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List any issue not addressed above which should be identified as a reason for not fiing the
BLA/BLS. Also provide additional details if above chars did not provide enough room (or
attach separate memo).

1 ..;

"'

Is clincal site(s) inspection (BiMo) needed?

nø

Is an Advisory Committee needed?

fd

Recommendation (circle one)G9 RTF

Reviewer:~Jili~one):
(signatue/ date)

Clinical Clin/har

Concurence:

Branch Chief:

(signatue/ date)

Division. Direc.tor:

(signature/ date)




