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Cross Discipline Team Leader Review

. Recommendation for other Postmarketing Requirements and Commitments

This approval is being granted under the accelerated approval regulations (Subpart E).
Therefore, the Applicant is required to confirm and describe the clinical benefit of
brentuximab vedotin in the indication granted (The treatment of patients with systemic
anaplastic large cell lymphoma after failure of at least one prior multi-agent
chemotherapy regimen).

The following trials are recommended as Post-Marketing Requirements under
Subpart E:

1. A randomized phase 3, double-blind, placebo-controlled trial of SGN-35 (brentuximab
vedotin) in combination with CH-P versus CHOP as frontlne therapy in patients with CD30-
positive mature T- and NK-celllymphomas and systemic ALCL (sALCL). Enrollment of
approximately 300 patients is planned with a primary endpoint of progression free survival as
determined by an independent blinded review facility. Overall survival is a key secondary
endpoint.

2. ReversibiltylResolution of drug-induced peripheral neuropathy

Sponsor to characterize the duration and reversibilty of treatment emergent neuropathy in a
prospective triaL.
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