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Proposed indication in Original BLA September 14, 2000
“lodine | 131 tositumomab is indicated for the treatment of patients with relapsed
or refractory low-grade or transformed low-grade, CD20-positive, B-cell
non-Hodgkin’s lymphoma.”

Revised indication submitted ------------
Corixa submitted a request for standard approval of Bexxar based on
demonstration of efficacy in patients with Rituximab refractory follicular
non-Hodgkin’s lymphoma. In addition, Corixa requested accelerated
approval based on the existence of long-term durable responders (time-to-
progression [TTP] of at least one year) in patients with relapsed or
refractory, follicular or transformed non-Hodgkin’s lymphoma and who
were culled from multiple clinical studies.



The revised proposed indication being sought is

“BEXXAR?® is indicated for the treatment of patients with relapsed or refractory
low-grade, follicular or transformed low-grade B-cell non-Hodgkin’s lymphoma
(NHL) including patients with Rituximab refractory follicular non-Hodgkin’s
lymphoma. Determination of the effectiveness of the BEXXAR therapeutic
regimen in relapsed or refractory patient population is based on the existence of
long-term durable responders (time-to-progression [TTP] of at least one year) in
multiple clinical studies.”

Regulatory history
The Investigational New Drug Application (IND) for Bexxar was received on October 13,
1989.

Milestones prior to submission of BLA

[

]
06/29/99 BLA Application (STN 103906/0) Submitted

08/27/99 FDA Refusal-to-file (RTF) Letter Issued

Milestones for BLA STN 125011/0

09/14/00 BLA Application (STN 125011/0) Submitted
[

]
03/16/01 FDA Complete Review (CR) Letter Issued

[

03/12/02 FDA Complete Review Letter Issued
[

05/31/02 Request for Dispute Resolution Submitted

]



06/26/02 FDA Other Letter re: Dispute Resolution Issued
[
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