
2020 ANNUAL REPORT

Developing Innovative Treatments for Critical Care Patients



STOCKHOLDER INFORMATION

Corporate Headquarters
Athersys, Inc.
3201 Carnegie Avenue
Cleveland, OH  44115-2634
T:  (216) 431-9900
F:  (216) 361-9495
www.athersys.com

Independent Auditors
Ernst & Young LLP
Cleveland, OH  44113

Investor Relations
Karen Hunady
T: (216) 431-9900 ext. 511
khunady@athersys.com

Registrar and Transfer Agent
Computershare
PO Box 505000
Louisville, KY  40233-5000
T: (781) 575-2879
www.computershare.com

Stockholder Inquiries
Questions regarding stock transfer 
requirements, lost certificates and 
change of address should be directed 
to the transfer agent, Computershare.  
Other stockholder or investor 
inquiries, including requests for 
our filings with the U.S. Securities 
and Exchange Commission or other 
information, should be directed to 
ir@athersys.com.

Stock Listing
The Company’s common stock trades 
on the NASDAQ Capital Market under 
the symbol “ATHX”.

OUR MISSION

We are committed to the development of 
therapies to extend and enhance the quality of 

human life.

OUR FOCUS

Patients are at the heart of everything we do. We 
are focused on improving patients lives. We are 

concentrating on the critical care space where we 
believe our technology has the greatest relevance 
for patients and is an area with substantial unmet 
medical need and limitations in standard of care.

OUR VISION

We have a bold goal – we are working towards 
changing the future of medicine. We have 

established a portfolio of therapeutic product 
development programs to address significant 

unmet medical need in several disease areas that 
are also substantial commercial opportunities. 

Together, we are committed to the discovery and 
development of best-in-class therapies with our 

advancing clinical pipeline. 



Ismail Kola, PhD
Chairman of the Board and 

Independent Director
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A Letter From the Chairman of the Board &
 the Interim Chief Executive Officer

William BJ Lehmann, JD, MBA 
Interim CEO, President and COO

To Our Fellow Stockholders:

Needless to say, 2020 was a remarkable year. Globally, 
we have confronted and learned how to face down an 
unprecedented pandemic, for which the story is still being 
written. The impact has been wide-ranging in global health 
and economic terms and will ripple through the years ahead. 
Against this backdrop, in the United States, we concluded 
one of the most divisive election cycles in recent history. 
Unfortunately, this has further fixed the “we-they”, “us-them” 
frame of mind in this country.

At Athersys, we intend to make the world a better place with 
scientific innovation that we believe helps people – regardless 
of who they are, where they live, or what they represent – 
through our innovative cell therapy candidates that have the 
potential to make life better for patients who face severe 
debilitation, erosion to quality of life and risk of death 
resulting from serious conditions or trauma. In so doing, we 
intend to become a global leader in regenerative medicine 
and cell therapy that innovates and develops cell therapies, 
manufactures the product to serve targeted markets, and 
distributes and commercializes the products in markets, 
internationally. We are working to make a positive and lasting 
difference in people’s lives.

Throughout 2020, we continued our march forward, making 
progress in several important areas. We initiated two 
important clinical studies of MultiStem®, or invimestrocel, 
our cell therapy candidate. The first was MACOVIA, directed 
at evaluating the treatment of acute respiratory distress 
syndrome, or ARDS, a condition particularly important 
during this time of the COVID-19 pandemic, and the second 
was MATRICS, focused on the evaluation of the treatment 
of trauma patients. In our lead ischemic stroke program, 
MASTERS-2, enrollment in the study was lower than planned, 
impacted significantly by the COVID-19 pandemic, which 
disrupted operations at our clinical sites. With respect to our 
investments in the future, we advanced our technologies for 
manufacturing, product storage and distribution intended to 
enable us to serve large potential markets, such as ischemic 
stroke treatment. On the research front, we continued 
to develop deeper insights into the mechanisms of our 
cell therapy product candidate and the application of our 
technologies. Key support areas, such as regulatory affairs, 
maintained high productivity, as well.
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Importantly, during 2020, the Company 
expanded its leadership breadth and depth to 
better position us for a successful transition 
to commercialization. In addition to important 
management hires, we made two key leadership 
hires, Ivor Macleod, as Chief Financial Officer, who 
has commercial pharmaceutical experience, and 
Maia Hansen, head of our global supply chain 
operations, which are crucial to fulfilling product 
supply demands over time. As we prepare for 
commercialization, assuming success in our 
clinical trials and regulatory activities, further 
expansion and improvement of the leadership 
team will be a top priority. We also expanded 
our Board of Directors over the year, recruiting 
three new independent directors and improving 
the Board’s diversity in skill, experience, ethnicity 
and gender. We believe this will bring a sharper, 
informed focus on the challenges of the 
commercialization transition.

Recently, our friend and leader, Gil Van 
Bokkelen, departed the Company. Together with 
John Harrington, Robert Mays and others, Gil 
founded the Company, caused it to grow and 
mature into what we are today – a Company 
with an innovative cell therapy candidates and 

technologies that have the potential to transform 
the treatment of diseases and conditions with 
substantial unmet medical needs. Over the 
years, he has been a dynamic force, bringing 
great intelligence, insight, vision, energy and 
persistence to push and pull the Company 
forward. He assembled and developed our team 
and has been a great mentor to us. His passion 
for the Company and its science has been 
infectious, and his focus on the mission has been 
crucial. In short, Gil deserves tremendous credit 
for building the foundation for the opportunities 
ahead of us – it would not have been possible 
without his leadership and grit.

2021 will be an important period for the Company 
in shaping the answers to two core questions 
– how effective is the cell therapy in a broader 
clinical setting and how can we best make the 
product to serve large markets? We expect to 
see top-line results from our Japanese partner’s 
ischemic stroke study, giving us our first look 
at late-stage clinical trial data for the MultiStem 
treatment of ischemic stroke. In the meantime, 
we plan to make further progress in our own 
pivotal ischemic stroke and other clinical studies. 
We also expect to further advance our large-scale 

Every year, approximately 17 million people suffer a stroke throughout 
the world, and it is the leading cause of long-term disability and the 
second most common cause of death, worldwide. While there are some 
therapies for treating ischemic stroke, patients must receive these 
therapies within only a few hours of having a stroke. Unfortunately, only 
a modest percentage of stroke patients arrive to the hospital in time to 
benefit from these treatments.

   Ischemic Stroke

MASTERS-2, a pivotal randomized, double-blind, placebo-controlled Phase 3 trial is being conducted 
by Athersys to evaluate the efficacy of MultiStem cell therapy for the treatment of ischemic stroke, 
which may be delivered to a patient 18 to 36 hours after the stroke. This dramatically expands the time 
window for treatment, allowing up to 90-95% of stroke patients to be eligible to receive the therapy in 
this time window. This program has Fast Track and RMAT designations from the FDA, and this clinical 
trial is being run under a Special Protocol Assessment (SPA) agreement.

TREASURE, a randomized, double-blind, placebo-controlled Phase 2/3 trial is being conducted in Japan 
by our partner, HEALIOS K.K., to evaluate MultiStem cell therapy for the treatment of ischemic stroke 
within a time window of 18 to 36 hours after the stroke. This study has Sagikake designation and 
enrollment is expected to complete this year.
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manufacturing processes with proof-of-principle 
to enable us to effectively serve large markets, 
such as ischemic stroke and other critical care 
areas, with our cell therapy product candidate. 
Ultimately, favorable clinical trial results and 
viable large-scale manufacturing processes would 
provide the foundation for us to further develop, 
through partnerships, hiring or investment, 
the enablers of successful commercialization, 
such as commercial operations, commercial 
manufacturing capacity and distribution, among 
other things, as we await results from our own 
pivotal trial activity.  

As our understanding of our cell therapy 
technology and product candidate has evolved, 
we have become increasingly focused on critical 
care areas, such as stroke, ARDS and trauma, 
among others, even though our technologies 
have potential applications in other diseases 
and conditions. This, in large part, reflects the 
underlying mechanisms of our technology, 
namely the ability to modulate considerably 
harmful immune system responses and acute 
inflammation following a traumatic event or acute 

condition and to set the stage for healing in a 
regenerative environment. But, it also reflects 
our desire to have great impact by bringing the 
potential benefits to hundreds of thousands, 
or even millions, of patients with very serious 
conditions.

However, targeting these critical care indications 
with cell therapy comes with some unique 
challenges. First, the history of failures by others 
in developing drug therapies in these areas has 
left some doubts among scientists and clinicians.  
We believe that good results from well-designed 
studies would be convincing to the researchers 
and doctors in these fields. Second, given the 
large number of potential patients and unmet 
needs, we would need to make large amounts 
of a novel cell therapy product to serve the 
markets. As we have noted, we believe that we 
are well on the way given our recent progress. 
Third, though the potential benefits to patient 
quality of life and healthcare cost savings may 
be substantial, given the size of these indications 
and the potential budget impact of widely used 
innovative therapies, we would have to work 

Acute respiratory distress syndrome, or ARDS, affects about 500,000 
patients per year in the United States, Europe and Japan, combined. 
Unfortunately, there is no FDA approved and effective medicine for ARDS. 
The current standard of care is to place patients on a ventilator, which 
forces oxygen into the lungs to keep the patient alive. The morbidity and 
mortality from ARDS is high, and those patients that do survive frequently 
experience long-term pulmonary damage due to ventilator-induced 
fibrosis and scarring, and also experience compromised quality of life.

  Acute Respiratory Distress Syndrome

MACOVIA, a pivotal randomized, double-blind, placebo-controlled Phase 2/3 trial is being conducted 
by Athersys to evaluate MultiStem cell therapy for the treatment of pathogen-induced ARDS. 
Encouraging data from our exploratory Phase 1/2 ARDS trial showed that, over the 28-day period 
following randomization, the MultiStem-treated patients demonstrated a 40% increase in mean 
ventilator-free days compared to placebo recipients, a 27% increase in mean ICU-free days, and a 
37.5% reduction in mortality. FDA has granted Fast Track and RMAT designations to the MultiStem 
development program for the treatment of ARDS.

ONE-BRIDGE, an open-label study being conducted in Japan by our partner, HEALIOS K.K., is 
evaluating the safety and efficacy of MultiStem cell therapy for the treatment of ARDS in pneumonia 
patients and for safety in COVID-19 patients. This program has received Orphan Designation by the 
PMDA. Healios announced completion of enrollment at the end of March 2021.
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closely with potential payors and other stakeholders to find reimbursement levels that appropriately 
balance benefit and budget impact. Put differently, we have taken a path with great potential rewards 
in terms of aggregate patient impact and stockholder value creation, but also a path with some unique 
and meaningful risks. The year 2021 will provide great insights into the extent to which we can be a 
successful, critical care-focused, cell therapy Company.   

We believe deeply in the strength and distinctiveness of our science and technology and the potential 
of our cell therapy candidate, invimestrocel, to help a great number of patients and their families and 
bring value to other healthcare stakeholders. And, we believe that therapeutic success in the markets 
we have targeted could create substantial value for our stockholders. As your stewards, our leadership 
team remains focused on developing and delivering our vision and the priorities ahead of us in 2021 
and beyond.

With sincere appreciation of your interest and commitment,

Ismail Kola, PhD
Chairman of the Board and Independent Director

BJ Lehmann, JD, MBA
Interim CEO, President and COO 

Trauma is the leading cause of death for individuals under the age of 
45 and the third leading cause of death in the United States, accounting 
for approximately 180,000 fatalities each year. It is also a leading cause 
of serious disability, especially among young people and members of 
the military. The consequential inflammatory-related complications 
include acute kidney injury, acute respiratory distress syndrome, venous 
thromboembolic disease, multiple organ failure, neurological swelling 
and tissue death after brain injury, as well as secondary immunologic 
impairment leading to infections.

   Trauma

MATRICS, a randomized, double-blind, placebo-controlled Phase 2 trial is being conducted by the 
University of Texas Health Science Center at Houston (UTHealth) and Athersys to evaluate MultiStem 
cell therapy for the treatment of serious traumatic injuries. This study will compare the incidence, 
severity and duration of kidney injury and other inflammatory complications in patients treated with 
MultiStem versus placebo, added to current standard of care treatments and procedures. This study 
is being funded by MTEC, the funding arm of the Department of Defense, and UTHealth. The study is 
being run at Memorial Hermann Hospital, one of the busiest trauma centers in the country.



































































































































































MANAGEMENT

William (B.J.) Lehmann, Jr., JD, MBA, Interim Chief Executive Officer, President and Chief Operating Officer
John Harrington, PhD, Executive Vice President and Chief Scientific Officer
Ivor Macleod, MBA, CPA, Chief Financial Officer
Laura Campbell, CPA, Senior Vice President of Finance
Manal Morsy, MD, PhD, MBA, Senior Vice President, Head of Global Regulatory Affairs
Greg Liposky, MBA, Senior Vice President, Commercial Manufacturing
Maia Hansen, MBA, Senior Vice President, Head of Operations and Supply Chain
Robert (Willie) Mays, PhD, Vice President of Regenerative Medicine, Head of Neuroscience Programs
Rakesh Ramachandran, MS, Vice President, Head of Information Technology and Communications
Eric Jenkins, MD, Senior Medical Director, Head of Clinical Operations

BOARD OF DIRECTORS

Ismail Kola, PhD, Chairman of the Board 
John Harrington, PhD, Director
Hardy TS Kagimoto, MD, Director
Katherine Bach Kalin, MBA, Independent Director
Lorin Randall, MBA, Independent Director 
Baiju Shah, JD, Independent Director 
Kenneth H. Traub, MBA, Director
Jane Wasman, JD, Independent Director
Jack Wyszomierski, MS, Independent Director

This annual report contains forward-looking statements. These statements are based on certain assumptions and management’s current knowledge. 
Accordingly, we caution you not to unduly rely on forward-looking statements, which speak only as of the date of this annual report. We intend these 
statements to be covered by the safe harbor provision of the Private Securities Litigation Reform Act of 1995. The words “expects,” “anticipates,” “believes,” 
“may,” “should,” “projects,” “forecasts,” “will,” and similar expressions are intended to identify forward-looking statements. We caution you that forward-looking 
statements involve risks and uncertainties that could cause actual results to vary from those statements. For a discussion of these risks see “Item 1A - Risk 
Factors” in the Company’s Annual Report on Form 10-K included herein. The Company undertakes no obligation to updated any forward-looking statement.

Inflammatory, Immune & Related
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Cardiovascular

Acute Myocardial Infarction

 

PVD/PAD/CLI

 

Congestive Heart Failure

 

Neurological

Ischemic Stroke  
Hemorrhagic Stroke 
Traumatic Brain Injury 
Multiple Sclerosis 
Spinal Cord Injury

 

TREASURE (Healios)

MASTERS-2 (Athersys)

Preclinical IND/CTA Phase 1 Phase 2 Phase 3 NDA/BLA Commercial

ONE-BRIDGE (Healios) - enrollment completed

DEVELOPMENT STATUS OF REGENERATIVE MEDICINE PROGRAMS
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