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Discussion Summary:

1.

2.

END

No major issues in the BLA have been identified by the review committee to date.

The review of the clinical data to date has not raised any major safety or efficacy
concerns. The response to the IR regarding HIV-related data discrepancies is still under
review.

A number of CMC issues with regard to specifications, analytical method validations and
post-approval stability commitments were identified. An Information Request is being
prepared and will be sent shortly.

The method to be used for potency assignment and labeling (one-stage vs. chromogenic)
is still under discussion. The decision hasn’t been made yet.

The change of language for on-demand indication is requested in the labeling. New
recommended language is “On demand treatment and control” (not “control and
prevention”). The comprehensive discussion of labeling will occur after potency issue is
resolved.

The current thinking of the review committee is that this BLA will not be presented at
Blood Products Advisory Committee meeting. However the external experts will be
involved to help resolve the potency issue.

The late-cycle meeting will be scheduled for mid-February 2016. The format of the
meeting (i.e., a face-to-face meeting or a teleconference) will be determined in the course
of the next two months





