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Telecon Body:

Review of testing procedure for of protein, including
I ®@w | reagents, etc. CBER noted that in their
retesting the results were worse than initial testing. Possible discrepancy between [ ‘@@ |

was noted. Sponsor suggested sending their own lab personnel to CBER for side
testing.

CBER noted only validation reports were in the BLA. Sponsor agreed to send the
appropriate SOPs as well as additional samples.



