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BLA 125288, Nulojix (belatacept) intravenous infusion
Proposed indication: prophylaxis of organ rejection and preservation of a functioning allograft in adult patients
receiving kidney transplants

· Increased risk of acute rejection, including high grade rejection managed with steroids
and other modalities

· PL TD, including CNS cases (plan to limit population to EBV positive patients, which
represent about 80% of transplant patients, as well as 80% of patients in belatacept
trials)

. . Risk of PML at higher than recommended doses
· IV administration (approximately weekly, then monthly)

Overall, the primary efficacy endpoint has been met, the overall patients and graft survival is
not significantly different (and numerically higher in both Phase 3 trials), the risk ofPTLD and
PML is relative higher but overall infrequent and to-be-managed under the REMS. Finally,
other adverse events associated with CNls were observed at no higher or even lower rates in
the belatacept arm.

13.3 Recommendation for Postmarketing Risk Evaluation and Mitigation Strategies

See primary reviews and summary in Section 8.1.

13.4 Recommendation for other Postmarketing Requirements and Commitments
See summary in Section 8.2 and 8.3
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