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Telecon Body:

CMC Reviewer, Chava Kimchi-Sarfaty requested a teleconference with Emergent
BioSolutions (formely Cangene), to discuss the FDA'’s rationale for issuing a complete
response (CR) letter to original biologics license application 125426/0, with the intention
of covering the deficiencies outlined in the CR letter.

Emergent BioSolutions indicated that they had not reviewed the letter entirely in advance
of the teleconference as it had been received earlier that afternoon; therefore, explicit
deficiencies were not discussed. Emergent BioSolutions was informed that any specific
issues could be addressed and further discussed through the request for a type-C meeting
or teleconference with FDA in advance of providing their formal response to the CR
letter.

Cangene expressed the following based upon their cursory review of the CR letter:

1. Many of the deficiencies identified in the CR letter had been addressed in
amendments submitted to the BLA during the May — June, 2014 review timeline.
The FDA responded that these amendments contained a substantial amount of
information and could not be reviewed within the milestone constraints; further,
designation of a Major Amendment (MA) was not feasible — Emergent
BioSolutions’s responses to 483 items could not be provided within sufficient
time for review despite the extension granted by a MA. However, those
deficiencies that have been responded to in earlier amendments do not have to be
resubmitted; Emergent BioSolutions’s response should include a cross reference
to the amendment intended to address the specified deficiency.

2. Emergent BioSolutions requested clarification concerning the deficiency outlined
in comment 1c of the CR letter (i.e. “Please provide reports on complete
characterization of three consecutive lots of rF1X (B) (4) Drug
Product (DP) manufactured since June 2014”). Emergent BioSolutions stated that
the (b) (4) from the DP;
therefore, (D) (4) of the DP should not be necessary. The FDA stated that
characterization of (b) (4) DP should be included in the formal response to
the CR letter.

3. Emergent BioSolutions inquired about the status of clinical review. The FDA
informed Cangene the review clock on the BLA has been stopped pending a
formal and complete response to the CR letter; therefore, at this time clinical
review is complete and only new information contained in Cangene’s response
will be reviewed.

4. Emergent BioSolutions requested clarification concerning the class of response
that would be considered for the intended resubmission (i.e. Class-1 resubmission
[2 month PDUFA goal date] or Class-2 resubmission [6 month PDUFA goal
date]). The FDA could not comment on the resubmission class at this time; this
designation will be dependent upon the volume and content of the resubmission.
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