
Eileen Bedell, MPH 
Richard Labotka, MD 
Millennium Pharmaceuticals, Inc. 
40 Landsdowne Street 
Cambridge, MA 02139 

Re: Docket No. FDA-2017-P-3672 

Dear Ms. Bedell and Dr. Labotka: 

NOV - 6 2017 

This letter responds to the citizen petition submitted on behalf of Millennium Pharmaceuticals, Inc. 
(Millennium) and received by the Food and Drug Administration (FDA or Agency) on June 9, 2017 
(Petition). 1 The Petition makes a number of requests relating to Velcade (bortezomib) for Injection, 3.5 
milligrams (mg)/vial (NDA 021602) (Velcade), as well as abbreviated new drug applications (ANDAs) and 
applications submitted pursuant to section 505(b)(2) ofthe Federal Food, Drug, and Cosmetic Act (FD&C 
Act) for bortezomib drug products that rely on Velcade. In particular, the Petition requests that FDA: 

1. Refrain from approving any ANDA or 505(b )(2) bortezomib product for any multiple 
myeloma indication with labeling that omits information regarding the safe and effective 
conditions ofuse for the retreatment of relapsed patients; 

2. Refrain from approving any ANDA or 505(b )(2) bortezomib product for any mantle cell 
lymphoma indication with labeling that omits information regarding the safe and 
effective conditions of use for treatment in previously untreated patients or labeling that 
adds new language to modify Velcade' s current mantle cell lymphoma indication; 

3. Seek public comment if FDA is considering allowing an ANDA applicant to revise 
Velcade's current mantle cell lymphoma indication by adding new language, consistent 
with FDA's prior action in a similar situation; 

4. Identify the active ingredient in Velcade as the mannitol ester ofbortezomib; 

5. Require Fresenius' s 505(b)(2) application ([new drug application (NDA)] 205004) for 
an injectable bortezomib formulation containing boric acid to be supported with: 

a. preclinical data and, as needed, human clinical data proving that the use of boric 
acid in the proposed product is safe for intravenous and subcutaneous injection in 
the intended patient populations; and 

1 On August 13, 2013, FDA received a citizen petition submitted by Millennium (FDA-20 13-P-0998) that raised similar issues to 
some ofthe issues raised in the current Petition. On January 10,2014, FDA denied Millennium's 201 3 petition without 
comment on the merits of the arguments raised. 
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