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RECORD OF TELEPHONE CONVERSATION

Alexandra; Schrager, Lewis; Pandey, Rakesh
Subject: RE: Telecon with Tyler Martin and Bill Turner today
Importance: High

Marian and | reached out to Tyler Martin and Bill Turner with a telecon this
afternoon. Summarized briefely:

1. I informed them that the reviews by the disciplines are undergoing supervisory review and
outlined the major categories of concern with the current BLA: safety, facilities and CMC. These
will be communicated to them in writing. Marian informed them we need to see new conformance
lots and there were other issues remaining to be resolved with OCBQ but many of them

are minor.

2. Most of the dicsussion revolved around clinical safety: We appreciate the clinical materials,
including the imaging studies they have sent us, as well as their expert's input. However, |
disagreed with his assessment that the concern with the case of cavernous sinus syndrome has
been resolved. We are taking the two potential cases of autoimmune disease to our own expert
consultation which is in progress. | emphasized that even in the absence of definite conclusions,
we would require a larger safety database pre-licensure.

3. They asked if we would consider an indication for use of the vaccine in the chronic kidney
disease population. The answer was yes, but the current BLA does not contain the information
needed to support this indication and we would require further discussion on what additional
information would be necessary for an application. | did acknowledge that the risk/benefit may
differ in special populations.

4. | informed them that their email on revised proposed indications that resulted from our
December face-to-face meeting is not considered part of the BLA because it has not been
submitted as such. However, CBER did review them and did not think that they differ
substantively from their current proposed indication in the BLA.

5. They asked if this means a CR. | said that we can't answer that question but that we have
outlined during this call our major concerns that have not been adequately addressed by the
current submission.

They concluded the call by thanking us for giving them clarity on what they now need to do.

Wellington
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