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ABIOMED IS A GLOBAL LEADER IN HEAR
ESTABLISHING HEART RECOVERY AS THE

Recent Milestones

April 2005
impella
= Acquisition of Impella,
a German-based company

October 2005

Recovery Ventricular Assist Devices

(VADs)

* CMS increased reimbursement
70% to an average of $140,000
per patient for recovery

May 2006

impelfa 2.5

¢ U.S. FDA approval to start pilot
clinicai trial for Impella 2.5 with
reimbursement

June 2006

impelia 5.0

» U.S. FDA approval to start pilot
clinical trial for Impella 5.0 with
reimbursement

July 2006

impella 2.5

* Enrolled first U.S. patient

BVS 1 AB5000

* PMA supplement approval for
new integrated cannula system

September 2006

AbioCor

e LS. FDA approva! under a
Humanitarian Device Exemption
(HDE)

December 2006

IAB / iPulse

» IS, FDA 510(k} clearance for
new 1AB

» Submitted PMA supplement for
iPulse combination console

January 2007

1AB / iPulse

s Announced CE mark approval for
IAB and iPulse console

» First IAB patient treated

February 2007

impeilfa

* Announced 510(k) submission to
U.S. FDA for Impelta 2.5

¢ Impella Pediatric purmp announced

March/April 2007

* Completed common stock
offering at $13.75 per share
resulting in $65M net proceeds;
$75M total cash and investments
at March 31, 2007

April 2007

impella 2.5

+ Announced cempleted enrollment
for 20-patient pilot clinical trial

What is Heart Recovery?

For patients in acute heart failure, such as patients experiencing a heart
attack, a blockage :n the heart can limit the blood flow and the amount
of oxygen delivered to the heart. When this occurs, the heart muscle
(myocardium) may go into a state of “hibernation” where it cannot
pump an adequate amount of blood to support the patient. If this
continues for too long, the muscle can die, becoming a permanent
scar or “infarct” and if the heart does not pump enough blood, the
patient will die. The goal of heart recovery with circulatory support .
technologies is to temporarily rest the heart and supply vital blood
flow. This provides an opportunity for the heart to heal and recover.

Infarct

The Abiomed Solution

Abiomed's portfolio of products is designed to provide heart recovery as an option
across the continuum of care for acute heart failure patients. We believe our ABS000™
and BVS® 5000 products are currently the only commercially available cardiac assist
devices approved by the FDA for heart recovery for all recoverable indications. In
addition, if approved by the FDA, our Impella® products and iPulse™ console, together
with our recently FDA-cleared intra-aortic balloon, will expand our heart recovery
devices beyond the surgery suite by providing circulatory support for high-risk
angioplasty and potential cardiogenic shock patients in the catheterization (cath} lab.
This expansion into the cath lab will significantly increase our target market opportunity
and will enable us to offer products to interventional cardiclogists in the approximately
1,750 U.S. hospitals with cath labs. We estimate that there are approximately 14,000
interventionat cardiologists and 2,200 heart surgeons in the U.S. alone. We are focused
on establishing heart recovery as the goal for all acute cardiac attacks globally.
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POFITGY to
Recover Hearts and Safle Lives -

{interventional cardiologists}

Surgery Suite
(heart surgeons)

High-Risk Angioplasty Reducticn of Infarct Cardiogenic Shock Post Cardictomy
(10%) after Heart Attack from Heart Attack Shock/Myocarditis
U.S. Annual Patients™ ~100K ~900K ~75K ~10K
Annual Patients Outside of LLS. >150K ~2.5M >125K ~15K
Rsociation (06 Hieart Disease and Siroke SUskisNs, Hocuman, JARA 285:150, 2004
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P Establishing heart recovery as the goal for all acute cardiac attacks

» Expanding our product portfolio and working through the regulatory process
= Impella 2.5 pivotal trial and potential 510(k) clearance
« Impella 5.0 pilot study completion and initiation of pivotal trial
* jPulse Console supplement approval
¢ AbioCor® supplement approval and launch

» Growing revenue greater than 20%




ASSIST TECHNOLOGIES, FOCUSED ON
GOAL FOR ALL ACUTE CARDIAC ATTACKS.

The Abiomed Spectrum of Care

8 f :
7
- 6
]
£
ES
@
-9
vi
3 4 AbioCor
= ABS000 Ventricle
23
'
[T
2
1 T
L e s ¥ : ﬂﬁﬂi}b tmpella Implantable*
b Gkl
~SUPPORT: | | - Bays
L ~ Surgical Implantation
*Not FDA approved
A healthy human heart pumps approximately 5 to 8 liters of biood per minute; Abiomed's recovery
products increase blood flow for patients with heart failure, to rest and recover their native hearts.
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“Abiomed has
transitioned to
become the leader
in circulatory care
for heart recovery.
We are now well
positioned with
a continuum of
products from
the cath lab, to
the intensive care
unit (ICU), to the
surgery suite.”

Fellow Stakeholders:

Looking back on Abiomeds fiscal year 2007,
our company achieved and progressed on our
strategic goals of:

1. Establishing recovery as the standard of care
for acute heart events

2. Expanding our product portfolio through
regulatory progress

3. Increasing our global distribution

4, Growing revenue by double digits

Heart recovery is the goal; however, it is
not yet the standard of care. Patients who
experience a sudden, serious heart failure,
such as a heart attack, should be given every
opportunity to recover their own hearts. While
heart transplantation is a life-changing gift

to patients fighting chronic heart failure, at
Abiomed, our mission is to allow sudden heart
failure patients to keep their own hearts. The
best option for these patients is to go home
with their native hearts, untethered by wires,
batteries or anticoagulation therapy.

Our progress during fiscal 2007 can be
confirmed at every major heart failure meeting
with HEART RECOVERY fast becoming the
physicians’ goal. No other company has the
technological breadth to recover as many
patients across such a wide spectrum of
disease indications. Whether it is support
during high-risk angioplasty or salvaging

the myocardium post AMI (acute myocardial
infarction or heart attack), heart recovery is the
goal and Abiomed has the highest published
recavery rates. Qur focus is to eliminate the
leading cause of in-hospital mortality, which is
death from AMI.

We have improved recovery outcomes through
our focus on evidence-based medicine and

the breadth of Abiomeds advanced circulatory
support technologies, providing heart failure
patients the circulatory support they need
—whether they need the incremental flow
enhancement of an intra-aortic baltoon;
significant flow improvement in the
catheterization {cath} lab with cur

Impella 2.5 or 5.0; or full support of both sides
of the heart with our BVS 5000 or AB5000.

We achieved our goal of expanding our
product portfolio by working through the
regulatory process. We announced four new
products - the iPulse combination console,

our intra-aortic balloon, the Impella Pediatric
pump and the Integrated Cannula System

- and received FDA approvals on pilot clinical
trials for the Impella 2.5 and the Impella 5.0
We received FDA clearance on our intra-aortic
balloon and approvals on our Integrated
Cannula System, and the AbioCor, the world's
only fully implantable artificial heart. We
submitted for product supplement approvals
on our iPulse combination console, and applied
for 510(k) clearance on the Impefla 2.5 while
simultaneously pursuing a PMA {premarket
approval) path. Our company has a growing
portfolio across a continuum of care.

We increased our sales and dinical field
teams by 40% over last fiscal year, and
we now have over 60 direct sales and
dinical representatives. We are selling
direct in the U.S., Germany and France and
are now selling our recovery technologies in
40 countries through our direct and global
distributor network. We believe every cath lab
and surgery suite is a potential customer for
our Impella and iPulse platforms. Through
our increased portfolio, we have significantly
grown our customer base and the addressable
market opportunities by adding 14,000
interventional cardiologists performing over
one million angioplasty procedures in the

U.S. alone. Qur global field teams will allow
Abiomed to help patients earlier in the process
and directly in the cath lab, as well as facilitate
transitions to the surgery suite for profound
cardiogenic shock.

We achieved our fourth goal to grow
revenue by double digits with a 16%
growth rate for the year. Our robust mix
of disposables drove a strong gross margin of
76% for the year.
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Moving forward, our strategic goals for fiscal
year 2008 are as foliows:

1. Establishing heart recovery as the desired
goal for all acute cardiac events

2. Expanding our product portfolio and
making regulatory progress

3. Growing revenue greater than 20%

We have a great opportunity for this coming
year — Abiomed can provide the worldwide
market with breakthrough technologies, data
on the optimal use of these technologies and
the ability to recover more patierts.

In summary, this has been a rewarding three
years for the company and for me perscnally.
Through vision, strategy, execution and hard
work, Abiomed has transitioned to become
the leader in circulatory care for heart recovery.
We are now well positioned with a continuum
of products from the cath lah, to the intensive
care unit (ICU) to the surgery suite. We

believe our products are either best in class,
have exclusive patents or maintain exclusive
regulatory approvals, and our gross margins
validate our perceived value. We have doubled
revenue in the last three years based primarily
on the AB5000 platform, quadrupled the
number of products and increased our gross
margins, The excitement is evident for the U.S.
launch of Impella, iPulse and AkioCor. | believe
the best is yet to come.

I would like to thank all of our investors for
your support ang our employees for their
passion and dedication each day to saving lives.

All the best,

oo £

Michael R. Minogue
Chairman, Chief Executive Officer and
President

FISCAL YEAR 2007 HIGHLIGHTS

« FDA approval to start pilot dinical studies
for the Impella 2.5 (enroliment completed
in April 2007) and Impella 5.0, both with
reimbursement

* Submission of 510(k) clearance for Impella 2.5

* Humanitarian Device Exemption (HDE)
approval of AbioCor

* 510(k) clearance on IAB and FDA approval of
Integrated Cannula System

» Announced development of Impella
Pediatric pump

* A multi-center study presented at the
Transcatheter Cardiovascular Therapeutics
(TCT) Conference by Dr. Mark Anderson, Chief
of Cardiac Surgery at Robert Wood Johnson
University Hospital, on 100 AMI cardiogenic
shock patients showed recovery as the most
likely outcome for ABS000 survivors

A study from Dr. J.P.S. Henriques, Cardiologist
at the Academic Medical Center in
Amsterdam, at the American College of
Cardiology (ACC) showed that pre-shock

AMI patients supported early by the impella
2.5 had improved cardiac function at three
days and at four moenths post-procedure, as
compared to conventional therapies

* A multi-center retrospective study presented
at ACC of 109 patients undergoing elective,
urgent or emergent percutaneous coronary
interventions (PCls) demonstrated ease-of-
use, safety and feasibility of the impella 2.5

» Revenue growth of 16% with gross margin
of 76%




Leading in Technology
and Innovation

Our engineering and scientific expertise have enabled the
expansion of our product portfolio from one disposable
in 2002 to ten disposables today, including AbioCor and
AbioCor II, with six products under regulatory review. Today,
we have three platforms for circulatory care: Impella, iPulse
and AbioCor. We are excited about our growth opportunities
as we bring these and other new products to the global
markets to help clinicians {cardiologists and heart surgeons)
provide advanced circulatory care for patients.

iPulse

Abiomed recently announced an exciting new combination
console platform called the iPulse. This culminates more
than two years of internal research and development and
reflects Abiomed’s leading expertise and core competency
in advanced circulatory care technologies. The iPulse
combination console supports Abiomeds new
intra-aortic balloon (IAB), our BVS 5000 and AB5000
Circulatory Support Systems, and serves as a platform
for new product introductions in the future. The iPulse was
designed and rigorously tested to be compatible with other
manufacturers’ balloons as well,

The iPulse platform extends Abiomed's clinical and market
reach further upstream in patient care for acute heart failure.
The IAB complements Abiomed's heart recovery products in
the cardiac cath lab and surgical suite, including direct usage
in the intensive care unit (ICU}, allowing access to more
acute heart failure patients. The iPulse is available in Europe
and is awaiting PMA supplement approval in the U.S.

The iPulse Platform

The iPulse is the only product that combines a state-of-
the-art 1AB and ventricular assist device (VAD).

BYS 5000

\

Impella

Our Impelta platform provides both interventional
cardiologists and heart surgeons with less-invasive
treatment options for heart patients suffering from
diminished blood flow. Abicrmed has a broad portfolio of
Impella pumps that range in amount of blood flow and duration
of patient support. For example, our Impella 2.5 is a ventricular
assist catheter, which is inserted percutaneously in the cath labvia
the femoral artery into the (eft ventrice. Up to 2.5 liters of blood
per minute are delivered by the pump from the left ventride into
the ascending aorta, providing the heart with active support in
critical situations. Abiomed also offers an mpella Implantable
purmp and recently announced our Impella Pediatric pump. These
technologies are driven by the Impella Mobile Console, which
facilitates patient transport in-house and to other hospitals for
additional care, Abiomed is focused on improving the standard
of drculatory care through the use of our Impella technologies.
The Impella products, excluding the Impella Pediatric pump, have
CE Mark approval and we are pursuing FDA approval.

AbioCor .

In September 2006, Abiomed received Humanitarian .M
Device Exemption (HDE) approval of the worlds |
only fully implantable artificial heart, the AbioCor. !
This technology represents the culmination of
more than 25 years of engineering and scientific
efforts. The AbioCor is intended to replace the severely
damaged native heart for patients who would otherwise
die of heart failure. This HDE approval signifies that the AbioCor
meets the standards of safety and probable benefit to patients.
We plan toYaunch AbioCor in a controfled roll-out at five to ten
U.S. hospitals later this year.

The Impella Platform

The Impella® Mobile Console drives the impella family of
circulatary support devices.

IMPELLA 2.5 IMPELLA 5.0

IMPELLA PEDIATRIC IMPELLA IMPLANTABLE




Robert Kung, Ph.D., Senior Vice President and Chief Scientific Officer
Thorsten Siess, Ph.D., Chief Technology Officer, Impella R&D

Abiomed's global research and development efforts are led by twa world-rencwned scientists
and technology innovators, Br. Beb Kung and Dr. Thorsten Siess. Their passion and unrelenting
focus are aimed towards the development and advancement of circulatary care technologies
that recover hearts, save lives and imprave quality of life.

Dr. Robert TV. Kung has been with Abiomed for mare than 25 years, leading the pursuit of
the world’s anly fully-implantable artificial heart, the AbioCor, and helping to advance Abiomed’s
heart recovery technologies including the waorld's first FDA approved ventricular assist device,
the BVS 5000, and the ABS000 circulatory support system, which we believe have the highest
published recovery rates for acute heart failure. Dr. Kung has authored or co-authored more than
60 publications, has more than 50 patents, patents pending and patent epplications, and has
been Principal Investigator for many highly competitive National Institute of Health (NIH) grants
and programs. Dr. Kung received his Pi.D. in Physical Chemistry from Cornell University and
devoted his Post Doctoral research to Applied Physics at Yale University He is a board member of
the American Society for Artificial Internal Qrgans (ASAIQ) and is widely recognized as a global
thought leader, pioneer and innovater in heart technologies.

Dr. Thorsten Siess joined the Abiomed team in 2005 with the acquisition of Impella, a
company he ce-founded and a technolocy he developed during his time at the world renowned
Helmhaltz-Institute for Biomedical Enginesring at the Technical University of Aachen in Germany.
His scientific breakthroughs include the Impella 2.5 and 5.0, the Impella implantable and the
recently-announced Impella Pediatric pump. Dr. Siess was recagnized as one of the “World’s
40 Leading Technology Pioneers™ by the Davos World Economic Forum in February 2003. Dr.
Siess leads a team focused on developing the world's smallest ventricular assist devices that also
provide safe and effective support to patients. He has authared or co-authored 14 peer-reviewed
publications, holds 95 patenis with more than 70 patents pending, and he continues to explore
new technologies in circulatory care. He is now instrumental in the regulatory approval efforts at
Abiomed to make the Impelia products available in the U S.

Abiomed holds more than
110 patents or patents
pending derived from over
$150 million in R&D

FY 2008E R&D
~$20M

Impella

AB5000 48 ~40%

iPulse
IAB - 1 00/0

AbioCor | & 11
New

Technologies &
Product Development




Impella:
A Global Breakthrough

~

Our Impella products have been used to treat over 1,000 patients outside the
U.5. We are focused on obtaining FD:A approvals to bring these technologies to
the U.S. market. Abiomed is committed to helping patients by providing simple

and effective cardiac support in the cath lab. Clinicat highlights include: “I consider the
impella 2.5 a
Arpen'can Journal of Cardiology (April .2006' Volume 9?, Issug 7} . very innovative
This study by Dr. J.P.S. Henrigues, Cardiciogist at the Academic Medical Centerin hnol d
Amsterdam, included 19 patients undergoing high-risk percutaneous coronary tec_. n? og:v an
interventions (PCI) and who were poor candidates for surgery. Entitled “Safety think it will
and Feasibility of Elective High-Percutaneous Coronary Intervention Procedures deﬁnitely cha nge
with Left Ventricular Support of the Impella 2.5,” the study found: the standard of

« The device successfully supported 100% of patients undergoing elective or

emergent high-risk PCI procedures care for patients

» There were no significant device-related adverse events undergoing
* No aortic valve regurgitation or valve dysfunction during or after device procedures in the
tion .
e cardiac cath lab.
« There were no strokes i K
« There was no limb pain or ischemia The device will
become an integral

Multu?le Studies at ths,t 2007 American C.ollege of Cardlologyl (ACC) part of management

A multi-center retrospective study of 109 patients undergoing elective, urgent £ tient

or emergent percutanecus ¢oranasy interventions (PCls) demonstrated ease- or many- patien S

of-use, safety and feasibility of the tmpella 2.5. undergomg cardiac

_ _ _ catheterization

F)r. Henriques presented a ZO-Patlent st.udy whlch-found t.hat the Impella 2.5 procedures. o

improved post-procedure cardiac function for patients with pre-shock acute _

myocardial infarction (AMI or heart attack) as compared to conventional care — Dr. Simon R. Dixon

including intra-aortic balloon pump (IABF) therapy. Director, Cardiac
Catheterization Laboratory

U.S. Regulatory Approval Paths William Beaumont Hospital

The pilot study of the Impella 2.5 enrolled 20 patients undergoing high-risk

Actual size angioplasty procedures at leading U.S. hospitals. The pivotal study is expected

to commence later this year. Abiomed has also submitted data for a potential
510(k} clearance for the impella 2.5 while pursuing premarket approval (PMA)
for the technology. The Impella 5.0 is currently in a pilot study for patients
with low cardiac output after cardiac surgery.

Transcatheter Cardiovascular Therapeutics (TCT) Conference Studies
Two Impella studies at TCT 2006 included a look at the safety and clinical utility \

of the iechnology and a presentation on the Impella 2.5 pilot study design for
figh-risk angioplasty patients. ‘

e

“Qur experience with the Impella 2.5 has been quite positive. The device has proven to
be safe and I am pleased with its ease-of-use and ability to provide both hemodynamic
support and improved, sustained coronary circulation in the cath lab.”

— Dr. J.PS. Henrriques, Cardiologist at the Academic Medical Center in Amsterdam

“Compared to anything that I've ever been involved with in terms of hemodynamic
support, the Impella 2.5 is by far the most exciting, impressive and effective hemodynamic
support system I've ever seen. | think it's going to have a huge role in the cath lab.”

— Dr. William O'Neill
Executive Dean for Clinical Affairs at the University of Miami
and the National Principal Investigator of the pilot study for the Impella 2.5
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The Pathway tu
Heart Recovery

Jon Hawes, 65
First U.S. Impella 2.5
patient

Jon Hawes had his first heart attack
at age 31 and has since experienced
diminishing heart function. He
deteriorated to the poinit that last
spring he would become exhausted
just walking to his mailbox. His only
oplion besides a heart iransplant was
to undergo a high-risk angioplasty
procedure which would stop blood
flow to his heart while a balloon was
inserted to clear the blocked vessel.
With the help of the Impella 2.5, his
interventional cardiologists at William
Beaumont Hospital in Detroit were
able to supply necessary blood flow
and support his heart while they took
the time necessary to perform the
angioplasty and insert several stenis
to restore blood {low 10 his heart.

LY




Recovering Hearts.
Saving Lives.

There are approximately one million AMIs each year in the \
U5, with roughly 75,000 patients experiencing the deadly
condition known as AMI cardiogenic shock. For acute heart
failure survivors, recovery is the most likely outcome with
Abiomed technologies.

Dr. Mark Anderson, Chief of Cardiac Surgery at Robert
Wood Johnson University Hospital in New Brunswick, NJ,
presented a 100-patient, multi-center study at TCT 2006,
with the AB5000 used to treat patients with acute myocardial
infarction (AMI) cardicgenic shock. This study remains the
most in-depth anatysis of AMI cardiogenic shock. These
patients represented the sickest population ever treated with
a ventricular assist device (VAD) and were sicker than
the patients who died in the groundbreaking
SHOCK* Trial from 1999. The majority of
ABS000 patients in the TCT 2006 study
who survived recovered their hearts.
The AB5000 provides high putsatile

. flows, the ability to ambulate the
. ‘\ patient and the flexibility for bi-
ventricular support, contributing
to improved clinical outcomes
for patients.

Andy Sarricchio, 37

{with daughter Allyson)
Recovered after nine days of

BVS 5000 support following post
cardiotomy cardiogenic shock
(PCCS) from a valve repair.

“Patients in acute heart failure have a window of opportunity
where their hearts can fully recover, and they can avoid organ
failure. This can only be accomplished with adequate circulatory
support with VADs designed specifically for that purpose.”

— Dr. Michael M. Madani

Associate Professor in Surgery
University of California San Diego

Chief, Division of Cardiothoracic Surgery
San Diego VA Medical Center

* Hochman et al, NEIM 1999; 341,625-624
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Melissa Moser, 22

Melissa had & near fatal encounter
with a pulmonary embolism —

a large blood clot that worked its
way into her lungs. Her doctors
performed surgeries to remove the
embolism and implanted the AB5000
Ventricuiar Assist Device (VAD) 1o
take over the pumping of the right
side of her heart. After four days of
support, her heart had recovered
and the device was explanted. She
graduated from college only a few
weeks later and got married the
following month. Melissa and her
hushand are looking forward to
starting a family as her doctors have
declared her io be in excellent health.




Proven Results

IMPELLA
CLINICAL EXPERIENCE

¢ CE marked with more than 1,000 patients treated in Europe.

» Qver 20 peer-reviewed publications, induding the study* by
Dr. J.PS. Henrigues in the American Journal of Cardiology
of 19 patients having high-risk percutanegus coronary
interventions (PCI) with the Impella 2.5.

*» A second study from Dr. Henriques at ACC showed that
pre-shock AMI patients supported early by the Impella 2.5
demonstrated better cardiac function at three days and at
four months post-procedure, as compared to the control
group treated with conventional therapies.

= A multi-center retrospective study presented at ACC of
109 patients undergoing elective, urgent or emergent
percutaneous caronary interventions (PCls) demonstrated
ease-of-use, safety and feasibility of the Impella 2.5.

AB5000: IMPRESSIVE
RECOVERY RESULTS

= Abiomed’s data registry of greater than 650 patients supported
on the AB5000 shows the majority of survivors recover their
native heart.

» A multi-center study presented at TCT 2006 on the AB5000
for AMI patients found that 63% of survivars recovered their
own hearts.

* Abiomed conducted a meta analysis of more than 45 peer-
reviewed and hospital acute heart failure cases from 1993
1o 2007 and found that AB5000 and BVS 5000 have the
highest recovery rates.

REGULATORY STATUS

Product FDA

ABS000 / BVS v v
mo2s | e e
Impella 5.0 In pilot study v
Intra-Aortic Balloon {IAB) v v
iPulse Console PMA supplement under review v
AbioCor Additional su[‘J/pII-elee'nts submitted o
Impella Implantable Nat yet submitted v
Impella Pediatric Not yet submitted —
AbioCor |l Not yet submitted —

*Henriques /P Rermnmedink M, Baan J, Jr, van der Schaal RJ, Vis MM, Koch KT, Scholter EW de Mol

BA, Tissen JG, Piek JJ, et al. Safety and Feasibility of Elective High-Risk Percutaneous Coronary

Intervention Procedures With Left Ventricular Support of the impella Recover LP 2.5, Am. /. Cardiol.

2006 Apr 1,87(7):990-2.

Brad Derrenger, 63,
recovered his new
transplanted heart
on the AB5000.

Ralph Stein, 62,
recovered from Acute
Myocardial Infarction
(heart attack) cardiogenic
shock with 15 days of
AB5000 support.

10

Janie Adkins, 49,
recovered from

post cardiotomy
cardiogenic shock
(PCCS) following

10 days of BVS 5000
support.
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SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

The Securities and Exchange Commission, ot SEC, encourages companies to disclose forward-looking information so that investors can
better understand a company's future prospects and make informed investment decisions. This report, including the documents incorporated
by reference in this report, includes forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995.
We have based these forward-looking statements on our current expectations and projections about future events. Qur actual results could
differ materially from those discussed in, or implied by, these forward-looking statements. Forward-locking statements are identified by
words such as “believe,” “anticipate,” “expect,” “intend,” “plan,” “will,” “may” and other similar expressions. In additicn, any statements that
refer to expectations, projections or other characterizations of future events or circumstances are forward-looking statements. Forward-looking
statements in these documents include, but are not necessarily limited to, those relating to:

” s,

«  our ability 1o obtain and maintain regulatory approval both in the U.S. and abroad for our existing products, including U.S.
approval for our Impella products as well as for new products in development;

«  the ability of patients using our products to obtain reimbursemeni of their medical expenses by government healthcare programs
and private insurers including potential changes to current government and private insurers' reimbursements;

*  the other competing therapies that may in the future be available to heart failure patients;

+  our plans 1o develop and market new products and improve existing products;

*  the potential markets that exist or could develop for our products and products under development;
*  our business strategy;

«  gur revenue growth expectations and our goal of achieving profitability; and

+  the sufficiency of our liguidity and capital resources.

Factors that could cause actual results or conditions to differ from those anticipated by these and other forward-looking statements
include those more fully described in the “Risk Factors” section set forth in Part |, ltem1A and elsewhere in this report. In light of these
assumptions, risks and uncertainties, the results and events discussed in the forward-looking statements contained in this report or in any
document incorporated by reference might not occur. You are cautioned not to ptace undue reliance on any forward-looking statements, which
speak only as of the date of this report or the date of the document incorporated by reference. We do not undertake any obligation to update or
alter any forward-looking statements whether as a result of new information, future events or otherwise. All subsequent forward-looking
statements attributable to us or (o any person acting on our behalf are expressly qualified in their entirety by the cautionary statements
contained or referred to in this section.




PART I

ITEM 1. BUSINESS

Overview

We are a leading provider of medical devices in circulatory support and offer a continuum of care in heart recovery to acute heart failure
patients. Our strategy is focused on establishing heart recovery as the goal for all acute cardiac attacks. QOur products are designed to enable
the heart to rest, heal and recover by improving blood flow and/or performing the pumping function of the heart. We believe we are the only
company with commercially available cardiac assist devices approved for heart recovery by the Food and Drug Administration, or FDA, and
our products have been used to treat thousands of patients to date. Our products can be used in a broad range of clinical settings. including by
heart surgeons for patients in profound shock and by interventional cardiclogists for patients who are in pre-shock or in need of prophylactic
support in the cardiac catheterization lab, or cath lab, We are focused on increasing awareness of heart recovery and establishing it as the goal
for patients with failing but potentially recoverable hearts. We expect that recovery awareness and utilization of our products will significantly
increase the number of patients able to return home from the hospital with their own hearts. Since 2004, our new executive team has focused
our efforts on expanding our product portfolio, and we have eight disposable products that have either been approved or cleared by the FDA
in the U.S. or have received CE mark approval in Europe as well as several additional producis in development.

Industry Background
Heart Disease—Overview

According to the American Heart Association, or AHA, coronary heart disease is the leading cause of death in the U.S. Coronary heart
disease is a condition of the coronary arteries that causes reduced blood flow and insufficient oxygen delivery to the affected portion of the
heart. Coronary heart disease leads to acute myocardial infarction, or AMI, commonly known as a heant attack, and with multiple heart attacks
over time, this leads to congestive heart failure, a condition in which the heart is unable to pump enough blood 1o the body's other organs. The
AHA estimates that in the United States in 2004 there were approximately two million hospital visits with coronary heart disease as the first-
listed diagnosis and approximately 1.1 million hospital visits with congestive heart failure as the first-listed diagnosis. The number of hospital
visits with acute myocardial infarction, or heart attack. as the first- or second-listed diagnosis was approximately 896,000.

A broad spectrum of therapies exists for the treatmem of patients in early stages of coronary heart disease. Patients who have rhythm
management problems can be treated with anti-arthythmic drugs, pacemakers or implantable defibrillators. Additionally, angioplasty
procedures and stents are commonly used in the cath lab for early-stage circulatory complications to increase blood flow to and from the
heart. These treatments are often successful in slowing the progression of heant disease, extending life, and/or improving the quality of life for
some period of time. Acute patients have potentially recoverable hearts. Treatment for acute patients in pre-shock in the cath lab is primarily
focused on hemodynamic stabilization and clinical procedures aimed at improving reduced cardiac output. Acute patients in profound shock
typically require treatment in the surgery suite including patients suffering from cardiogenic shock after a heart attack, post-cardiotomy
cardiogenic shock or myocarditis. Chronic patients have hearts that are not recoverable due 10 left and right side heart failure or after chronic
conditions that cause a heart to fail over time. Limited therapies exist today for patients with severe, end-stage, or chronic heart failure.

In more severe cases of heart failure, patients are sent directly to the surgery suite for coronary bypass or valve replacement surgery. The
most severe acute heart failure patients are patients in profound cardiogenic shock, including those suffering from myocarditis, a viral attack
of the heart. or those suffering from impaired ability of the heart to pump blood, afier a hean attack or heart surgery. According to results of
the SHOCK (Should We Emergently Revascularize Occluded Coronaries for Cardiogenic Shock) trial published in the August 26, 1999
edition of The New England Journal of Medicine, approximately 7 to 0% of the patients who are hospitalized for a heart attack suffer from
cardiogenic shock and 60 to 80% of those patients die. These patients typically require treatments in the surgery suite involving the use of
mechanical circulatory support devices that provide increased blood flow and reduce the strain on the heart. However, many less severe
patients in the cath lab could also benefit from circulatory suppert devices or other clinical treatment, which could potentially prevent them
from entering into profound shock.

The Market for Mechanical Circulatory Support Devices in the U.S.

There are two primary types of devices used in the cath lab and surgery suite for circulatory support for pre-shock and profound shock
patients: intra-aortic balloons, or 1ABs, and ventricular assist devices, or VADs,

An IAB is an inflatable balloon inserted by a catheter that is used as an initial line of therapy in the cath lab or the surgery suite for
patients with diminished heart function. However, IABs typically provide only limited support and depend on the patient’s own heart to




generate the majority of the patient’s blood flow. In addition, IABs are often used in conjunction with inotropes or other drugs that enhance
heart muscle ejection but increase the risk of mortality. IABs have limited effectiveness in patients that are arrhythmic and /or in cardiogenic
shock.

Ventricular assist devices are mechanical devices that help the failing heart pump blood or take over the pumping function of the failing
heart. Historically, VADs have been highly invasive and require implantation in the surgery suite. The use of VADs generally falls into three
sub-categories: destination therapy, bridge-to-transplant and recovery. Destination therapy generally involves the implantation of a
mechanical support device as the last ctinical alternative for a chronic patient with end-stage heart failure who is not eligible for
transplantation. Destination VAD therapy only prolongs the end-stage disease. as the patient’s heart condition is terminal and the patient’s
heart is not expected to recover. Furthermore, artificial replacement hearts, another destination therapy modality, may be suitable for
end-stage heart failure patients requiring full support.

Bridge-to-transplant VADs are primarily used 1o support chronic patients eligible to receive a heart transplant. According to the United
Network for Organ Sharing, in 2006 there were only approximately 1,850 heart transplants in the U.S. As a result, about one third of the
patients eligible for transplant must rely on bridge-to-transplant devices for an extended period while waiting for a heart transplant. During
this time, these patients frequently experience significant medical complications. such as infection. Moreover, these devices generally require
the removal of a portion of the patient's heart tissue, significantly limiting the chance of recovery of the patient’s heart.

Recovery VADs are designed to enable the patient’s heart to recover so that the patient can return home with his or her own heart.
Because recovery is the goal, these devices are designed to minimize damage to heart tissue and be removed once the heart has recovered. If
possible, recovery of one's own heart is generally preferred to transplantation or prolonged device implantation, both of which have
significant side effects and increase the risk of mortality. Historically, however, recovery devices have not been widely available.

Our Solution

Our product portfolio is designed to provide heart recovery as an option across the continuum of care for acute heart failure patients. We
believe cur AB5000 and BVS 5000 products are the only commercially available cardiac assist devices approved by the FDA. In addition, if
approved by the FDA, our mpella products and our iPulse console, together with our recently FDA-cleared IAB, will expand our heart
recovery devices beyond the surgery suile by providing circulatory support for pre-shock heart failure patients in the cath lab. This expansion
inte the cath Iab will significantly increase our target markel opporienity and will enable us to offer products to interventional cardiologists in
the approximately 1,750 U.S. hospitals with cath labs. We estimate that there are approximately 14,000 interventional cardiologists in the U.S.
The new target patient population in the cath lab for our Impella and IAB devices includes approximately one million U.S. patients annually
who enter the hospital for heart attacks and high-risk angioplasty procedures. This target patient base is in addition to our existing target U.S.
patient population of approximately 75,000 patients suffering from cardiogenic shock after a heart attack or heart surgery, or suffering from
myocarditis. Qur existing target patients are those treated in the approximately 1,000 open heart centers and transplant centers in the U.S.,
which continue to represent a significant opportunity for growth as well.

We developed our first heart recavery products for use in open heart centers and transplant centers. Qur AB5000 and BVS 5000 are
capable of assuming the pumping function of the heart. Unlike destination therapy and bridge-to-transplant devices, which are designed for
heart patients with irreversible heart damage, our AB5000 and BVS 5000 systems are designed for heart recovery, requiring only a minimal
incision in the left ventricle of the heart. We believe the AB5000's high flow rates, ease of implant, and historically low incidence of adverse
events facilitate heart recovery, potentially avoiding the need for heart transplantation and improving patient outcomes. Also, the AB5000
console's relatively small size. light weight and affixed wheels enable patient mobility in the hospital which can also contribute to improved
patient care and clinical outcomes. [n October 20035, the Centers for Medicare & Medicaid Services, or CMS, increased reimbursement for our
AB5000 and BVS 5000 products for patients that recover using our devices to levels similar to those for patients who undergo heart
transplants. Since its introduction approximately fifteen years ago, the BVS 5000 has supported thousands of patients in hundreds of medical
eenters around the world. The AB5000, our next-generation heant recovery device introduced in 2004, provides up to six liters of pulsatile
flow, can provide support for days to months, provides patient mobility, and has already supported more than 500 patients globally.

In May 2005, we completed the acquisition of Impella CardioSystems AG, located in Aachen, Germany. Impella expands our product
portfolio to include devices that address the larger population of heart attack and high-risk angioplasty patients treated by interventional
cardiologists in the cath lab. This population includes patients whose hearts can potentially recover with assistance but without open heart
surgery. Our Impella 2.5 and 5.0 catheters are micro heart pumps that can be utilized in the cath lab by cardiologists and quickly inserted
percutaneously through the femoral artery over a guide wire to reach the left ventricle of the heart. This rapid procedure time facilitates early
patient stabilization, giving an interventional cardiologist additional time to evaluate the most effective and clinically prudent treatment option
for the patient. These devices allow the heart to rest, heal and poteatially recover without the use of inotropes, drugs commonly used with
IABs that increase the risk of mortality. In addition, the higher blood flow rate of our Impella 5.0 enables clinical use by surgeons as well to
treat more severe heart conditions in the surgery suite. We believe our Impella produets can provide solutions to patients with less severe heart
disease, enhancing patient outcomes and increasing the number of patients who return home with their own hearts.




We expect that our iPulse console, if approved by the FDA, will further expand our product reach into the cath lab. We have submitted a
PMA supplement to the FDA for our iPulse console and expect approval in the summer of calendar 2007; however, we cannot guarantee
approval, The iPulse console is designed to support our [AB as well as other manufacturers’ IABs, which are used in the cath lab and surgery
suite. Because our multi-functional console also supports our ABS000 and BVS 5000 blood pumps, we believe the iPulse will provide our
customers additional flexibility in allocating console resources between the surgery suite and the cath lab. In addition, because a significant
portion of [ABs are used in the surgery suite. we believe adoption of our iPulse console will increase utihization of our AB5000 ventricle.

In September 2006, we received Humanitarian Device Exemption, or HDE, approval from the FDA for our AbioCor Implantable
Replacement Heart, the first completely self-contained artificial heart. The AbioCor gives chronic patients with biventricular heart failure who
are not eligible for a transplant and whose sole alternative is death the opportunity to extend life, The AbioCor has no wires piercing the skin
and allows the patient improved quality of life outside the hospital. We expect to begin a controlled roll-out of the AbioCor in late calendar
2007 at approximately five heart centers in the U.S. We are also developing our next-generation artificial heart, the AbioCor [T, which is
approximately 30% smalier than the existing AbioCor and is being designed with a goal of five-year reliability.

Qur Strategy
Our strategic objective is to establish heart recovery as the goal for all acute cardiac attacks. To achieve this objective, we intend to:

*  Expand our global distribution by hiring additional direct sales and clinical personnel and growing our network of international
distributors. With the growth in our preduct portfolio and recent regulatory approvals for certain products, we now have greater
opportunities to market and sell our preducts to both heart surgeons and interventional cardiologists in the United States and abroad.
To address this larger market, we plan 1o continue to expand our global sales and clinical headcount. In particular, we intend 1o hire
sales representatives with extensive clinical experience, particularly in the cath lab, to enhance our ability to market and sell our
products to interventional cardiologists. To address international markets, we intend to augment our direct sales force in Germany
and France and expand our network of international distributors to include additional territories.

»  Establish recovery awareness through clinical data and published scientific studies. Many heart surgeons and cardiologists are
unfamiliar with the clinical results that have been achieved with our heart recovery devices and accordingly do not consider heart
recovery as a viable medical alternative. We are using evidence-based medicine to promote heart recovery as the goal for patients
with failing but potentially recoverable hearts. We also plan to demonstrate that our Impella products are an alternative o the use of
1ABs and inotropes as the initial treatment for less severe heart failure patients. We intend to continue to support the publication of
papers thal illustrate the benefits of heart recovery, provide webcasts and seminars on the cost savings associated with recovery,
promote heart recovery at industry trade shows, and hold training sessions for clinicians to begin using our heart recovery products,
We will also continue to educate hospitals on the reimbursement options available for our products.

. Continue 1o enhance our product portfolio 1o address patients along the entire continuum of care for heart recovery, from the cath
lab, 1o the surgery suite. 10 the intensive care unit, 1o home discharge. Our earliest circulatory assist product, the BVS 5000 system,
and our next-generation AB5000 system address heart failure patients requiring surgical intervension to improve their heart function
and are sold primarily to open heart centers and transplant centers. We now have Impella 2.5 and 5.0 catheters and recently
launched our [AB and iPulse console, These products target the larger population of acute heart failure patients in the cath lab,
whose heurts might recover with assistance but without open heart surgery. Our Impella 2.5 and 5.0 products and iPulse platform
are CE marked and we are in the process of pursuing FDA approval in the U.S. for our Impella 2.5 and 5.0 catheters, as well as our
iPulse console. We intend (o continue to develop and intwroduce additional new products 10 cover a broader population of potential
heart recovery patients. and we also plan to seek regulatory approval for the use of our producis for a broader range of patiem
indications. We have a number of new products at variows stages of development. For example, in January 2007 we announced that
we are conducting pre-clinical studies for our Impella Pediatric product that is a catheter-based heart pump 1o provide lefi-
ventricular support to pedimric patients.

*  Evaluate strategic opportunities ro add complementary products and technologies. We constamly evaluate strategic opportunities 1o
add complementary products and technologies, and we may pursue selective additions that would provide products or intellectual
property that enhance our product portfolio to address patients across the continuum of care in heart recovery. For example, as a
result of our acquisition of Impella CardioSystems AG in May 2005, we added the Impella line of products, which expanded our
target market for heart recovery devices beyond the surgery suite and into the cath lab.




Our Products

We are building a portfolio of cardiac assist solutions for cardiologists and surgeons. Our cardiac assist products provide circulatory
suppon to acute heart failure patients across the continuum of care in heart recovery.

Product Name

Description of Use

Disposable Products for the Surgery Suite
BVS 5000 Blood Pump  Provides temporary LVAD, RVAD or BiVAD support until recovery for

ABS5000 Ventricle

Integrated Cannula
System

Impella RD
(implantable)

Impella LD

cardiogenic shock from heart anack; post-cardiotomy cardiogenic shock;
myocarditis, fuiled transplant and certain other clinical instances where the
physician believes heart recovery is possible

Provides temporary LVAD, RVAD or BiVAD support until recovery for
cardiogenic shock from heart attack: post-cardiotomy cardiogenic shock;
myocarditis, failed transplant and certain other clinical instances where the
physician believes heart recovery is possible; allows for full patient mobility

Connects the BVS 5000 and AB5000 ventricle to the body and provides an
option for the removal of the devices without re-opening the chest

Provides temporary RVAD support until recovery for any temporary right heart
failure due 10 implantation of an LVAD, post-cardiotomy and heart attack
patients after coronary bypass surgery, angioplasty, or after transplantation

Provides temporary LVAD support until recovery from cardiogenic shock due to
heart attack: post-cardiotomy cardiogenic shock, myocardilis, failed transplant
and certain other clinical instances where the physician believes heart recovery is
possible

Disposable Products for the Cardiac Catheterization Lab and the Surgery Suite

Impella 2.5

Impella 5.0

[AB

Consoles

ABS5000 Console

Mobile Pump Console

iPulse Console

Disposable Implants

AbioCor

Miniature percutaneous heart pump providing up to 2.5 liters of blood flow per
minute intended to suppont the heari while undergoing high-risk angioplasty
procedures or for assisting the heart while in pre-shock for hemodynamic
stabilization

Percutaneous heart pump providing up to 5.0 liters of blood flow per minute for
low cardiac output post-surgery patients intended to assist the heart while in pre-
shock or profound shock for recovery

Percutaneous intra-aortic balloon used to support a wide variety of prophylactic,
pre-shiock and profound shock conditions

Driver console for both BYS 5000 Blood Pump and AB5000 Ventricle

Driver console for Impella products

Multi-purpose driver console for IAB, AB5000, BVS 5000 and other
manufacturers” balloons

Fully implantable replacement heart for severe biventricular heart failure when
chronic patients are ineligible for a heart transplant

Regulatory Status
us CE Mark
v v
v v
v Not yet
submitted
Not yet v
submitted
IDE approved v

and pilot clinical
trial in prograss

IDE approved
and pilot clinical
trial in progress:

patient
enrollment
completed; and
seeking
510(k) clearance

IDE approved
and pilot clinical
trial in progress

v

v

IDE approved
and pilot clinical
trial in progress:

patient
enroliment
completed; and
seeking
510(k) clearance

PMA supplement
under review

Approved under
HDE

Not yet
submiuted




ABSOO0 and BVS 5000

We manufacture and sell the ABS0O0 Circulatory Support System and the BVS 5000 Biventricular Support System for the temporary
support of acute heart patients in profound shock, including patients suffering from cardiogenic shock after a heart attack, post-cardiotomy
cardiogenic shock. or myocarditis. The ABS000 and BVS 5000 systems, which are implanted in the surgery suite, can assume the full
pumping function of u patient’s failing heart. allowing the heart to rest, heal and potentially recover. Both systems are designed 1o provide
either univentricular or biventricular support, We believe the AB5SO0) and BVS 5000 systems are the only commercially available cardiac
assist devices that are approved by the FDA for heart recovery for patients who have undergone successtul cardiac surgery and subsequently
develop low cardiac output. or patients who suffer from acuie cardiac disorders leading to hemodynamic instability.

The BVS 5000 Biventricular Support System was our first product and has been available for sale since 1992, It was the first
FDA-approved heart assist device capable of assuming the pumping functien of the heart, Since its introduction in 1992, the BVS 5000 has
supported thousands of patients in the U.S.. Europe and other countries.

The ABSOX0 Circulatory Support System, our next-generation product for heart recovery. is designed to provide a longer duration of
support than the BVS 5000 and facilitates patient mobility in the hospital. The AB5000 can provide up to 6.0 liters of pulsatile blood flow per
minute to support patients in profound shock. The ABSOK) was approved by the FDXA in 2003 and has supported more than 600 patients
globally. Qur ABS(XX) is designed to provide enhanced patient mobility within and between medical centers and 10 provide enhanced teatures
and case of use for carcgivers. We believe the ABSOXY s high flow rates. ease of implant and historically low incidence of adverse events
facilitate heart recovery, potentially avoiding the need for heart transplantation and improving patient outcomes. We expect 10 rely
mcreasingly on sales of the ABS0O0 system. as sales of the BVS 5000 decline.

Each of the AB5000 and BVS 5000 systems consists of a blood pump, or ventricle, one akrial or ventricular cannula, one anterial cannula
and a driver console to operate the pump. Other than the console, each component is a disposable item. The ABS000 console supports
biventricular BVS 3000 blood pumps., ABS000 ventrictes or a combination of the two. Both the ABSO0) and BVS 5004} systems use the same
cannulae and console, allowing for scamless transition of devices withoul requiring an additional surgical procedure.

Impella 2.5, Impella 5.0, Impella RD and Impella LD

Our Impella 2.5 and 5.0 catheters are percutaneous micro heart pumps with integrated motors and sensors for use in interveational
cardiology and heurt surgery. These devices are designed for use by interventional cardiologists to support pre-shock patients in the cath lab
whao may not require as much support as patients in the surgery suite. Qur [mpella catheters are also designed to provide ventricular support
{or patients requiring hemodynamic stabilization or sutfering from reduced cardiue output, and can aid in recovering the hearts of patients
following a heart attack. These products increase flow 1o the heart and organs without the need for drugs such as inotropes while reducing the
workload of the heart. Our Impella devices have already been used te treat more than 1,000 patients in Europe and other countries outside the
U.S. and have been the subject of over 20 peer-reviewed publications and other clinical presentations and publications.

These catheters can be gquickly inserted through the femoral artery over a guide wire to reach the left ventricle of the heart where they are
directly deployed 10 draw blood out of the ventricle and deliver it w the circulation, thereby reducing ventricular work (resting the heart) and
providing flow 10 the rest of the organs. The Impella 2.5 is implanted percutaneously, while the ImpeHa 5.0 is implanted via a small cut-down
of the femoral artery in the groin, The impella 2.5 can pump up to 2.5 liters of blood per minute, and the Impella 5.0 can pump up 1o 5.0 liters
of blood per minute. The lmpella 5.0 has been used 10 treat patients in need of cardiac support resulting from post-cardiotomy cardiogenic
shock, myocarditis, low cardiac output after a heart attack, or post-coronary intervention procedures, or as a bridge 1o other circulatory support
devices, including our AB5000 and BYS 5000 systems. Our Impella RD is a right heart support pump, and our Impella LD is a left heart
pump. Both are surgically implanted.

Our Impelta 2.5 and 5.0 catheters and Impella R and 1.D heart pumps are already available in Europe under CE mark approval. We are
pursuing FDA approval fer our Impella 2.5 and 5.0 products. The Impella 2.5 pilot clinical trial was designed to study the use of the Impella
2.5 1o support high-risk angiopiasty as a lefi ventricular assist device. The Impella 2.5 patient enrollment has been completed through
enrollment of 20 patients ai the tollowing hospitals: Brigham & Women's Hospital, Massachusetts General Hospital, Columbia Presbyterian,
Scripps Clinic, Cedars-Sinal Medical Cemer. Texas Heart Institute, William Beaumont Hospital and Academic Medica! Centre of the
University of Amsterdam. The trial will be completed afier we have concluded all necessary post-enrollment patient monitoring. Angioplasty,
performed in the cath lab, is the insertion of a catheter-guided balloon and is used to open a narrowed coronary artery. A stent, or a wire-mesh
tube that expands 10 hold the artery epen, is usually placed at the narrowed section. According o the American Heart Association, there are
approximately 1.3 million in-paticnt angioplasty procedures in the U.S. annually. of which onty a iraction are high-risk. For purposes of our
clinical trials. high-risk angioplasty is generally defined as a procedure on patients undergoing angioplasty on an unprotecied left main
coronary angery lesion, or the Last patent coronary conduit. and who have poor cardiac function. The Impella 5.0 pilot clinical trial includes
post-cardiotomy patients who have been weaned trom the heart-lung machine. In addition, we are seeking 510(k} clearance of our lmpella 2.5




catheter for short duration use, Regardless of the outcome of our 510(k) submission, we plan to pursue PMA approval for other clinical
indications. We cannot assure you that we will receive PMA approval or 510{k) clearance for either of our Impella 2.5 or 5.0 or that we will
be able to sell them at anticipated prices.

IAB and iPulse

We recently introduced our percutaneous intra-aortic balloon, or IAB. An 1AB is typically used in the cath lab as an initial line of therapy
for patients with diminished heart function, although a substantial number of IABs are used in the surgery suite. Our IAB is easy to inseri and
is designed to enhance blood flow to the heart and other organs for patients with diminished heart function. Our IAB is inserted
percutaneously into a patient’s descending aorta and inflates and deflates in counterpulsation 1o the patient’s heart rhythm. The IAB extends
our clinical and market reach further upstream in the care of acute heant disease patients, including direct usage in the intensive care unit, cath
lab and surgery suite. We began selling [ABs in the fourth quarter of fiscal 2007,

To support the IAB, we devetoped our iPulse combination console. The iPulse console is also designed to support our AB5000 and
BVS 5000 systems, other manufacturers’ intra-aortic balloons and products we may offer in the future. We believe the ability of the iPulse
console to support multiple devices will make it more attractive than consoles designed to operate a single device. The new tPulse console
will support procedures with associated Medicare reimbursement that extends across four diagnostic related groups, which further enhances
its attractiveness 10 customers.

We received 510(k) clearance from the FDA for our new IAB in December 2006 and CE Mark approval in January 2007. The iPulse
console has CE mark approval in Europe but has not been approved for commercial sale in the United States. To obtain FDA approval of the
iPulse console, we have filed a supplement to our PMA application for our existing AB5000 console. We believe there will be U.S. market
demand for our iPulse console following FDA supplement approval anticipated later this summer; however, we cannot guarantee approval.

AbioCor

Our AbioCor Implantable Replacement Heart is the first completely self-contained artificial heart. The complete AbioCor system
consists internally of a thoracic unit, a rechargeable battery, an electronics package and a power receiver coil, and externally, a power
transmitter coil, power and battery pack, handheld alarm monitor. patient home electronics and an in hospital console. Once implanted, the
AbioCor system does not penetrate the skin, reducing the chance of infection. This technology provides patients with mobility and remote
diagnostics.

Designed to sustain the body's circulation, the AbioCor is intended for end-stage biventricular heart failure patients whose other
treatment options have been exhausted. Patients with advanced age, impaired organ function or cancer are, in most circumstances, ineligible
for a heart transplant and are potential candidates to receive the AbioCor implantable heart.

We received Humanitarian Device Exemption, or HDE, approval from the FDA for the AbioCor in September 2006. HDE approval
signifies that no comparable alternative therapy exists for patients facing imminent death without the technology. Under this approval, only a
limited number of patients may receive the AbioCor per year. Under HDE approval, the FDA may request a panel review of the post-approval
study data.

We expect to begin selling the AbioCor in late calendar 2007 in a controlled roll-out to appreximately five heart centers in the U.S. We
expect eventually to expand availability to up to ten hospitals in the U.S., including qualified clinical wrial sites and additional qualified centers
once they have completed a comprehensive and rigorous training program. We expect this training period to take six to eight months. We are
unable to determine how many patient procedures will be performed after the respective centers are trained. We do not expect that revenues
from sales of the AbioCor will be a material portion of our total revenues for the foreseeable future.

Cannulae

Each of our AB5000 and BVS 5000 systems requires two cannulag, or tubes that connect the ventricle or blood pump to the heart and an
associated artery. We offer a variety of cannulae. We recently introduced our new integrated cannula system, which was approved by the
FDA. in July 2006. The new cannula, which is easier to implant and can be removed through a small incision, has the potential for use
off-pump (also called beating heart) with minimatly invasive procedures. For example, although removal of the cannulae requires a surgical
procedure, it does not require a stermotomy, a substantially more invasive procedure that separates the breastbone in order to access the heart.
Moreover, because the AB5000 and the BVS 5000 blood pumps use the same cannulae, clinicians can seamlessly transfer patients from one
device to another without requiring an additional surgical procedure.




Research and Product Development

Our research and development efforts are focused on deveteping i broader portfolio of products across the continuum of care in heart
recovery, primarily focused in the area of circulatory care. In the past few years, our research and development efforts have helped us to
significamly expand our product portfolio, and we have eight disposable products that have ¢ither been approved or cleared by the FDA or
have received CE mark approval. In addition, we have a number of new products at various stages of development,

In January 2007 we announced that we are conducting pre-clinical trials for a catheter-based heart pump to provide left-ventricular
support to pediatric patients. This device is similar to the [mpella 2.5 and is intended to provide support 1o patients requiring preconditioning
before a cardiac intervention, or to recover patients who cannot be weaned from bypass. or whe hive myocarditis, We have designed the
technology 10 operate as either a pulsatile device that can provide up 10 120 beats per minuie or as a continuous flow device, We estimate that
the device will provide circulatory support for approximately two weeks.

Over the last 25 years, we have gained substantial expertise tn circulatory support while developing our AbioCor Implantable
Replacement Heart, the first completely self-contained artificial heant. We used this expertise to develop the AB3000, and we intend to
continue 10 use this experience to develop additional circulatory care products, We are also working on our next-generation implantable
replacement heart. the AbioCor 11. which s approximately 30% smaller than the existing AbioCor and is being designed with & goal of five-
year reliability.

We cannot assure you that any of our products under development will achieve the imended clinical goals or that any of them will
receive regulatory approval for commercial sale in the United States or abroad.

As of March 31, 2007, research and development stafi consisted of 82 professional and technical personnel, including 28 engineers with
advanced degrees. covering disciplines such as electrical engineering, mechanical engineering, computer science, reliability engineering, fluid
mechanics, materials and physiology.

We expended $13.4 million, $16.7 million. and $22.3 million on research and development in fiscal years 2005. 2006, and 2007,
respectively. Our research and development expenditures include costs related Lo clinical trials, including ongotng pilot clinical trials for our
Impella products.

Sales, Clinical Support. Marketing and Ficld Service

As of March 31, 2007, our worldwide sales, clinical support, marketing and field service teams included 87 full-time employees, 64 of
whom are in the U.S. and 23 of whom are in Europe. Since March 31, 2004, we have increased the number of our direct sales and clinicat
personnel from 17 to 60 employees covering the U.S., France and Germany. In the U.S., we now have 26 direct sules representatives and 17
clinical support personnel.

Our clinical support personnel consisi primarily of registered nurses with experience in either the surgery suite or the cath lab, and they
play a critical role in training current and prospective customers in the use of our products. To enhance our global distribution and to augment
our efforts to establish recovery as the goal for all acute cardine attacks, we intend to increase our global sales and clinical headcount by
approximately two to four sales and clinical employees per yuarter during fiscal year 2008,

As of March 31, 2007, we have international sales and distribution agreements for select producis in Australia, China., Italy. Japan, Latin
America and Spain. We also use distributors in certain European and Middle Eastern countries where we have chosen not 10 seil directly to
medical centers. In fiscal years 2003, 2006, and 2007, approximately 8%, 13%. und | 1%, respectively, of our product revenues were derived
from international sales.

We recently entered into a five-year distribution agreement with Medix Japan Inc. The agreement provides fo