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Athersys, Inc. 
Athersys is a clinical-stage biotechnology company engaged 
in developing and manufacturing novel and proprietary, 
best-in-class therapies, designed to extend and enhance 
the quality of human life. We focus on treating medical 
conditions where there is a significant clinical need, 
particularly in the regenerative medicine area.
 
Our lead platform product, MultiStem® (invimestrocel) cell 
therapy, is a patented and proprietary, allogeneic, “off-
the-shelf”, stem-cell product, that has shown promise 
for treating critical care conditions and is currently being 
evaluated in several clinical-stage programs. Our most 
advanced program is for the treatment of ischemic stroke, 
which is being evaluated in a registrational trial in Japan and 
in a Phase 3 clinical trial in the United States and several 
other international locations under a Special Protocol 
Assessment (SPA). Our clinical development programs 
target neurological conditions, inflammatory and immune 
disorders, pulmonary and other conditions where the 
current standard of care is limited or inadequate for many 
patients. These conditions represent both major clinical 
needs and substantial commercial opportunities.
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Ischemic Stroke

• Fast Track designation
• RMAT designation
• Special Protocol Assessment (SPA) 
• Scientific Advice positive opinion 

granted by EMA

• ~800K annual cases in the U.S. 
• ~2.2MM annual cases in the U.S., 

Europe and Japan
• Our target market is moderate to 

moderate-severe strokes, 
approximately 40% of all strokes.• Sakigake designation

Acute 
Respiratory     

Distress 
Syndrome

• Fast Track designation
• RMAT designation

• ~200K annual cases in the U.S. 
• ~500K annual cases in the U.S., 

Europe and Japan
• Our target market is moderate to 

severe ARDS patients, who typically 
have 30-50% mortality.• Orphan Regenerative Medicine 

product

Trauma

• ~160K deaths and >3 MM non-fatal 
traumatic injuries in the U.S. annually

• Initially, our target market is severe 
traumatic injury accompanied by 
hemorrhagic shock (>200K U.S. yrly)

AAddvvaanncceedd  PPoorrttffoolliioo  TTaarrggeettiinngg  AArreeaass  ooff  SSuubbssttaannttiiaall  UUnnmmeett  
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MATRICS

= Completed enrollment / study= Enrolling; in progressKEY:

MASTERS-1

MUST-ARDS

8

MASTERS-2

TREASURE (P2-3)

MACOVIA (P2-3)

ONE-BRIDGE

Our Advanced Portfolio Targeting Areas of Substantial Unmet Need
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To My Fellow Stockholders:

I am delighted to have this opportunity 
to introduce myself to you, our valued 
stockholders. I am both humbled and 
honored to be the new CEO of Athersys. 
After I was approached with the opportunity 
and completed my due diligence, I quickly 
realized this was a chance to join a late-
stage clinical cell therapy company with the 
potential to make a significant difference in 
the lives of patients, especially in areas of 
high unmet need. I was impressed by the 
Company’s substantial research covering its 
MAPC® technology and the positive clinical 
data from earlier-stage clinical studies. This, 
along with significant investments already 
made in developing patented processes 
for harvesting, scaling, and producing 
MultiStem® (invimestrocel), gives Athersys 
a distinct advantage over other cell therapy 
companies. I felt it was an ideal time in the 
Company’s evolution for someone with my 
background to join the company as CEO. 

2022 is a key year for the Company. We are 
approaching important inflection points in the 
areas of clinical, manufacturing, regulatory 
and others, and are working on many 
activities to build for future success. I’m 

confident I will be able to leverage my prior 
business and commercialization experience 
to help realize the full potential of the unique 
platform we have in MultiStem, and I’m 
excited to help establish Athersys as a leader 
in cell therapy and regenerative medicine.

I believe we can become a leading cell 
therapy company because of MultiStem’s 
many positive and unique attributes. 
MultiStem is a proprietary, allogeneic, 
off-the-shelf, cell therapy currently being 
evaluated in several late-stage clinical 
trials around the world (see insets for more 
information on our current trials). This 
therapy may offer therapeutic benefit in 
many indications, in addition to those we are 
currently pursuing in the clinic. MAPCs are 
distinct from other types of stem cells owing 
to their unique scalability properties, long 
shelf-life, and favorable safety profile. The 
potential to produce hundreds of thousands 
to millions of doses, depending on the clinical 
indication and route of administration, from 
one healthy consenting donor enables us to 
manufacture at sufficient scale to service 
anticipated product demand for indications 
such as stroke, acute respiratory distress 
syndrome (ARDS) and other inflammatory 
diseases. MultiStem also has further 
advantages, including ease of storage, ease 
of administration, single-dose regimen, 
and broad patent protection around the 
technology.

In 2021, we made progress in a number of 
areas while overcoming several challenges. 
Importantly, we worked closely with our 
partner, Healios, to re-establish alignment on 
our shared goals and initiated negotiations to 
address open matters important to successful 
commercialization in Japan following 
approval. We resolved past issues and as a 
result, expanded our partnership to optimize 
and better align the collaboration structure to 
support commercial success and therapeutic 

Dan Camardo, MBA
Chief Executive Officer and Director



Our lead program is our MASTERS-2 study, a 
Phase 3 study evaluating MultiStem for treating 
ischemic stroke patients. Stroke is the leading 
cause of disability and the third leading cause of 
death in the U.S., and the aftermath of a stroke 
can impose a long-lasting burden on patients 
and their families. Unfortunately, the currently 
available treatments for stroke have a limited 
time window for administration and may not be 
appropriate for all patients. In the MASTERS-2 
study, MultiStem or placebo treatment is 
administered 18 – 36 hours after the onset of 
the ischemic attack, a treatment window defined 
by observations of data from the completed 
MASTERS-1 study. If MASTERS-2 data validates 
our hypothesis, we will be able to help many 

more stroke patients by extending the time window for treatment. This would be a significant step 
forward in stroke care and further solidify our confidence in the efficacy and safety of MultiStem. 
We also look forward to helping our partner Healios take the steps necessary to bring MultiStem to 
patients in Japan, based on the outcome of its TREASURE study, which has a similar design to our 
MASTERS-2 study.
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reach for MultiStem therapy in Japan. We 
also celebrated the completion of Healios’ 
ONE-BRIDGE study evaluating the safety 
and efficacy of MultiStem cell therapy for the 
treatment of pneumonia-induced ARDS and 
COVID-induced ARDS. While this was a small 
study, the data was encouraging and showed 
similar results to our Phase 1/2 MUST-
ARDS study. In addition, Healios completed 
enrollment in its TREASURE study, evaluating 
MultiStem cell therapy for the treatment of 
ischemic stroke in Japan. We look forward to 
this important data set, as it will be helpful 
information in guiding the stroke program 
forward in the U.S., Japan and other regions.

We also made progress on steps 
required to prepare for a successful 
commercialization launch in Japan, the 
U.S., and other regions. We developed
a proprietary, second-generation, large-
scale bioreactor manufacturing platform,
a new technology that is now in the
process of being transferred to a third-
party contract manufacturing organization.
This will enable us to establish processes
and provide adequate capacity to support
the commercialization of MultiStem in

the Company’s targeted markets, and 
to leverage first-generation bioreactor 
manufacturing capabilities that generated 
product approved by the FDA for use in the 
Company’s ARDS and trauma clinical studies. 
We also held many regulatory meetings and 
reached agreements with both the FDA and 
the European Medicinal Agency (EMA) on 
the deferral of the pediatric development 
plan with MultiStem for the stroke program, 
accelerating the path to potential approval. 

We made several significant hires in 2021, 
adding depth and expertise in specific areas 
to help us reach our goals. I learned quickly, 
after joining Athersys, that our employees 
are passionate and dedicated to our mission 
of bringing MultiStem to market and helping 
patients. There is no doubt that the work we 
are doing is very challenging and takes time, 
but we continue to hold firm conviction in 
the scientific foundation of MultiStem and we 
all want to be a part of creating something 
very special here at Athersys. Building on 
this strong foundation, we’re excited for the 
journey ahead and plan to implement several 
initiatives to accomplish our goal of being a 
leader in cell therapy. 

ISCHEMIC STROKE
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First and foremost, we need to continue 
our investment in science. We will work 
diligently to complete our clinical trials and 
validate MultiStem’s therapeutic benefit and 
safety profile in difficult-to-treat indications 
such as stroke, ARDS and trauma. In 2021, 
we published several scientific papers, and 
we will continue our research on MAPCs to 
shed further light on how these unique cells 
work and to identify potential new disease 
areas and applications where MultiStem may 
provide benefit to patients.

Second, to be recognized as a true leader 
in cell therapy, we need to generate value 
for our stockholders and provide a return on 
investment. Value may come from various 
milestones, but the most significant of 
them will be therapeutic validation from 
our well-designed clinical trials. We remain 
committed to our business development 
goals to identify potential partners that bring 
the right capabilities to the table and will 
help us be successful in commercialization.
In addition, we will actively share a more 
focused mission and vision with both existing 
and potential new investors while committing 
to being more proactive and transparent as 
we progress towards our goals.

Third, we will continue to lead by example 
in manufacturing and regulatory affairs. 
We have made significant investments to 
develop our manufacturing processes, as I 
mentioned previously. Expanding our cells, 
using our protected, proprietary large-scale 
process, is extremely important because 
it gives us a distinct advantage in the cell 
therapy space. On the regulatory front, 
we will continue to maximize the value 
afforded by various designations to take full 
advantage of regular and frequent dialogue 
with the FDA, EMA and other regulatory 
agencies. These interactions, regarding our 
clinical trials and manufacturing processes 
among other things, are invaluable as they 
have the potential to enhance and accelerate 
the probability of approval.

And lastly, to be viewed as a leader, we 
expect to become the employer of choice in 
cell therapy. Attracting and retaining skilled 
talent is essential to our growth and success. 
We will continue to nurture an environment 
and culture that attracts the best talent in 
the industry. 

On behalf of the entire company and the 
Board of Directors, I wish to thank you 
for your support of Athersys and your 

MultiStem is also being evaluated to treat ARDS 
in our Phase 2/3 MACOVIA clinical trial. ARDS is a 
severe complication arising from inflammation in 
the lungs and has become even more prevalent 
due to the COVID-19 pandemic. Currently, 
there are no effective FDA-approved treatments 
available. The mortality rate for ARDS patients is 
a staggering 30-50%. Encouraging data from our 
completed exploratory Phase 1/2 MUST-ARDS 
study revealed that MultiStem treated patients 
suffered lower mortality, more ventilator-free 
days, and consequently spent fewer days in the 
ICU. Based on this promising data, the FDA has 
granted our ARDS program both Fast Track and 
RMAT designations. We also continue to support 
our partner, Healios, as they work towards filing 
for approval in Japan for ARDS.

ACUTE RESPIRATORY DISTRESS SYNDROME



continued commitment to science and the 
pursuit of meaningful treatment options 
to patients suffering from difficult-to-
treat inflammatory diseases. Gene and 
cell therapies are rapidly becoming more 
accepted and more promising therapeutic 
options. The market and regulatory process 
for gene and cell therapies has matured, 
affording us an increasingly attractive 
opportunity to bring a unique cell therapy 
product like MultiStem to market. 

This is an exciting time for Athersys as 
we prepare to advance MultiStem towards 
commercialization and deliver on our 
commitment to patients and stockholders. 
I sincerely appreciate the support and 
patience from our long-term stockholders, 
who are as passionate about MultiStem as 
we are. Thank you for being a part of our 
journey and for your continued support for, 
and commitment to, Athersys. 

Sincerely,

Dan Camardo, MBA
Chief Executive Officer and Director
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Our third clinical trial evaluates MultiStem for 
the treatment of trauma, which is the leading 
cause of death for people aged 45 and under. The 
current standard of care for patients experiencing 
a traumatic hemorrhage is to control the bleeding, 
but many patients endure additional complications 
due to the body’s inflammatory response to the 
injury. The MATRICS trial is a single-center Phase 
2 trial conducted by The University of Texas 
Health Science Center (UTHealth) at Memorial 
Hermann-Texas Medical Center in Houston. The 
trial draws on years of preclinical data from 
animal models evaluating trauma such as spinal 
cord and traumatic brain injury. The trial is the 
first to evaluate the treatment of trauma using 
cell therapy.

TRAUMA
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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 update 
any forward-looking statement.
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William (B.J.) Lehmann, Jr, 
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John Harrington, PhD
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Maia Hansen, MBA
Senior Vice President, Head of 
Operations and Supply Chain
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Senior Vice President of 
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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 and 
Head of Clinical Operations

BOARD OF DIRECTORS

Ismail Kola, PhD
Chairman of the Board and 
Independent Director

John Harrington, PhD
Director

Hardy T.S. 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

INVESTOR RELATIONS

ICR Westwicke 
Peter Vozzo
T: (443) 213-0505
peter.vozzo@westwicke.com

MEDIA RELATIONS

Russo Partners, LLC
David Schull
T: (212) 845-4271
David.schull@russopartnersllc.com

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

Registrar and Transfer Agent
Computershare
P.O. 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”.
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