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a. Reviewer’s assigned areas not completely reviewed to-date

All nonclinical study reports submitted in Module 4 of STN: 125506/0/0 have
been reviewed.

b. Outstanding Information Requests

There are no comments or outstanding information requests related to the
nonclinical program to be conveyed to the Applicant at this time.

C. Date reviewer will complete the primary discipline review, if not complete.

The final Pharmacology/Toxicology primary review memorandum for STN
125506/0/0 will be completed, with supervisory concurrence, by December 5,
2013.

d. Key findings and substantive issues with the information and data in the
application.

There are no outstanding or substantive nonclinical issues at the present time that
would prevent approval of STN 125506/0/0 for BPL’s Coagulation Factor X for
the intended indications. Additionally, there are no Pharmacology/Toxicology
post-marketing commitments or requirements that have been identified at the
current time.

e. Potential impact the substantive issues have on the review especially those
which could prevent approval and impact the review timeline

There are no substantive nonclinical issues at the present time that would prevent
approval of STN: 125506/0/0 for BPL’s Coagulation Factor X for the intended
indications.

f. Plan for addressing issues and the reason for the suggested approach

Not applicable



