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CDERIODEIIIP AR

BLA 12537010 BenlystatI (belimumab) for SLE
Human Genome Sciences

4) Vaccination study
Because belimumab affects B-cells and may interfere with host responses to vaccination,
the applicant proposed a controlled vaccination study to better characterize any impairment
of responses.

. Final protocol submission: December 2011

. Study completion: March 2014

. Final report submission: September 2014

Clinical Postmarketing Commitments:

1) Lupus Nephrtis study
As mentioned by the Arhrtis Advisory Committee, the effcacy ofbelimumab on this
important manifestation should be further evaluated, and the applicant has agreed to
conduct a pilot study.

. Final protocol submission: January 2012

. Trial completion (through end of controlled period): January 2017

. Final report submission (through end of controlled period): October 2017

2) Patients of Black Race study
Also discussed at the Advisory Committee meeting, the effect ofbelimumab on patients of
Black race needs to be further evaluated, given the negative results in Trials 1056 and 1057
and the importance of this subpopulation ofDS SLE patients.

. Final protocol submission: November 2011

. Study completion: July 2017

. Final report submission: January 2018.

3) Submit a final study report for long-term open-label continuation study LBSL99
. Study completion: May 2016

. Final report submission December 2016

4) Submit a final study report for long-term open-label continuation study C1066
. Study completion: May 2015

. Final report submission: December 2015

5) Submit a final study report for long-term open-label continuation study C1074
. Study completion: March 2015

. Final report submission: October 2015

For the single CMC postmarketing requirement and 3 CMC postmarketing commitments,
see Section 3.

. Recommended Comments to Applicant

None.
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