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Background:
CBER requested this telecon with Merck to clarify some final issues related to the
sterilization validations of autoclaves in ---(b)(4)---.
Telecon Body:
CBER noted that Merck has provided sterilization validation data for autoclaves -----------

(b)(4)---, and not for autoclave ----------------------- (b)(4)--------------m-mmme - . CBER
asked Merck to clarify their plans for sterilization validation data autoclave (b)(4). Merck
stated that they are only seeking approval for autoclaves ----------- (b)(4)----------- under

this BLA. CBER asked that Merck submit an amendment to the 125508 BLA stating
directly Merck is not seeking approval of (b)(4), and that approval of the BLA would only
include approval of autoclaves ------- (b)(4)-------- . Merck stated that they will do so.
CBER followed by asking Merck their plans for submission of sterilization validation data
for autoclave (b)(4), and Merck stated that they have no concrete plans at this time.



CBER stated that they will follow up regarding the missing validation data for cleaning of

HPV Type 58 from the ----------------------oeemee- (b)(4)-----------=-=m = m o m o during
the next inspection. Merck acknowledged CBER'’s statement.

The telecon ended.
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