Food and Drug Administration
Silver Spring MD 20993

NDA 020892/S-016
SUPPLEMENT APPROVAL

Endo Pharmaceuticals Solutions, Inc.
Attention: Jeffry Lynch

Directory, Regulatory Affairs CMC
100 Endo Boulevard

Chadds Ford, PA 19317

Dear Mr. Lynch:

Please refer to your Supplemental New Drug Application (SNDA) dated October 17, 2012,
received October 17, 2012, submitted under section 505(b) of the Federal Food, Drug, and
Cosmetic Act (FDCA) for Vastar® (valrubicin) Solution for Instillation, 40 mg/mL.

We acknowledge receipt of your amendments dated February 28, 2013; June 06, 2013;
June 11, 2013; and June 17, 2013.

This“Prior Approval” supplemental new drug application proposes to adjust the approved assay
acceptance criteria for release and stability of the drug product from O

and the in-process control for density to
account for the change in assay criteria.

We have completed our review of this supplemental application, as amended. It isapproved,
effective on the date of this|etter.

REQUIRED PEDIATRIC ASSESSMENTS

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of
administration are required to contain an assessment of the safety and effectiveness of the
product for the claimed indication(s) in pediatric patients unless this requirement is waived,
deferred, or inapplicable.

Because none of these criteria apply to your application, you are exempt from this requirement.

PROMOTIONAL MATERIALS

Y ou may request advisory comments on proposed introductory advertising and promotional
labeling. To do so, submit the following, in triplicate, (1) a cover letter requesting advisory
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comments, (2) the proposed materials in draft or mock-up form with annotated references, and
(3) the package insert(s) to:

Food and Drug Administration

Center for Drug Evaluation and Research

Office of Prescription Drug Promotion (OPDP)

5901-B Ammendale Road

Beltsville, MD 20705-1266

Y ou must submit final promotional materials and package insert(s), accompanied by a Form
FDA 2253, at the time of initial dissemination or publication [21 CFR 314.81(b)(3)(i)]. Form
FDA 2253 is available at http://www.fda.gov/opacom/morechoices/fdaf orms/cder.html;
instructions are provided on page 2 of the form. For more information about submission of
promotional materials to the Office of Prescription Drug Promotion (OPDP), see
http://www.fda.gov/AboutFDA/CentersOfficess CDER/ucm090142.htm.

REPORTING REQUIREMENTS

We remind you that you must comply with reporting requirements for an approved NDA
(21 CFR 314.80 and 314.81).

If you have any questions, call Kim J. Robertson, Regulatory Health Project Manager, at (301)
796-1441.

Sincerely,

{ See appended electronic signature page}
Amnalbrahim, M.D.

Deputy Director

Division of Oncology Products 1

Office of Hematology and Oncology Products
Center for Drug Evaluation and Research
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