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If this form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act,
check the following box and list the Securities Act registration statement number of the earlier effective registration
statement for the same offering.  ¨

If this form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same
offering.  ¨

If this form is a post-effective amendment filed pursuant to Rule 462(d) under the Securities Act, check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same
offering.  ¨

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer,
or a smaller reporting company. See the definitions of �large accelerated filer,� �accelerated filer� and �smaller reporting
company� in Rule 12b-2 of the Exchange Act.

Large accelerated filer ¨ Accelerated filer ¨

Non-accelerated filer x (Do not check if a smaller reporting company) Smaller reporting company ¨

The Registrant hereby amends this registration statement on such date or dates as may be necessary to delay
its effective date until the registrant shall file a further amendment which specifically states that this
registration statement shall thereafter become effective in accordance with Section 8(a) of the Securities Act of
1933 or until the registration statement shall become effective on such date as the Commission, acting pursuant
to said Section 8(a), may determine.
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The information in this prospectus is not complete and may be changed. We may not sell these securities until
the registration statement filed with the Securities and Exchange Commission is effective. This prospectus is
not an offer to sell these securities and we are not soliciting offers to buy these securities in any state where the
offer or sale is not permitted.

Subject to completion, dated September 14, 2015

Preliminary Prospectus

3,800,000 Shares

Common Stock

This is the initial public offering of common stock of Penumbra, Inc.

We are offering 3,800,000 shares of our common stock. Prior to this offering, there has been no public market for our
common stock. We anticipate that the initial public offering price will be between $25.00 and $28.00 per share.

Our common stock has been approved for listing on the New York Stock Exchange under the symbol �PEN.�

Per Share Total
Initial public offering price $ $
Underwriting discounts and commissions(1) $ $
Proceeds to Penumbra before expenses(1) $ $

(1) See the section titled �Underwriting� for additional disclosure regarding underwriter compensation and offering
expenses.

We have granted the underwriters the right to purchase an additional 570,000 shares of common stock from us.
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We are an �emerging growth company� as defined under the federal securities laws, and as such, we have elected to
comply with reduced reporting requirements for this prospectus and may elect to do so in future filings.

Investing in our common stock involves a high degree of risk. See the section titled �Risk Factors� beginning on
page 10.

Neither the Securities and Exchange Commission nor any state securities commission has approved or
disapproved of these securities or determined if this prospectus is truthful or complete. Any representation to
the contrary is a criminal offense.

The underwriters expect to deliver the shares of common stock to purchasers on or about                     , 2015.

J.P. Morgan BofA Merrill Lynch

Wells Fargo Securities Canaccord Genuity
                    , 2015
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In this prospectus, �Penumbra,� �Penumbra, Inc.,� the �Company,� �we,� �us� and �our� refer to Penumbra, Inc. and its
consolidated subsidiaries. We and the underwriters have not authorized anyone to provide any information or to make
any representations other than those contained in this prospectus or in any free writing prospectuses we have prepared.
We and the underwriters take no responsibility for, and can provide no assurance as to the reliability of, any other
information that others may provide you. We are offering to sell, and seeking offers to buy, shares of common stock
only in jurisdictions where offers and sales are permitted. The information contained in this prospectus is accurate
only as of the date of this prospectus, regardless of the time of delivery of this prospectus or of any sale of the
common stock.

This prospectus includes industry and market data that we obtained from industry publications, internal estimates and
other third-party sources. These sources may include government and industry sources. Industry publications and
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surveys generally state that the information contained therein has been obtained from sources believed to be reliable.
Although we believe the industry and market data to be reliable as of the date of this prospectus, this information
could prove to be inaccurate. Industry and market data could be wrong because of the method by which sources
obtained their data and because information cannot always be verified with complete certainty due to the limits on the
availability and reliability of raw data, the voluntary nature of the data gathering process and other limitations and
uncertainties. In addition, we do not know all of the assumptions regarding general economic conditions or growth
that were used in preparing the forecasts from the sources relied upon or cited herein.

We also refer to certain studies in this prospectus. In certain cases, we may sponsor, fund and/or control the conduct of
these studies, or may have other relationships with certain of the authors of such studies. Specifically, we sponsored,
funded and controlled the THERAPY and Penumbra Pivotal studies, and provided a modest grant, together with a
number of other industry participants, relating to the MR CLEAN study, but did not control such study. We may also
have or have had consulting relationships with or have provided grants to physicians who authored or co-authored
some of such studies for matters unrelated to such studies, including the MR CLEAN, ESCAPE, SWIFT PRIME,
REVASCAT, Kass-Hout T, et al., Turk Comparison, Humphries W, et al., ADAPT FAST, Mascitelli, Patel, et al. and
Milburn, et al. studies cited in this prospectus.

i
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Through and including                     , 2015 (the 25th day after the date of this prospectus), all dealers that buy,
sell or trade our common stock, whether or not participating in this offering, may be required to deliver a
prospectus. This is in addition to the dealers� obligation to deliver a prospectus when acting as underwriters and
with respect to their unsold allotments or subscriptions.

ii
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PROSPECTUS SUMMARY

This summary highlights information contained elsewhere in this prospectus. This summary may not contain all of the
information that you should consider before deciding to invest in our common stock. You should read this entire
prospectus carefully, including the sections titled �Risk Factors� and �Management�s Discussion and Analysis of
Financial Condition and Results of Operations� and the consolidated financial statements and the notes to those
statements contained elsewhere in this prospectus.

Overview

Penumbra is a global interventional therapies company that designs, develops, manufactures and markets innovative
medical devices. We have a broad portfolio of products that addresses challenging medical conditions and significant
clinical needs across two major markets, neuro and peripheral vascular. The conditions that our products address
include, among others, ischemic stroke and hemorrhagic stroke, which involve blockage or rupture of blood vessels in
the brain, and various peripheral vascular conditions that can be treated through thrombectomy and embolization
procedures, which involve the use of medical devices to remove or treat blockages or ruptures of blood vessels.

We are an established company focused on the neuro market, and we recently expanded our business to include the
peripheral vascular market. We sell our products to hospitals, primarily through our salesforce, as well as through
distributors in select international markets. We focus on developing, manufacturing and marketing products for use by
specialist physicians, including interventional neuroradiologists, neurosurgeons, interventional neurologists,
interventional radiologists and vascular surgeons. We design our products to provide these specialist physicians with a
means to drive improved clinical outcomes through faster and safer procedures.

We attribute our success to our culture built on cooperation, our highly efficient product innovation process, our
disciplined approach to product and commercial development, our deep understanding of our target end markets and
our relationships with specialist physicians. We believe these factors have enabled us to rapidly innovate in a highly
capital-efficient manner.

Since our founding in 2004, we have had a strong track record of organic product development and commercial
expansion that has established the foundation of our global organization. Some of our key accomplishments include:

� launching our first product, for neurovascular access, in the United States in 2007;

� establishing our direct neuro salesforce in the United States and Europe in 2008;

� launching the first 510(k)-cleared, aspiration-based product for the treatment of ischemic stroke patients in
2008, and launching four subsequent generations of that product;

� launching our first neurovascular coil for the treatment of brain aneurysms in 2011;

� launching our first peripheral vascular product in 2013; and
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� establishing our direct peripheral vascular salesforce in the United States and Europe in 2014.
As of June 30, 2015, we had approximately 1,000 employees worldwide. We sell our products to hospitals primarily
through our direct sales organization in the United States, most of Europe, Canada and Australia, as well as through
distributors in select international markets. For the year ended December 31, 2014, we generated revenue of $125.5
million, which represents a 41.3% increase over 2013, and $3.0 million in operating income as compared to an
operating loss of $1.1 million in 2013. For the six months ended June 30, 2015, we generated revenue of $81.3
million, which represents a 41.0% increase over the six months ended June 30, 2014, and $0.2 million in operating
income as compared to operating income of $2.4 million for the six months ended June 30, 2014.

1

Edgar Filing: Penumbra Inc - Form S-1/A

Table of Contents 10



Table of Contents

Market Opportunity

We estimate that the market for our current neuro and peripheral vascular products in the United States and Europe
combined was approximately $1.3 billion in 2014, which we estimate represents growth of approximately 3.2% per
year from 2012. While reliable third-party data is not available for markets outside the United States and Europe, we
believe that there is a substantial additional market for our neuro and peripheral vascular products in the rest of the
world.

According to the American Heart Association (AHA), the worldwide incidence of all forms of stroke was 33 million
in 2010. Furthermore, according to a paper published in the journal The Lancet, 202 million people globally were
living with peripheral artery disease in 2010.

We believe the market for our products remains substantially under-penetrated today, and that this market will
experience significant growth as we and our competitors:

� generate additional clinical evidence supporting endovascular treatment of vascular disease;

� improve existing technologies to enable physicians to treat vascular disease faster and more safely than
previously possible;

� support and educate the growing number of specialist physicians who treat vascular disease in the use of
endovascular treatment;

� grow the number of hospitals where endovascular treatment of vascular disease is available; and

� raise patient awareness of endovascular treatment of vascular disease.
Industry Background

Vascular disease refers to any condition that affects the circulatory system and typically manifests as a blockage or
rupture of an artery or a vein. It may occur in any part of the body, and is a condition that leads most often to blood
vessel narrowing and obstruction, but can also lead to expansion of the blood vessel wall and blood vessel wall
weakening and rupture. Vascular disease can cause a range of conditions, from pain to functional impairment, and it
can require the amputation of a limb or result in death.

When the treatment for vascular disease is performed from within a vessel, it is referred to as an endovascular
procedure. Endovascular device markets are conventionally classified according to the anatomic location of the
disorder. We currently focus our efforts on the neuro and peripheral vascular markets.

� Neuro products. Our neuro products are used to treat patients with vascular disease and disorders in the brain,
including patients with strokes caused by either vascular occlusion or rupture or weakening of the vessel walls.
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Our neuro products are generally catheter-based technologies that are administered by an interventional
neuroradiologist, a neurosurgeon or an interventional neurologist.

� Peripheral products. Our peripheral products are used to treat patients with vascular disease in all vasculature
other than that which exists in the brain or the heart, including the upper and lower extremities, kidneys, neck
and lungs. Our products that address peripheral vascular disorders are catheter-based technologies that are
typically administered by an interventional radiologist or a vascular surgeon.

Our Strengths

As we have grown as an organization, we have been able to scale our business from development stage in 2004 to a
company with approximately 1,000 employees focused on multiple product categories in two target end markets. We
believe the following strengths have enabled us to develop our broad and differentiated product portfolio and have
been, and will continue to be, significant factors in our continued success and growth:

� our culture built on cooperation, which we have institutionalized through our unique organizational structure;

2
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� our highly efficient product innovation process;

� our disciplined approach to clinical and commercial development;

� our deep understanding of our target end markets; and

� our relationships with specialist physicians.
Our Products

Since our founding in 2004, we have invested in expanding our product development and marketing capabilities.
These investments have included engineering and materials science capabilities, pre-clinical and bench-testing
infrastructure and in-house clinical and regulatory infrastructure. Our fully-integrated organization has enabled us to
launch 14 product brands for access, thrombectomy and embolization since 2007 to service our two target end
markets.

The following table summarizes our product offerings in each of our target end markets:

3
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Our Growth Strategies

We believe the following strategies will continue to play a critical role in our future growth:

� expanding the penetration of our products in our target end markets;

� growing the acceptance of our innovative products as the standard of care in their targeted clinical applications;

� continuing to leverage our development capabilities to drive efficient, rapid product development; and

� scaling our organizational culture of cooperative product development and commercial execution.
Risks Associated With Our Business

Our business is subject to numerous risks, as more fully described in the section titled �Risk Factors� immediately
following this prospectus summary. These risks include, among others:

� we have a limited operating history and may not be able to sustain or grow our profitability or
generate positive cash flows from operations;

� our existing products may be rendered obsolete and we may be unable to effectively introduce and market new
products or may fail to keep pace with advances in technology;

� delays in product introductions could adversely affect our business, results of operations, financial condition or
cash flows;

� we face significant competition, and if we are unable to compete effectively, we may not be able to achieve or
maintain significant market penetration or improve our results of operations;

� our future growth depends, in part, on our ability to further penetrate our current customer base and increase
the frequency of use of our products by our customers;

� our future growth depends, in part, on significantly expanding our user base to include additional specialist
physicians in both our existing and future target end markets;

�
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the marketing and sales of our products require a significant amount of time and expense and we may not have
the resources to successfully market and sell our products;

� third-party reimbursement may not be available or adequate for the procedures in which our products are used;

� we are subject to stringent domestic and foreign medical device regulation, which may impede the approval or
clearance process for our products, hinder our development activities and manufacturing processes and, in
some cases, result in the recall or seizure of previously approved or cleared products;

� we rely on a variety of intellectual property rights, and if we are unable to maintain or protect our intellectual
property, our business and results of operations will be harmed; and

� we may become involved in lawsuits or other proceedings to protect or enforce our patents or other intellectual
property rights or to defend against accusations of infringement, which could be expensive, time consuming
and unsuccessful.

Corporate Information

We were incorporated in 2004 as a Delaware corporation under the name Penumbra, Inc. Our principal executive
offices are located at One Penumbra Place, 1351 Harbor Bay Parkway, Alameda, California 94502, and our telephone
number is (510) 748-3200. Our website address is www.penumbrainc.com. The information on, or that can be
accessed through, our website is not part of this prospectus. We have included our website address as an inactive
textual reference only.

4
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We use �Penumbra System®,� �ACE�,� �Penumbra Coil 400�,� �Penumbra SMART COIL�,� �LIBERTY� Stent,� �Apollo� System,�
�Ruby® Coil,� �Indigo® System� and other marks as trademarks in the United States and other countries. This prospectus
contains references to our trademarks and service marks and to those belonging to other entities. Solely for
convenience, trademarks and trade names referred to in this prospectus, including logos, artwork and other visual
displays, may appear without the ® or � symbols, but such references are not intended to indicate in any way that we
will not assert, to the fullest extent under applicable law, our rights or the rights of the applicable licensor to these
trademarks and trade names. We do not intend our use or display of other entities� trade names, trademarks or service
marks to imply a relationship with, or endorsement or sponsorship of us by, any other entity.

Implications of Being an Emerging Growth Company

We are an �emerging growth company,� as defined in the Jumpstart Our Business Startups Act of 2012. We will remain
an emerging growth company until the earlier of (1) December 31, 2020 (the last day of the fiscal year following the
fifth anniversary of our initial public offering), (2) the last day of the fiscal year in which we have total annual gross
revenue of at least $1.0 billion, (3) the last day of the fiscal year in which we are deemed to be a large accelerated
filer, which means the market value of our common stock that is held by non-affiliates is equal to or exceeds $700
million as of the prior June 30th, and (4) the date on which we have issued more than $1.0 billion in non-convertible
debt during the prior three-year period. We refer to the Jumpstart Our Business Startups Act of 2012 herein as the
�JOBS Act,� and any reference herein to �emerging growth company� has the meaning ascribed to it in the JOBS Act.

An emerging growth company may take advantage of reduced reporting requirements that are otherwise applicable to
public companies. These provisions include, but are not limited to:

� being permitted to present only two years of audited financial statements and only two years of related
�Management�s Discussion and Analysis of Financial Condition and Results of Operations� in this prospectus;

� not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley
Act of 2002, as amended;

� reduced disclosure obligations regarding executive compensation in our periodic reports, proxy statements and
registration statements, including in this prospectus; and

� exemptions from the requirements of holding a nonbinding advisory vote on executive compensation and
stockholder approval of any golden parachute payments not previously approved.

We have elected to take advantage of certain of the reduced disclosure obligations in this prospectus and may elect to
take advantage of other reduced reporting requirements in our future filings with the U.S. Securities and Exchange
Commission (the SEC). As a result, the information that we provide to our stockholders may be different than you
might receive from other public reporting companies in which you hold equity interests.

The JOBS Act also provides that an emerging growth company can take advantage of an extended transition period
for complying with new or revised accounting standards. We have irrevocably elected not to avail ourselves of this
exemption and, therefore, we will be subject to the same new or revised accounting standards as other public
companies that are not emerging growth companies.
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THE OFFERING

Common stock offered by us 3,800,000 shares

Common stock to be outstanding after this
offering

29,838,637 shares

Option to purchase additional shares of our
common stock from us

570,000 shares

Use of proceeds We estimate that the net proceeds to us from this offering will be
approximately $90.2 million, or approximately $104.2 million if the
underwriters exercise their option to purchase additional shares in full,
assuming an initial public offering price of $26.50 per share (which is the
midpoint of the estimated initial public offering price range set forth on
the cover page of this prospectus), after deducting underwriting discounts
and commissions and estimated offering expenses payable by us.

The principal purposes of this offering are to increase our capitalization
and financial flexibility, create a public market for our common stock
and enable access to the public equity markets for us and our
stockholders. We intend to use the net proceeds from this offering for
product development, including research and development and clinical
trials, expansion of our salesforce and working capital and general
corporate purposes. From time to time, we may consider the acquisition
of complementary technologies or businesses, though we have no
agreements or understandings with respect to any such acquisitions at
this time. Pending the use of the net proceeds from this offering, we
intend to invest the net proceeds in investment grade, interest bearing
securities. See the section titled �Use of Proceeds� for additional
information.

NYSE stock symbol �PEN�
The number of shares of common stock to be outstanding after this offering is based upon 26,038,637 shares
outstanding (including preferred stock on an as-converted basis) as of June 30, 2015, and excludes:

� 2,460,574 shares of common stock issuable upon the exercise of options to purchase shares of our common
stock outstanding as of June 30, 2015, at a weighted average exercise price of $5.27 per share;
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� 1,713,634 shares of common stock reserved for future grant or issuance under our 2014 Equity Incentive Plan
as of June 30, 2015;

� 871,250 shares of common stock issuable upon the exercise of options to purchase shares of our common stock
at an exercise price of $22.04 per share and 11,000 shares of restricted stock, which were granted in August
2015;

� 450,000 shares of common stock issuable upon the exercise of options to purchase shares of our common stock
to be granted to our Chief Executive Officer at an exercise price equal to our initial public offering price, which
options will vest over a period of four years from the date of this prospectus;

� 3,000,000 shares of common stock initially reserved for future issuance under our Amended and Restated 2014
Equity Incentive Plan, which will become effective immediately prior to the completion of this offering, as
well as any automatic increases in the number of shares of our common stock reserved for future issuance
pursuant to this plan; and

6
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� 600,000 shares of common stock initially reserved for issuance under our 2015 Employee Stock Purchase Plan,
or our ESPP, as well as any automatic increases in the number of shares of our common stock reserved for
future issuance pursuant to this plan.

Unless otherwise indicated, this prospectus reflects and assumes the following:

� outstanding shares include 24,818 shares of common stock issued upon early exercise of stock options and
subject to repurchase;

� outstanding shares include 755,771 shares of unvested restricted stock;

� no exercise of options outstanding as of June 30, 2015, or subsequently issued;

� the automatic conversion of all of our outstanding shares of preferred stock into an aggregate of 19,510,410
shares of common stock immediately upon the completion of this offering, assuming a one-to-one conversion
ratio of our outstanding shares of preferred stock into common stock;

� no exercise by the underwriters of their option to purchase up to 570,000 additional shares of our common
stock from us; and

� the filing and effectiveness of our amended and restated certificate of incorporation in Delaware and the
adoption and effectiveness of our amended and restated bylaws immediately upon the completion of this
offering.

7
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SUMMARY CONSOLIDATED FINANCIAL DATA

The following tables summarize our consolidated financial data. We have derived the summary consolidated
statement of operations data for the years ended December 31, 2013 and 2014, from our audited consolidated financial
statements included elsewhere in this prospectus. We have derived the summary consolidated statement of operations
data for the year ended December 31, 2012, from our audited consolidated financial statements not included in this
prospectus. We have derived the summary consolidated statement of operations data for the six months ended June 30,
2014 and 2015, and our balance sheet data as of June 30, 2015, from our unaudited interim consolidated financial
statements included elsewhere in this prospectus. The unaudited interim consolidated financial statements have been
prepared on the same basis as the audited consolidated financial statements and reflect, in our opinion, all adjustments
of a normal, recurring nature that are necessary for a fair statement of the unaudited interim consolidated financial
statements. Our historical results are not necessarily indicative of the results that may be expected in the future and the
results for the six months ended June 30, 2015 are not necessarily indicative of results to be expected for the full year
or any other period. The following summary consolidated financial data should be read in conjunction with the section
titled �Management�s Discussion and Analysis of Financial Condition and Results of Operations� and our consolidated
financial statements and related notes included elsewhere in this prospectus.

Year Ended December 31, Six Months Ended June 30,
2012 2013 2014         2014                2015        

(in thousands, except share and per share amounts)
Consolidated Statement of
Operations Data:
Revenue $ 73,141 $ 88,848 $ 125,510 $ 57,643 $ 81,263
Cost of revenue 24,178 30,972 42,668 19,489 27,160

Gross profit 48,963 57,876 82,842 38,154 54,103

Operating expenses:
Research and development 12,548 14,084 15,575 7,538 7,983
Selling, general and
administrative 32,987 44,918 64,258

28,240
45,943

Total operating expenses 45,535 59,002 79,833 35,778 53,926

Income (loss) from operations 3,428 (1,126) 3,009 2,376 177
Interest income (expense), net 244 345 439 39 385
Other income (expense), net 220 (474) (309) (92) (498) 

Income (loss) before provision
for (benefit from) income taxes 3,892 (1,255) 3,139 2,323 64
Provision for (benefit from)
income taxes 1,934 (5,354) 894 666 233

Net income (loss) $ 1,958 $ 4,099 $ 2,245 $ 1,657 $ (169) 

$ 412 $ 887 $ (833) $ 355 $ (34) 
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Net income (loss) attributable to
common stockholders

Net income (loss) per share
attributable to common
stockholders
Basic $ 0.10 $ 0.21 $ (0.18) $ 0.08 $ (0.01) 

Diluted $ 0.07 $ 0.14 $ (0.18) $ 0.05 $ (0.01) 

Weighted average shares used to
compute net income (loss) per
share attributable to common
stockholders
Basic 4,153,121 4,304,396 4,609,375 4,520,898 5,000,375

Diluted 5,886,126 6,500,835 4,609,375 6,743,140 5,000,375

Pro forma net income (loss) per
share � Basic $ 0.10 $ (0.01) 

Pro forma net income (loss) per
share � Diluted $ 0.09 $ (0.01) 

Weighted average shares used to
compute the pro forma net
income (loss) per share
�Basic (unaudited) 22,680,810 24,510,785

�Diluted (unaudited) 25,037,541 24,510,785

8
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As of June 30, 2015

Actual
Pro

Forma(1)
Pro Forma As
Adjusted(2)(3)

(in thousands)
Consolidated Balance Sheet Data:
Cash and cash equivalents $ 36,764 $ 36,764 $ 126,944
Total assets $ 129,070 $ 129,070 $ 219,250
Long-term debt $ � $ � $ �
Working capital $ 91,298 $ 91,298 $ 181,478
Preferred stock $ 111,467 $ � $ �
Total stockholders� equity (deficit) $ (11,099) $ 100,368 $ 190,548

(1) The pro forma column reflects (i) the automatic conversion of all outstanding shares of our preferred stock into
an aggregate of 19,510,410 shares of our common stock, which conversion will occur immediately upon the
completion of this offering, as if such conversion had occurred on June 30, 2015, and (ii) the filing and
effectiveness of our amended and restated certificate of incorporation and the retirement of our authorized
preferred stock that will convert to common stock as set forth in clause (i).

(2) The pro forma as adjusted column gives effect to (a) the pro forma adjustments set forth in (1) above and (b) the
sale and issuance by us of 3,800,000 shares of our common stock in this offering, assuming an initial public
offering price of $26.50 per share, which is the midpoint of the estimated initial public offering price range set
forth on the cover page of this prospectus, after deducting underwriting discounts and commissions and estimated
offering expenses payable by us.

(3) Each $1.00 increase or decrease in the assumed initial public offering price of $26.50 per share, which is the
midpoint of the estimated initial public offering price range set forth on the cover page of this prospectus, would
increase or decrease, as applicable, the amount of our cash and cash equivalents, total assets, working capital and
stockholders� equity by $3.5 million, assuming that the number of shares offered by us, as set forth on the cover
page of this prospectus, remains the same, after deducting underwriting discounts and commissions payable by
us. An increase or decrease of 1.0 million shares in the number of shares offered by us would increase or
decrease, as applicable, the amount of our cash and cash equivalents, total assets, working capital and
stockholders� equity by $24.6 million, assuming an initial public offering price of $26.50 per share, which is the
midpoint of the estimated initial public offering price range set forth on the cover page of this prospectus, after
deducting underwriting discounts and commissions payable by us.
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RISK FACTORS

You should carefully consider the risks described below before making an investment decision. Additional risks not
presently known to us or that we currently deem immaterial may also impair our business. Our business could be
harmed by any of these risks. The trading price of our common stock could decline due to any of these risks, and you
may lose all or part of your investment. In assessing these risks, you should also refer to the other information
contained in this prospectus, including the section titled �Management�s Discussion and Analysis of Financial
Condition and Results of Operations� and our consolidated financial statements and related notes, before making a
decision to invest in our common stock.

Business Risks

We have a limited operating history and may not be able to sustain or grow our profitability or generate positive
cash flows from operations.

We were founded in 2004 and did not generate any revenue until 2007. Moreover, while we have successfully
developed, obtained regulatory clearance or approval for, and introduced a number of products in the neuro market
since 2007, we first introduced products in the peripheral vascular and neurosurgical markets in 2013 and 2014,
respectively. Accordingly, we only have a limited operating history upon which investors can evaluate our business
and prospects, and this limited operating history may not be indicative of our future results. Since 2009, we have been
generally profitable on an annual basis; however, we incurred operating losses in 2013, and we are not currently
cash-flow positive. We can give no assurance that we will be profitable or cash-flow positive in the future.

We expect that our general and administrative and sales and marketing expenses will increase to support our
anticipated growth as well as the additional operational and reporting costs associated with being a public company.
We have also expended significant amounts on research and development to develop and fund clinical testing of our
products, and we expect to continue to do so. We also expend significant amounts on maintaining inventory levels of
raw materials, components and finished products to meet anticipated customer demand. In addition, our coil products
are sold on a consignment basis, which requires us to expend significant amounts on inventory that is placed at many
customer locations. Our ability to sustain our growth and profitability and become cash-flow positive may be
influenced by many factors, including:

� our ability to achieve and maintain market acceptance of our products;

� unanticipated problems and additional costs relating to the development and testing of new products;

� our ability to introduce, manufacture at scale and commercialize new products;

� our ability to produce sufficient quantities of our products to meet demand and to smoothly transition to new
products;

� the impact of competition;
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� the timing and impact of market and regulatory developments;

� our ability to expand into new markets;

� pricing pressure from competitors;

� the availability and adequacy of third-party reimbursement for procedures in which our products are used; and

� our ability to obtain and maintain adequate intellectual property protection for our products and technologies.
If we encounter difficulties with any of the foregoing or unexpected expenses, it could materially adversely affect our
business, results of operations, financial condition or cash flows.

10
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Our existing products may be rendered obsolete and we may be unable to effectively introduce and market new
products or may fail to keep pace with advances in technology.

The medical device market is characterized by rapidly advancing technology. Our success depends, in part, on our
ability to anticipate technological advancements and competitive innovations and introduce new products to adapt to
these advancements and innovations. To compete in the marketplace, we have made, and we must continue to make,
substantial investments in new product development, whether internally through research and development or
externally through licensing or acquisitions. We can give no assurance that we will be successful in identifying,
developing or acquiring, and marketing new products or enhancing our existing products. In addition, we can give no
assurance that new products or alternative treatment techniques developed by competitors will not render our current
or future products obsolete or inferior, technologically or economically.

The success of any new products that we develop or acquire depends on achieving and maintaining market
acceptance. Market acceptance for our current and new products could be affected by a number of factors, including:

� our ability to market and distribute our products effectively;

� the availability, perceived efficacy and pricing of alternative products from our competitors;

� the development of new products or alternative treatments by others that render our products and technologies
obsolete;

� the price, quality, effectiveness and reliability of our products;

� our customer service and reputation;

� our ability to convince specialist physicians to use our products on their patients; and

� the timing of market entry of new products or alternative treatments.
Our competition may respond more quickly to new or emerging technologies or a changing clinical landscape,
undertake more extensive marketing campaigns, have greater financial, marketing and other resources than us or be
more successful in attracting potential customers and strategic partners. Given these factors, we cannot assure you that
we will be able to continue or increase our level of success. Our failure to introduce new and innovative products in a
timely manner, and our inability to maintain or grow the market acceptance of our existing products, could result in
permanent write-downs or write-offs of our inventory and otherwise have a material and adverse effect on our
business, results of operations, financial condition or cash flows.

Delays in product introductions could adversely affect our business, results of operations, financial condition or
cash flows.
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The medical device market is highly competitive and designs change often to adjust to shifting market preferences and
other factors. Therefore, product life cycles are relatively short. As a result, any delays in our product launches may
significantly impede our ability to enter or compete in a given market and may reduce the sales that we are able to
generate from these products. We may experience delays in any phase of a product launch, including during research
and development, clinical trials, regulatory review, manufacturing and marketing. Delays in product introductions
could materially adversely affect our business, results of operations, financial condition or cash flows.

We face significant competition, and if we are unable to compete effectively, we may not be able to achieve or
maintain significant market penetration or improve our results of operations.

The medical device industry is intensely competitive, subject to rapid change and significantly affected by new
product introductions and other market activities of industry participants. We compete with a number of
manufacturers and distributors of neuro and peripheral vascular devices. Our most notable competitors are Boston
Scientific, Johnson & Johnson, Medtronic, Stryker and Terumo. All of these competitors are large, well-capitalized
companies with longer operating histories and significantly greater resources than us. We also

11
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compete with a number of smaller medical device companies that have a single product or a limited range of products.
Our competitors may be able to spend more on product development, marketing, sales and other product initiatives, or
be more focused in their spending and activities, than we can. Some of our competitors have:

� significantly greater name recognition;

� broader or deeper relations with healthcare professionals, customers and third-party payors;

� more established distribution networks;

� additional lines of products and the ability to offer rebates or bundle products to offer greater discounts or other
incentives to gain a competitive advantage;

� greater experience in conducting research and development, manufacturing, clinical trials, marketing and
obtaining regulatory clearance or approval for products; and

� greater financial and human resources for product development, sales and marketing and patent litigation.
We compete primarily on the basis that our products are able to treat patients with neurovascular and peripheral
vascular diseases and disorders safely and effectively. Our continued success depends on our ability to:

� develop innovative, proprietary products that can cost-effectively address significant clinical needs;

� continue to innovate and develop scientifically advanced technology;

� obtain and maintain regulatory clearances or approvals;

� demonstrate efficacy in Penumbra-sponsored and third-party clinical trials and studies;

� apply technology across product lines and markets;

� attract and retain skilled research and development and sales personnel; and

� cost-effectively manufacture and successfully market and sell products.
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We cannot assure you that we will be able to compete effectively on the basis of these factors. Additionally, our
competitors with greater financial resources could acquire or develop new technologies or products that effectively
compete with our existing or future products. If we are unable to effectively compete, it would materially adversely
affect our business, results of operations, financial condition and cash flows.

Our future growth depends, in part, on our ability to further penetrate our current customer base and increase the
frequency of use of our products by our customers.

We will need to continue to make specialist physicians and other hospital staff aware of the benefits of our products to
generate increased demand and frequency of use, and thus increase sales to our hospital customers. Although we are
attempting to increase the number of patients treated with procedures that use our products through our established
relationships and focused sales efforts, we cannot provide assurance that our efforts will increase the use of our
products. If we are unable to increase the frequency of use of our products by specialist physicians, this could
materially adversely affect our business, results of operations, financial condition or cash flows.

Our future growth depends, in part, on significantly expanding our user base to include additional specialist
physicians in both our existing and future target end markets.

Currently, the primary users of our neuro products are neuro interventionalists who perform endovascular neuro
interventions. We also began selling in the peripheral vascular market in 2013 with the introduction of our Ruby Coil
and the neurosurgery market in 2014 with the introduction of our Apollo System, and we may enter new target end
markets in the future. Our revenue growth will depend in part on our ability to convince
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specialist physicians in our existing and future target end markets of our products� efficacy, to educate them in the
proper use of our products and to sell our products to their affiliated hospitals. Convincing specialist physicians to use
new products and to dedicate the time and energy necessary for adequate education in the use of our products is
challenging, especially in new markets where treatments using our products are not established. Expanding our
customer base in existing or new target end markets may require, among other things, additional clinical evidence
supporting patient benefits, training in a manner to which we are not accustomed, or other resources that we do not
readily have available or are not cost effective for us to provide. If we are unable to convert specialist physicians in
existing or new target end markets to the use of our products, our sales growth will be limited, which could materially
adversely affect our business, results of operations, financial condition or cash flows.

The marketing and sales of our products require a significant amount of time and expense and we may not have
the resources to successfully market and sell our products, which would adversely affect our business and results of
operations.

The marketing and sales of our products requires us to invest in training and education and employ a salesforce that is
large enough to interact with the specialist physicians who use our products. Entering new markets also requires a
significant amount of time and expense in order to identify and establish relationships with key opinion leaders among
the specialist physicians who may use our products in those markets. We may not have adequate resources to market
and sell our products successfully against larger competitors. For example, when we began selling in the peripheral
vascular market in 2013, we did not have a dedicated direct peripheral vascular sales team and our neuro sales team
was required to dedicate a portion of its efforts to the sales of our peripheral vascular products. We subsequently
expended significant sums to develop a direct salesforce focused on peripheral vascular product sales. If we do not
have adequate resources to market and sell our products effectively, or cannot otherwise market and sell our products
successfully, it could materially adversely affect our business, results of operations, financial condition or cash flows.

Third-party reimbursement may not be available or adequate for the procedures in which our products are used.

Our ability to commercialize new products successfully in both the United States and international markets depends in
part on the availability of, and hospitals� ability to obtain, adequate levels of third-party reimbursement for the
procedures in which our products are used. In the United States, the cost of medical care is funded, in substantial part,
by government insurance programs, such as Medicare and Medicaid, and private and corporate health insurance plans.
Third-party payors may deny reimbursement if they determine that a device used in a procedure has not received
appropriate FDA or other governmental regulatory clearances or approvals, is not used in accordance with
cost-effective treatment methods as determined by the payor, or is experimental, unnecessary or inappropriate. Our
ability to commercialize our products successfully will depend, in large part, on the extent to which adequate
reimbursement levels for the cost of their use are obtained from government authorities, private health insurers and
other organizations, such as health maintenance organizations. Further, healthcare in the United States and
international markets is also being affected by economic pressure to contain reimbursement levels and costs.
Changing reimbursement models could materially adversely affect our business, results of operations, financial
condition or cash flows.

We have generated a significant portion of our revenue from products that are used in connection with the
treatment of neurovascular diseases, and our revenue and business prospects would be adversely affected if our
neuro product sales were to decline.

We have generated most of our revenue from our neurovascular products, including our Penumbra System, Penumbra
Coil 400 and Neuron products. If any one or more of these products, or any successor products, were no longer
available for sale in any key market because of regulatory, third-party reimbursement or intellectual property issues or
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superior to our products, our revenue from these products would
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decline. A significant decline in our sales of neurovascular products could also negatively impact our financial
condition and our ability to conduct product development activities, and therefore negatively impact our business
prospects.

We must maintain and further develop relationships with specialist physicians. If specialist physicians do not
recommend and endorse, or use, our products or if our relationships with specialist physicians deteriorate, our
products may not be accepted or maintain acceptance in the marketplace, which would adversely affect our
business and results of operations.

Our products are sold to hospitals for use by specialist physicians practicing at their facilities. In order for us to sell
our products, specialist physicians must recommend and endorse them for the hospital to purchase them, and must use
them in treating their patients to generate follow-on sales. We may not obtain the necessary recommendations or
endorsements for new products from specialist physicians, nor may we be able to maintain the current or future level
of acceptance and usage of our products. Acceptance of our products depends on educating the medical community as
to the distinctive characteristics, perceived benefits, safety, clinical efficacy and cost-effectiveness of our products
compared to products of our competitors or treatments that do not use our products, and on training specialist
physicians in the proper application and use of our products. We invest in significant training and education of our
sales representatives and specialist physicians to achieve market acceptance of our products, with no assurance of
success. If we are not successful in obtaining and maintaining the recommendations or endorsements of specialist
physicians for our products, if specialist physicians prefer our competitors� products or other alternative treatments that
do not use our products, or if our products otherwise do not gain or maintain market acceptance, our business could be
adversely affected.

In addition, the research, development, marketing and sales of our products are dependent, in part, upon our working
relationships with specialist physicians. We rely on them to provide us with knowledge and feedback regarding our
products and the marketing of our products. If we are unable to develop or maintain strong relationships with
specialist physicians and receive their advice and input, the development and marketing of our products could suffer,
which could materially adversely affect our business, results of operations, financial condition or cash flows.

We may not be able to achieve or maintain satisfactory pricing and margins for our products.

Manufacturers of medical devices have a history of price competition, and we can give no assurance that we will be
able to achieve satisfactory prices for our products or maintain prices at the levels we have historically achieved. If we
are unable to achieve or maintain our prices, or if our costs increase and we are unable to offset such increase with an
increase in our prices, our margins could erode and we may be unable to maintain profitable operations.

We cannot be certain that we will be able to manufacture our products in high volumes at commercially reasonable
costs.

We currently maintain our manufacturing operations in buildings located at our campus in Alameda, California. We
currently produce substantially all of our products at this facility, and we do not have redundant facilities. We may
need to expend significant capital resources and increase the size of our manufacturing capabilities as we grow our
business. We could, however, encounter problems related to:

� capacity constraints;
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� production yields;

� quality control;

� equipment availability; and

� shortages of qualified personnel.
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Our continuous product innovation limits our ability to identify and implement manufacturing efficiencies. Failure to
do so may reduce our ability to manufacture our products at commercially reasonable costs. If we are unable to
manufacture our products in high volumes at commercially reasonable costs, it could materially affect our ability to
adequately increase production of our products and fulfill customer orders on a timely basis, which could have a
material adverse effect on our business, results of operations, financial condition or cash flows.

We are required to maintain high levels of inventory, which consume a significant amount of our working capital
and could lead to permanent write-downs or write-offs of our inventory.

We maintain a significant inventory of raw materials, components and finished goods, which subjects us to a number
of risks and challenges. Our hospital customers typically maintain only small quantities of our products at their
facilities, so as products are used, they order replacements that typically require prompt delivery. As a result, we must
maintain sufficient levels of finished goods to permit rapid shipment of products following receipt of a customer
order. In turn, we must also maintain a sufficient supply of raw materials and components inventory to permit rapid
manufacturing and re-stocking of finished goods. Furthermore, our coil inventory is supplied to hospital customers on
a consignment basis, which means that it is classified as part of our inventory for financial reporting purposes but is
maintained at the hospital location until it is used.

Maintaining a significant inventory of raw materials, components and finished goods consumes a significant amount
of our working capital. This working capital could be used for other purposes, such as research and development or
sales and marketing activities. As we grow our business, we may need substantial additional capital to fund higher
levels of inventory, which may materially adversely affect our liquidity or result in dilution to our stockholders if we
sell additional equity securities or leverage if we raise debt capital to finance our working capital requirements.

Maintaining a significant inventory of raw materials, components and finished goods also subjects us to the risk of
inventory excess and obsolescence, which may lead to a permanent write-down or write-off of our inventory. While in
inventory, our components and finished goods may become obsolete, and we may over-estimate the amount of
inventory needed, which may lead to excessive inventory. In these circumstances, we would write-down or write-off
our inventory, and we may be required to expend additional resources or be constrained in the amount of end product
that we can produce. Furthermore, our products have a limited shelf life due to sterilization requirements, and part or
all of a given product or component may expire, resulting in a decrease in value and potentially a permanent
write-down of our inventory. For example, we recorded write downs of $0.9 million and $1.9 million for excess and
obsolete inventory in 2013 and 2014, respectively. In the event that a substantial portion of our inventory becomes
excess or obsolete, it could materially adversely affect our results of operations.

Defects or failures, or alleged defects or failures, associated with our products could lead to recalls, safety alerts or
litigation, as well as significant costs and negative publicity.

Manufacturing flaws, component failures, design defects, off-label uses or inadequate disclosure of product-related
information could result in an unsafe condition or the injury or death of a patient. These problems could lead to a
recall of, or issuance of a safety alert relating to, our products and result in significant costs, negative publicity and
adverse competitive pressure. While we have had product recalls, they have all been voluntary, based on our own
internal safety and quality monitoring and testing data, and none of our past product recalls has been material. The
circumstances giving rise to recalls are, however, unpredictable, and any future recalls of existing or future products
could materially adversely affect our business, results of operations, financial condition or cash flows.

The medical device industry has historically been subject to extensive litigation over product liability claims. There
are high rates of mortality and other complications associated with some of the medical conditions suffered by the
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example, we were made aware of potential product liability claimants who allegedly suffered injuries as a result of
aneurysm procedures performed in the United States and the United Kingdom in which the Penumbra Coil 400 was
used. We have not been served with formal complaints; however, the attorney for the purported U.S. claimant has
indicated that a civil suit will be brought against us shortly. While specific damages have not been asserted, counsel
for the purported claimant indicated that he expects that a jury could award $35 million in damages were this matter to
go to trial. This amount is substantially in excess of our insurance coverage. The attorney for the potential claimant in
the United Kingdom has not specified any damage amount. As no litigation has been instituted in either of these cases,
and therefore neither we nor the potential claimants have engaged in discovery, we are unable to assess the merits of
the claims. We expect to vigorously defend any litigation that might be brought, as we believe there would be
substantial questions regarding causation, liability and damages.

In addition, an injury or death that is caused by the activities of our suppliers, such as those that provide us with
components and raw materials, or by an aspect of a treatment used in combination with our products, such as a
complementary drug or anesthesia, may be the basis for a claim against us by patients, hospitals, health-care providers
or others purchasing or using our products, even if our products were not the actual cause of such injury or death. An
adverse outcome involving one of our products could result in reduced market acceptance and demand for all of our
products, and could harm our reputation and our ability to market our products in the future. In some circumstances,
adverse events arising from or associated with the design, manufacture or marketing of our products could result in the
suspension or delay of regulatory reviews of our premarket notifications or applications for marketing. Any of the
foregoing problems could disrupt our business and have a material adverse effect on our business, results of operation,
financial condition or cash flows.

Although we carry product liability insurance in the United States and in other countries in which we conduct
business, including for clinical trials and product marketing, we can give no assurance that such coverage will be
available or adequate to satisfy any claims. Product liability insurance is expensive, subject to significant deductibles
and exclusions, and may not be available on acceptable terms, if at all. If we are unable to obtain or maintain
insurance at an acceptable cost or on acceptable terms with adequate coverage or otherwise protect against potential
product liability claims, we could be exposed to significant liabilities. A product liability claim, recall or other claim
with respect to uninsured liabilities or for amounts in excess of insured liabilities could materially adversely affect our
business, financial condition and results of operations. Defending a suit, regardless of its merit or eventual outcome,
could be costly, could divert management�s attention from our business and might result in adverse publicity, which
could result in reduced acceptance of our products in the market, product recalls or market withdrawals.

Our products are continually the subject of clinical trials conducted by us, our competitors, or other third parties,
the results of which may be unfavorable, or perceived as unfavorable, and which could materially adversely affect
our business, financial condition and results of operations.

As a part of the regulatory process of obtaining marketing clearance or approval for new products and new indications
for existing products, as well as to provide specialist physicians with ongoing information regarding the efficacy of
our products, we conduct and participate in numerous clinical trials with a variety of study designs, patient
populations and trial endpoints. Our competitors and third parties also conduct clinical trials of our products without
our participation. Unfavorable or inconsistent clinical data from existing or future clinical trials conducted by us, our
competitors or third parties, or the market�s or regulators� perception of clinical data, could materially adversely affect
our business, results of operations, financial condition or cash flows.

Our future success depends in part upon establishing an interventional stroke care pathway in the United States
that integrates the use of endovascular thrombectomy into the treatment of ischemic stroke.
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transporting the patient to a hospital facility. With a small number of exceptions (such as for trauma), emergency
responders in the United States generally operate under a protocol that transports
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patients to the nearest hospital, which decreases the likelihood that the patient will be transported to a stroke center
that has a developed stroke team and an interventional approach to the treatment of stroke. Further, there is no agreed
upon standard of care among physicians or hospitals regarding the treatment of ischemic stroke patients, and treatment
protocols vary according to the particular hospital, often resulting in significant delays and gaps in patients being
assessed for and receiving interventional treatment. The absence of a uniform protocol among hospitals and among
physicians within the same hospital means that we have to educate each hospital and stroke center about protocols that
integrate our products for the treatment of stroke.

We believe that the stroke care system in the United States has not been historically geared towards interventional
treatment of stroke due to the absence of clinical evidence that interventional techniques were effective. Our and our
competitors� ability to alter the existing stroke care pathway may depend on whether we and our competitors are
successful in using recent positive clinical studies to convince specialist physicians that intervention yields superior
clinical results relative to cases where intervention is not used.

Establishing an interventional stroke pathway that integrates the use of interventional treatments, including our
products, will depend upon many factors, including:

� continuing to educate hospitals and specialist physicians about the clinical evidence supporting intervention, as
well as the use, benefits and cost-effectiveness of our products;

� improving the speed with which patients are assessed for and receive interventional treatments; and

� increasing the likelihood that patients are transported to a hospital or stroke center where interventional
treatments are available.

Even if these efforts are successful, it may be years before existing systems and care pathways are changed. These
factors may make it difficult to grow our business.

Any data that is gathered in the course of clinical trials may be significantly more favorable than the typical results
achieved by practicing specialist physicians, which could negatively impact rates of adoption of our products.

Even if the data collected from clinical trials indicates positive results, each specialist physician�s actual experience
with our products will vary. Clinical trials often involve procedures performed by specialist physicians who are
technically proficient and high volume users. Consequently, the results reported in clinical trials may be significantly
more favorable than typical results of other users. If specialist physicians� experiences indicate, or they otherwise
believe, that our products are not as safe or effective as other treatment options with which they are more familiar, or
clinical trial data indicates the same, adoption of our products may suffer, which could materially adversely affect our
business, results of operations, financial condition or cash flows.

Negative publicity regarding our products or marketing tactics by competitors could reduce demand for our
products, which would adversely affect sales and our financial performance.

We may experience, from time to time, negative exposure in clinical publications or in marketing campaigns of our
competitors. Such publications or campaigns may present negative individual physician experience regarding the
safety or effectiveness of our products or may suggest our competitors� products are superior to ours, based on studies
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Our reputation and competitive position may also be harmed by other publicly available information suggesting that
our products are not safe. For example, we file adverse event reports under Medical Device Reporting, or MDR,
obligations with the FDA that are publicly available on the FDA�s website. We are required to file MDRs if our
products may have caused or contributed to a serious injury or death or malfunctioned in a way that could likely cause
or contribute to a serious injury or death if it were to recur. Any such MDR that reports a significant adverse event
could result in negative publicity and could harm our reputation and future sales.
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Our dependence on key suppliers puts us at risk of interruptions in the availability of our products, which could
reduce our revenue and adversely affect our results of operations. In addition, increases in prices for raw materials
and components used in our products could adversely affect our results of operations.

We require the timely delivery of sufficient amounts of components and materials to manufacture our products. For
reasons of quality assurance, cost effectiveness or availability, we procure certain raw materials and components from
a single or limited number of suppliers. We generally acquire such raw materials and components through purchase
orders placed in the ordinary course of business, and as a result we may not have a significant inventory of these
materials and components and generally do not have any guaranteed or contractual supply arrangements with many of
these suppliers. Our reliance on these suppliers subjects us to risks that could harm our business, including, but not
limited to, difficulty locating and qualifying alternative suppliers.

Our dependence on third-party suppliers involves several other risks, including limited control over pricing,
availability, quality and delivery schedules. Suppliers of raw materials and components may decide, or be required,
for reasons beyond our control, to cease supplying raw materials and components to us or to raise their prices.
Shortages of raw materials, quality control problems, production capacity constraints or delays by our suppliers could
negatively affect our ability to meet our production requirements and result in increased prices for affected materials
or components. We may also face delays, yield issues and quality control problems if we are required to locate and
secure new sources of supply. While we have not experienced any to date, any material shortage, constraint or delay
may result in delays in shipments of our products, which could materially adversely affect our results of operations.
Increases in prices for raw materials and components used in our products could also materially adversely affect our
results of operations.

In addition, the FDA and regulators outside of the United States may require additional testing of any raw materials or
components from new suppliers prior to our use of these materials or components. In the case of a device with
clearance under section 510(k) of the U.S. Federal Food, Drug, and Cosmetic Act, referred to as a 510(k), we may be
required to submit a new 510(k) if a change in a raw material or component supplier results in a change in a material
or component supplied that is not within the 510(k) cleared device specifications. If we need to establish additional or
replacement suppliers for some of these materials or components, our access to the materials or components might be
delayed while we qualify such suppliers and obtain any necessary FDA approvals or clearances. Our suppliers may
also be subject to regulatory inspection and scrutiny. Any adverse regulatory finding or action against those suppliers
could impact their ability to supply us with raw materials and components for our products.

Our corporate culture has contributed to our success, and if we cannot maintain this culture as we grow, we could
lose the innovative approach, creativity, and teamwork fostered by our culture, and our business may be harmed.

We believe that a critical contributor to our success has been our corporate culture, which we believe fosters
innovation, teamwork, and a focus on execution, as well as facilitating critical knowledge transfer and knowledge
sharing. As we grow, we may find it difficult to maintain these important aspects of our corporate culture, which
could limit our ability to innovate and operate effectively. Any failure to preserve our culture could also negatively
affect our ability to retain and recruit personnel or execute on our business strategy.

If our facilities were to become inoperable, we would be unable to continue to develop and manufacture our
products until we were able to restore full research, manufacturing and administrative capabilities at our facilities
or secure a new facility, and as a result, our business would be harmed.

We currently maintain our research and development, manufacturing and administrative operations in buildings
located at our campus in Alameda, California, and we do not have redundant facilities. Alameda is situated on or near

Edgar Filing: Penumbra Inc - Form S-1/A

Table of Contents 40



earthquake fault lines, and our facilities are built on filled land, which could be prone to liquefaction in a major
earthquake. Should one or more of our buildings be significantly damaged or destroyed by natural or man-made
disasters, such as earthquakes, fires or other events, it could take months to relocate
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or rebuild, during which time our employees may seek other positions, our research, development and manufacturing
would cease or be delayed and our products may be unavailable. Moreover, because of the time required to approve
and license a manufacturing facility under FDA and non-U.S. regulatory requirements, we may not be able to resume
production on a timely basis even if we are able to replace production capacity in the event we lose manufacturing
capacity. While we maintain property and business interruption insurance, such insurance has limits and would only
cover the cost of rebuilding and relocating and lost profits, but not losses we may suffer due to our products being
replaced by competitors� products. The inability to perform our research, development and manufacturing activities,
combined with our limited inventory of raw materials and components and manufactured products, may cause
specialist physicians to discontinue using our products or harm our reputation, and we may be unable to reestablish
relationships with those specialist physicians in the future. Consequently, a catastrophic event at our facility could
materially adversely affect our business, results of operations, financial condition or cash flows.

To successfully market and sell our products internationally, we must address a number of unique challenges
applicable to international markets.

For 2014 and the six months ended June 30, 2015, we derived 34% and 34%, respectively, of our revenue from
international sales. International sales are subject to a number of risks and challenges, including:

� reliance on distributors;

� varying coverage and reimbursement policies, processes and procedures;

� difficulties in staffing and managing international operations from which sales are conducted;

� difficulties in penetrating markets in which our competitors� products or alternative procedures that do not use
our products are more established;

� reduced protection for intellectual property rights in some countries;

� export licensing requirements or restrictions, trade regulations and foreign tax laws;

� fluctuating foreign currency exchange rates;

� foreign certification, regulatory requirements and legal requirements;

� lengthy payment cycles and difficulty in collecting accounts receivable;
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� customs clearance and shipping delays;

� pricing pressure in international markets;

� political and economic instability; and

� preference for locally produced products.
If we are unable to successfully address these challenges, we may not be able to grow our international sales and our
results of operations may suffer as a result.

Over the long term, we intend to grow our business internationally and to do so, we will need to either spend
substantial sums to expand or develop direct sales capabilities in existing and new geographic areas or generate
additional sales through existing distributors or attract additional distributors.

As a result of our international operations, we are required to comply with tax requirements in multiple jurisdictions,
the scope and impact of which may be unclear. Moreover, tax authorities in jurisdictions in which we do business
could disagree with tax positions that we take, including, for example, our inter-company pricing policies, or could
assert that we owe more taxes than we currently pay due to the level and nature of our activities in such jurisdictions.
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We rely on our distributors to market and sell our products in certain international markets.

We have established a direct sales capability in the United States, most of Europe, Canada and Australia, which we
have complemented with distributors in Japan and certain other international markets. Sales to distributors represented
17.7% and 17.7% of our revenue in 2014 and the six months ended June 30, 2015, respectively. In addition, sales to
our Japanese distributor, Medico�s Hirata Inc., represented approximately 11.7% of our revenue in 2014. Our success
outside of the United States, most of Europe, Canada and Australia depends largely upon marketing arrangements
with distributors, in particular their sales expertise and their relationships with specialist physicians and affiliated
hospitals in their geographic areas. Distributors may terminate their relationship with us, sell competitive products or
devote insufficient sales efforts or other resources to our products. We do not control our distributors, and they may
not be successful in implementing our marketing plans. In addition, many of our distributors initially obtain and
maintain foreign regulatory approval for the sale of our products in their respective countries, and their efforts in
obtaining and maintaining regulatory approval may not be as robust as we desire or expect. Our failure to maintain our
existing relationships with our distributors, or our failure to recruit and retain additional skilled distributors in existing
or new international markets, could have an adverse effect on our operations. If current or future distributors do not
perform adequately, or if we lose a significant distributor, such as our Japanese distributor, we may not be able to
maintain existing levels of international revenue or realize expected long term international revenue growth. We have
also experienced turnover with some of our distributors in the past that has adversely affected sales in the countries in
which those distributors operate. Similar occurrences could happen in the future.

Most of our customer relationships outside of the United States are with governmental entities, and we could be
materially adversely affected by violations of the U.S. Foreign Corrupt Practices Act and similar anti-bribery laws
in non-U.S. jurisdictions.

The FCPA and similar anti-bribery laws in non-U.S. jurisdictions generally prohibit companies and their
intermediaries from making improper payments to non-U.S. officials for the purpose of obtaining or retaining
business. Because of the predominance of government-sponsored healthcare systems around the world, most of our
customer relationships outside of the United States are with governmental entities, and physicians practicing in those
systems are considered �government officials;� our sale to these entities are therefore subject to such anti-bribery laws.
Our policies mandate compliance with these anti-bribery laws. We operate in many parts of the world that have
experienced governmental corruption, and in certain circumstances strict compliance with anti-bribery laws may be at
variance with local customs and practices. Despite our training and compliance programs, our internal control policies
and procedures may not always protect us from reckless or criminal acts committed by our employees, distributors or
agents. Violations of the FCPA or other anti-bribery laws, or allegations of such violations, could disrupt our business
and materially adversely affect our business, results of operations, financial condition or cash flows.

Foreign currency exchange rates may adversely affect our results.

We are exposed to the effects of changes in foreign currency exchange rates, and we have not historically hedged our
foreign currency exposure. Approximately 34% and 34% of our revenue for 2014 and the six months ended June 30,
2015, respectively, were derived from sales in non-U.S. markets, and we expect sales from non-U.S. markets to
continue to represent a significant portion of our revenue. For direct sales in our international markets, we are paid by
our customers in their local currency, which is primarily euros. For sales to distributors in our international markets,
we are paid in either U.S. dollars, euros or Japanese yen. Therefore, when the U.S. dollar strengthens relative to the
euro, yen or other local currency, as it has in recent periods, our U.S. dollar reported revenue from non-U.S. dollar
denominated sales will decrease, or we will need to increase our non-U.S. dollar denominated prices, which may not
be commercially practical. Conversely, when the U.S. dollar weakens relative to the euro, yen or other local currency,
our U.S. dollar reported expenses from non-U.S. dollar denominated operating costs will increase. Changes in the
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results of operations, financial condition or cash flows.
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We have experienced rapid growth in recent periods, and if we fail to manage our growth effectively, our business
and results of operations may suffer.

We have significantly expanded our overall business, research and development, customer base, product portfolio,
employee headcount and operations in recent periods. We have also established new operations in other countries. We
have increased our total number of full-time employees from 468 as of December 31, 2013, to approximately 1,000 as
of June 30, 2015. Our expansion has placed, and our expected future growth will continue to place, a significant strain
on our managerial, operational, product development, sales and marketing, administrative, financial and other
resources. More systems, facilities, processes and management employees are needed to allow us to continue to grow
successfully. We also plan to continue to increase our salesforce. Our experience has been that it takes at least six
months, and often longer, before new sales personnel generate enough sales to cover their costs, resulting in increased
costs without offsetting revenue during periods in which we are increasing the size of our salesforce. To meet
anticipated demand for our products, we will also have to obtain additional space, buy additional equipment and hire
additional research and development and manufacturing employees, including quality control personnel and other
personnel involved in the production process. If we are unable to manage our growth successfully, it could have a
material and adverse effect on our business, results of operations, financial condition or cash flows.

We depend on key personnel to operate our business and develop our products, and if we are unable to retain,
attract and integrate qualified personnel, our ability to develop and successfully grow our business could be
harmed.

We believe that our future success is highly dependent on the contributions of our executive officers, particularly our
chief executive officer, as well as our ability to attract and retain highly skilled and experienced sales and marketing,
technical and other personnel in the United States and in international markets. Each of these persons� efforts will be
critical to us as we continue to develop our products and business. If we were to lose one or more of our key
employees, including to competitors, we may experience difficulties in competing effectively, developing our
products and implementing our business strategies.

Our research and development and sales and marketing programs depend on our ability to attract and retain highly
skilled technicians, engineers and salespeople. We may not be able to attract or retain qualified employees in the
future due to the intense competition for qualified personnel among life science businesses, particularly in the San
Francisco Bay Area, where our corporate headquarters, research and development and manufacturing facilities are
located. If we are not able to identify, recruit and retain highly qualified personnel, we may experience constraints that
will adversely affect our ability to support our research, development, manufacturing and sales programs, and
ultimately our ability to compete. If we are unable to identify, recruit and retain qualified salespeople, there could be a
delay or decline in the adoption of our products. If key personnel were to leave Penumbra, either to join our
competitors or otherwise, we may not be able to attract and retain equally qualified personnel to replace them.

We depend on information technology systems to operate our business and a cyber-attack or other breach of these
systems could have a material adverse effect on our business.

We rely on information technology systems to process, transmit and store electronic information in our day-to-day
operations. Our information technology systems are vulnerable to a cyber-attack, malicious intrusion, breakdown,
destruction, loss of data privacy or other significant disruption. Any such successful attacks could result in the theft of
intellectual property or other misappropriation of assets, or otherwise compromise our confidential or proprietary
information and disrupt our operations. Cyber-attacks are becoming more sophisticated and frequent, and our systems
could be the target of malware and other cyber-attacks. We have invested in our systems and the protection of our data
to reduce the risk of an intrusion or interruption, and we monitor our systems on an ongoing basis for any current or
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If we fail to maintain or protect our information technology systems and data integrity effectively or fail to anticipate,
plan for or manage significant disruptions to these systems, our competitive position could be harmed, we could lose
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existing customers, have difficulty preventing, detecting, and controlling fraud, have disputes with customers,
specialist physicians and other health care professionals, have regulatory sanctions or penalties imposed, incur
expenses or lose revenues as a result of a data privacy breach or theft of intellectual property or suffer other adverse
consequences, any of which could have a material adverse effect on our business, results of operations, financial
condition or cash flows.

Cost-containment efforts of our customers, purchasing groups and governmental organizations could have a
material adverse effect on our sales and profitability.

In an effort to reduce costs, many hospitals within the United States have become members of Group Purchasing
Organizations (GPOs) and Integrated Delivery Networks (IDNs). GPOs and IDNs negotiate pricing arrangements with
medical device companies and distributors and offer the negotiated prices to affiliated hospitals and other members.
GPOs and IDNs typically award contracts on a category-by-category basis through a competitive bidding process.
Bids are generally solicited from multiple providers with the intention of driving down pricing or reducing the number
of vendors. Due to the highly competitive nature of the GPO and IDN contracting processes, we may not be able to
obtain or maintain contract positions with major GPOs and IDNs. Furthermore, the increasing leverage of organized
buying groups may reduce market prices for our products, thereby reducing our profitability.

While having a contract with a GPO or IDN for a given product category can facilitate sales to members of that GPO
or IDN, such contract positions can offer no assurance that any level of sales will be achieved, as sales are typically
made pursuant to purchase orders. Even when a provider is the sole contracted supplier of a GPO or IDN for a certain
product category, members of the GPO or IDN generally are free to purchase from other suppliers. Furthermore, GPO
and IDN contracts typically are terminable without cause by the GPO or IDN upon 60 to 90 days� notice. Accordingly,
although we have multiple contracts with many major GPOs and IDNs, the members of such groups may choose to
purchase from our competitors due to the price or quality offered by such competitors, which could result in a decline
in our sales and profitability.

The successful use of our products depends, in part, on our ability to educate specialist physicians in the proper use
of our products, which may be more complex than competitive products or alternative treatments that do not use
our products. If we are unable to educate specialist physicians in the proper use of our products, we may
experience a high risk of product liability.

The successful use of our products depends, in part, on our ability to educate specialist physicians in the proper use of
our products, which may be more complex than competitive products or alternative treatments that do not use our
products. We educate specialist physicians on the proper techniques in using our products to achieve the intended
outcome. However, our products may be more complicated to operate than competitive products or alternative
treatments that do not use our products. In the event that specialist physicians perceive that our products are complex
relative to alternative products or established treatments that do not use our products, we may have difficulty gaining
or increasing adoption of our products. Further, we may be unable to provide adequate education on the use of our
products to specialist physicians, and some specialist physicians may not be willing to invest the time required to
become properly educated on the use of our products. If we are unable to educate specialist physicians to properly use
our products, this may lead to inadequate demand for our products and materially adversely affect our business, results
of operations, financial condition or cash flows.

If we do not adequately educate specialist physicians on the use of our products, and our products are used incorrectly
during procedures, we may also be subject to claims against us by such specialist physicians, their hospitals or their
patients. Our business, including our reputation, may consequently be adversely affected by any litigation that may
occur based on error in the use of our products, and such litigation could also materially adversely affect our results of
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Regulatory Risks

We are subject to stringent domestic and foreign medical device regulation, which may impede the approval or
clearance process for our products, hinder our development activities and manufacturing processes and, in some
cases, result in the recall or seizure of previously approved or cleared products.

Our products, development activities and manufacturing processes are subject to extensive and rigorous regulation by
the U.S. Food and Drug Administration (FDA) and by comparable agencies in foreign countries and by other
regulatory agencies and governing bodies. Manufacturers of medical devices such as us must comply with certain
regulations that cover the composition, labeling, testing, clinical study, manufacturing, packaging and distribution of
medical devices. In addition, medical devices must receive FDA clearance or approval before they can be
commercially marketed in the United States. The FDA may require testing and surveillance programs to monitor the
effects of cleared or approved products that have been commercialized and can prevent or limit further marketing of a
product based on the results of these post-marketing programs. Furthermore, most major markets for medical devices
outside the United States require clearance, approval or compliance with certain standards and requirements before a
product can be commercially marketed. The process of obtaining marketing approval or clearance from the FDA and
foreign regulatory agencies for new products could take a significant period of time, require the expenditure of
substantial resources, involve rigorous pre-clinical and clinical testing, require changes to our products and result in
limitations on the indicated uses of our products. We cannot provide assurance that we will receive the required
approval or clearance from the FDA and foreign regulatory agencies for future products on a timely basis. Results
from pre-clinical studies and early clinical trials may not allow us to predict results in later-stage testing. We cannot
be certain that our future clinical trials will demonstrate the safety and effectiveness of any of our future products or
will result in clearance or approval to market any of these products. The failure to receive approval or clearance for
significant new products on a timely basis could have a material adverse effect on our business, results of operation,
financial condition or cash flows.

The FDA also conducts periodic inspections of our facilities to determine compliance with both the FDA�s Quality
System Regulation (QSR) requirements and/or MDR regulations. Product approvals or clearances by the FDA can be
withdrawn, and new product approvals or clearances by the FDA and foreign regulatory bodies can be delayed, due to
failure to comply with regulatory requirements or the occurrence of unforeseen problems following initial approval or
clearance of a product. The failure to comply with regulatory requirements or the discovery of previously unknown
problems with a product or manufacturer could result in fines, delays or suspensions of regulatory approvals or
clearances, seizures or recalls of products (with the attendant expenses and adverse competitive impact), the banning
of a particular device, an order to replace or refund the cost of any device previously manufactured or distributed,
operating restrictions and criminal prosecution, as well as decreased sales as a result of negative publicity and product
liability claims, all of which could have a material adverse effect on our business, results of operation, financial
condition or cash flows.

The implementation of healthcare reform in the United States could have a material adverse effect on our business.

In March 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education
Reconciliation Act of 2010 (the Affordable Care Act) was enacted into law in the United States. The Affordable Care
Act includes provisions that, among other things, reduce and/or limit Medicare reimbursement, require all individuals
to have health insurance (with limited exceptions) and impose new and/or increased taxes. Specifically, the law
imposes a 2.3% excise tax on the sale in the United States of certain medical devices by a manufacturer, producer or
importer of such devices starting after December 31, 2012. The Affordable Care Act also reduces Medicare and
Medicaid payments to hospitals and clinical laboratories, which could reduce medical procedure volumes and impact
the demand for our products or the prices at which we sell them. While this legislation is intended to expand health
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healthcare on sales of our products remains uncertain. Various healthcare reform proposals have also emerged at the
state level. The impact of the Affordable Care Act and these proposals could have a material adverse effect on our
business, results of operation, financial condition or cash flows.
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If we modify our FDA cleared products, we may need to seek and obtain new clearances, which, if not granted,
would prevent us from selling our modified products or require us to redesign our products.

A component of our strategy is to continue to modify and upgrade our products that have been cleared by the FDA.
The FDA requires device manufacturers to make a determination of whether or not a modification requires a
clearance; however, the FDA can review a manufacturer�s decision not to submit for additional clearances. Any
modifications to an FDA cleared device that would significantly affect its safety or effectiveness or that would
constitute a major change in its intended use would require a new 510(k) clearance or possibly a premarket approval.
We may not be able to obtain additional 510(k) clearances or premarket approvals for new products or for
modifications to, or additional indications for, our existing products in a timely fashion, or at all. We also cannot
provide any assurance that the FDA will agree with our decisions not to seek clearances for particular device
modifications. Delays in obtaining future clearances would adversely affect our ability to introduce new or enhanced
products in a timely manner, which in turn would harm our revenue and future profitability. We have made
modifications to our products in the past and may make additional modifications in the future that we believe do not
or will not require additional clearances. If the FDA disagrees, and requires new clearances or approvals for any
modifications, and we fail to obtain such approvals or clearances or fail to secure approvals or clearances in a timely
manner, we may be required to recall and to stop the manufacturing and marketing of the modified device until we
obtain FDA approval or clearance, and we may be subject to significant regulatory fines or penalties, all of which
could harm our results of operations and require us to redesign our products.

We may not receive necessary foreign regulatory approvals or clearances or otherwise comply with foreign
regulations.

In 2014 and for the six months ended June 30, 2015, sales outside the United States accounted for approximately 34%
and 34%, respectively, of our total sales, and we expect this percentage to increase in future years. Foreign regulatory
bodies have established varying regulations. Specifically, the European Union has promulgated rules that require that
medical device products receive the right to affix the CE mark, an international symbol of adherence to quality
assurance standards and compliance with applicable European medical device directives. Although we have received
CE markings for all of the products we currently sell in the European Union, we can give no assurance that we will be
able to obtain European Union approval for any of our future products. Our inability or failure, or the inability or
failure of our international distributors, to comply with varying foreign regulations or the imposition of new
regulations could restrict or, in certain countries, result in the prohibition of the sale of our products, and thereby
adversely affect our business, financial condition and results of operations. In addition, our profitability from our
international operations may be limited by risks and uncertainties related to economic conditions in these regions,
foreign currency fluctuations, regulatory and reimbursement approvals, competitive offerings, infrastructure
development, rights to intellectual property and our ability to implement our overall business strategy. Any significant
changes in the competitive, political, legal, regulatory, reimbursement or economic environment where we conduct
international operations may have a material adverse effect on our business, results of operation, financial condition or
cash flows.

We may not be able to meet regulatory quality requirements applicable to our manufacturing process.

We are required to register with the FDA as a device manufacturer and as a result, we are subject to periodic
inspection by the FDA for compliance with the FDA�s QSR requirements, which require manufacturers of medical
devices to adhere to certain regulations, including testing, quality control and documentation procedures. In addition,
the federal MDR regulations require us to provide information to the FDA whenever there is evidence that reasonably
suggests that a device may have caused or contributed to a death or serious injury, or has malfunctioned, and if the
malfunction were to recur, it would be likely to cause or contribute to a death or serious injury. Compliance with

Edgar Filing: Penumbra Inc - Form S-1/A

Table of Contents 52



applicable regulatory requirements is subject to continual review and is rigorously monitored through periodic
inspections by the FDA. In the European Community, we are required to maintain certain International Organization
for Standardization (ISO) certifications in order to sell products and we undergo periodic inspections by notified
bodies to obtain and maintain these certifications. Some
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foreign countries, most notably Japan and Brazil, have similar requirements or may require inspections of our
manufacturing facilities before approving a product for sale in their country. Some of our suppliers are subject to the
same or similar scrutiny. If we or our suppliers fail to adhere to QSR, ISO or similar requirements, this could delay
production of our products and lead to fines, difficulties in obtaining regulatory clearances or approvals, recalls or
other consequences, which could in turn have a material adverse effect on our business, results of operation, financial
condition or cash flows.

We are subject to periodic inspections by the FDA and other regulatory bodies related to regulatory requirements
that apply to medical devices designed and manufactured, and clinical trials sponsored, by us. We recently received
notices of inspectional observations or deficiencies from the FDA, which require us to undertake corrective and
preventive actions or other actions in order to address the FDA�s concerns, which could be expensive and
time-consuming to complete and could impose additional burdens and expenses.

We are subject to periodic inspections by the FDA and other regulatory bodies. If we receive a notice of inspectional
observations or deficiencies from the FDA following an inspection, we may be required to undertake corrective and
preventive actions or other actions in order to address the FDA�s concerns, which could be expensive and
time-consuming to complete and could impose additional burdens and expenses. Failure to adequately address the
FDA�s concerns could expose us to enforcement and administrative actions.

For example, from June 24, 2015 to July 15, 2015 the FDA conducted an inspection of our records relating to certain
investigational sites for two different clinical trials and from July 30, 2015 to August 4, 2015, the FDA conducted an
inspection of our quality system. At the conclusion of the first inspection, a Form FDA 483 was issued with one
observation. The 483 observation pertained to the failure to ensure proper monitoring at five of the investigational
sites reviewed. Specifically, the observation noted that protocols relating to performing onsite monitoring visits at
appropriate intervals and providing documentation to clearly address any repeated data problems and resolutions of
noted deficiencies in written reports after each onsite visit were not properly followed. At the conclusion of the second
inspection, a Form FDA 483 was also issued with one observation relating to our procedures for Corrective and
Preventative Action (CAPA). Specifically, the observation noted our CAPA procedures do not require an
effectiveness check in all cases.

We responded to the first Form FDA 483 on August 4, 2015, and we have begun to take preventive actions to address
the observation in that Form FDA 483. We continue to review and enhance our investigational site monitoring to
ensure compliance with regulatory requirements. We opened a CAPA to address the observation in the second Form
FDA 483 and responded to the second Form FDA 483 on August 24, 2015. However, the FDA may conclude that we
have not adequately responded to its observations, and could take action against us without further notice. Action by
the FDA against us could result in monetary fines or require us to take further corrective actions, which could be
expensive and time-consuming to complete and could impose additional burdens and expenses, and could even
require us to discontinue our investigational studies.

We are subject to healthcare fraud and abuse regulations that could result in significant liability, require us to
change our business practices and restrict our operations in the future.

We are subject to various federal, state and local laws targeting fraud and abuse in the healthcare industry, including
anti-kickback and false claims laws. Violations of these laws are punishable by criminal or civil sanctions, including
substantial fines, imprisonment and exclusion from participation in healthcare programs such as Medicare and
Medicaid. These laws and regulations are wide ranging and subject to changing interpretation and application, which
could restrict our sales or marketing practices. Furthermore, since many of our customers rely on reimbursement from
Medicare, Medicaid and other governmental programs to cover a substantial portion of their expenditures, our

Edgar Filing: Penumbra Inc - Form S-1/A

Table of Contents 54



exclusion from such programs as a result of a violation of these laws could have a material adverse effect on our
business, results of operation, financial condition or cash flows.

25

Edgar Filing: Penumbra Inc - Form S-1/A

Table of Contents 55



Table of Contents

The FDA and other regulatory agencies strictly regulate the promotional claims that may be made about medical
devices. If we are found to have improperly promoted our products for off-label uses, we may become subject to
significant fines and other liability.

The FDA and other regulatory agencies strictly regulate the promotional claims that may be made about medical
devices. For example, devices cleared under section 510(k) cannot be marketed for any intended use that is outside of
the FDA�s substantial equivalence determination for such devices. Physicians nevertheless may use our products on
their patients in a manner that is inconsistent with the intended use cleared by the FDA. If we are found to have
promoted such �off-label� uses, we may become subject to significant government fines and other related liability. The
federal government has levied large civil and criminal fines against companies for alleged improper promotion and
has enjoined several companies from engaging in off-label promotion. The FDA has also requested that companies
enter into consent decrees or permanent injunctions under which specified promotional conduct is changed or
curtailed.

Our operations are subject to environmental, health and safety laws and regulations, with which compliance may
be costly.

Our business is subject to federal, state, and local laws and regulations relating to the protection of the environment,
worker health and safety and the use, management, storage, and disposal of hazardous substances and wastes. Failure
to comply with these laws and regulations may result in substantial fines, penalties or other sanctions. In addition,
environmental laws and regulations could require us to pay for environmental remediation and response costs, or
subject us to third party claims for personal injury, natural resource or property damage, relating to environmental
contamination. Liability may be imposed whether or not we knew of, or were responsible for, such environmental
contamination. The cost of defending against environmental claims, of compliance with environmental, health and
safety regulatory requirements or of remediating contamination could materially adversely affect our business, assets
or results of operations and, consequently, amounts available for distribution to our stockholders.

Risks Related to Our Intellectual Property

We rely on a variety of intellectual property rights, and if we are unable to maintain or protect our intellectual
property, our business and results of operations will be harmed.

Our commercial success will depend, in part, on our ability to obtain and maintain intellectual property protection for
our products and related technologies both in the United States and elsewhere, successfully defend our intellectual
property rights against third-party challenges and successfully enforce our intellectual property rights to prevent
third-party infringement. While we rely primarily upon a combination of patents, trademarks and trade secret
protection, as well as nondisclosure, confidentiality and other contractual agreements to protect the intellectual
property related to our brands, products and other proprietary technologies, protection derived from patents is
relatively limited.

The process of obtaining patent protection is expensive and time-consuming, and we may not be able to prosecute all
necessary or desirable patent applications at a reasonable cost or in a timely manner. We may choose not to seek
patent protection for certain innovations or products and may choose not to pursue patent protection in certain
jurisdictions, and under the laws of certain jurisdictions, patents or other intellectual property rights may be
unavailable or limited in scope and, in any event, any patent protection we obtain may be limited. As a result, some of
our products are not, and in the future may not be, protected by patents. We generally apply for patents in those
countries where we intend to make, have made, use or sell products and where we assess the risk of infringement to
justify the cost of seeking patent protection. However, we do not seek protection in all countries where we sell
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we fail to timely file a patent application in any such country or major market, we may be precluded from doing so at
a later date. Competitors may use our technologies in jurisdictions where we have not obtained patent protection to
develop their own products and, further, may export otherwise infringing products to territories in which we have
patent protection that may not be sufficient to terminate infringing activities.
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Furthermore, we cannot guarantee that any patents will be issued from any pending or future owned or licensed patent
applications, or if any current or future patents will provide us with any meaningful protection or competitive
advantage. Even if issued, existing or future patents may be challenged, including with respect to ownership,
narrowed, invalidated, held unenforceable or circumvented, any of which could limit our ability to prevent
competitors and other third parties from developing and marketing similar products or limit the length of terms of
patent protection we may have for our products and technologies. Other companies may also design around
technologies we have patented, licensed or developed. In addition, the issuance of a patent does not give us the right to
practice the patented invention. Third parties may have blocking patents that could prevent us from marketing our
products or practicing our own patented technology.

The patent positions of medical device companies can be highly uncertain and involve complex legal, scientific and
factual questions for which important legal principles remain unresolved. The standards that the United States Patent
and Trademark Office (USPTO) and its foreign counterparts use to grant patents are not always applied predictably or
uniformly. Changes in either the patent laws, implementing regulations or the interpretation of patent laws may
diminish the value of our rights. The legal systems of certain countries do not protect intellectual property rights to the
same extent as the laws of the United States, and many companies have encountered significant problems in
protecting and defending such rights in foreign jurisdictions.

Because patent applications in the United States, Europe and many other jurisdictions are typically not published until
18 months after filing, or in some cases not at all, and because publications of discoveries in scientific literature lag
behind actual discoveries, we cannot be certain that we were the first to make the inventions claimed in our issued
patents or pending patent applications, or that we were the first to file for protection of the inventions set forth in our
patents or applications. We can give no assurance that all of the potentially relevant art relating to our patents and
patent applications has been found; overlooked prior art could be used by a third party to challenge the validity,
enforceability and scope of our patents or prevent a patent from issuing from a pending patent application. As a result,
we may not be able to obtain or maintain protection for certain inventions
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