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Details

Announcement date: Jun 13 2014

Industry sectors:

Bigbiotech

Bigpharma

Biotech

Pharmaceutical

Compound name: AG-221

Exclusivity: Exclusive

Asset type: Compound

Therapy areas: Oncology » Leukemia » Acute myelogenous leukemia

Deal components:

Co-promotion

Licensing

Option

Stages of development: Phase I

Geographic focus: Worldwide

Financials

Deal value, US$m: 120 : sum of milestone payments

Milestones, US$m: 120 : milestone payments

Royalty rates, %: n/d : tiered royalty on any net sales

Termsheet

Agios Pharmaceuticals announced that its partner Celgene Corporation has exercised its option to an exclusive worldwide license to AG-221, an

oral, first-in-class, potent inhibitor of the mutant IDH2 protein.

Under the terms of the agreement, the option to license extended to Celgene through the end of Phase 1, but AG-221 has been exercised early

based on the Phase 1 data generated to date.

AG-221 is currently in a Phase 1 dose escalation study in patients that harbor an IDH2 mutation with advanced hematologic malignancies,

including acute myeloid leukemia (AML).

Agios and Celgene entered into a global strategic collaboration in April 2010 to develop new therapeutics targeting cancer metabolism.

By exercising its exclusive option under the terms of the agreement, Celgene gains worldwide development and commercialization rights for

AG-221.
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Agios, in addition to contributing its scientific and translational expertise, will continue to conduct early clinical development and regulatory

activities within the AG-221 development program in collaboration with Celgene.

Celgene is responsible for all development costs for AG-221.

Agios is eligible for up to $120 million in milestone payments and a tiered royalty on any net sales. Agios also has the right to conduct a portion

of any commercialization activities for AG-221 in the United States.

Press Release

13 June 2014

Celgene Corporation (CELG) Grabs Rights To Agios Pharmaceuticals (AGIO)' Lead Cancer Drug

Agios Pharmaceuticals Announces that Celgene Exercised its Option to License AG-221 Under Global Strategic Collaboration

Major Milestone in Landmark Collaboration Between Agios and Celgene

CAMBRIDGE, Mass., Jun 13, 2014 (BUSINESS WIRE) -- Agios Pharmaceuticals, Inc. AGIO +8.79% , a leader in the fields of cancer

metabolism and inborn errors of metabolism (IEMs), today announced that its partner Celgene Corporation has exercised its option to an

exclusive worldwide license to AG-221, an oral, first-in-class, potent inhibitor of the mutant IDH2 protein. Under the terms of the agreement, the

option to license extended to Celgene through the end of Phase 1, but AG-221 has been exercised early based on the Phase 1 data generated

to date. AG-221 is currently in a Phase 1 dose escalation study in patients that harbor an IDH2 mutation with advanced hematologic

malignancies, including acute myeloid leukemia (AML).

“We are pleased with Celgene’s decision to license AG-221, as we believe it reflects the strength of our progress with this product candidate and

underscores Agios’ and Celgene’s commitment to precision medicine,” said David Schenkein, M.D., chief executive officer of Agios. “Celgene

brings global reach, significant expertise and financial resources to the AG-221 program, and we look forward to our continued collaboration to

increase the scope and efforts directed to IDH2 and broadly advance this important potential cancer medicine.”

“Agios’ AG-221 candidate is simultaneously advancing convergent fields, including cancer metabolism, epigenetics and precision medicine. The

emerging Phase 1 clinical data validate the preclinical and mechanistic work on IDH2 mutations in AML, and most importantly, advance a highly

promising drug candidate for treatment of molecularly selected patients,” said Thomas Daniel, M.D., president of research & early development

at Celgene. “Celgene looks forward to deploying our worldwide development capabilities in hematological malignancies and to working with

Agios to accelerate development.”

Agios and Celgene entered into a global strategic collaboration in April 2010 to develop new therapeutics targeting cancer metabolism. By

exercising its exclusive option under the terms of the agreement, Celgene gains worldwide development and commercialization rights for

AG-221. Agios, in addition to contributing its scientific and translational expertise, will continue to conduct early clinical development and

regulatory activities within the AG-221 development program in collaboration with Celgene. Celgene is responsible for all development costs for

AG-221. Agios is eligible for up to $120 million in milestone payments and a tiered royalty on any net sales. Agios also has the right to conduct a

portion of any commercialization activities for AG-221 in the United States.

AG-221 is part of Agios’ IDH portfolio that also includes the IDH1 mutant inhibitor AG-120, which the company continues to develop and is in

Phase 1 clinical trials in advanced solid tumors and hematologic malignancies. Agios retains U.S. rights to the IDH1 program, and Celgene has

an exclusive option to ex-U.S. rights for the program. Agios continues to advance its discovery and research of cancer metabolism targets.

About IDH Mutations and Cancer

IDH1 and IDH2 are two metabolic enzymes that are mutated in a wide range of hematologic and solid tumor malignancies. The prevalence of

IDH is expected to evolve as genomic analysis of tumors increase. Agios’ research revealed the potential of IDH1 and IDH2 mutations as novel

therapeutic targets in cancer, which may lead to clinical benefit for the subset of cancer patients whose tumors carry them. Patients carry either

an IDH1 or IDH2 mutation, but not both.

Agios is developing two oral, first-in-class IDH mutant inhibitors: AG-221 is an IDH2 mutant inhibitor, and AG-120 is an IDH1 mutant inhibitor.

AG-221 is currently being evaluated in a Phase 1 dose-escalation study in patients with advanced hematologic malignancies, including AML,

one of the most common types of leukemia in adults. AG-120 is currently being evaluated in two Phase 1 trials, one in hematologic malignancies

and another in solid tumors. Both compounds were discovered and developed in the laboratory of Agios.

About Cancer Metabolism

Cancer metabolism is a new and exciting field of biology that provides a novel approach to treating cancer. Cancer cell metabolism is marked by 

profound changes in nutrient requirements and usage to ensure cell proliferation and survival. Research in the field has demonstrated that 

cancer cells become addicted to certain fuel sources and metabolic pathways. In cancer, this metabolic reprogramming is coordinated with 

proliferative signaling and regulated by the same oncogenes and tumor suppressor genes to ensure efficient proliferation. Glycolysis (sugar
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metabolism), fatty acid metabolism and autophagy (self metabolism) are three pathways shown to play a critical role in cancer metabolism.

Identifying and disrupting certain enzymes in these, and perhaps other, metabolic pathways provides a powerful intervention point for discovery

and development of cancer therapeutics.

About Agios Pharmaceuticals, Inc.

Agios Pharmaceuticals is focused on discovering and developing novel drugs to treat cancer and inborn errors of metabolism, or IEMs, which

are rare genetic metabolic diseases, through scientific leadership in the field of cellular metabolism. In addition to an active research and

discovery pipeline across both therapeutic areas, Agios has multiple first-in-class lead product candidates in cancer metabolism and IEMs in

clinical and/or preclinical development. All Agios programs focus on genetically identified patient populations, leveraging our knowledge of

metabolism, biology and genomics. For more information, please visit our website at www.agios.com .

Filing Data

Not available.

Contract

Not available.
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