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If the only securities being registered on this Form are being offered pursuant to dividend or interest reinvestment
plans, please check the following box. ¨

If any of the securities being registered on this Form are to be offered on a delayed or continuous basis pursuant to
Rule 415 under the Securities Act of 1933, other than securities offered only in connection with dividend or interest
reinvestment plans, check the following box. x

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

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

If delivery of the prospectus is expected to be made pursuant to Rule 434, please check the following box. ¨

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

Subject to Completion, dated January 21, 2005

PROSPECTUS

RITA MEDICAL SYSTEMS, INC.

7,636,358 Shares of Common Stock

This prospectus relates to the resale of up to 4,363,634 shares of our common stock, par value $0.001 per share, and
up to 3,272,724 shares of common stock underlying outstanding warrants to purchase common stock by the selling
securityholders identified on page 11 of this prospectus. See �Plan of Distribution� on page 13 of this prospectus for a
description of the manner in which shares of common stock may be offered and sold by the selling securityholders
under this prospectus. The selling securityholders may be deemed to be �underwriters,� as such term is defined in the
Securities Act of 1933.

The selling securityholders identified on page 11 of this prospectus may offer and sell the shares of common stock
covered by this prospectus from time to time. We will not receive any of the proceeds from the sale of the shares by
the selling securityholders. The selling securityholders will receive all of the proceeds from the sale of the shares and
will pay all underwriting discounts and selling commissions, if any, applicable to the sale of the shares. We will pay
the expenses of registration of the sale of the shares.

Our common stock trades on the Nasdaq National Market under the symbol �RITA�. On January 18 , 2005, the last
reported sale price of our common stock on Nasdaq National Market was $3.48 per share.

Beginning on page 3 of this prospectus, we have listed several �RISK FACTORS� which you should consider.
You should read the entire prospectus carefully before you make your investment decision.

___________________

Neither the Securities and Exchange Commission nor any state securities commission has approved or
disapproved of these securities or passed upon the accuracy or adequacy of this prospectus. Any representation
to the contrary is a criminal offense.

___________________

The date of this prospectus is January ___, 2005.
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ABOUT THIS PROSPECTUS

This prospectus is part of a registration statement that we filed with the Securities and Exchange Commission, or SEC,
using a �shelf� registration or continuous offering process. Under this shelf registration process, the selling
securityholders may from time to time sell the securities described in this prospectus in one or more offerings.

This prospectus provides you with a general description of the securities that the selling securityholders may offer. A
selling securityholder may be required to provide you with a prospectus supplement containing specific information
about the selling securityholder and the terms of the securities being offered. That prospectus supplement may include
additional risk factors or other special considerations applicable to those securities. A prospectus supplement may also
add, update or change information in this prospectus. If there is any inconsistency between the information in this
prospectus and any prospectus supplement, you should rely on the information in that prospectus supplement. You
should read both this prospectus and any prospectus supplement together with the additional information described
under the heading �Where You Can Find More Information.�

Unless we have indicated otherwise, references in this prospectus to �RITA,� �we,� �us� and �our� or similar terms are to
RITA Medical Systems, Inc. and its consolidated subsidiaries, and references to �Horizon� are to Horizon Medical
Products, Inc.

 -i-
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CAUTIONARY STATEMENT CONCERNING
FORWARD-LOOKING STATEMENTS

This prospectus and the other documents incorporated by reference into this prospectus contain forward-looking
statements within the meaning of the Private Securities Litigation Reform Act of 1995. Statements in this prospectus
and the other documents incorporated into this prospectus by reference that are not historical facts are identified as
�forward-looking statements� for the purpose of the safe harbor provided by Section 21E of the Securities Exchange Act
of 1934, or the Exchange Act, and Section 27A of the Securities Act of 1933, or the Securities Act. Forward-looking
statements include projections, assumptions or information concerning possible or assumed future actions, events or
our results of operations. These statements involve estimates and assumptions based on the judgment of the company�s
management. A number of risks and uncertainties may cause actual results to differ materially from those suggested
by the forward-looking statements.

Forward-looking statements include the information in this prospectus and the other documents incorporated by
reference into this prospectus. These statements may be made regarding the business, operations, financial
performance and condition, earnings, our prospects and products, as well as regarding our industry generally. These
statements may be preceded by, followed by or include the words �believes,� �expects,� �anticipates,� �intends,� �plans,�
�estimates,� �should� or similar expressions. We claim the protection of the safe harbor for forward-looking statements
contained in the Private Securities Litigation Reform Act of 1995 for all forward-looking statements. We do not
undertake any obligation to publicly update any forward-looking statements to reflect subsequent events or
circumstances.

Forward-looking statements are not guarantees of performance. You should understand that these factors, in addition
to those discussed in �Risk Factors� above and elsewhere in this document, and in the documents that are incorporated
by reference into this prospectus, could affect our future results and could cause those results or other outcomes to
differ materially from those expressed or implied in any forward-looking statement.

 -1-
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THE COMPANY

We develop, manufacture and market innovative products for cancer patients including radiofrequency ablation, or
RFA, systems for treating cancerous tumors as well as percutaneous vascular and spinal access systems. Our oncology
product lines include implantable ports, some of which feature our proprietary VTX(R) technology; tunneled central
venous catheters; and stem-cell transplant catheters used primarily in cancer treatment protocols. The proprietary
RITA system uses radio frequency energy to heat tissue to a high enough temperature to ablate it or cause cell death.
In March 2000, we became the first RFA company to receive specific U.S. Food and Drug Administration, or FDA,
clearance for unresectable liver lesions in addition to our previous general FDA clearance for the ablation of soft
tissue. In October 2002, we again became the first company to receive specific FDA clearance, this time, for the
palliation of pain associated with metastatic lesions involving bone.

We are a Delaware corporation and are headquartered in Mountain View, California with operations in Mountain
View, California and Manchester, Georgia. Our principal executive offices are located at 967 North Shoreline Blvd,
Mountain View, California 94013, and our telephone number is (650) 314-3400. Our internet website is
www.ritamedical.com. Information set forth on our website is not incorporated by reference into this prospectus.

 -2-
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RISK FACTORS

In addition to the other information included in this prospectus, including the matters addressed in �Cautionary
Statement Concerning Forward-Looking Statements,� you should consider carefully the following risks related to our
common stock before deciding to invest in our shares of common stock. These factors, among others, may cause
actual results, events or performance to differ materially from those expressed in any forward-looking statements we
make in this prospectus.

We may be unable to integrate our operations successfully and realize all of the anticipated benefits of our
merger with Horizon Medical Products.

Our merger with Horizon Medical Products involved the integration of two companies that previously operated
independently, which is a complex, costly and time-consuming process. The difficulties of combining the companies�
operations include, among other things:

� Coordinating geographically disparate organizations, systems and facilities;

� Integrating personnel with diverse business backgrounds;

� Consolidating corporate and administrative functions;

� Consolidating research and development, and manufacturing operations;

� Coordinating sales and marketing functions;

� Retaining key employees; and

�Preserving research and development, collaboration, distribution, marketing, promotion and other important
relationships of the companies.

The process of integrating our operations with those of Horizon Medical Products has caused and could cause an
interruption of, or loss of momentum in, the activities of the combined company's business and the loss of key
personnel. The diversion of our management's attention and any delays or difficulties encountered in connection with
the integration of our operations with those of Horizon Medical Products could harm our business, results of
operations, financial condition or prospects.

If we are unable to complete our assessment of our internal controls over financial reporting in a timely basis for the
year ended December 31, 2004, it is possible that we may be unable to file in a timely manner our annual report on
Form 10-K for the year ended December 31, 2004. 

Pursuant to Section 404 of the Sarbanes-Oxley Act of 2002, beginning with our fiscal year ending December 31,
2004, we will be required to include in our annual report on Form 10-K an assessment of the effectiveness of our
internal controls over financial reporting together with a report from our independent registered public accountants on
management�s assessment of the effectiveness of our internal controls over financial reporting. We have experienced
significant delays in executing against our internal Section 404 project plan, primarily due to changes in processes we
are making in conjunction with the merger with Horizon Medical Products. In the third quarter of 2004, we received a
letter from our independent registered public accountants in which they indicate that they might not be able to timely
attest to our evaluation of our internal controls if we are unable to complete our assessment in a timely fashion. We
recognize that our Section 404 project plan contains many time-critical milestones, some of which were not met, and
that efforts during the first quarter of 2005 will be critical to the completion of the assessment of our internal controls

Edgar Filing: RITA MEDICAL SYSTEMS INC - Form S-3/A

8



over financial reporting. If we are unable to complete our assessment of our internal controls over financial reporting
in a timely basis for the year ended December 31, 2004, it is possible that we may be unable to file in a timely manner
our annual report on Form 10-K for the year ended December 31, 2004.

We will be heavily dependent on the RITA system and Horizon�s line of implantable vascular ports in order to
achieve our sales goals and our profitability targets. Failure to achieve and grow market acceptance for either
product line could harm our business.

The majority of our sales will come from the sale of the RITA system and Horizon�s line of implantable vascular ports.
Our financial performance will depend upon physician adoption and patient awareness of these products. If we are
unable to convince physicians to use these products, we may not be able to generate sales because we do not have
alternative products.

 -3-
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We have a history of losses and may never achieve profitability.

We incurred net losses of $7.4 million in the first nine months of 2004, $11.1 million in 2003, $13.5 million in 2002,
$13.0 million in 2001, $12.8 million in 2000 and $7.5 million in 1999. At September 30, 2004, we had an
accumulated deficit of $86.4 million. To become profitable we must increase our sales and continue to limit the
growth of our operating expenses. If our sales do not grow, or if expenses grow excessively, we may not be able to
achieve or maintain profitability in the future.

Because we face significant competition from companies with greater resources than we have, we may be
unable to compete effectively.

The market for our products is intensely competitive, subject to rapid change and significantly affected by new
product introductions and other market activities of industry participants.

In the market for radiofrequency ablation products, we compete directly with two companies both domestically and
internationally: RadioTherapeutics Corporation, a division of Boston Scientific Corporation, and Radionics, Inc., a
division of Tyco Healthcare, which is a division of Tyco International. Boston Scientific Corporation and Tyco
International are publicly traded companies with substantially greater resources than we have. Both
RadioTherapeutics and Radionics sell products that use radiofrequency energy to ablate soft tissue. Furthermore, in
April 2003, we entered into a license agreement with Boston Scientific, its affiliates and licensors, pursuant to which
we granted Boston Scientific rights to manufacture and sell products using our infusion technology after October 5,
2004. As a result, Boston Scientific may develop and sell some competing products that would, in the absence of this
license agreement, infringe our patents.

In the market for implantable ports, we compete directly with C.R. Bard, Inc. C.R. Bard is a publicly traded company
with substantially greater resources than we have.

We are also aware of several companies in international markets that sell products that compete directly with ours.
These companies are affecting our international market share and may erode that share in the future. In addition, one
of these companies, Berchtold Corporation, has received FDA clearance for using radiofrequency energy to ablate soft
tissue.

Alternative therapies could prove to be superior to the RITA radiofrequency ablation system, and physician
adoption could be negatively affected.

In addition to competing against other companies offering products that use radiofrequency energy to ablate soft tissue
or implantable vascular products, we also compete against companies developing, manufacturing and marketing
alternative therapies that address solid cancerous and benign tumors. If these alternative therapies prove to offer
treatment options that are perceived to be superior to our system or to have less severe side effects than those resulting
from our system, physician adoption of our products could be negatively affected and our revenues could decline.

We currently lack long-term data regarding the safety and efficacy of our radiofrequency ablation products
and may find that long-term data does not support our short-term clinical results or that further short or
long-term studies do not support the safety and efficacy of our radiofrequency ablation products in various
applications. If the safety or efficacy of our radiofrequency ablation products is questioned, our sales could
decline.

Our radiofrequency ablation products are supported by clinical follow-up data in published clinical reports or
scientific presentations covering periods from five months to five years after radiofrequency ablation. If additional
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studies in liver cancer or in other applications fail to confirm or demonstrate the effectiveness of our radiofrequency
ablation products, our sales could decline. If longer-term patient follow-up or clinical studies indicate that our
procedures cause unexpected, serious complications or other unforeseen negative effects, we could be subject to
significant liability. Further, because some of our data has been produced in studies that were retrospective, not
randomized, or included small patient populations and because, in certain circumstances, we rely on clinical data
developed by independent third party physicians, our clinical data may not be reproduced in wider patient populations.

If we are unable to protect our intellectual property rights or if we are found to infringe the rights of others, we
may lose market share to our competitors and our business could suffer.

Our success depends significantly on our ability to protect our proprietary rights to the technologies used in our
products, and yet we may be unable to do so. A number of companies in our market, as well as universities and
research institutions, have issued patents and have filed patent applications that relate to the use of radiofrequency
energy to ablate soft tissue. Under certain circumstances these could result in lawsuits against us. Our pending United
States and foreign patent applications may not issue or may issue and be subsequently successfully challenged by
others. In addition, our pending patent applications include claims to material aspects of our products that are not
currently protected by issued patents. Both the patent application process and the process of managing patent disputes
can be time consuming and expensive.

-4-
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In the event a competitor infringes on our patent or other intellectual property rights, enforcing those rights may be
difficult and time consuming. Even if successful, litigation to enforce our intellectual property rights or to defend our
patents against challenge could be expensive and time consuming and could divert management�s attention. We may
not have sufficient resources to enforce our intellectual property rights or to defend our patents against a challenge. In
addition, confidentiality agreements executed by our employees, consultants and advisors may not be enforceable or
may not provide meaningful protection for our trade secrets or other proprietary information in the event of
unauthorized use or disclosure. If we are unable to protect our intellectual property rights, we could lose market share
to our competitors and our business could suffer.

Our dependence on international revenues, which account for a significant portion of our total revenues, could
harm our business.

Because our future profitability will depend in part on our ability to increase product sales in international markets, we
are exposed to risks specific to business operations outside the United States. These risks include:

� the challenge of managing international sales without direct access to the end customer;

� lower average selling prices for our products, due to distributor discounts;

� the risk of inventory build-up by our distributors which could negatively impact sales in future periods;

� obtaining reimbursement for procedures using our devices in some foreign markets;

� the burden of complying with complex and changing foreign regulatory requirements;

� longer accounts receivable collection time;

�significant currency fluctuations, which could cause our distributors to reduce the number of products they purchase
from us because the cost of our products to them could increase relative to the price they could charge their
customers;

� reduced protection of intellectual property rights in some foreign countries; and

� contractual provisions governed by foreign laws.

We are substantially dependent on two distributors in our international markets, and if we lose either
distributor or if either distributor significantly reduces its product demand, our international and total
revenues could decline.

We are substantially dependent on a limited number of significant distributors in our international markets, and if we
lose these distributors and fail to attract additional distributors, our international revenues could decline. ITX
Corporation, formerly known as Nissho Iwai Corporation, is our primary distributor in Asia. Although it accounted for
only 4% of our international revenue in the first nine months of 2004, it accounted for 21% of our international
revenues in 2003. M.D.H. s.r.l. Forniture Ospedaliere, our distributor in Italy, accounted for 23% of our international
revenue in the first nine months of 2004 and 22% of our international revenues in 2003. International revenues
accounted for 18% of our total revenues for the nine months ended September 30, 2004, and these two distributors
represented 28% of that total. For the year ended December 31, 2003, international revenues accounted for 20% of our
total revenues and these distributors represented 43% of that total. The loss of either distributor or a significant
decrease in unit purchases by either distributor could cause our revenues to decline substantially. If we are unable to
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attract additional international distributors, our international revenues may not grow.

Our relationships with third-party distributors could negatively affect our sales.

We sell our products in international markets and selected domestic markets through third-party distributors over
whom we have limited control, and, if they fail to adequately support our products, our sales could decline. In the past,
we have terminated agreements with distributors and although we contracted with replacement distributors, we
expended significant time and resources in doing so, and our sales in the affected markets suffered during the
transition period that lasted approximately nine months. If our distributors or we terminate other distributor
agreements, we could incur similar or more burdensome expenses, we could expend significant time and resources in
finding replacement distributors, and our sales could decrease during any related transition period.

We are aware that some of our distributors have built up inventory of our products. As a result, future sales to these
distributors could be negatively impacted. Sales to our Japanese distributor in 2003 and the first nine months of 2004,
and to a domestic distributor in the three months ended September 30, 2004, were so affected. In addition, while these
distributors have no price protection and no right of return relating to purchased products, if we permit the return of
any of these products, we will have to adjust our revenues relating to these products which may also impact our
revenue recognition policy on future distributor sales.

-5-
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In 2002, we significantly increased our allowance for uncollectible accounts to address the risk associated with longer
collection periods that have arisen principally with our European distributors. Although the deterioration we
experienced in international collections in 2002 stabilized in 2003, and remained stable in the first nine months of
2004, we may encounter new difficulties with collections that require further increases in our allowance for
uncollectible accounts in the future, and we may require specific accounts to post letters of credit or pay in advance to
minimize credit risk to the Company. Further, we may, in the future, terminate relationships with some of the
domestic distributors utilized by Horizon prior to the merger, making collection of accounts receivable with these
customers difficult. We believe our allowance for uncollectible accounts sufficiently reflects this possibility, but
additional provisions to the allowance for uncollectible accounts are could be required. Additional future increases in
our allowance for uncollectible accounts would reduce our profits.

If customers in markets outside the United States experience difficulty obtaining reimbursement for
procedures using our products, international sales could decline.

Certain of the markets outside the United States in which we sell our products require that specific reimbursement
codes be obtained before reimbursement for procedures using our products can be approved. As a result, in countries
where specific reimbursement codes are strictly required and have not yet been issued, reimbursement has been denied
on that basis. If our distributors or we are unable to either obtain the required reimbursement codes or develop an
effective strategy to resolve the reimbursement issue, physicians in foreign markets may be unwilling to purchase our
products, negatively impacting our international revenues.

Our business is dependent upon reimbursement from government programs, such as Medicare and Medicaid,
and the we may face limitations on such third-party reimbursement, which could harm our operating results.

In the United States, the our products are purchased primarily by hospitals and medical clinics, which then bill various
third-party payors, such as Medicare, Medicaid and other government programs and private insurance plans, for the
healthcare services provided to patients. Government agencies, private insurers and other payors determine whether to
provide coverage for a particular procedure and reimburse hospitals for medical treatment at a fixed rate based on the
diagnosis-related group, or DRG, established by the United States Centers for Medicare and Medicaid Services, or
CMS. The fixed rate of reimbursement is based on the procedure performed and is unrelated to the specific devices
used in that procedure. If a procedure is not covered by a DRG, payors may deny reimbursement. In addition,
third-party payors may deny reimbursement if they determine that the device used in a treatment was unnecessary,
inappropriate or not cost-effective, experimental or used for a non-approved indication.

Reimbursement of procedures implanting our vascular access ports and catheter products is currently covered under a
DRG. There can be no assurance that reimbursement for such implantation will continue to be available, or that future
reimbursement policies of third-party payors will not adversely affect our ability to sell its products on a profitable
basis. Failure by hospitals and other users of our products to obtain reimbursement from third-party payors, or changes
in government and private third-party payors� policies toward reimbursement for procedures employing our products,
would have a material adverse effect on our business, results of operations and financial condition.

We depend on key employees in a competitive market for skilled personnel and without additional employees,
we cannot grow or achieve profitability.

We are highly dependent on the principal members of our management team, including our Chief Executive Officer
and Chief Financial Officer, as well as key staff in the areas of finance, operations and research and development. Our
future success will depend in part on the continued service of our staff and our ability to identify, hire and retain
additional personnel. The markets for qualified management personnel in Northern California, where our headquarters
are located, and Georgia, where are primary operating facilities are located, are competitive and expected to remain
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so. Because the environment for good personnel is so competitive, costs related to compensation may increase
significantly. If we are unable to attract and retain both the management team and key personnel we need to support
and grow our business, our business will suffer.

We are subject to, and may in the future be subject to, costly and time-consuming product liability actions.

We manufacture medical devices that are used on patients in both minimally invasive and open surgical procedures
and, as a result, we are and may in the future be subject to product liability lawsuits. Any product liability claim
brought against us, with or without merit, could result in the increase of our product liability insurance rates or the
inability to secure coverage in the future. In addition, we could have to pay any amount awarded by a court in excess
of policy limits. Finally, even a meritless or unsuccessful product liability claim could be time consuming and
expensive to defend and could result in the diversion of management�s attention from managing our core business.

-6-
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Any failure in our physician training efforts could result in lower than expected product sales.

It is critical to our sales effort to train a sufficient number of physicians and to instruct them properly in the procedures
that utilize our products. We have established formal physician training programs and rely on physicians to devote
adequate time to understanding how and when our products should be used. If physicians are not properly trained,
they may misuse or ineffectively use our products. Such use may result in unsatisfactory patient outcomes, patient
injury and related liability or negative publicity that could have an adverse effect on our product sales.

We may incur significant costs related to a class action lawsuit due to the likely volatility of our stock.

Our stock price is likely to fluctuate owing to market uncertainty about our ability to successfully integrate the
operations of Horizon Medical Products and manage our cash during the process of integrations. Our stock price may
also fluctuate for a number of other reasons including:

� our ability to repay debt;

� our ability to successfully commercialize our products;

� our ability to comply with Section 404 of the Sarbanes-Oxley Act of 2002;

� announcements regarding patent litigation or the issuance of patents to us or our competitors;

� quarterly fluctuations in our results of operations;

� announcements of technological or competitive developments by us or our competitors;

� product liability claims;

� regulatory developments regarding us or our competitors;

� acquisitions or strategic alliances by us or our competitors;

� changes in estimates of our financial performance or changes in recommendations by securities analysts; and

� general market conditions, particularly for companies with small market capitalizations.

Securities class action litigation is often brought against a company after a period of volatility in the market price of
its stock. If our future quarterly operating results are below the expectations of securities analysts or investors, the
price of our common stock would likely decline. Stock price fluctuations may be exaggerated if the trading volume of
our common stock is low. Any securities litigation claims brought against us could result in substantial expense and
divert management�s attention from our core business.

We have limited experience manufacturing our disposable devices in substantial quantities, and if we are
unable to hire sufficient additional personnel or to purchase additional equipment or are otherwise unable to
meet customer demand, our business could suffer. Also, we are consolidating our manufacturing operations at
our Georgia location, and, prior to September 30, 2004, personnel at that location had essentially no experience
in manufacturing our radiofrequency ablation disposable devices.
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To be successful, we must manufacture our products in substantial quantities in compliance with regulatory
requirements at acceptable costs. If we do not succeed in manufacturing quantities of our disposable devices that meet
customer demand, we could lose customers and our business could suffer. At the present time, we have limited
high-volume manufacturing experience. Our manufacturing operations are currently focused on the in-house assembly
of our disposable devices. As we increase our manufacturing volume and the number of product designs for our
disposable devices, the complexity of our manufacturing processes will increase. Because our manufacturing
operations are primarily dependent upon manual assembly, if demand for our system increases we will need to hire
additional personnel and may need to purchase additional equipment. If we are unable to sufficiently staff and equip
our manufacturing operations, particularly considering our plans to consolidate our manufacturing operations with
Horizon�s by March 2005, or are otherwise unable to meet customer demand for our products, our business could
suffer.

We may be required to relocate, or choose to relocate, to a new facility in 2005. If so, we will incur normal and
customary moving expenses.

The operating lease on our facility in California will expire on April 30, 2005. We believe that we will be able, prior
to that date, to either renew the lease on our existing facility or lease alternative space at commercially reasonable
terms. If we choose to relocate to a new facility, we will incur normal and customary moving expenses.

-7-
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We are dependent on two suppliers as the only sources of a component that we use in our radiofrequency
ablation disposable devices, and any disruption in the supply of this component could negatively affect our
business.

Until 2003, there was only one supplier available to provide us with a component that we include in our disposable
devices. During the quarter ended September 30, 2003, we qualified a second supplier. However, a disruption in the
supply of this component is still possible and could negatively affect revenues. If we were unable to remedy a
disruption in supply of this component within twelve months, we could be required to redesign the handle of our
disposable devices, which could divert engineering resources from other projects or add to product costs. In addition,
a new or supplemental filing with applicable regulatory authorities may require clearance prior to our marketing a
product containing new materials. This clearance process may take a substantial period of time, and we may be unable
to obtain necessary regulatory approvals for any new material to be used in our products on a timely basis, if at all.

We are dependent on one supplier as our only sources of an accessory device used in conjunction with our
Starburst XLi and Xlie lines of disposable devices, and any disruption in the supply of these devices could
negatively affect our revenues.

In the past, we have experienced shortages in the supply of accessory infusion pumps used in conjunction with our
Starburst Xli and Starburst Xlie lines of disposable radiofrequency devices. We currently have one supplier for our
accessory infusion pumps and, although we believe this supplier to be reliable, future disruptions in supply are
possible. In that event, our business could suffer through lower revenues or higher costs.

We are dependent on two third-party contractors for the supply of our generators, and any failure to deliver
generators to us could result in lower than expected revenues.

We are dependent on two third-party suppliers to produce our generators. While we have agreements with both of
these suppliers, any delay in shipments of generators to us could result in our failure to ship generators to customers
and could negatively affect revenues.

Complying with the FDA and other domestic and foreign regulatory authorities is an expensive and
time-consuming process, and any failure to comply could result in substantial penalties.

We are subject to a host of federal, state, local and foreign regulations regarding the manufacture and marketing of our
products. In particular, our failure to comply with FDA regulations could result in, among other things, seizures or
recalls of our products, an injunction, substantial fines and/or criminal charges against our employees and us. The
FDA�s medical device reporting regulations require us to report any incident in which our products may have caused or
contributed to a death or serious injury, or in which our products malfunctioned in a way that would be likely to cause
or contribute to a death or serious injury if the malfunction recurred.

Sales of our products outside the United States are subject to foreign regulatory requirements that vary from country
to country. The time required to obtain approvals from foreign countries may be longer than that required for FDA
approval or clearance, and requirements for foreign licensing may differ from FDA requirements. For example, some
of our newer products have not received approval in Japan. Any failure to obtain necessary regulatory approvals for
our new products in foreign countries could negatively affect revenues.

Product introductions or modifications may be delayed or canceled as a result of the FDA regulatory process,
which could cause our revenues to be below expectations.
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Unless we are exempt, we must obtain the appropriate FDA approval or clearance before we can sell a new medical
device in the United States. Obtaining this approval or clearance can be a lengthy and time-consuming process. To
date, all of our products have received clearances from the FDA through premarket notification under Section 510(k)
of the Federal Food, Drug and Cosmetic Act. However, if the FDA requires us to submit a new premarket notification
under Section 510(k) for modifications to our existing products, or if the FDA requires us to go through a lengthier,
more rigorous examination than we now expect, our product introductions or modifications could be delayed or
canceled which could cause our revenues to be below expectations. The FDA may determine that future products will
require the more costly, lengthy and uncertain premarket approval process. In addition, modifications to medical
device products cleared via the 510(k) process may require a new 510(k) submission. We have made minor
modifications to our system. Using the guidelines established by the FDA, we have determined that some of these
modifications do not require us to file new 510(k) submissions. If the FDA disagrees with our determinations, we may
not be able to sell the RITA system until the FDA has cleared new 510(k) submissions for these modifications, or it
may require us to recall previously sold products. In addition, we intend to request additional label indications, such as
approvals or clearances for the ablation of tumors in additional organs, including lung, uterus and breast, for our
current products. The FDA may either deny these requests outright, require additional extensive clinical data to
support any additional indications or impose limitations on the intended use of any cleared product as a condition of
approval or clearance. Therefore, obtaining necessary approvals or clearances for these additional applications could
be an expensive and lengthy process. In addition, in the course of the FDA process leading to clearance or approval
for a new indication, the FDA may request an advisory panel meeting or meetings to discuss the clinical data, the
appropriate study design or other criteria for clearance or approval. In the event that the advisory panel advises FDA
that the clinical data are inadequate or the study design or other criteria are inappropriate, and the FDA concurs, the
FDA clearance or approval process could be lengthened and anticipated revenues from that new indication would be
delayed.

-8-
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We may acquire technologies or companies in the future, which could result in the dilution of our stockholders
and disruption of our business, and reduce our revenues.

We are continually evaluating business alliances and external investments in technologies related to our business.
Acquisitions of companies, divisions of companies, businesses or products entail numerous risks, any of which could
materially harm our business in several ways, including:

� diversion of management�s attention from our core business objectives and other business concerns;
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