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Discussion Summary:

1.

10.

11.

The review committee consists of a reviewer for all appropriate disciplines, except for
non-clinical pharmacology/toxicology and for which the reviewer assignment request is
still pending. (Request submitted on July 5, 2016).

This submission is on a standard review schedule, which has a 12-month review timeline.
This product is categorized as a PDUFA V product.

Filing meeting date confirmed for July 27, 2016. Tentative schedule of the Mid-Cycle and
Late-Cycle meeting was distributed to the review committee on June 23, 2016.

This submission was not granted orphan designation.
This submission triggers PREA; the sponsor submitted a request for a deferral.
An Advisory committee is not indicated for this submission.

There are no potential issues discovered at this time that will affect the review of this
submission.

Dr. Peng and Dr. Melhem discussed the GMP pre-license inspection issue for this
submission, and agreed to waive this inspection at this time.

Mr. Hawkins from Bioresearch Monitoring (BIMO) Branch stated that there are
multiple clinical sites, including two in the United States, and sites in India, the United
Kingdom, and Iran. After discussion with Dr. Baum, the sites identified for the BIMO
inspection will be in India and the United Kingdom.

The review committee was reminded that a filing checklist will need to be completed for each
appropriate discipline prior to the filing meeting. The regulatory project manager will send
the review committee an email reminder to complete the filing checklist and upload it into the
SharePoint folder two days prior to the filing meeting.
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