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Telecon Body:
Following introductions, Dr. Ghosh stated that this telecom was to further discuss the
sterility validation issues, outlined in previous calls.

Regarding validation for robustness, FDA stated that since using a (b)(4) temperature
may increase the minimum time of detection, the Sponsor may provide the following
information in writing in lieu of conducting the test at -(b)(4)-. FDA asked the Sponsor to
provide the following:

e Plan of action in the event of machine failure
e Temperature failure



FDA recommended the Sponsor to summarize their procedures in detail at -(b)(4)- and
submit to application.

Regarding ruggedness, FDA recommended the Sponsor to use (b)(4) lots of media at
(b)(4) in triplicate for the (b)(4) microorganisms listed in the table of the word document
provided to the Sponsor earlier.



