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FORWARD LOOKING STATEMENTS

This report contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the
Securities Exchange Act of 1934. Forward-looking statements relate to expectations concerning matters that are not historical facts. Words such
as projects,  believes, anticipates, plans, expects, intends and similar words and expressions are intended to identify
forward-looking statements. These forward-looking statements include, but are not limited to, statements related to our expected business, new
product introductions, results of operations, future financial position, our ability to increase our revenues, the mix of our revenues between
product and service revenues, our financing plans and capital requirements, our costs of revenue, our expenses, our potential tax assets or
liabilities, the effect of recent accounting pronouncements, our investments, cash flows and our ability to finance operations from cash flows and
similar matters and include statements based on current expectations, estimates, forecasts and projections about the economies and markets in
which we operate and our beliefs and assumptions regarding these economies and markets. Readers are cautioned that these forward-looking
statements are based on current expectation and are subject to risks, uncertainties, and assumptions that are difficult to predict, including those
risk factors described throughout this filing and particularly in Part I, Item 1A: Risk Factors . Our actual results may differ materially and
adversely from those expressed in any forward-looking statements. We undertake no obligation to revise or update any forward-looking
statements for any reason.

PART I

ITEM 1. BUSINESS
COMPANY BACKGROUND

Intuitive Surgical, Inc. was founded in 1995. We are a Delaware corporation with our corporate headquarters located at 1266 Kifer Road,
Sunnyvale, California 94086. Our telephone number is (408) 523-2100, and our website address is www.intuitivesurgical.com . In this report,

Intuitive Surgical, we, us, and our refer to Intuitive Surgical, Inc. and its subsidiari®s dm#ii€, da Vinci®S, TilePro, Solo Surgery,
EndoWrist®, InSite®, AESOP®, HERMES®, ZEUS®, SOCRATES and Navigator are trademarks of Intuitive Surgical, Inc.

We design, manufacture and market the da Vinci Surgical Systems, which are advanced surgical systems that we believe represent a new
generation of surgery. We believe that this new generation of surgery, which we call da Vinci surgery, is a revolutionary advancement similar in
scope to previous generations of surgery —open surgery and minimally invasive surgery, or MIS. Our da Vinci Surgical Systems consist of a
surgeon s console, a patient-side cart, a high performance vision system and proprietary wristed instruments. By placing computer-enhanced
technology between the surgeon and patient, we believe that our systems enable surgeons to perform advanced MIS in a manner never before
experienced. The da Vinci Surgical System controls Intuitive Surgical endoscopic instruments, including rigid endoscopes, blunt and sharp
endoscopic dissectors, scissors, scalpels, forceps/pickups, needle holders, endoscopic retractors, electrocautery, ultrasonic cutters, and
accessories during a wide range of surgical procedures. The da Vinci Surgical System seamlessly translates the surgeon s natural hand
movements on instrument controls at the console into corresponding micro-movements of instruments positioned inside the patient through
small puncture incisions, or ports. Our da Vinci Surgical System provides the surgeon with the intuitive control, range of motion, fine tissue
manipulation capability and 3-D vision characteristic of open surgery, while simultaneously allowing the surgeon to work through the small
ports of MIS.

In March 1997, surgeons using an early prototype of our technology successfully performed the first da Vinci surgery on humans. Beginning in
May 1998, surgeons using our technology successfully performed what we believe were the world s first computer-enhanced closed chest heart
surgeries, including mitral valve repair, dissection of an internal mammary artery and grafting of a coronary artery. In early 2000, surgeons using
our technology successfully completed what we believe was the world s first beating heart bypass procedure through small ports.
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The following table summarizes our clearances from the U.S. Food and Drug Administration (FDA) to date:

July 2000 General laparoscopic procedures

March 2001 Non-cardiac thoracoscopic procedures

May 2001 Prostatectomy procedures

November 2002 Cardiotomy procedures

July 2004 Cardiac revascularization procedures

March 2005 Urologic surgical procedures

April 2005 Gynecologic surgical procedures

June 2005 Pediatric surgical procedures
As of December 31, 2006, we had sold 571 of our da Vinci Surgical Systems, and surgeons using our technology had successfully completed
more than one hundred thousand surgical procedures of various types in major hospitals throughout North America, South America, Europe, the
Middle East and Asia.

Open surgery remains the predominant form of surgery and is still used in almost every area of the body. However, the large incisions required
for open surgery create trauma to the patient, resulting in longer hospitalization and recovery times, increased hospitalization costs, and
additional pain and suffering. Over the past two decades, MIS has reduced trauma to the patient by allowing selected surgeries to be performed
through small ports rather than large incisions, often resulting in shorter recovery times, fewer complications and reduced hospitalization costs.
MIS has been widely adopted for certain surgical procedures, but it has not been widely adopted within complex surgical procedures.

The da Vinci Surgical System enables surgeons to overcome many of the shortcomings of both open surgery and MIS. Surgeons operate while
seated comfortably at a console viewing a high resolution, 3-D image of the surgical field. This immersive visualization connects the surgeon to
the surgical field and the instruments. While seated at the console, the surgeon manipulates instrument controls in a natural manner, just as he or
she has been trained to do in open surgery. Our technology is designed to provide surgeons with a range of motion in the surgical field analogous
to the motions of a human wrist, while filtering out the tremor inherent in a surgeon s hand. In designing our products, we have focused on
making our technology as simple as possible to use. In our experience, based on thousands of procedures, surgeons can learn to manipulate our
instruments with only a limited amount of training as compared to the training required for a surgeon to become skilled in MIS and can learn to
perform da Vinci surgery with less training than is required for MIS.

Our products are designed to make a broad range of open surgical and MIS procedures suitable for da Vinci surgery. The da Vinci Surgical
System is designed to enable surgeons to improve surgical outcomes while providing patients with the benefits of MIS. We believe that these
advantages will facilitate a fundamental change in surgery.

We operate our business as one segment as defined by generally accepted accounting principles. Our financial results for the previous three
fiscal years are discussed in Item 7. Management s Discussion and Analysis of Financial Condition and Results of Operations and Item 8.
Financial Statements and Supplementary Data of this Annual Report.

Next Generation Surgery da Vinci Surgery
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The da Vinci Surgical System is designed to provide the surgeon with the intuitive control, range of motion, fine tissue manipulation capability
and 3-D vision characteristic of open surgery while simultaneously allowing the surgeon to work through the small ports of MIS. All this is
accomplished in an intuitive manner, in the same way that the movements of a surgeon s hands in open surgery are entirely intuitive.
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The da Vinci S Surgical System, which was introduced in January 2006, shares the same core technology as the standard da Vinci Surgical
System. In addition, the da Vinci S Surgical System features a motorized patient cart for easy setup and docking. A single fiber optic cable
connects the patient cart to the surgeon s console. Instrument attachment and exchange is now faster with a quick-click cannula and a single-use
sterile adapter. The robotic arms have greater range of motion and the EndoWrist instruments are two inches longer, which together facilitate
multiquadrant access. The patient-side cart also features an integrated touch screen monitor for the physician s assistant. The da Vinci S Surgical
System also has a feature called TilePro, which is designed to allow surgeons to import and view a variety of video images without leaving the
surgeon s console.

We believe that our technology overcomes many of the limitations of existing MIS tools and techniques in the following ways:

Intuitive Instrument Movements. Our technology is designed to directly transform the surgeon s natural hand movements outside the
body into corresponding micro-movements inside the patient s body. For example, with the da Vinci Surgical System, a hand
movement to the right outside the body causes the instrument inside the patient to be moved to the right. In contrast, conventional MIS
instruments are essentially long rigid levers that rotate around a fulcrum, or pivot point, located at the port created in the body wall. In
conventional MIS, the instrument tip moves in the opposite direction from the surgeon s hand and surgeons must adjust their hand-eye
coordination to translate their hand movements in this backward environment.

EndoWrist Instruments Provide Natural Dexterity and Range of Motion. Our technology is designed to provide surgeons with a range

of motion in the surgical field analogous to the motions of a human hand and wrist. Our proprietary instruments, which we call
EndoWrist instruments, incorporate wrist joints that enable surgeons to reach behind tissues and suture with precision, just as they can
in open surgery. The surgeon controls the instrument movements from the surgeon s console using natural hand and wrist movements.
EndoWrist joints are located near the tips of all of our instruments. Conventional MIS instruments provide surgeons less flexibility,
dexterity and range of motion than their own hands provide in open surgical procedures. For example, MIS instruments in widespread
use today do not have joints near their tips, and cannot replicate a surgeon s hand and wrist movements to perform manipulations, such
as reaching behind tissue, suturing and fine dissection.

More Precise Movements and Reduced Tremor. With our technology, the surgeon can also use motion scaling , a feature that
translates, for example, a three-millimeter hand movement outside the patient s body into a one-millimeter instrument movement in the
surgical field inside the patient s body. Motion scaling is designed to allow greater precision than is normally achievable in either open
surgery or MIS. In addition, our technology is designed to filter out the tremor inherent in a surgeon s hands.

Immersive 3-D Visualization. Our vision system, which we call the InSite vision system, is designed to give surgeons the perception
that their hands are immersed in the surgical field even though they are outside the patient s body. As a result, we believe that surgeons
no longer feel disconnected from the surgical field and the instruments, as they currently do with MIS. In addition, we believe that the
InSite system provides a brighter and sharper image than any other 3-D endoscope vision system currently available. The InSite

system also incorporates our proprietary Navigator camera control technology that allows the surgeon to easily change, move, zoom
and rotate his or her field of vision. The combination of these features offers what we believe is the most advanced surgical vision
system available today.

Immersive High-Definition 3-D Visualization. In the first quarter of 2007, we launched the high definition, 3-D (3-D HD) vision
system. The 3-D HD vision system provides 20% more viewing area and enhances visualization of tissue planes and critical anatomy.
The digital zoom feature in the 3-D HD vision system allows surgeons to magnify the surgical field of view without adjusting
endoscope position and reduces interference between the endoscope and instruments. We believe the new 3-D HD vision system will
enable improved surgical outcomes. The 3-D HD vision will be available as an option on new da Vinci S Surgical Systems and as an
upgrade option to our existing customers who own a da Vinci S Surgical System.

Table of Contents 7



Edgar Filing: INTUITIVE SURGICAL INC - Form 10-K

Table of Conten

Teachable and Repeatable. We have designed our products to make them as simple as possible to use, even though the underlying
technology is inherently complex. We believe that tissue manipulations using our products are as natural as hand movements in open
surgery. In our experience, based on feedback from surgeons who have performed hundreds of procedures, surgeons can learn to
manipulate our instruments with less training as compared to the training required for the surgeon to become skilled in MIS. The time
required to learn to perform surgical procedures using the da Vinci Surgical System varies depending on the complexity of the
procedure and the surgical team s experience with MIS techniques.

Multi-Specialty Surgical Platform. The da Vinci Surgical System is designed to enable surgeons to perform a wide range of surgical
procedures. To date, we believe surgeons have used the da Vinci Surgical System to perform nearly 100 different types of surgical
procedures.
We believe that these advantages provide the patient with benefits of reduced trauma while restoring to the surgeon the range of motion and fine
tissue control consistent with open surgery, along with further enhancements such as tremor reduction, motion scaling and superior visualization.

We believe that our technology has the potential to change surgical procedures in two basic ways:

Convert a large percentage open procedures to da Vinci Surgery. We believe that our technology has the potential to convert a large
percentage of open procedures which are traditionally performed through large incisions to da Vinci surgery.

Facilitate Difficult MIS Operations. We believe that several surgical procedures that today are performed only rarely using MIS
techniques can be performed routinely and with confidence using da Vinci surgery. Some procedures have been adapted for MIS
techniques but are extremely difficult and are currently performed by a limited number of highly skilled surgeons. We believe our da
Vinci Surgical System will enable more surgeons at more institutions to perform these procedures.

Intuitive Surgical s Products and Services

Our principal products include the da Vinci Surgical System and a variety of multiple-use EndoWrist instruments and accessories.
da Vinci Surgical System

Our da Vinci Surgical System is comprised of the following components:

Surgeon s Console. The da Vinci Surgical System allows the surgeon to operate while comfortably seated at an ergonomic console
viewing a 3-D image of the surgical field. The surgeon s fingers grasp the instrument controls below the display with hands naturally
positioned relative to his or her eyes. Using hardware, software, algorithms, mechanics and optics, our technology is designed to
seamlessly translate the surgeon s hand movements into precise and corresponding real-time micro movements of the EndoWrist
instruments positioned inside the patient.

Patient-Side Cart. The patient-side cart, which can be easily moved next to the operating table, holds electromechanical arms that
manipulate the instruments inside the patient. Up to four arms attached to the cart can be easily positioned as appropriate, and then
locked into place. The first two arms, one representing the left hand and one representing the right hand of the surgeon, hold our
EndoWrist instruments. The third arm positions the endoscope, allowing the surgeon to easily move, zoom and rotate his or her field
of vision. The fourth arm option provides additional surgical capabilities by holding an additional EndoWrist instrument as well as
potentially reducing the need for an assistant surgeon. The surgeon has a choice of simultaneously controlling any two of the operating
arms by tapping a foot pedal underneath the surgeon s console. The fourth arm is available as an option on
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standard da Vinci Surgical Systems and can be added as an upgrade to existing three-arm da Vinci Surgical Systems.

3-D Vision System. Our vision system includes our InSite three dimensional, or 3-D, endoscope with two separate vision channels
linked to two separate color monitors. Our vision system also incorporates our /nSife image processing equipment comprised of high
performance video cameras and specialized edge enhancement and noise reduction equipment. The resulting 3-D image has high
resolution and contrast and no flicker or cross fading, which sometimes occurs in single monitor systems, and minimizes eye fatigue.
Our vision system allows the surgeon to move his or her head in the viewer without affecting image quality. Beginning in January
2007, we also offer our 3-D HD vision system.

EndoWrist Instruments and Intuitive Accessories

We manufacture a variety of EndoWrist instruments, each of which incorporates wrist joints for natural dexterity, with tips customized for
various surgical procedures. These EndoWrist instruments are approximately five or eight millimeters in diameter. The instruments mount onto
the electromechanical arms that represent the surgeon s left and right hands and provide the mechanical capability necessary for performing
complex tissue manipulations through ports. At their tips, the various EndoWrist instruments include forceps, scissors, electrocautery, scalpels
and other surgical tools that are familiar to the surgeon from open surgery and MIS. Generally, a variety of EndoWrist instruments are selected
and used interchangeably during a surgery. Where instrument tips need to incorporate a disposable component, such as scalpel blades, we sell
disposable inserts. We plan to continue to add new types of EndoWrist instruments for additional types of surgical procedures.

The EndoWrist instruments are multiple-use because they are sterilizable and reusable for a defined number of procedures. A programmed
memory chip inside each instrument performs several functions that help determine how the system and instruments work together. When an
EndoWrist instrument is attached to an arm of the patient-side cart, the chip performs an electronic handshake that ensures the instrument was
manufactured by Intuitive and recognizes the type and function of the instrument and number of past uses. For example, the chip distinguishes
between scissors and a scalpel and controls the unique functions of different instruments as appropriate. In addition, the chip will not allow the
instrument to be used for more than the prescribed number of procedures so that its performance meets specifications during each procedure.

We also sell various accessory products, which are used in conjunction with the da Vinci Surgical System as surgical procedures are performed.
Accessory products include sterile drapes used to protect the sterile field during surgery, vision products such as replacement 3-D stereo
endoscopes, camera heads, and light guides, and other miscellaneous items.

Other Products

Other products include the AESOP Endoscope Positioner, a surgical robot capable of positioning an endoscope in response to a surgeon s
commands, the ZEUS Surgical System, a robotic platform designed to improve a surgeon s ability to perform complex surgical procedures, the
HERMES Control Center, a voice activated operating room control system designed to enable a surgeon to directly control multiple operating
room devices through simple verbal commands, and the SOCRATES Telementoring System, an interactive telecollaborative system allowing a
surgeon to mentor and collaborate with another surgeon during an operation. We are no longer promoting the ZEUS and SOCRATES products;
however, we continue to support systems that are installed at customer sites. We have discontinued pursuing any further regulatory approvals for
these two products.

Customer Services and Support and Training Programs

Our goal is to provide exceptional value to our customers. We create value by understanding customer needs and building efficiency into
everything we do. We have a network of field service engineers across the United

Table of Contents 9



Edgar Filing: INTUITIVE SURGICAL INC - Form 10-K

Table of Conten

States and Europe and maintain relationships with various distributors around the globe. This infrastructure of service and support specialists
offer a full complement of services, including 24/7 support, installation, repair and maintenance for our customers.

We generate service revenue by providing these services to our customers through comprehensive service contracts and select time and material
programs.

We warranty our AESOP, da Vinci and da Vinci S Surgical Systems generally for twelve months after customer acceptance. Our post-warranty
support plans offer short or long-term coverage. Our main logistics operation is based in Sunnyvale, California, and we also have a
comprehensive spare parts center located in Amsterdam, The Netherlands.

We also provide system training to surgeons and nursing personnel. We have established training centers where initial system training and
ongoing surgical procedural training are provided.

Using the da Vinci Surgical System

During a procedure, the patient-side cart is positioned next to the operating table with the electromechanical arms arranged to provide access to
the initial ports selected by the surgeon. Metal tubes attached to the arms are inserted through the ports, and the EndoWrist instruments are
introduced through the tubes into the patient s body. The surgeon then performs the procedure while sitting comfortably at the surgeon s console,
manipulating the instrument controls and viewing the operation through our /nSite vision system. When a surgeon needs to change an

instrument, as is done many times during an operation, the instrument is withdrawn from the surgical field using the controls at the console, in
similar fashion to the way a surgeon withdraws instruments from the patient in MIS. A scrub nurse standing near the patient removes the used
instrument from the electromechanical arm and replaces it with the new instrument, in a process designed to be rapid enough not to disturb the
natural flow of the procedure. As a result, the scrub nurse plays a role similar to that played in open surgery and MIS. At the conclusion of the
operation, the metal tubes are removed from the patient s body and the small incisions are sutured or stapled closed.

Our Strategy

Our goal is to establish da Vinci surgery as the standard approach for complex surgical procedures, displacing both open surgical technique and
standard MIS within this segment. We intend to accomplish this objective both by pioneering new types of endoscopic surgery and by making
existing MIS procedures easier, safer and more cost-effective than the alternative methods. Our strategy is to broaden the number of procedures
performed using the da Vinci Surgical System and to educate surgeons, hospitals and patients as to the benefits of da Vinci surgery. Key
elements of our strategy include the following:

Focus on Key Procedures. Our procedure marketing efforts are primarily focused within four surgical specialties: urologic surgery,
gynecologic surgery, cardiothoracic surgery, and general surgery. In 2006, the mix of procedures performed with the da Vinci Surgical
System among these four surgical specialties was largest within urology, followed by gynecologic, cardiothoracic, and general
surgery. The da Vinci Surgical System is used to perform, among other procedures, da Vinci Prostatectomy, da Vinci Hysterectomy,
da Vinci Mitral Valve Repair, Multi-Vessel Small-Thoracotomy Bypass, and da Vinci Gastric Bypass. The development of key
procedures, which often are in parallel with our FDA clearances, has been a catalyst for the growth of our company.

Focus on Key Institutions. Our marketing efforts are focused within both academic and community hospitals. Following the initial
placement within a given hospital, we endeavor to expand the number of physicians who use the da Vinci Surgical System and work
with the hospitals and their surgeons to promote patient education as to the benefits of da Vinci surgery. We believe that these efforts
will result in increased usage per system, leading to higher volume sales of instruments and sales of additional

Table of Contents 10



Edgar Filing: INTUITIVE SURGICAL INC - Form 10-K

Table of Conten

systems at each hospital. In addition, we believe these efforts will benefit early-adopting hospitals by increasing their market share in
the procedures and specialties that benefit from da Vinci surgery. We expect these efforts to increase demand for our products among
competitive hospitals, surgeons and referring physicians.

Focus on Leading Surgeons to Drive Rapid and Broad Adoption. We place significant emphasis on marketing the da Vinci Surgical
System to surgeons who are considered to be thought leaders in their institutions and fields. These surgeons typically perform complex
surgical procedures that are rarely adaptable to MIS techniques. These surgeons tend to publish and report their clinical experiences in
peer-reviewed forums. For example, cardiac procedures are among the most difficult to perform using MIS techniques. This strategy

puts surgeons at the forefront of procedure development and provides them an opportunity to maintain a competitive edge within their
specialty. We believe that early adoption of our products by surgical thought leaders may provide other surgeons the confidence that

the da Vinci Surgical System can be used for all types of surgical procedures. In addition to working with academic-based thought
leaders, we work with community-based surgeons who are focused on expanding MIS within their community. We help them expand
their clinical practice by offering their patients an increased number of minimally invasive procedures.

Maintain Market Leadership. We intend to maintain our leadership advantage by continuing to develop and enhance our technology
and to communicate the benefits of our da Vinci Surgical System to surgeons, hospitals and patients. We will continue to improve our
da Vinci Surgical System through software and hardware enhancements and by developing new surgical instruments. We will also
continue to develop our surgical platform to facilitate and support future surgical innovations.

Develop Industry Alliances. We intend to continue to establish strategic alliances with leading medical device companies. To date,
these alliances have taken several forms, including cooperation in the areas of product development, training, and procedure
development and marketing activities. We have formed alliances with, among other companies, Ethicon Endo-Surgery, Inc., Gyrus
ACMI, Olympus Corporation and Medtronic, Inc.

Increasing Patient Awareness. Patients and family members of patients are researching their healthcare decisions more than ever
before. The World Wide Web has become a tremendous resource for patients who face multiple choices concerning their surgical
treatment options. We intend to expand our use of the World Wide Web as a way to disseminate information on the da Vinci System
and da Vinci related surgical procedure options to patients and healthcare providers.

Clinical Applications

We believe our technology is capable of enhancing or enabling a wide variety of procedures in many surgical specialties. Surgeons using our da
Vinci Surgical System have performed more than one-hundred thousand surgical procedures of various types, including urologic, gynecologic,
cardiothoracic, and general surgery. These surgical applications, which are currently cleared by the FDA, are further described below.

Urologic Surgery

Prostatectomy. Radical prostatectomy is the removal of the prostate gland in patients diagnosed with clinically localized prostatic cancer. The
current standard approach to removal of the prostate is via an open surgical procedure. The laparoscopic approach, while not prevalent, is an
option, but is difficult and poses challenges to even the most skilled urologist. The da Vinci Surgical System allows for improved visualization
of the gross anatomy (dorsal veins, endopelvic fascia, bladder muscle, puboprostatic ligaments), microanatomy (bladder muscosa, nerve
bundles) and tissue planes, which are critical for an anatomic dissection. Peer-reviewed clinical publications have reported that radical
prostatectomy using the da Vinci Surgical System has improved positive oncologic results, reduced operative blood loss, reduced postoperative
pain, improved cosmesis and may provide a better nerve-sparing operation. The da Vinci Surgical System has enabled a large number of
surgeons to convert from using an open surgical technique to a minimally invasive technique.
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Hysterectomy. Removal of the uterus is one of the most commonly performed surgeries in gynecology and it can be performed using open
surgery, a vaginal approach, or MIS techniques. It demands a significant degree of tissue manipulation in the dissection and ligation, or tying, of
blood vessels, ligaments and other pelvic structures. Laparoscopic techniques used in this procedure increase the risk of injury to the ureters,
which are vital structures that provide the conduit for urine between the kidney and bladder. It is often difficult to ensure the identification and
prevention of injury to the ureters and bladder with conventional MIS instruments because of the limited angles at which these instruments can
be positioned. Furthermore, in hysterectomy procedures for treating endometrial or cervical cancer, it is difficult to access and remove a large
number of lymph nodes to prevent the spread of cancer. We believe that our products will increase the surgeon s dexterity in this procedure and,
as a result, may have a significant impact on safety, operating time, and rate of adoption of port-based techniques in hysterectomy.

Myomectomy. Myomectomy, or removal of a myoma/fibroid, is a surgical procedure performed when uterine preservation is sought. Women
who desire to remain fertile are candidates for this procedure. Due to the excessive suturing required for this procedure, the standard surgical
approach remains an open incision. There are some highly skilled gynecological laparoscopists who perform laparoscopic myomectomies, but to
this point, it has remained a small minority. We believe that the da Vinci Surgical System will enable many of these open myomectomies to be
performed minimally invasively.

Cardiothoracic Surgery

Mitral Valve Repair. When patients are diagnosed with mitral valve disease, there are two surgical treatment options from which they can
choose: mitral valve replacement or mitral valve repair. Mitral valve repairs are generally preferred over mitral valve replacement for a number
of reasons, which include longevity and durability of the repaired valve over a replacement valve and the elimination or reduction of the patient s
post-surgical pharmaceutical regimen. Since mitral valve repairs are considered to be more technically challenging than mitral valve
replacements, they are only performed approximately 50% of the time. When performing da Vinci mitral valve repairs, surgeons have reported
that the enhanced 3-D visualization provides for essential identification of difficult to see anatomical structures and tissue planes. EndoWrist
joints permit them to precisely manipulate delicate structures inside of the heart and accurately place sutures into the targeted tissues. In
addition, surgeons using the da Vinci Surgical System to operate from a lateral right-sided approach have reported that this requires less tissue
manipulation than operating through a sternotomy, while providing greater anatomical exposure. As a result of these factors, several of our
surgeon customers have reported a significant shift in favor of mitral valve repairs over mitral valve replacements within their practices. Our da
Vinci Surgical System is enabling heart valve repairs to be performed through small ports in a manner that could not have been accomplished
with open surgery.

Internal Thoracic Artery Dissection. In a coronary artery bypass graft procedure used in cardiac surgery, a blocked coronary artery is bypassed
with a graft. When available, an artery from the chest called the internal mammary artery is dissected from its natural position and grafted into
place to perform the bypass. Because the internal mammary artery is located on the underside of the anterior surface of the chest, dissection of
the vessel is challenging using existing surgical instruments through the three- to five-inch incision currently used in a coronary artery bypass
graft procedure. The da Vinci Surgical System instruments have multiple joints that emulate the surgeon s arms and hands, allowing exact
positioning of the instruments inside the patient s chest. In addition, the EndoWrist joints permit the surgeon to reach behind the tissues for easier
dissection of the internal mammary artery. Thus, we believe that the internal mammary artery can be dissected with greater precision using our
technology.

Thoracoscopy. A number of procedures performed in the thorax, or chest cavity, can be accomplished by minimally invasive methods. These
methods are generally referred to as thoracoscopic procedures. They include various types of lung resection, biopsy procedures, node
dissections, nerve resections and esophageal surgery.
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Conventional thoracoscopic tools have all the limitations of conventional laparoscopic tools, such as backward counter-intuitive movement and
limited range of motion. We believe that the capability of our technology to operate dexterously in the small and restrictive space of the chest
cavity offers significant clinical value in the performance of advanced thoracoscopic procedures.

Coronary Artery Bypass. The traditional approach to coronary artery bypass grafting, or CABG, involves splitting the breastbone via a median
sternotomy incision, placing the patient on cardio pulmonary bypass, or CPB, and bypassing diseased segments of arteries in the heart with
conduit arteries and veins. Over time, successful results from this operation have been widely reported. However, there are known morbidities
from this approach that MIS techniques for coronary artery bypass surgery seek to overcome. With assistance from the da Vinci Surgical
System, patients can undergo multi-vessel full surgical revascularization, while avoiding CPB and the median sternotomy incision, thus reducing
the morbidities associated with these procedures. In Single-Vessel or Multi-Vessel Small Thoracotomy bypass, or SVST/ MVST procedures,
surgeons use the da Vinci Surgical System to precisely mobilize one or both internal mammary arteries for use in the bypass operation. This is
accomplished through three small port incisions in the left chest and once completed, the middle port incision is extended into a four- to six-
centimeter incision, enabling the surgeon to complete the anastomoses directly through the incision. In addition to reducing known morbidities
from standard open-chest coronary artery bypass surgery, revascularization with the da Vinci Surgical System sets a new standard in minimally
invasive coronary artery bypass surgery by placing the patient on an accelerated path to recovery.

General Surgery

Gastric Bypass. A growing number of patients are undergoing surgical treatment for their morbid obesity. Laparoscopic Roux-en-Y gastric
bypass, or LRYGB, is the most commonly performed surgical procedure for morbid obesity in the United States. Briefly, the LRYGB operation
promotes weight loss by two mechanisms. First, the size of the stomach is greatly reduced by surgical stapling , thus restricting the amount of
food the patient can consume at a given time. Second, a long segment of intestine is bypassed causing less food to be absorbed. The LRYGB is
arguably one of the most technically challenging laparoscopic procedures because of the suturing, stapling and tissue (bowel) manipulation that
is required. A critical portion of the operation is anastomosing the stomach to the small intestine. Leaks in the anastomosis are the cause of major
complications that can result in death. The da Vinci Surgical System is used by surgeons in suturing this anastomosis. We believe procedures
performed with the da Vinci Surgical System incorporating a double-layered hand-sewn anastomosis results in fewer anastomotic leaks than in
traditional laparoscopic procedures.

Nissen Fundoplication. Nissen fundoplication is a general surgical procedure that is performed to correct esophageal reflux. Esophageal reflux
disease is a digestive disorder that affects the muscle connecting the esophagus with the stomach. As an elective procedure, Nissen
fundoplication is currently performed on only a small fraction of candidates who suffer from this condition. We believe that our technology will
improve the ease of performing the Nissen procedure through ports. Specifically, our technology will address the two most difficult steps in this
procedure, which are made more difficult by existing MIS techniques, esophageal dissection and suturing of the fundus of the stomach around
the esophagus. If adoption of our technology becomes widespread for Nissen procedures, we believe that the number of surgeons able to
perform a Nissen procedure using port-based techniques will increase. Further, we expect that the widespread availability of a port-based
approach may expand the number of surgeries performed.

Additional Clinical Applications

We believe there are numerous additional applications that can be addressed with the da Vinci Surgical System. Surgeons using the da Vinci
Surgical System have performed nearly 100 different types of surgery in the North America, South America, Europe, the Middle East, and Asia.
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Sales and Customer Support

We market our products through a direct sales force in the United States and parts of Europe. We also market our products outside the United
States through distributors. Our direct sales force is comprised of sales managers, clinical sales representatives, training specialists, and technical
sales representatives. Sales activities include educating surgeons and hospital staff across multiple surgical specialties on the advantages of da
Vinci surgery and the clinical applications that our technology enables. We also train our sales force to educate hospital management on the
potential benefits of adopting our technology, including the potential for increased local market share that may result from offering da Vinci
surgery. Once a hospital has installed a da Vinci Surgical System, our clinical sales representatives help drive the utilization of the system, and
our technical service representatives provide service and maintenance for the system.

As of December 31, 2006, we had 205 employees in our field sales and support organizations, up from 143 employees in these organizations as
of December 31, 2005. We expect to continue growing these organizations as we expand our business.

Our da Vinci Surgical System typically has a lengthy sales cycle. It is viewed as a major capital item by our customers, which often requires
approval by their senior level managers and/or boards of directors.

Technology

We lead the development and commercialization of robotic technology designed to extend the benefits of MIS to the broadest possible base of
surgical patients. Our products can provide surgeons with the clinical and technical capabilities of traditional open surgery while enabling them
to operate through tiny incisions.

The da Vinci Surgical System enables physicians to perform surgery in a manner never before experienced. The da Vinci Surgical System
seamlessly translates the surgeon s hand movements at the console instrument controls into corresponding micro-movements of instruments
positioned inside the patient. The da Vinci Surgical System can provide the surgeon with improved visualization, dexterity, and precision
compared with MIS surgery, while enabling operation through 1-2 centimeter incisions. The features of the da Vinci Surgical System are further
described below.

Superior Visualization

True-to-life 3-D or 3-D HD vision

Bright, crisp image

Immersive view of the surgical field
The da Vinci Surgical System provides visualization of the target anatomy with natural depth-of-field, enhanced contrast and magnification for
more accurate tissue identification and tissue layer differentiation.

Improved visualization also enables surgeons to perform delicate tissue handling and dissection with added precision even in confined spaces.
This precision may allow the surgeon to avoid trauma to surrounding structures and tissues such as the neurovascular bundle located near the
prostate.

Enhanced Dexterity, Precision and Control

Fingertip control of EndoWrist Instruments

Three or four robotic arms provide enhanced surgeon control
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Motion scaling and tremor reduction
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The da Vinci Surgical System s tremor reduction, motion control and proprietary EndoWrist instrumentation enhance ambidexterity for greater
surgical precision and surgeon control. Enhanced control and intuitive motion enables more widespread use of advanced techniques, as well as a
reduced learning curve when compared to the traditional MIS techniques. Added instrument range-of-motion enhances access and safety while
operating in the confined space of the closed chest, abdomen or pelvis. This enables surgeons to more easily perform complex surgical
maneuvers through small ports, eliminating the need for large, traumatic incisions.

Superior Ergonomics

Optimal alignment of visual and motor axes

Comfortable seated posture
The da Vinci Surgical System is designed to allow surgeons to operate while seated, which is not only more comfortable, but also may be
clinically advantageous due to reduced surgeon fatigue.

The da Vinci Surgical System s design allows natural hand-eye alignment at the surgeon s console, which provides improved ergonomics over
traditional laparoscopic technology. Since the da Vinci Surgical System s robotic arms hold the camera and instruments steady, there is also
potentially reduced abdominal wall torque, less surgeon assistance required and reduced surgeon fatigue.

Image Processing

Our vision system includes a 3-D endoscope with two independent vision channels linked to two separate color monitors. The system also
incorporates image-processing equipment comprised of high-performance video cameras, specialized edge enhancement and noise reduction
equipment. The resulting 3-D image is bright, crisp and clear, with no flicker or cross-fading as with single monitor systems. Beginning in
January 2007, we also offer our 3-D HD vision system.

Visual Continuity

Camera control, provided through the hand controls and foot pedals, provides near-seamless transition between views. Surgeons can reposition
the surgical camera in an instant with foot controls or zoom in, out, up, down, left and right by moving their hands in the desired direction.
Repositioning of the surgeon s head at the console does not affect image quality as with other 3-D display systems.

Fourth Arm

The da Vinci Surgical System s patient-side cart holds up to four electromechanical arms which hold the 3-D endoscope and manipulate the
instruments inside the patient. The instruments and camera attach easily to the arms, and are repositioned by either the console surgeon or
patient-side assistant. The addition of a 4th arm may allow for Solo Surgery in some surgical procedures.

The first two arms, representing the surgeon s left and right hands, hold the EndoWrist instruments. A third arm positions the endoscope,
allowing the surgeon to easily change, move, zoom and rotate his or her field of vision from the console. This mobility eliminates the need for an
assistant to hold the camera steady. The optional 4th arm extends surgical capabilities by enabling the surgeon to add a third EndoWrist
instrument and perform additional tasks like applying countertraction and following running sutures.

The surgeon can simultaneously control any two of the operating arms by tapping a foot pedal underneath the surgeon s console. The 4th arm is
available as an option on new da Vinci Surgical Systems and can be added as an upgrade to existing da Vinci Surgical Systems. The 4th arm is
standard on the da Vinci S Surgical System.

13

Table of Contents 16



Edgar Filing: INTUITIVE SURGICAL INC - Form 10-K

Table of Conten
Intellectual Property

We believe that achieving and maintaining a competitive advantage is crucial in the medical device industry. To that end, we strive to develop,
maintain, protect, and acquire proprietary technologies. Since our inception in late 1995, we have encountered and solved a number of technical
hurdles. We have patented and continue to pursue patent and other intellectual property protection for the technology that we have developed to
overcome these hurdles. In addition to developing our own patent portfolio, we have spent significant resources to acquire exclusive license
rights to necessary and desirable patents and other intellectual property from SRI International and IBM, which were early leaders in applying
robotics to surgery. One of the strengths of our portfolio is that the licensed SRI International and IBM patents have original filing dates as early
as January 1992 and June 1991, respectively. We have also exclusively licensed a patent application from MIT concerning robotic surgery and
an extensive minimally invasive heart surgery patent portfolio from Heartport, Inc. in the field of robotic surgery. The Heartport patents cover
many different forms of minimally invasive robotic surgery, including single- and multi-vessel coronary artery bypass grafts, heart valve repair
and replacement and beating heart stabilization. In June 2001, we entered into a non-exclusive patent license with Olympus Optical Co., Ltd. of
Japan for several robotic surgery patents. As a result of our acquisition of Computer Motion, we now have the benefit of patent licenses
previously held by Computer Motion. In January 2004, we licensed both exclusively and non-exclusively four patents from Brookhill-Wilk,
LLC. In September 2005, we entered into a cross-license agreement with Hansen Medical, Inc. to co-exclusively license a number of robotic
surgery related patents and applications in the fields of endoscopic, laparascopic, thoracoscopic, or open diagnostic surgeries. In December
2005, we purchased three patents related to image-guided surgeries from IBM. In January 2006, we licensed on a non-exclusive basis a number
of suction stabilizer related patents and applications that Medtronic s Cardiac Surgery Division owns (and has the right to grant a license) to
make and sell suction stabilizers that are mechanically coupled to and manipulated by robotic devices. Finally, in May 2006, we licensed on a
non-exclusive basis a number of master input mechanism and control patents from Sensable Technologies. We have licensed a number of
instrument related patents from a number of instrument manufacturers.

As of December 31, 2006, we held exclusive field-of-use as well as non-exclusive licenses for over 180 US patents and over 50 foreign patents,
and owned outright 138 US patents and 53 foreign patents. We also own or have licensed numerous pending United States and foreign patent
applications. Our patents and patent applications relate to a number of important aspects of our technology, including our surgeon s console,
electromechanical arms, vision system, endoscope positioning system and EndoWrist instruments. We intend to continue to file additional patent
applications both in the United States and in foreign jurisdictions to seek protection for our technology.

Our success will depend in part on our ability to obtain patent and copyright protection for our products and processes, to preserve our trade
secrets, to operate without infringing or violating valid and enforceable proprietary rights of third parties, and to prevent others from infringing
our proprietary rights. We require our employees, consultants, and advisors to execute confidentiality agreements in connection with their
employment, consulting or advisory relationships with us. We also require all employees, consultants and advisors who expect to work on our
products to agree to disclose and assign to us all inventions conceived during the work day, using our property, or related to our business. We
intend to take action to protect our intellectual property rights when we believe doing so is necessary and appropriate. In addition, our strategy is
to actively pursue patent protection in the United States and in foreign jurisdictions for technology that we believe is proprietary and that offers a
potential competitive advantage, and to license and/or purchase appropriate technologies when necessary or desirable. We cannot be certain that
we will be able to obtain adequate protection for our technology or licenses on acceptable terms. Furthermore, if any protection we obtain is
reduced or eliminated, others could use our intellectual property without compensating us, resulting in harm to our business. In addition, the
laws of certain foreign countries do not protect intellectual property rights to the same extent as do the laws of the United States. Moreover,
others may assert that our products infringe their intellectual property rights, which may cause us to engage in costly disputes and, if we are not
successful in defending ourselves, could also cause us to pay substantial damages and prohibit us from selling our products.
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Research and Development

We focus our research and development efforts on providing our customers with new products and product improvements that enable them to
perform new and better surgical procedures with less difficulty. Our research and development team includes experienced personnel in robotic
technology. Our design engineers span a number of disciplines, including software engineering, systems analysis and electrical and mechanical
engineering. In addition, we have engineers who specialize in vision technology. Finally, we have a manufacturing engineering group that
continues to improve the manufacturability and quality of our products. We incurred $29.8 million, $17.4 million and $17.8 million of research
and development expenses for the years ended December 31, 2006, 2005 and 2004, respectively.

Manufacturing

The manufacturing of our products is a complex operation involving a number of separate processes and components. We purchase both custom
and off-the-shelf components from a large number of certified suppliers and subject them to stringent quality specifications. We periodically
conduct quality audits of suppliers and have established a supplier certification program. Some of the components necessary for the assembly of
our products are currently provided to us by sole-sourced suppliers or single-sourced suppliers. We purchase components through purchase
orders rather than long-term supply agreements and generally do not maintain large volumes of finished goods. While alternative suppliers exist
and could be identified for sole-sourced components, the disruption or termination of the supply of components could cause a significant
increase in the costs of these components, which could affect our operating results. A disruption or termination in the supply of components
could also result in our inability to meet demand for our products, which could harm our ability to generate revenues, lead to customer
dissatisfaction and damage our reputation.

Competition

We consider our primary competition to be existing open surgery, MIS, drug therapies, radiation treatment and emerging interventional surgical
approaches. Our success depends in part on convincing hospitals, surgeons and patients that the demonstrated benefits associated with da Vinci
surgery are superior to other techniques. We also face competition from several companies that are developing new approaches and products for
the MIS market. Because many of these developments are aimed at MIS, we believe that our da Vinci Surgical System may actually prove
complementary to these new technologies.

In addition, a limited number of companies are using or planning to use robots and computers in surgery, including Armstrong Healthcare Ltd.,
Hitachi Ltd., Integrated Surgical Systems, Inc., MicroDexterity Systems, Inc., Richard Wolf Medical Instruments Corporation, Ross-Hime
Designs, Inc., Sinters SA, Terumo Medical Corporation, and Toshiba, Inc. Our revenues may be reduced or eliminated if our competitors
develop and market products that are more effective or less expensive than our products.

We believe that the primary competitive factors in the market we address are capability, safety, efficacy, ease of use, price, quality, reliability,
and effective sales, support, training and service. The length of time required for products to be developed and to receive regulatory and
reimbursement approval is also an important competitive factor.

Government Regulation
United States

Our products and operations are subject to extensive and rigorous regulation by the FDA. The FDA regulates the research, testing,
manufacturing, safety, labeling, storage, recordkeeping, promotion, distribution, and production of medical devices in the United States to ensure
that medical products distributed domestically
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are safe and effective for their intended uses. In addition, the FDA regulates the export of medical devices manufactured in the United States to
international markets.

Under the Federal Food, Drug, and Cosmetic Act, or FFDCA, medical devices are classified into one of three classes Class I, Class II or Class
III depending on the degree of risk associated with each medical device and the extent of control needed to ensure safety and effectiveness. Our
current products are Class II medical devices.

Class II devices are those which are subject to the general controls and most require premarket demonstration of adherence to certain

performance standards or other special controls, as specified by the FDA, and clearance by the FDA. Premarket review and clearance by the

FDA for these devices is accomplished through the 510(k) premarket notification process. For most Class II devices, the manufacturer must
submit to the FDA a premarket notification submission, demonstrating that the device is substantially equivalent in intended use and technology
toa predicate device that is either:

(1) adevice that has grandfather marketing status because it was legally marketed prior to May 28, 1976, the date upon which the
Medical Device Amendments of 1976 were enacted, or

(2) aClass I or II device that has been cleared through the 510(k) process.
If the FDA agrees that the device is substantially equivalent to a predicate device, it will grant clearance to commercially market the device. The
FDA has a statutory 90-day period to respond to a 510(k) submission. As a practical matter, clearance often takes longer. The FDA may require
further information, including clinical data, to make a determination regarding substantial equivalence. If the FDA determines that the device, or
its intended use, is not substantially equivalent, the FDA will place the device, or the particular use of the device, into Class III, and the device
sponsor must then fulfill much more rigorous pre-marketing requirements.

After a device receives 510(k) clearance, any modification that could significantly affect its safety or effectiveness, or that would constitute a
major change in its intended use, requires a new 510(k) clearance or could require a pre-market approval application, or PMA, approval. The
FDA requires each manufacturer to make this determination in the first instance, but the FDA can review any such decision. If the FDA
disagrees with a manufacturer s decision not to seek a new 510(k) clearance, the agency may retroactively require the manufacturer to seek
510(k) clearance or PMA approval. The FDA also can require the manufacturer to cease marketing and/or recall the modified device until 510(k)
clearance or PMA approval is obtained.

Our manufacturing processes are required to comply with the FDA s Good Manufacturing Practice, or GMP, requirements contained in its
Quality System Regulation, or QSR. The QSR covers, among other things, the methods and documentation of the design, testing, production,
processes, controls, quality assurance, labeling, packaging, and shipping of a company s products. The QSR also requires maintenance of a
device master record, device history record, design history file and complaint files. A company s domestic facility, records, and manufacturing
processes are subject to periodic unscheduled inspections by the FDA.

Other post-market regulatory requirements apply to our commercial distribution of the da Vinci Surgical System, including the following:

labeling regulations;

the FDA s general prohibition against promoting products for unapproved or off label uses;

the Reports of Corrections and Removals regulation, which requires that manufacturers report to FDA recalls and field corrective
actions taken to reduce a risk to health or to remedy a violation of the FFDCA that may pose a risk to health; and
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contributed to a death or serious injury or malfunctioned in a way that would likely cause or contribute to a death or serious injury if it
were to recur.
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We are subject to inspection and marketing surveillance by the FDA to determine compliance with all regulatory requirements. If the FDA finds
that we have failed to comply, it can institute a wide variety of enforcement actions, ranging from a public warning letter to more severe
sanctions including the following:

fines, injunctions, and civil penalties;

recall or seizure of our products;

operating restrictions, partial suspension or total shutdown of production;

refusing our requests for 510(k) clearance or PMA approval of new products;

withdrawing 510(k) clearance or PMA approvals already granted; and

criminal prosecution.
In July 1997, we received 510(k) clearance from the FDA for the use of the da Vinci Surgical System with rigid endoscopes, blunt dissectors,
retractors and stabilizer instruments, and in July 2000 we received 510(k) clearance to perform surgical tasks in general laparoscopic surgery.

Subsequent to the July 2000 clearance of the da Vinci Surgical System, we have obtained additional 510(k) clearances from the FDA to include
non-cardiac thoracoscopic procedures (March 2001), prostatectomy procedures (May 2001), cardiotomy procedures (November 2002), urologic
surgical procedures (March 2005), gynecologic surgical procedures (April 2005), and pediatric surgical procedures (June 2005). FDA has also
cleared the da Vinci Surgical System to be employed with adjunctive mediastinotomy to perform coronary anastomosis during cardiac
revascularization procedures (July 2004).

We have modified the labeling, advertising, and user training for the da Vinci Surgical System to call out specific procedures that we believe are
within the scope of our existing 510(k) clearances. We cannot assure that the FDA would agree that all such specific procedures are within the
scope of the existing general clearance or that we have compiled adequate information to support the safety and efficacy of using the da Vinci
Surgical System for all such specific procedures. We also have modified the hardware and software in the da Vinci Surgical System in ways that
we believe do not require new 510(k) clearance. We cannot assure that the FDA would agree with our determinations not to seek new 510(k)
clearance for any of these changes.

In January 2007, FDA concluded an inspection of our Sunnyvale manufacturing facility and issued a list of observations (Form 483) setting
forth five observed deficiencies under the QSR relating to nonconforming product, corrective and preventive actions, complaint handling and
supplier management. The Form 483 also set forth two observed deficiencies one relating to the failure to report field corrections or recalls to
the FDA that the FDA believed should have been reported under the Reports of Corrections and Removals regulation and another for failure to
file Medical Device Report (MDR) within 30 days. In February 2007, we responsed to each observation with proposed corrective actions. We
believe that our proposed corrective actions are appropriate to address the observed deficiencies. However, we cannot assure that, upon
re-inspection, the FDA will find that our promised corrective actions are appropriate or that they have been adequately implemented. We also
cannot assure that the FDA will not find other deficiencies in our compliance with the QSR and other postmarket regulations.

California Regulation

The State of California requires that we obtain a license to manufacture medical devices and subjects us to periodic inspection. Our facilities and
manufacturing processes were inspected in February 1998. We passed the inspection and received our device-manufacturing license from the
Food and Drug Branch, or FDB, of the California Department of Health Service in March 1998. In March 2002, our facilities and manufacturing
processes in our Sunnyvale facility were re-inspected by the FDB and, after correction of two observed QSR deficiencies, we have received an
updated device-manufacturing license for our Sunnyvale facility.
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Foreign Regulation

In order for us to market our products in other countries, we must obtain regulatory approvals and comply with extensive safety and quality
regulations in other countries. These regulations, including the requirements for approvals or clearance and the time required for regulatory
review, vary from country to country. Failure to obtain regulatory approval in any foreign country in which we plan to market our products may
harm our ability to generate revenue and harm our business.

Commercialization of medical devices in Europe is regulated by the European Union. The European Union presently requires that all medical
products bear the CE mark for compliance with the Medical Device Directive (93/42/EEC). In order to affix the CE mark on products, a
recognized European Notified Body must certify a manufacturer s quality system for compliance with international and European requirements.
We have received permission from DGM, our Notified Body and agent of the Danish Government, to affix the CE mark to our da Vinci Surgical
System and EndoWrist instruments. To maintain authorization to apply the CE mark, we are subject to annual surveillance audits and periodic
re-certification audits. To date we have met these requirements and our certificate is valid until December 2010.

If we modify existing products or develop new products in the future, we may need to apply for permission to affix the CE mark to such
products. In addition, we are subject to annual regulatory audits in order to maintain the CE mark permissions already obtained. We do not know
whether we will be able to obtain permission to affix the CE mark for new or modified products or whether we will continue to meet the quality
and safety standards required to maintain the permissions we have already received. If we are unable to maintain permission to affix the CE
mark to our products, we will no longer be able to sell our products in member countries of the European Union.

The regulations in other countries, including the requirements for approvals or clearance and the time required for regulatory review, vary from
country to country. These regulations typically require regulatory approvals, and compliance with extensive safety and quality system
regulations. Failure to obtain regulatory approval in any foreign country in which we plan to market our products, or failure to comply with any
regulation in any foreign country in which we market our products, may impact our ability to generate revenue and harm our business.

Third Party Reimbursement

In the United States and international markets where we sell our products, the government and health insurance companies together are
responsible for hospital and surgeon reimbursement for virtually all surgical procedures. Governments and insurance companies generally
reimburse hospitals and physicians for surgery when the procedures are considered non-experimental and non-cosmetic. In the United States,
reimbursement for medical procedures under the Medicare and Medicaid programs is administered by Centers for Medicare & Medicaid
Services. Generally, procedure codes are assigned by the American Medical Association using the copyrighted Current Procedural Terminology
Editorial Panel, which are in turn incorporated in the Medicare and Medicaid programs coding system. Applications for new procedure codes
may be submitted to the American Medical Association.

Governments and insurance companies carefully review and increasingly challenge the prices charged for medical products and services.
Reimbursement rates from private companies vary depending on the procedure performed, the third party involved, the insurance plan involved,
and other factors. Medicare reimburses hospitals a prospectively determined fixed amount for the costs associated with an in-patient
hospitalization based on the patient s discharge diagnosis, and reimburses physicians a prospectively determined fixed amount based on the
procedure performed. This fixed amount is paid regardless of the actual costs incurred by the hospital or physician in furnishing the care and is
unrelated to the specific devices used in that procedure. Thus, any reimbursements that hospitals obtain for performing surgery with our products
will generally have to cover any additional costs that hospitals incur in purchasing our products.
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Domestic institutions typically bill the services performed with our products to various third-party payors, such as Medicare, Medicaid and other
government programs and private insurance plans. Because our da Vinci Surgical System has been cleared for commercial distribution in the
United States by the FDA, Medicare reimbursement is available for use of the device in cleared procedures and procedures conducted under an
approved investigational device exemption application. We believe that the additional procedures we intend to target are generally already
reimbursable by government agencies and insurance companies. If hospitals do not obtain sufficient reimbursement from third-party payors for
procedures performed with our products, or if governmental and private payors policies do not permit reimbursement for surgical procedures
performed using our products, we may not be able to generate the revenues necessary to support our business. In such circumstances, we may
have to apply to the American Medical Association for a unique Current Procedural Terminology code covering robotic-assisted surgery. If an
application for a unique code is required, reimbursement for any use of our products may be unavailable until an appropriate code is granted.
The application process, from filing until adoption of a new code, can take two or more years.

In countries outside the United States, reimbursement is obtained from various sources, including governmental authorities, private health
insurance plans, and labor unions. In most foreign countries, private insurance systems may also offer payments for some therapies.
Additionally, health maintenance organizations are emerging in certain European countries. To effectively conduct our business, we may need to
seek international reimbursement approvals, and we do not know if these required approvals will be obtained in a timely manner or at all. Any
regulatory or legislative developments in domestic or foreign markets that eliminate or reduce reimbursement rates for procedures performed
with our products could harm our ability to sell our products or cause downward pressure on the prices of our products, either of which would
affect our ability to generate the revenues necessary to support our business.

Employees

As of December 31, 2006, we had 563 employees, 76 of whom were engaged directly in research and development, 116 in manufacturing and
service and 371 in marketing, sales, and administrative activities. None of our employees are covered by a collective bargaining agreement, and
we consider our relationship with our employees to be good.

Website Access to Reports

We make our periodic and current reports available, free of charge, on our website as soon as practicable after such material is electronically
filed with the Securities and Exchange Commission. Our website address is www.intuitivesurgical.com and the reports are filed under SEC
Filings , on the Company Investor Relations portion of our website.
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ITEM 1A. RISK FACTORS
RISKS RELATING TO OUR BUSINESS

IF OUR PRODUCTS DO NOT ACHIEVE MARKET ACCEPTANCE, WE WILL NOT BE ABLE TO GENERATE THE REVENUE
NECESSARY TO SUPPORT OUR BUSINESS.

The da Vinci Surgical System and our other products represent a fundamentally new way of performing surgery. Achieving physician, patient
and third-party payor acceptance of da Vinci surgery as a preferred method of performing surgery will be crucial to our success. If our products
fail to achieve market acceptance, hospitals will not purchase our products and we will not be able to generate the revenue necessary to support
our business. We believe that physicians and third-party payors acceptance of the benefits of procedures performed using our products will be
essential for acceptance of our products by patients. Physicians will not recommend the use of our products unless we can demonstrate that they
produce results comparable or superior to existing surgical techniques. Even if we can prove the effectiveness of our products through clinical
trials, surgeons may elect not to use our products for any number of other reasons. For example, cardiologists may continue to recommend
conventional heart surgery simply because such surgery is already widely accepted. In addition, surgeons may be slow to adopt our products
because of the perceived liability risks arising from the use of new products and the uncertainty of reimbursement from third-party payors.

We expect that there will be a learning process involved for surgical teams to become proficient in the use of our products. Broad use of our
products will require training of surgical teams. Market acceptance could be delayed by the time required to complete this training. We may not
be able to rapidly train surgical teams in numbers sufficient to generate adequate demand for our products.

BECAUSE OUR MARKETS ARE HIGHLY COMPETITIVE, CUSTOMERS MAY CHOOSE TO PURCHASE OUR
COMPETITORS PRODUCTS OR MAY NOT ACCEPT DA VINCI SURGERY, WHICH WOULD RESULT IN REDUCED
REVENUE AND LOSS OF MARKET SHARE.

da Vinci surgery is a new technology that will compete with established and emerging treatment options in both disease management and
reconstructive medical procedures. These competitive treatment options may take the form of traditional MIS, open surgery, interventional
approaches, or pharmacological regimens. Some of these procedures are widely accepted in the medical community and in many cases have a
long history of use. Technological advances could make such treatments more effective or less expensive than using our products, which could
render our products obsolete or unmarketable. We cannot be certain that physicians will use our products to replace or supplement established
treatments or that our products will be competitive with current or future technologies.

In addition, we may face competition from companies that develop wristed, robotic or computer-assisted surgical systems and products in the
future. Our revenues may be reduced or eliminated if our competitors develop and market products that are more effective or less expensive than
our products. If we are unable to compete successfully, our revenues will suffer. We may not be able to maintain or improve our competitive
position against current or potential competitors, especially those with greater resources.

NEW PRODUCT INTRODUCTIONS MAY ADVERSELY IMPACT OUR FINANCIAL RESULTS.

We introduce new products with enhanced features and extended capabilities from time to time. Our products are subject to various regulatory
processes, and we must obtain and maintain regulatory approvals in order to sell our new products. If a potential purchaser believes that we plan
to introduce a new product in the near future or if a potential purchaser is located in a country where a new product that we have introduced has
not yet received regulatory approval, planned purchases may be deferred or delayed. As a result, new product introductions may adversely
impact our financial results.
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WE EXPERIENCE LONG AND VARIABLE SALES CYCLES, WHICH COULD HAVE A NEGATIVE IMPACT ON OUR
RESULTS OF OPERATIONS FOR ANY GIVEN QUARTER.

Our da Vinci Surgical System has a lengthy sales and purchase order cycle because it is a major capital item and generally requires the approval
of senior management at purchasing institutions. These factors may contribute to substantial fluctuations in our quarterly operating results.
Because of these fluctuations, it is likely that in some future quarters our operating results will fall below the expectations of securities analysts
or investors. If that happens, the market price of our stock would likely decrease. These fluctuations also mean that you will not be able to rely
upon our operating results in any particular period as an indication of future performance. In addition, the introduction of new products could
adversely impact our sales cycle, as customers take additional time to assess the benefits and costs of such products.

INTERNATIONAL SALES OF OUR PRODUCTS ACCOUNT FOR A SIGNIFICANT PORTION OF OUR REVENUES, WHICH
EXPOSES US TO RISKS INHERENT IN INTERNATIONAL OPERATIONS. OUR GROWTH MAY BE LIMITED IF WE ARE
UNABLE TO SUCCESSFULLY MANAGE OUR INTERNATIONAL ACTIVITIES.

Our business currently depends in part on our activities in Europe and other foreign markets. Revenue to markets outside of the United States

accounted for approximately 17%, 17%, and 21% of our revenue for the years ended December 31, 2006, 2005 and 2004, respectively. We are
subject to a number of challenges that specifically relate to our international business activities. These challenges include:

failure of local laws to provide the same degree of protection against infringement of our intellectual property;

protectionist laws and business practices that favor local competitors, which could slow our growth in international markets;

the risks associated with foreign currency exchange rate fluctuation;

the expense of establishing facilities and operations in new foreign markets; and

building an organization capable of supporting geographically dispersed operations.
Currently, more than half of our international sales are denominated in United States dollars. As a result, an increase in the value of the United
States dollar relative to foreign currencies could make our products less competitive in international markets. If we are unable to meet and
overcome these challenges, our international operations may not be successful, which would limit the growth of our business.

IF DEFECTS ARE DISCOVERED IN OUR PRODUCTS, WE MAY INCUR ADDITIONAL UNFORESEEN COSTS, HOSPITALS
MAY NOT PURCHASE OUR PRODUCTS AND OUR REPUTATION MAY SUFFER.

Our products incorporate mechanical parts, electrical components, optical components and computer software, any of which can contain errors
or failures, especially when first introduced. In addition, new products or enhancements may contain undetected errors or performance problems
that, despite testing, are discovered only after commercial shipment. Because our products are designed to be used to perform complex surgical
procedures, we expect that our customers will have an increased sensitivity to such defects. In the past, we have voluntarily recalled certain
products as a result of performance problems. We cannot assure that our products will not experience errors or performance problems in the
future. If we experience flaws or performance problems, any of the following could occur:

delays in product shipments;

loss of revenue;
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diversion of our resources;

damage to our reputation;

product recalls;

increased service or warranty costs; or

product liability claims.
THE USE OF OUR PRODUCTS COULD RESULT IN PRODUCT LIABILITY CLAIMS THAT COULD BE EXPENSIVE, DIVERT
MANAGEMENT S ATTENTION AND HARM OUR BUSINESS.

Our business exposes us to significant risks of product liability claims. The medical device industry has historically been litigious, and we face
financial exposure to product liability claims if the use of our products were to cause injury or death. There is also the possibility that defects in
the design or manufacture of our products might necessitate a product recall. Any weaknesses in training and services associated with our
products may also be subject to product liability lawsuits. Although we maintain product liability insurance, the coverage limits of these policies
may not be adequate to cover future claims. Particularly as sales of our products increase, we may be unable to maintain product liability
insurance in the future at satisfactory rates or in adequate amounts. A product liability claim, regardless of its merit or eventual outcome, could
result in significant legal defense costs. Product liability claims have been made against our company in the past. A product liability claim or any
product recalls could also harm our reputation or result in a decline in revenues.

WE MAY ENCOUNTER MANUFACTURING PROBLEMS OR DELAYS THAT COULD RESULT IN LOST REVENUE.

Manufacturing our products is a complex process. We may encounter difficulties in scaling up production of our products, including:

problems involving production yields;

quality control and assurance;

component supply shortages;

shortages of qualified personnel; and

compliance with state, federal and foreign regulations.
If demand for our products exceeds our manufacturing capacity, we could develop a substantial backlog of customer orders. If we are unable to
maintain larger-scale manufacturing capabilities, our ability to generate revenues will be limited and our reputation in the marketplace could be
damaged.

OUR RELIANCE ON SOLE AND SINGLE SOURCE SUPPLIERS COULD HARM OUR ABILITY TO MEET DEMAND FOR OUR
PRODUCTS IN A TIMELY MANNER OR WITHIN BUDGET.

Some of the components necessary for the assembly of our products are currently provided to us by sole-sourced suppliers or single-sourced
suppliers. We purchase components through purchase orders rather than long-term supply agreements and generally do not maintain large
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volumes of inventory. The disruption or termination of the supply of components could cause a significant increase in the costs of these
components, which could affect our profitability. A disruption or termination in the supply of components could also result in our inability to

meet demand for our products, which could harm our ability to generate revenues, lead to customer dissatisfaction and damage our reputation.

Furthermore, if we are required to change the manufacturer of a key component of our products, we may be required to verify that the new
manufacturer maintains facilities and procedures that comply with quality standards and with all applicable regulations and guidelines. The
delays
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associated with the verification of a new manufacturer could delay our ability to manufacture our products in a timely manner or within budget.

WE UTILIZE DISTRIBUTORS FOR A PORTION OF OUR SALES, THE LOSS OF WHICH COULD HARM OUR REVENUES IN
THE TERRITORY SERVICED BY THESE DISTRIBUTORS

We have strategic relationships with a number of key distributors for sales and service of our products, principally in foreign countries. If these
strategic relationships are terminated and not replaced, our revenues and/or ability to service our products in the territories serviced by these
distributors could be adversely affected.

IF INSTITUTIONS OR SURGEONS ARE UNABLE TO OBTAIN REIMBURSEMENT FROM THIRD-PARTY PAYORS FOR
PROCEDURES USING OUR PRODUCTS, OR IF REIMBURSEMENT IS INSUFFICIENT TO COVER THE COSTS OF
PURCHASING OUR PRODUCTS, WE MAY BE UNABLE TO GENERATE SUFFICIENT SALES TO SUPPORT OUR BUSINESS.

Domestic institutions will typically bill the services performed with our products to various third-party payors, such as Medicare, Medicaid and
other government programs and private insurance plans. If hospitals do not obtain sufficient reimbursement from third-party payors for
procedures performed with our products, or if government and private payors policies do not permit reimbursement for surgical procedures
performed using our products, we may not be able to generate the revenues necessary to support our business. Our success in international
markets also depends upon the eligibility of our products for reimbursement through government-sponsored health care payment systems and
third-party payors. Reimbursement practices vary significantly by country. Many international markets have government-managed healthcare
systems that control reimbursement for new products and procedures. Other foreign markets have both private insurance systems and
government-managed systems that control reimbursement for new products and procedures. Market acceptance of our products may depend on
the availability and level of reimbursement in any country within a particular time. In addition, health care cost containment efforts similar to
those we face in the United States are prevalent in many of the other countries in which we intend to sell our products and these efforts are
expected to continue.

IF WE LOSE OUR KEY PERSONNEL OR ARE UNABLE TO ATTRACT AND RETAIN ADDITIONAL PERSONNEL, OUR
ABILITY TO COMPETE WILL BE HARMED.

We are highly dependent on the principal members of our management and scientific staff. Our product development plans depend, in part, on
our ability to attract and retain engineers with experience in mechanics, software and optics. Attracting and retaining qualified personnel will be
critical to our success, and competition for qualified personnel is intense. We may not be able to attract and retain personnel on acceptable terms
given the competition for such personnel among technology and healthcare companies and universities. The loss of any of these persons or our
inability to attract and retain qualified personnel could harm our business and our ability to compete.

CHANGES TO FINANCIAL ACCOUNTING STANDARDS MAY AFFECT OUR REPORTED RESULTS OF OPERATIONS.

A change in accounting standards or practices can have a significant effect on our reported results and may even affect our reporting of
transactions completed before the change is effective. New accounting pronouncements and varying interpretations of accounting
pronouncements have occurred and may occur in the future. Changes to existing standards or the questioning of current practices may adversely
affect our reported financial results or the way we conduct our business.

Statement of Financial Accounting Standards No. 123 (revised 2004), Share-Based Payment ( SFAS 123(R) ) is a new standard and the
application thereof is subject to interpretation. Our application of SFAS 123(R) may not be consistent with other companies or industry practice,
and we may modify our application of SFAS 123(R) in the future, which could further affect our reported results of operations.
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In June 2006, the Financial Accounting Standards Board (FASB) issued FASB Interpretation No. 48 (FIN 48), Accounting for Uncertainty in
Income Taxes, an interpretation of Statement of Financial Accounting Standards No. 109, Accounting for Income Taxes. The interpretation
contains a two-step approach to recognizing and measuring uncertain tax positions accounted for in accordance with SFAS No. 109. The
provisions are effective for us as of January 1, 2007 and its adoption may have significant impact to our results of operations. We are currently
evaluating the impact this statement will have on our consolidated financial statements.

RISKS RELATING TO OUR REGULATORY ENVIRONMENT

OUR PRODUCTS ARE SUBJECT TO A LENGTHY AND UNCERTAIN DOMESTIC REGULATORY PROCESS. IF WE DO NOT
OBTAIN AND MAINTAIN THE NECESSARY DOMESTIC REGULATORY APPROVALS, WE WILL NOT BE ABLE TO
MARKET AND SELL OUR PRODUCTS IN THE UNITED STATES.

Our products and operations are subject to extensive regulation in the United States by the U.S. Food and Drug Administration, or FDA. The
FDA regulates the research, testing, manufacturing, safety, labeling, storage, record keeping, promotion, distribution and production of medical
devices in the United States to ensure that medical products distributed domestically are safe and effective for their intended uses. In order for us
to market certain products for use in the United States, we generally must first obtain clearance from the FDA pursuant to Section 510(k) of the
Federal Food, Drug, and Cosmetic Act, or FFDCA. Clearance under Section 510(k) requires demonstration that a new device is substantially
equivalent to another device with 510(k) clearance or grandfather status. If we significantly modify our products after they receive FDA
clearance, the FDA may require us to submit a separate 510(k) or premarket approval application, or PMA, for the modified product before we
are permitted to market the products in the U.S. In addition, if we develop products in the future that are not considered to be substantially
equivalent to a device with 510(k) clearance or grandfather status, we will be required to obtain FDA approval by submitting a PMA.

The FDA may not act favorably or quickly in its review of our 510(k) or PMA submissions, or we may encounter significant difficulties and
costs in our efforts to obtain FDA clearance or approval, all of which could delay or preclude sale of new products in the United States.
Furthermore, the FDA may request additional data or require us to conduct further testing, or compile more data, including clinical data and
clinical studies, in support of a 510(k) submission. The FDA may also, instead of accepting a 510(k) submission, require us to submit a PMA,
which is typically a much more complex and burdensome application than a 510(k). To support a PMA, the FDA would likely require that we
conduct one or more clinical studies to demonstrate that the device is safe and effective. We may not be able to meet the requirements to obtain
510(k) clearance or PMA approval, or the FDA may not grant any necessary clearances or approvals. In addition, the FDA may place significant
limitations upon the intended use of our products as a condition to a 510(k) clearance or PMA approval. Product applications can also be denied
or withdrawn due to failure to comply with regulatory requirements or the occurrence of unforeseen problems following clearance or approval.
Any delays or failure to obtain FDA clearance or approvals of new products we develop, any limitations imposed by the FDA on new product
use, or the costs of obtaining FDA clearance or approvals could have a material adverse effect on our business, financial condition and results of
operations.

In order to conduct a clinical investigation involving human subjects for the purpose of demonstrating the safety and effectiveness of a device, a
company must, among other things, apply for and obtain Institutional Review Board, or IRB, approval of the proposed investigation. In addition,
if the clinical study involves a significant risk (as defined by the FDA) to human health, the sponsor of the investigation must also submit and
obtain FDA approval of an investigational device exemption, or IDE, application. Most of our products to date have been considered significant
risk devices requiring IDE approval prior to investigational use. We may not be able to obtain FDA and/or IRB approval to undertake clinical
trials in the U.S. for any new devices we intend to market in the United States in the future. If we obtain such approvals, we may not be able to
comply with the IDE and other regulations governing clinical investigations or the data from any such trials may not support

24

Table of Contents 31



Edgar Filing: INTUITIVE SURGICAL INC - Form 10-K

Table of Conten

clearance or approval of the investigational device. Failure to obtain such approvals or to comply with such regulations could have a material
adverse effect on our business, financial condition and results of operations.

COMPLYING WITH FDA REGULATIONS IS AN EXPENSIVE AND TIME-CONSUMING PROCESS, AND OUR FAILURE TO
COMPLY FULLY COULD SUBJECT US TO SIGNIFICANT ENFORCEMENT ACTIONS.

Because our products, including the da Vinci Surgical System, are commercially distributed, numerous postmarket regulatory requirements
apply, including the following:

Quality System Regulation, or QSR, which requires manufacturers to follow elaborate design, testing, control, documentation and
other quality assurance procedures during the manufacturing process;

labeling regulations;

the FDA s general prohibition against false or misleading statements in the labeling or promotion of products for unapproved or
off-label uses;

the Reports of Corrections and Removals regulation, which requires that manufacturers report to the FDA recalls and field corrective
actions taken to reduce a risk to health or to remedy a violation of the FFDCA that may pose a risk to health; and

the Medical Device Reporting regulation, which requires that manufacturers report to the FDA if their device may have caused or
contributed to a death or serious injury or malfunctioned in a way that would likely cause or contribute to a death or serious injury if it
were to recur.
We are subject to inspection and marketing surveillance by the FDA to determine our compliance with regulatory requirements. If the FDA finds
that we have failed to comply, it can institute a wide variety of enforcement actions, ranging from a regulatory letter to a public warning letter to
more severe civil and criminal sanctions. Our failure to comply with applicable requirements could lead to an enforcement action that may have
an adverse effect on our financial condition and results of operations.

We have modified the labeling; advertising and user training for the da Vinci Surgical System to call out specific procedures that we believe are
within the scope of our existing 510(k) clearances. We cannot assure that the FDA would agree that all such specific procedures are within the
scope of the existing general clearance or that we have compiled adequate information to support the safety and efficacy of using the da Vinci
Surgical System for all such specific procedures. We also have modified the hardware and software in the da Vinci Surgical System since
clearance in ways that we believe do not require new 510(k) clearance. We cannot assure that the FDA would agree with our determinations not
to seek new 510(k) clearance for any of these changes. Computer Motion also modified the hardware and software in its products subsequent to
510(k) clearance without seeking new clearance. We cannot assure that the FDA would agree with the determinations not to seek new 510(k)
clearance for any of these changes. The FDA could impose enforcement sanctions and/or require us to obtain 510(k) clearance for any
modification to our products or Computer Motion s products. We may be prohibited from marketing the modified device until such 510(k)
clearance is granted.

In January 2007, FDA concluded an inspection of our Sunnyvale manufacturing facility and issued a list of observations (Form 483) setting
forth five observed deficiencies under the QSR relating to nonconforming product, corrective and preventive actions, complaint handling and
supplier management. The Form 483 also set forth two observed deficiencies one relating to the failure to report field corrections or recalls to
the FDA that the FDA believed should have been reported under the Reports of Corrections and Removals regulation and another for failure to
file MDR within 30 days. In February 2007, we responded to each observation with proposed corrective actions. We believe that our proposed
corrective actions are appropriate to address the observed deficiencies. However, we cannot assure that, upon re-inspection, the FDA will find
that our promised corrective actions are appropriate or that they have been adequately implemented. We also cannot assure that the FDA will not
find other deficiencies in our compliance with the QSR and other postmarket regulations.
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In June 2003, we acquired Computer Motion and have integrated its FDA compliance quality system into our own. As a result of the integration
and review, we identified that Computer Motion has had deficiencies in complaint handling, MDR reporting and Corrections and Removals
reporting in the last several years that required submission of retroactive reports to the FDA. We reported 52 MDRs and we believe that our
reporting decisions regarding these 52 complaints is conservative in part because many of the complaints likely would not have been reportable
if more information had been available. Also, to our knowledge, none of the reported events resulted in a death or serious injury, prolonged
hospitalization, or medical intervention to prevent death or serious injury. Computer Motion did respond to complaint trends, and it addressed
the trends through corrective actions. Accordingly, the incidence of many of the types of events in the reports had been mitigated by June 2003.
Our review also suggests that significant complaint trends identified by Computer Motion over the period of four years were addressed by
corrective actions, which have proven to be effective over time. Computer Motion s product modifications were completed without 510(k)
clearance and we believe that they do not require new 510(k) clearance. We cannot assure that the FDA would agree with our determinations not
to seek new 510(k) clearance for any of these changes.

We cannot assure that the FDA will not seek to impose enforcement actions on us for Computer Motion violations preceding our acquisition of
Computer Motion, that the FDA will agree that since the acquisition we have corrected all regulatory problems, or that our review of Computer
Motion s complaint handling will not lead us to initiate recalls or field actions to remedy problems with Computer Motion products already in the
field.

OUR PRODUCTS ARE SUBJECT TO VARIOUS INTERNATIONAL REGULATORY PROCESSES AND APPROVAL
REQUIREMENTS. IF WE DO NOT OBTAIN AND MAINTAIN THE NECESSARY INTERNATIONAL REGULATORY
APPROVALS, WE WILL NOT BE ABLE TO MARKET AND SELL OUR PRODUCTS IN FOREIGN COUNTRIES.

To be able to market and sell our products in other countries, we must obtain regulatory approvals and comply with the regulations of those
countries. These regulations, including the requirements for approvals and the time required for regulatory review, vary from country to country.
Obtaining and maintaining foreign regulatory approvals are expensive, and we cannot be certain that we will receive regulatory approvals in any
foreign country in which we plan to market our products. If we fail to obtain regulatory approval in any foreign country in which we plan to
market our products, our ability to generate revenue will be harmed.

The European Union requires that manufacturers of medical products obtain the right to affix the CE mark to their products before selling them
in member countries of the European Union. The CE mark is an international symbol of adherence to quality assurance standards and
compliance with applicable European medical device directives. In order to obtain the right to affix the CE mark to products, a manufacturer
must obtain certification that its processes meet certain European quality standards. In January 1999, we received permission to affix the CE
mark to our da Vinci Surgical System and EndoWrist instruments.

As we modify existing products or develop new products in the future, including new instruments, we apply for permission to affix the CE mark
to such products. In addition, we will be subject to annual regulatory audits in order to maintain the CE mark permissions we have already
obtained. We do not know whether we will be able to obtain permission to affix the CE mark for new or modified products or that we will
continue to meet the quality and safety standards required to maintain the permissions we have already received. If we are unable to maintain
permission to affix the CE mark to our products, we will no longer be able to sell our products in member countries of the European Union.

26

Table of Contents 34



Edgar Filing: INTUITIVE SURGICAL INC - Form 10-K

Table of Conten

IF OUR MANUFACTURING FACILITIES DO NOT CONTINUE TO MEET FEDERAL, STATE OR EUROPEAN
MANUFACTURING STANDARDS, WE MAY BE REQUIRED TO TEMPORARILY CEASE ALL OR PART OF OUR
MANUFACTURING OPERATIONS, WHICH WOULD RESULT IN PRODUCT DELIVERY DELAYS AND LOST REVENUE.

Our manufacturing facilities are subject to periodic inspection by regulatory authorities and our operations will continue to be regulated by the
FDA for compliance with Good Manufacturing Practice requirements contained in the FDA s Quality System Regulations, or QSR. We are also
required to comply with International Organization for Standardization, or ISO, quality system standards in order to produce products for sale in
Europe. If we fail to continue to comply with Good Manufacturing Practice requirements or ISO standards, we may be required to cease all or
part of our operations until we comply with these regulations. We are currently in compliance with ISO standards. The FDA inspected our
Mountain View in March 2000 and our Sunnyvale facilities in December 2002 and December 2006. The Good Manufacturing Practice issues
raised by the FDA during the inspections either were satisfactorily resolved with the FDA, or we believe can be resolved by us to the FDA s
satisfaction, although we cannot assure that we will be able to do so. We continue to be subject to FDA inspections at any time. Maintaining
such compliance is difficult and costly. We cannot be certain that our facilities will be found to comply with Good Manufacturing Practice
requirements or ISO standards in future inspections and audits by regulatory authorities.

As required, we are licensed by the State of California to manufacture medical devices. We are subject to periodic inspections by the California
Department of Health Services and, if we are unable to maintain this license following any future inspections, we will be unable to manufacture
or ship any products.

RISKS RELATING TO OUR INTELLECTUAL PROPERTY

IF WE ARE UNABLE TO PROTECT THE INTELLECTUAL PROPERTY CONTAINED IN OUR PRODUCTS FROM USE BY
THIRD PARTIES, OUR ABILITY TO COMPETE IN THE MARKET WILL BE HARMED.

Our commercial success will depend in part on obtaining patent and other intellectual property protection for the technologies contained in our
products, and on successfully defending our patents and other intellectual property against third party challenges. We will incur substantial costs
in obtaining patents and, if necessary, defending our proprietary rights. The patent positions of medical device companies, including ours, can be
highly uncertain and involve complex and evolving legal and factual questions. We do not know whether we will obtain the patent protection we
seek, or that the protection we do obtain will be found valid and enforceable if challenged. We also do not know whether we will be able to
develop additional patentable proprietary technologies. If we fail to obtain adequate protection of our intellectual property, or if any protection
we obtain is reduced or eliminated, others could use our intellectual property without compensating us, resulting in harm to our business. We
may also determine that it is in our best interests to voluntarily challenge a third party s products or patents in litigation or administrative
proceedings, including patent interferences or reexaminations. Furthermore, the laws of certain foreign countries do not protect intellectual
property rights to the same extent, as do the laws of the United States.

In addition to patents, we typically rely on a combination of trade secret, copyright and trademark laws, nondisclosure agreements and other
contractual provisions and technical security measures to protect our intellectual property rights. Nevertheless, these measures may not be
adequate to safeguard the technology underlying our products. If they do not protect our rights adequately, third parties could use our
technology, and our ability to compete in the market would be reduced. In addition, employees, consultants and others who participate in
developing our products may breach their agreements with us regarding our intellectual property, and we may not have adequate remedies for
the breach. We also may not be able to effectively protect our intellectual property rights in some foreign countries. For a variety of reasons, we
may decide not to file for patent, copyright or trademark protection outside the United States. We also realize that our trade secrets may become
known through other means not currently foreseen by us. Notwithstanding our efforts to protect our
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intellectual property, our competitors may independently develop similar or alternative technologies or products that are equal or superior to our
technology and products without infringing any of our intellectual property rights, or may design around our proprietary technologies.

OTHERS MAY ASSERT THAT OUR PRODUCTS INFRINGE THEIR INTELLECTUAL PROPERTY RIGHTS, WHICH MAY
CAUSE US TO ENGAGE IN COSTLY DISPUTES AND, IF WE ARE NOT SUCCESSFUL IN DEFENDING OURSELVES, COULD
ALSO CAUSE US TO PAY SUBSTANTIAL DAMAGES AND PROHIBIT US FROM SELLING OUR PRODUCTS.

There may be United States and foreign patents issued to third parties that relate to computer-assisted surgery, remote surgery, and minimally
invasive surgery. Some of these patents may be broad enough to cover one or more aspects of our present technology, and may cover aspects of
our future technology. We do not know whether any of these patents, if challenged, would be held valid, enforceable and infringed. From time to
time, we receive, and likely will continue to receive, letters from third parties inviting us to license their patents. We may be sued by, or become
involved in an administrative proceeding with, one or more of these third parties.

In January 2007, the California Institute of Technology filed a patent infringement suit against our company in the United States District Court
for the Eastern District of Texas. We believe the lawsuit is without merit and have filed an action in the United States District Court for the
Northern District of California seeking a declaration that we do not infringe the Caltech patents. We intend to vigorously defend our company in
this matter.

We cannot assure that a court or administrative body would agree with any arguments or defenses we may have concerning invalidity,
unenforceability or noninfringement of any third-party patent. In addition to the issued patents of which we are aware, other parties may have
filed, and in the future are likely to file, patent applications covering surgical products that are similar or identical to ours. We cannot assure that
any patents issuing from applications filed by a third party will not cover our products or will not have priority over our patent applications.

The medical device industry has been characterized by extensive litigation and administrative proceedings regarding patents and other
intellectual property rights, and companies have employed such actions to gain a competitive advantage. If third parties assert infringement or
other intellectual property claims against us, our technical and management personnel will experience a significant diversion of time and effort
and we will incur large expenses defending our company. If third parties in any patent action are successful, our patent portfolio may be
damaged, we may have to pay substantial damages, including treble damages, and we may be required to stop selling our products or obtain a
license which, if available at all, may require us to pay substantial royalties. We cannot be certain that we will have the financial resources or the
substantive arguments to defend our patents from infringement or claims of invalidity or unenforceability, or to defend against allegations of
infringement of third-party patents. In addition, any public announcements related to litigation or administrative proceedings initiated by us, or
initiated or threatened against us, could cause our stock price to decline.

OUR PRODUCTS RELY ON LICENSES FROM THIRD PARTIES, AND IF WE LOSE ACCESS TO THESE TECHNOLOGIES,
OUR REVENUES COULD DECLINE.

We rely on technology that we license from others, including technology that is integral to our products. We have entered into license
agreements with Brookhill-Wilk, LLC., Hansen Medical, Inc., Heartport, Inc., now part of Johnson & Johnson, IBM Corporation, Medtronic,
Inc., MIT, Olympus Optical Co., Ltd., Sensable Technologies and SRI International. Any of these agreements may be terminated for breach. If
any of these agreements is terminated, we may be unable to reacquire the necessary license on satisfactory terms, or at all. The loss or failure to
maintain these licenses could prevent or delay further development or commercialization of our products.
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RISKS RELATING TO OUR TRADING MARKETS

OUR FUTURE OPERATING RESULTS MAY BE BELOW SECURITIES ANALYSTS ORINVESTORS EXPECTATIONS, WHICH
COULD CAUSE OUR STOCK PRICE TO DECLINE.

Due to the nascent nature of our industry, we have limited insight into trends that may emerge in our market and affect our business. The
revenue and income potential of our market are unproven, and we may be unable to continue to generate significant r