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Telecon Body:
FDA asked the Sponsor to outline their current procedure for sterility testing and



-------------------------------------------- . The bottles are incubated for (b)(4) in a (b)(4)
machine.

FDA stated that the Sponsor should also add their data to the attached table (Appendix
1), sent via email earlier in the day (12/06/2011) for the respective organisms and send
the data to the BLA file. FDA also stated that the organisms should be calculated in
numbers and not as cfu/ml. When adding the ---------------=--=----- (b)(4)----------=---=---- ,
FDA advised the Sponsor to measure the exact amount being added. The Sponsor
asked if they could substitute any of the micro-organisms outline in the list send by
FDA? FDA stated that substitution can be made only if the Sponsor can show that the
organism is a strict aerobe. FDA asked the Sponsor regarding the growth of mold — -----
(b)(4)----. The Sponsor stated that temperature is an issue to promote growth of ----
(b)(4)---, FDA asked the Sponsor to provide all information regarding the Sponsor’s
current procedure to test mold growth.
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