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Please refer to DDD summary reviews dated 29-APR-2009, 29-JAN-2010, 22-SEPT-2010,
and 29-APR-2011 for the salient issues in the original application and the first, second and
third resubmissions.
This DDD summary encompasses the fourth resubmission (dated 12-JUL-2011).

3. CMC/Product Quality Microbiology/ONDQA
Biopharmaceutics
CMC
The CMC reviewer could not recommend approval of the previous submission (resubmission
#3) because of an extant withhold recommendation issued by the Office of Compliance (OC)
on 11-MAR-2011 related to manufacturing and controls facilities inspection findings. The
Chemistry Review for that complete response submission was signed on 21-APR-2011.
The CMC review of the current submission was signed by the primary and secondary
reviewers on 30-NOV-2011 and 02-DEC-2011, respectively. An acceptable OC
recommendation was received on 22-AUG-2011. I concur with the recommendation of the
CMC reviewers that the prior deficiencies are resolved and that the application is now
approvable from a CMC perspective.
Based on the stability data provided, a 24-month expiration dating period is granted for this
drug product when stored at controlled room temperature, 20°C to 25°C (59°F to 86°F),
excursions permitted from 15°C to 30°C (68°F to 77°F).

PQ-Microbiology
(b) (4)

The applicant has provided a resubmission of NDA 22-312 to support changes to the
and process for docetaxel concentrate at the Weston, Ontario manufacturing
facility. I concur with the conclusion of the PQ-Microbiology review signed 30-NOV-2011
and 01-DEC-2011 by the primary and secondary reviewers, respectively, that the application is
approvable.
ONDQA BP
The QONDQA BP review was signed 26-APR-2011 during the previous cycle. Based on this
review, a biowaiver for this drug was granted.

4. Nonclinical Pharmacology/Toxicology
No Pharmacology/Toxicology (P/T) review applicable this cycle. There are no outstanding
P/T deficiencies (See P/T review signed 21-DEC-2009 for more information).

5.

Clinical Pharmacology

Not applicable.
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