APPROVED

By Jean Gildner at 3:03 pm, Dec 12, 2016

From: Gildner, Jean

To: maguilera@vcel.com

Cc: larmour@vcel.com

Subject: Tcon with FDA Wednesday August 10 @ NOON
Date: Monday, August 08, 2016 1:55:00 PM

Dear Margarita,

FDA is requesting a tcon with you on Wednesday August 10 @ noon EST. Please send in a call-in
number.

The agenda will include the following:

(b) (4)  sterility testing method validation- expected completion date

Request for additional media fill study

Submission of an amendment providing details of responses to PLI form 483 observation 4
Acceptable studies for (b) (4) testing

Update of progress on other membrane related IRs

Submission of amendment for categorical exclusion from environmental assessment
Request for HCP training materials.
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