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Details

Announcement date: Jan 08 2016

Industry sectors:
Biotech

Pharmaceutical

Exclusivity: Exclusive

Asset type: Technology

Therapy areas:

Cardiovascular » Ischemic heart disease

Central Nervous System » Stroke

Hospital care » Surgery » Orthopedics

Respiratory » Acute respiratory distress syndrome

Technology types:
Regenerative medicine » Cell therapy

Regenerative medicine » Stem cells

Deal components:
Development

Licensing

Stages of development:
Preclinical

Phase I

Geographic focus: Asia » Japan

Financials

Deal value, US$m: 230 : sum of upfront and milestone payments

Upfront, US$m: 15 : upfront payment

Milestones, US$m:

30 : milestone payments upon the successful accomplishment of

specific development and commercialization objectives

185 : sales milestones

Royalty rates, %:
15 : tiered double-digit royalties increasing into high teens on product

sales

Semi-quant royalties:

Low teens

Mid teens

High teens

Termsheet

December 2018

Athersys announced the extension of HEALIOS exclusive period to negotiate an option that would allow Healios to obtain a license for the

development and commercialization of MultiStem therapy for certain indications in China.

Healios has agreed to make a one-time $2.0 million payment in December 2018 for an extension through June 30, 2019.
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Furthermore, Healios may make an additional payment of $3.0 million to extend the negotiation period for another six months through December

31, 2019.

All such payments would be creditable against the $15 million option fee that would be payable by Healios upon execution of the China option

agreement, and milestones for any licensed program, if applicable.

January 2016

Healios and Athersys have announced a partnership and license agreement that will focus on the development and commercialization of novel

cell therapy treatments, including MultiStem for the treatment of ischemic stroke and potentially other indications, in Japan.

The partnership involves MultiStem, a proprietary, patented off-the-shelf stem cell therapy being developed by Athersys, with an initial focus on

treating ischemic stroke.

Healios will gain exclusive rights for the development of MultiStem for treating ischemic stroke in Japan.

Healios will develop and commercialize the product in Japan, and Athersys will provide the manufactured product and support to Healios, while

retaining all rights outside of Japan.

In addition, Healios will obtain an exclusive option for development of two additional MultiStem clinical indications in Japan, including the

treatment of Acute Respiratory Distress Syndrome ("ARDS"), which is currently in clinical development by Athersys in the United States and the

United Kingdom, and another indication in the orthopaedic area.

Healios will also obtain an exclusive license to incorporate Athersys technology in the development and commercialization of its proprietary

Healios "organ bud" technology, initially for transplantation to treat liver disease or dysfunction, which may be expanded upon exercise of the

option.

Athersys will receive an initial license fee of $15 million, as well as have the opportunity to earn milestone and royalty payments upon the

successful accomplishment of specific development and commercialization objectives, including the achievement of certain sales milestones.

Development and approval milestones for stroke could total $30 million, in addition to sales milestones that could reach $185 million based on

successful commercialization and the achievement of substantial sales of an approved product for treating stroke in Japan.

Athersys will also receive tiered, double-digit royalties increasing into the high teens on product sales and will be responsible for providing

manufactured product to Healios, subject to receiving reimbursement under a manufacturing supply arrangement.

Furthermore, if Healios elects to expand the partnership following the successful completion of Athersys' ongoing clinical trial in ARDS, Athersys

will receive a license expansion fee of $10 million for the exclusive rights to two additional indications in Japan, with the corresponding potential

for further milestones based on successful achievement of specific development and commercialization objectives.

As part of the expanded alliance, Healios will also have the right to incorporate Athersys technology in other organ bud indications.

Press Release

December 2018

Healios Agrees to Make Payment to Extend Exclusive Period for Negotiating an Option for a License to Multistem® Therapy for Indications in

China

Parties working together on development plan in China

CLEVELAND, Ohio, Dec. 17, 2018 (GLOBE NEWSWIRE) -- Athersys, Inc. (NASDAQ: ATHX) announced today the extension of HEALIOS

K.K.’s (Healios) exclusive period to negotiate an option that would allow Healios to obtain a license for the development and commercialization

of MultiStem therapy for certain indications in China. Healios has agreed to make a one-time $2.0 million payment in December 2018 for an

extension through June 30, 2019. Furthermore, Healios may make an additional payment of $3.0 million to extend the negotiation period for

another six months through December 31, 2019. All such payments would be creditable against the $15 million option fee that would be payable

by Healios upon execution of the China option agreement, and milestones for any licensed program, if applicable.

“China now represents the second largest healthcare market in the world, surpassing Japan, and we and Healios both view it as being

strategically important to our long-term goals and objectives,” commented Dr. Gil Van Bokkelen, Chairman & CEO at Athersys. “An executive

advisor with extensive experience in China has been engaged by Healios to advise on multiple aspects of the opportunity, and we agreed with

Healios that it was appropriate to implement this extension to allow us sufficient time to work together to more precisely define regulatory,

manufacturing and potential commercialization activities in China.
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“We maintain a strong and close relationship with Healios, as evidenced by their good faith payment related to the China negotiation period, as

well as our ongoing collaborative activities focused on treating stroke patients and those afflicted with acute respiratory distress syndrome

(“ARDS”) and other areas of unmet medical need where we are working together. We share a global vision of the potential for regenerative

medicine technology and how it might be used to benefit patients in multiple therapeutic areas and create substantial value for our

shareholders,” concluded Dr. Van Bokkelen.

Athersys’ collaboration with Healios was established in 2016 for the development of MultiStem cell therapy in Japan for the treatment of ischemic

stroke, and Healios is conducting an ongoing registrational clinical trial referred to as TREASURE. In March 2018, Healios made a $21.1 million

equity investment in Athersys, and in June 2018, the partnership was further expanded to include a license to additional therapeutic areas in

exchange for a $20 million license fee, additional milestones and royalties. As part of the collaboration expansion, Healios obtained exclusive

licenses for the development and commercialization in Japan of MultiStem therapy for the treatment of ARDS and for MultiStem cells used in

combination with iPSC-derived cells for the treatment of certain organ dysfunction indications. Healios also received an exclusive global license

to develop and commercialize MultiStem cells, either as a standalone therapy or in combination with retinal pigmented epithelial (“RPE”) cells for

certain ophthalmological indications, and an expansion of its license to use Athersys technology to support its organ bud programs to include

certain other transplantation areas. As Healios announced in November 2018, it is planning to conduct an open-label clinical trial of MultiStem

therapy to treat patients with pneumonia-induced ARDS.

About MultiStem

MultiStem cell therapy is a patented regenerative medicine product in clinical development that has shown the ability to promote tissue repair

and healing in a variety of ways, such as through the production of therapeutic factors produced in response to signals of inflammation and

tissue damage. MultiStem therapy’s potential for multidimensional therapeutic impact distinguishes it from traditional biopharmaceutical

therapies focused on a single mechanism of benefit. The therapy represents a unique "off-the-shelf" stem cell product that can be manufactured

in a scalable manner, may be stored for years in frozen form, and is administered without tissue matching or the need for immune suppression.

Based upon its efficacy profile, its novel mechanisms of action, and a favorable and consistent safety profile demonstrated in clinical studies,

MultiStem therapy could provide a meaningful benefit to patients, including those suffering from serious diseases and conditions with unmet

medical need.

About Athersys

Athersys is an international biotechnology company engaged in the development of therapeutic products designed to extend and enhance the

quality of human life. The Company is developing its MultiStem cell therapy product, a patented, adult-derived “off-the-shelf” stem cell product,

initially for disease indications in the neurological, cardiovascular, and inflammatory and immune disease areas, and has several ongoing clinical

trials evaluating this potential regenerative medicine product. Athersys has forged strategic partnerships and a broad network of collaborations to

further advance MultiStem cell therapy toward commercialization. More information is available at www.athersys.com. Follow Athersys on Twitter

at www.twitter.com/athersys.

January 2016

Healios and Athersys Enter Into Regenerative Medicine Partnership for Treatment of Stroke Using MultiStem(R) Therapy

Alliance to Focus on Development and Commercialization of Regenerative Medicine Products for Stroke and Other Potential Indications Using

New Regulatory Framework in Japan

CLEVELAND and TOKYO, Jan. 08, 2016 (GLOBE NEWSWIRE) -- Healios K.K. ("Healios") (Tokyo Stock Exchange:4593) and Athersys, Inc.

("Athersys") (NASDAQ:ATHX) have announced a partnership and license agreement that will focus on the development and commercialization

of novel cell therapy treatments, including MultiStem® for the treatment of ischemic stroke and potentially other indications, in Japan. The

partnership involves MultiStem, a proprietary, patented off-the-shelf stem cell therapy being developed by Athersys, with an initial focus on

treating ischemic stroke.

Under the terms of the agreement, Healios will gain exclusive rights for the development of MultiStem for treating ischemic stroke in Japan.

Healios will develop and commercialize the product in Japan, and Athersys will provide the manufactured product and support to Healios, while

retaining all rights outside of Japan. In addition, Healios will obtain an exclusive option for development of two additional MultiStem clinical

indications in Japan, including the treatment of Acute Respiratory Distress Syndrome ("ARDS"), which is currently in clinical development by

Athersys in the United States ("U.S.") and the United Kingdom ("U.K."), and another indication in the orthopaedic area. Healios will also obtain

an exclusive license to incorporate Athersys technology in the development and commercialization of its proprietary Healios "organ bud"

technology, initially for transplantation to treat liver disease or dysfunction, which may be expanded upon exercise of the option.

"Stroke represents a major problem, both in Japan and globally. Currently available treatments such as tPA and mechanical thrombectomy must 

be administered within the first several hours after the stroke occurs, limiting treatment to a small percentage of patients, and such interventions 

may also pose certain risks," observed Dr. Kiyohiro Houkin, Chairman and Professor of Neurosurgery of Hokkaido University Medical School, 

and President of Hokkaido University Hospital. "The recently conducted international clinical study by Athersys in the U.S. and the U.K. suggests 

that intravenous administration of MultiStem within 36 hours of the occurrence of a stroke is safe, well-tolerated, and is a beneficial and effective 

treatment. The off-the-shelf administration of the product could be a simple and universal approach for treating acute stroke patients.
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Furthermore, it could be administered to patients that do not arrive at the hospital in time to receive current standard of care, or alternatively

could be administered in addition to tPA or mechanical reperfusion, potentially enhancing outcomes for patients that have suffered significant

strokes. If efficacy is confirmed in additional studies, it is possible that this therapy could become the new standard of care for treating stroke,"

concluded Dr. Houkin.

As part of the license, Athersys will receive an initial license fee of $15 million, as well as have the opportunity to earn milestone and royalty

payments upon the successful accomplishment of specific development and commercialization objectives, including the achievement of certain

sales milestones. Development and approval milestones for stroke could total $30 million, in addition to sales milestones that could reach $185

million based on successful commercialization and the achievement of substantial sales of an approved product for treating stroke in Japan.

Athersys will also receive tiered, double-digit royalties increasing into the high teens on product sales and will be responsible for providing

manufactured product to Healios, subject to receiving reimbursement under a manufacturing supply arrangement. Furthermore, if Healios elects

to expand the partnership following the successful completion of Athersys' ongoing clinical trial in ARDS, Athersys will receive a license

expansion fee of $10 million for the exclusive rights to two additional indications in Japan, with the corresponding potential for further milestones

based on successful achievement of specific development and commercialization objectives. As part of the expanded alliance, Healios will also

have the right to incorporate Athersys technology in other organ bud indications.

Japan currently represents the second largest national market for prescription biopharmaceuticals in the world. The country is also experiencing

a significant demographic shift that is resulting in a rapid and unprecedented expansion of the elderly population in Japan, which threatens to

pose significant challenges for the national healthcare system over the next several decades. In order to help address the challenges posed by

the potential increased demand for healthcare resources as a result of this expanding population, over the past two years policy-makers in

Japan have revised the regulatory framework to focus on promoting the development of innovative new therapies that are demonstrated to be

safe and that also provide promising signs of effectiveness. These recently implemented regulatory reforms, which are specifically designed to

promote development of novel regenerative medicine therapies, are intended to speed the development of promising new medicines for patients

where there is substantial unmet medical need.

Athersys' proprietary cell therapy product, MultiStem, has been evaluated in a Phase 2 clinical study for ischemic stroke in the U.S. and U.K. and

is also in clinical development in several other indication areas, including the treatment of ARDS, myocardial infarction, and for transplant

support, including prevention of Graft versus Host Disease and liver transplant support. Athersys has begun preparations for clinical

development in Japan, including engagement with the Pharmaceuticals and Medical Devices Agency in Japan ("PMDA"). Healios and Athersys

have already met jointly with PMDA and plan to complete additional preparations for initiation of a clinical study in Japan for stroke, with

commencement of the study expected in the second half of 2016.

"I am very pleased that an exclusive licensing contract has been concluded with Athersys over development and distribution in Japan of

MultiStem, a candidate pharmaceutical product for innovative cytotherapy having undergone phase 2 clinical trials in U.S. and U.K. There seems

to be a large market need for MultiStem that can expand the period allowed before the start of treatment for ischemic stroke. Successful

development of this product under the new regenerative medicine framework in Japan could accelerate Healios' ability to help patients, achieve

profitable operations and deliver substantial value to our shareholders," commented Dr. Tadahisa "Hardy" Kagimoto , President of Healios.

"Beyond stroke, the technology by Athersys is expected to improve the efficiency of production also when we prepare the organ as a platform for

clinical transplantation programs. In essence, Healios has acquired a catalyst that can accelerate commercialization in the field of iPSC-based

regenerative medicine products."

Healios is recognized as a leading regenerative medicine company in Japan, with a technology portfolio that includes the development of retinal

pigmented epithelia cells produced from induced pluripotent stem cells for the treatment of age related macular degeneration ("AMD"). Healios

obtained a license to the technology from RIKEN to develop a novel treatment for AMD in 2013. Healios has also licensed additional technology

from Yokohama City University related to the development of organ buds for transplantation indications. Healios is partnered with Sumitomo

Dainippon Pharma Co., Ltd. and SHIBUYA CORPORATION (a leading robotics company in Japan), as well as NIKON CORPORATION and

Osaka University who are focused on the joint development of advanced manufacturing capabilities for regenerative medicine therapies.

"Athersys is excited to be working with Healios for the development of MultiStem in Japan with an initial focus on treating patients that have

suffered an ischemic stroke. Healios has an experienced and accomplished leadership team that recognizes the importance and

transformational potential of the regenerative medicine field. They also have a compelling vision for our collaboration that includes the potential

to work together across several important indication areas in a highly focused and efficient manner, which is why we selected them as our new

partner," said Dr. Gil Van Bokkelen, Chairman and CEO at Athersys. "They have a strong balance sheet, an excellent network of institutional

partners and collaborators, and they are committed to rapid and efficient development under the new regulatory framework in Japan, all of which

are key factors for success."

About Ischemic Stroke

Stroke represents an area where the clinical need is particularly significant, since it represents a leading cause of death and significantly lowers 

quality of life for many stroke victims. Currently, there are more than 15 million people that suffer a stroke globally and more than two million 

stroke victims each year in the United States, Europe and Japan, combined. Ischemic strokes, which represent the most common form of stroke, 

are caused by a blockage of blood flow in the brain that cuts off the supply of oxygen and nutrients and can result in tissue loss and neurological 

damage, as well as long-term or permanent disability. Unfortunately, current therapeutic options for ischemic stroke victims are limited, since the 

only available therapies, administration of the clot dissolving agent tPA, or "thrombolytic," or surgical intervention using mechanical reperfusion
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to remove the clot, must be conducted within several hours of the occurrence of the stroke. As a consequence of this limited time window, only a

small percentage of stroke victims are treated with the currently available therapy-most simply receive supportive or "palliative" care. The

long-term costs of stroke are substantial, with many patients requiring extended hospitalization, extended physical therapy or rehabilitation (for

those patients that are capable of entering such programs), and many require long-term institutional or family care.

About MultiStem

MultiStem cell therapy is a patented regenerative medicine product that has shown the ability to promote tissue repair and healing in a variety of

ways, such as through the production of therapeutic factors produced in response to signals of inflammation and tissue damage. MultiStem

therapy's potential for multidimensional therapeutic impact distinguishes it from traditional biopharmaceutical therapies focused on a single

mechanism of benefit. The product represents a unique "off-the-shelf" stem cell product that can be manufactured in a scalable manner, may be

stored for years in frozen form, and is administered without tissue matching or the need for immune suppression. Based upon its efficacy profile,

its novel mechanisms of action, and a favorable and consistent safety profile demonstrated in both preclinical and clinical settings, MultiStem

therapy could provide a meaningful benefit to patients, including those suffering from serious diseases and conditions with unmet medical need.

Athersys has forged strategic partnerships and a broad network of collaborations to develop MultiStem cell therapy for a variety of indications,

with an initial focus in the neurological, cardiovascular and inflammatory and immune disorder areas.

About Athersys, Inc.

Athersys is an international biotechnology company engaged in the discovery and development of therapeutic product candidates designed to

extend and enhance the quality of human life. The Company is developing its MultiStem cell therapy product, a patented, adult-derived

"off-the-shelf" stem cell product, initially for disease indications in the cardiovascular, neurological, inflammatory and immune disease areas, and

has several ongoing clinical trials evaluating this potential regenerative medicine product. Athersys has forged strategic partnerships and

collaborations with leading pharmaceutical and biotechnology companies, as well as world-renowned research institutions to further develop its

platform and products. More information is available at www.athersys.com.

About Healios K.K.

Healios is a biotechnology venture leading the field of developing iPS cell-based products for regenerative medicine. It was founded in 2011 and

listed on the stock exchange (Tokyo Security Exchange Mothers:4593) in 2015. In Japan, the company is developing a product for treatment of

age-related macular degeneration (an intractable ocular disease) jointly with Suimitomo Dainippon Pharma Co., Ltd., under the plan of obtaining

approval of its manufacture/distribution in 2020. In fields other than ophthalmology, the company has started R&D of products for regenerative

medicine capable of creating functional human organs (three-dimensional organs) jointly with Yokohama City University. The company may be

viewed as an enterprise providing products for regenerative medicine as a solution to the significant global issue "aging of the society." See the

website (https://www.healios.co.jp/) for details.

Filing Data

Not available.

Contract

Not available.
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