC meetings. In
1993, the Committee discussed the limitations of using data from clinical field trials of the CVD-
103 HgR vaccine in endemic areas to predict the effectiveness of this vaccine in naive U.S.
travelers. During the 1998 VRBPAC meeting, failure of the CVD-103 HgR vaccine to show
protection in the field trials was discussed, and the Committee agreed that human challenge studies
could suffice to demonstrate effectiveness of a cholera vaccine in persons not previously exposed

to cholera provided that studies were adequate, well-controlled and conducted under the provisions

of GCP
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