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Cross Discipline Team Leader Review

Description: A randomized, double-blind, placebo-controlled phase 3 study of SGN-35
(brentuximab vedotin) and best supportive case (BSC) versus placebo and BSC in the
treatment of patients at high risk of residual Hodgkin lymphoma (HL) following autologous
stem cell transplant (ASCT). Enrollment of 322 patients is planned with a primary endpoint of
progression free survival determined by independent review facility.

Reviewer Comments: The AETHERA trial had design limitations that preclude its use for
conversion of accelerated approval. The results will be useful for further safety evaluation,
since it is a placebo-controlled triaL.

The following trial is recommended as a Post-Marketing Requirement Under FDAAA:

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

Rationale for Neuropathy PMR: The single-arm trial did not provide an adequate
assessment of the safety ofbrentuximab vedotin in the population studied. Our major concern
was regarding the neuropathy and its lack of complete reversibility. The safety of brentuximab
vedotin with regard to neuropathy would be more fully evaluated in a randomized, controlled
triaL.

. Recommended Comments to Applicant

There were no comments to the Applicant proposed.
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