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Voting result on carfilzomib at FDA Oncologic Drugs Advisory Committee

Onyx Pharmaceuticals, Inc. (“Onyx”) announced that U.S. Food and Drug
Administration’s (FDA) Oncologic Drugs Advisory Committee (ODAC) voted 11 to
0, with 1 abstention, that carfilzomib demonstrated a favorable benefit/risk profile
for use in the treatment of patients with relapsed and refractory multiple myeloma
who have received at least two prior lines of therapy that included a proteasome
inhibitor and an immunomodulatory agent (IMiD).

Attached is the press release made by Onyx for your information.

In

Japan,

Ono

is

conducting

a

Phase

1/2

study

in

patients

with

relapsed/refractory multiple myeloma, in accordance with the license agreement *
between Onyx and Ono signed in September 2010.

* Ono entered into an exclusive license agreement with Onyx to develop and
commercialize two compounds from Onyx’s proteasome inhibitor
development program, carfilzomib (for injection) and oprozomib (orally
administered) for all oncology indications in Japan. The compounds are
both in clinical development by Onyx outside of Japan.

Onyx Pharmaceuticals’ Kyprolis™ Receives Positive Vote from
Oncologic Drugs Advisory Committee (ODAC)
Onyx to Host Conference Call Today at 7:00 p.m. ET
Company to Work with FDA toward PDUFA Date of July 27, 2012

South San Francisco, CA - June 20, 2012 – Onyx Pharmaceuticals, Inc. (Nasdaq: ONXX) today
announced that the U.S. Food and Drug Administration’s (FDA) Oncologic Drugs Advisory Committee
(ODAC) determined by a vote of 11-0 [with 1 abstention] that, in patients with relapsed and refractory
multiple myeloma who have received at least two prior lines of therapy that included a proteasome
inhibitor and an immunomodulatory agent (IMiD), the benefit-risk assessment is favorable for the use of
Kyprolis™ (proposed brand name for carfilzomib). Onyx is developing Kyprolis for use in multiple
myeloma across a variety of treatment lines.
“Today’s ODAC recommendation is an important regulatory milestone in the review of Kyprolis for
relapsed and refractory multiple myeloma,” said Ted W. Love, M.D., Executive Vice President, Research
and Development and Technical Operations at Onyx Pharmaceuticals. “Onyx is committed to bringing
Kyprolis to patients as quickly as possible and looks forward to working closely with the FDA as the
agency completes its review.”
The Prescription Drug User Fee Act (PDUFA) date for completion of FDA review of the Kyprolis NDA for
accelerated approval is July 27, 2012. The ODAC provides FDA with independent expert advice and
recommendations, however the final decision regarding approval is made by FDA.
The Kyprolis NDA is based on the 003-A1 study, an open-label, single-arm Phase 2b trial as well as
supportive data from additional studies. The 003-A1 trial evaluated 266 heavily-pretreated patients with
relapsed and refractory multiple myeloma who had received at least two prior therapies, including
bortezomib and either thalidomide or lenalidomide.
Conference Call Details
Onyx’s management team will host a webcast and conference call to discuss the ODAC
recommendations. The call will be held today, June 20 at 7:00 p.m. Eastern Time (4:00 p.m. Pacific Time).
To access a live audio webcast of the conference call, log onto the company’s website at:
http://www.onyx.com/investors/event-calendar.
To access the live conference call on June 20, 2012, dial (847) 585-4405 and use the passcode
32594605. A replay of the call will be available on the Onyx website or by dialing (630) 652-3042 and
using the passcode 3259 4605# approximately two hours after the conference call concludes through July
4, 2012.

About Multiple Myeloma
Multiple myeloma is the second most common hematologic cancer and results from an abnormality of
plasma cells, usually in the bone marrow. In the United States, more than 50,000 people are living with
i
multiple myeloma and approximately 20,000 new cases are diagnosed annually. Worldwide, more than
180,000 people are living with multiple myeloma and approximately 86,000 new cases are diagnosed
ii
annually.
About the Kyprolis™ (proposed brandname for carfilzomib) Development Program
Kyprolis is an investigational agent and is not approved by the U.S. Food and Drug Administration (FDA),
the European Medicines Agency (EMA) or other health authorities.
A new drug application (NDA) for Kyprolis for the treatment of patients with relapsed and refractory
multiple myeloma who have received at least two prior therapies is currently being reviewed by the U.S.
FDA, and the anticipated date for completion of review is July 27, 2012. The NDA submission is based on
the Kyprolis 003-A1 study, an open-label, single-arm Phase 2b trial, as well as safety data from additional
studies.
Kyprolis is being studied in several clinical trials either as a single-agent or in combination with other
therapies, including:
•

•

•

•

A global Phase 3 clinical trial, known as the ASPIRE trial, has completed enrollment and is
evaluating the combination of lenalidomide and low-dose dexamethasone with or without Kyprolis
in patients with relapsed multiple myeloma who have received one to three prior therapies. The
company has an agreement with the FDA on a Special Protocol Assessment (SPA) and has
received Scientific Advice from the European Medicines Agency (EMA) on the design and planned
analysis of the trial.
A Phase 3 clinical trial, called the FOCUS trial, is evaluating single-agent Kyprolis in patients with
relapsed and refractory myeloma who have received three or more prior therapies. The trial is
designed to facilitate regulatory approvals around the world.
A global Phase 3 clinical trial, called ENDEAVOR, is planned to begin enrolling patients in mid2012. The head-to-head trial will evaluate the combination of Kyprolis and low-dose
dexamethasone vs. the combination of bortezomib and low-dose dexamethasone.
A Phase 1/2 study being conducted by Onyx’s partner Ono Pharmaceutical Co., Ltd is evaluating
Kyprolis in Japanese patients with relapsed/refractory multiple myeloma.

About Onyx Pharmaceuticals, Inc.
Based in South San Francisco, California, Onyx Pharmaceuticals, Inc. is a global biopharmaceutical
company engaged in the development and commercialization of innovative therapies for improving the
lives of people with cancer. The company is focused on developing novel medicines that target key
molecular pathways. For more information about Onyx, visit the company's website at www.onyx.com.
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