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MEMORANDUM

Date: November 10, 2015

From: Christopher M. Sheth, PhD
Pharmacology/Toxicology Supervisor
Division of Hematology Oncology Toxicology (DHOT)
Office of Hematology and Oncology Products (OHOP)

Re: Approvability for Pharmacology and Toxicology
NDA: 208194
Drug: Bendamustine hydrochloride

Indications: Chronic lymphocytic leukemia and B cell non-Hodgkin lymphoma
Applicant:  Eagle Pharmaceuticals, Inc.

I have examined the pharmacology/toxicology supporting review for bendamustine HCI

conducted by Dr. Manning. I concur with Dr. Manning’s conclusion that bendamustine HCI
may be approved for the proposed indication.
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

CHRISTOPHER M SHETH
11/10/2015
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NDA 208194

1

February 12, 2015

February 13, 2015

Bendamustine hydrochloride (HCI)

Chronic lymphocytic leukemia (CLL)

B cell non-Hodgkin lymphoma (NHL)

Eagle Pharmaceuticals, Inc (EPI)

Division of Hematology Oncology Toxicology
(DHQOT) for Division of Hematology Products
(DHP)

Michael L Manning, PhD (DHOT)
Christopher M Sheth, PhD (DHOT)

John Leighton, PhD, DABT (DHOT)

Ann Farrell, MD (DHP)

Laura Wall, MS, APHN, OCN

Except as specifically identified, all data and information discussed below and
necessary for approval of NDA 208194 are owned by EPI or are data for which EPI has
obtained a written right of reference. Any information or data necessary for approval of
NDA 208194 that EPI does not own or have a written right to reference constitutes one
of the following: (1) published literature, or (2) a prior FDA finding of safety or
effectiveness for a listed drug, as reflected in the drug’s approved labeling. Any data or
information described or referenced below from reviews or publicly available summaries
of a previously approved application is for descriptive purposes only and is not relied
upon for approval of NDA 208194.
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NDA 208194 Reviewer: Michael L Manning, PhD
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