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We have the foliowing commenis:

CBER is in the process of obtaining 2 neurclogy consult within FDA 1o further
evaluate the Identified cases of neurcinflammatory events that occurred in
subjects pasticipating in the clinical studies for Cervarix® and
We are also further investigating the single case of transverse
litis reported in a subject who received an
n a study under separate IND. The HPV vaccine recipients who
experienced the neuroinflammatory adverse events include PID 704 in HPV-014,
PID 1244 in HPV-014, PID 37 in HPV-012, and PID 11937 in HPV-008 {studies
with Cervarix®). Additionally, a subject identified as case report BO404646A In
IND & was also diagnosed with a neuroinflammatory adverse event
{myclitis}. We have located narratives and International Adverse Event reports
within the BLA submission for these subjects. We request that vou provids
source documents {e.g., hospital records, doctor's notes at time of visits,
laboratory tests ete.) for these five subjects so that we have all available
information for pur neurology consult's review, Please respond.

Please discuss whether you have obtained a neurclogy consult (o evaluate the
cases of neuroinflammatory adverse events reported for subjects who received
your HPY vaccines {Cervarix and| If you have not
obtained 2 neurclogy consull, yvou may wani to consider doing so to further
evaluate these reported adverse events. Please respond.




