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Telecon Body:
FDA requested the conference to discuss the ® qualification SOP and proposed
revisions.

FDA requested the following modifications to be included in the SOP for the
qualification of ®® lots used for the bench (lab) scale (B)(4) . The current version of
the SOP (RAW-065-01.6) is not complete.

1. FDA requested to add (D)(4) testing to the analysis panel.

2. FDA requested to add language to provide guidance and improve the clarity of criteria
for release.

3. FDA requested to add the test methods for:

*(b)(4)
4. FDA requested to (b)(4)

Cangene will have the additional data available in the (0)(4)  process.

Cangene will submit the agreed upon changes to the FDA as an amendment to the
application to satisfy the CR letter issued in 2014 by Friday (3/27/15).





