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PROSPECTUS

5,000,000 Shares

Common Stock

This is NovaBay Pharmaceuticals, Inc. s initial public offering in the United States and Canada. NovaBay Pharmaceuticals, Inc. is selling all of
the shares of common stock offered by this prospectus.

Prior to this offering, there has been no public market for our common stock. Our common stock has been approved for listing on the American
Stock Exchange under the symbol NBY. The Toronto Stock Exchange has conditionally approved the listing of our common stock under the
symbol NBY, subject to our fulfillment of all of the requirements of the exchange on or before November 26, 2007, including distribution of our
shares to a minimum number of public security holders.

Investing in our common stock involves risks. See _Risk Factors beginning on page 9.

PRICE $4.00 PER SHARE
Per Share Total
Public offering price $  4.00 $ 20,000,000
Underwriting discounts and commissions $ 028 $ 1,400,000
Net proceeds, before expenses, to us $ 372 $ 18,600,000

The underwriters may also purchase up to an additional 750,000 shares from us at the public offering price, less the underwriting discounts and
commissions, until 30 days after the date of the closing of this offering to cover over-allotments, if any. The table above provides the maximum
amount of underwriting discounts and commissions. Discounts and commissions on the sale of shares to certain investors identified by us will be
0.7% rather than 7%, and to the extent such investors purchase shares in this offering the aggregate underwriting discounts and commissions will
be reduced accordingly. In addition, we have agreed to pay up to $150,000 of the underwriters expenses and to issue to the underwriters broker
warrants to purchase up to 7% of the total number of shares sold in this offering, excluding pursuant to the over-allotment option.

The underwriters expect to deliver the shares on or about October 31, 2007.

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

Blackmont Capital Inc. Dawson James Securities, Inc.

The date of this prospectus is October 25, 2007.
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You should rely only on the information contained in this prospectus. We have not, and the underwriters have not, authorized any other person
to provide you with additional or different information. If anyone provides you different or inconsistent information, you should not rely on it.
We and the underwriters are offering to sell and seeking offers to buy shares of our common stock only in jurisdictions where offers or sales are

permitted. The information in this prospectus is only accurate as of the date of this prospectus, regardless of the time of delivery of this

prospectus or of any sale of our common stock. Our business, financial condition, results of operations and prospects may have changed since

the date of this prospectus.
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PROSPECTUS SUMMARY

This summary highlights information contained elsewhere in this prospectus. You should read the following summary together with the more
detailed information appearing in this prospectus, including the Risk Factors and our financial statements and related notes included
elsewhere in this prospectus, before deciding whether to purchase shares of our common stock. Unless the context otherwise requires, all
references in this prospectus to  we,  our, us, the Company and NovaBay refer to NovaBay Pharmaceuticals, Inc. and its
subsidiaries.

Our Company
Overview

We are a biopharmaceutical company focused on developing innovative product candidates targeting the treatment or prevention of a wide range
of infections in hospital and non-hospital environments. Many of these infections have become increasingly difficult to treat because of the rapid
increase in infectious agents that have become resistant to current drugs.

We have discovered and are developing a class of antimicrobial compounds, which we have named Aganocide compounds, that we believe
could form a platform on which to create a variety of products to address differing needs in the treatment and prevention of bacterial infections.
Our current development efforts are focused on Aganocide compounds to treat patients with infections of the eye, ear and sinus, to create an
improved environment for the healing of wounds and to prevent infections that result from surgical or other hospital procedures, or that can be
caused by the use of products, such as contact lens solutions, which can introduce an infection into the body. NVC-422 is our lead compound in
a class of antimicrobial compounds that we call the Aganocide compounds. Our in-vitro and in-vivo animal tests have demonstrated that
NVC-422 kills a wide range of bacteria as well as certain yeasts, fungi and viruses very rapidly, at concentrations that are significantly lower
than the concentrations at which it begins to kill human cells. We will need to conduct Phase I, II and III human clinical trials to confirm these
results in order to obtain approval of NVC-422 from the U.S. Food and Drug Administration, or FDA. Often, positive in-vitro or in-vivo animal
studies are not followed by positive results in human clinical trials, and we may not be able to demonstrate that our products are safe and
effective for indicated uses in humans. We estimate that the clinical trials will take three to five years to conduct for each indication and will cost
between $15 million and $30 million per indication. We filed an Investigational New Drug application, or IND, in March 2007 with the FDA,
and began human clinical trials in May 2007.

We are also developing NVC-101 (which we also refer to as NeutroPhase), a solution containing hypochlorous acid, for use in wounds. We have
conducted human safety studies under an Institutional Review Board and Phase II studies under an FDA approved IND. We submitted a 510(k)
premarketing application to the FDA in April 2007 to permit the use of NeutroPhase in wound management as a wound cleanser and debriding
agent and received clearance in October 2007. In June 2007, we entered into a license agreement with an affiliate of Kinetic Concepts, Inc., a
global medical technology company, to develop, manufacture and commercialize products incorporating NVC-101, as well as other products
containing hypochlorous acid as its principal active ingredient, for use in wound care in humans. We have received $200,000 from the Kinetic
Concepts affiliate in connection with the license agreement and, if certain milestones are met, we will receive up to an additional $1.25 million.
If products covered by the license are commercialized, then we will also receive royalty payments on product sales.

Our current activities are focused on research and development of product candidates that require further development to receive regulatory
approval or become commercialized products. The development and commercialization of products based on our compounds will require
significantly more research, development and testing as well as governmental approvals. We intend to pursue in-house the development and
commercialization of products designed to prevent selected nosocomial infections, or infections that originate
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or occur in a hospital or hospital-like setting, and to partner with leading companies to assist with the development of other products. Since the
cost of developing each indication is likely to be in the range of $15 million to $30 million, we will require additional funds to complete the
in-house development of multiple indications. In August 2006, we entered into a collaboration and licensing agreement with an affiliate of
Alcon, Inc., a leading ophthalmic pharmaceutical company, to develop products incorporating Aganocide compounds for use in the eye, ear and
sinus, as well as in contact lens solutions. We received $10.0 million from the Alcon affiliate in September 2006 in connection with the
collaboration and licensing agreement. Other than revenues received pursuant to this agreement, and the agreement with the Kinetic Concepts
affiliate, we have had no revenues since our inception. We do not expect to have any revenues from sales of our drug products until 2011 or
later. Until September 2006, we funded our operations through the proceeds from private placements of our preferred stock and from the
exercise of warrants that had been granted to holders of our preferred stock. Our cumulative losses through June 30, 2007 were $15.5 million.

Industry Background

Combating bacterial infections is critical to modern medicine. Since the introduction of penicillin, antibiotics have greatly reduced the risks
associated with bacterial infections, made possible the routine use of surgical procedures for non-critical purposes and have increased the
probability of success of many modern complex operations. However, the effectiveness of available antibiotics is limited in some cases due to
growing bacterial resistance and bacterial biofilm.

Bacteria are becoming resistant to different classes of antibiotics at increasing rates. These increasing levels of resistance are principally the
result of repeated exposure of bacteria to non-lethal quantities of antibiotics and the ability of certain bacteria to transmit mutant genes to other
bacterial species, thus enabling different species to survive the antibiotic to which the first species was exposed.

Bacterial biofilm may explain other incidences of the ineffectiveness of antibiotics. Many bacteria spend much of their existence within a matrix
that they create that has been called biofilm. Encased in biofilm, bacteria are often immune to both antibiotics and white blood cells. Bacterial
biofilm is associated with diseases such as sinus infections (sinusitis), ear infections, chronic wounds and infections related to cystic fibrosis.
Bacterial biofilms are also frequently found on the surfaces of medical devices, such as catheters and implants, and can cause severe chronic or
acute infections.

The method of delivery of most existing anti-infective drugs can also limit their effectiveness in treating bacterial infections. Most infections are
localized. However, most current antibiotics used to treat bacterial infections are delivered systemically either orally or through injection or
infusion. As a result, the entire body is exposed to the antibiotic in order to treat a local infection. Furthermore, the dosage required to treat a
local infection by systemic delivery is substantially higher than would be necessary if delivered locally, resulting in greater risk of toxicity which
can cause adverse side effects or other harmful effects on the body.

Increasing bacterial resistance, bacterial biofilm and the limitations of traditional antibiotic therapy are major contributors to the high cost of
healthcare. These problems are particularly evident in dealing with nosocomial infections, which originate or occur in a hospital or hospital-like
setting, often due to the high prevalence of disease causing organisms, patients reduced immune systems and the exposure of patients to a variety
of methods for transmitting infections.

Consequently, we believe a significant market opportunity exists to develop anti-infective products that can be delivered locally in appropriate
concentrations to safely kill bacteria quickly and efficiently, whether or not they are within biofilm, and without generating resistance. If
developed and approved by regulatory authorities, these products may be able to treat and prevent nosocomial infections, as well as other
infections that are currently difficult to treat due to resistant bacteria and biofilm.
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Our Solution

We believe the benefits of our product candidates based upon our antimicrobial compounds may include:

Preventing or Treating Infections Caused by Resistant Bacteria. Our tests indicate that our Aganocide compounds may be effective
in destroying certain types of bacteria that have become resistant to existing antibiotics.

Destroying Bacteria Protected by Biofilm. In-vitro experiments indicate that our Aganocide compounds can be effective in
destroying bacteria resident in biofilm. However, we have not yet demonstrated that we can destroy bacteria in biofilms in humans.

Killing Numerous Species of Bacteria. We believe that our Aganocide compounds have the potential to be effective against most, if
not all, species of bacteria. If we are able to prove this in human clinical trials, it could reduce the need to conduct diagnostic
procedures to identify the bacteria causing the infection before commencing treatment.

Treating Certain Infections that May be Viral or Bacterial in Origin. We believe that our Aganocide compounds have the potential
to kill not only bacteria but also some viruses, thereby permitting immediate treatment for certain diseases where the causative agent
may be a bacterium or a virus. We will need to confirm that the results of preliminary non-human studies are reproducible in human
clinical trials.

Reduce Nosocomial (Hospital) Infections. We believe that Aganocide compounds may be able to contribute to preventing the
occurrence and the transmission of hospital infections in several ways, including in the prevention of infections associated with the
use of certain medical devices, such as invasive catheters, which are a major source of hospital infections. We need to develop
appropriate formulations and methods of delivery of Aganocide compounds in order to bring these products to market.

Rapidly Killing Bacteria. Our in-vitro tests indicate that our Aganocide compounds can eliminate certain bacterial colonies in
minutes, whereas current therapies may take hours or days at comparable therapeutic concentrations. To be successful in the
marketplace, we need to demonstrate that our product candidates can be readily usable and do not disrupt the current practices of
medical care.

Reducing Toxicity and Adverse Side Effects. We believe the ability to apply our Aganocide compounds locally and in lower
concentrations may reduce the risk of toxicity resulting in adverse side effects. Because Aganocide compounds are small molecules,
we believe they are also less likely to elicit an immune response in the body. Although we have demonstrated that systemic
absorption of our compounds is very low in animals, we need to confirm this in human studies.

Providing a High Therapeutic Index. The therapeutic index is the ratio of the concentration at which a compound kills normal cells
to the concentration at which it kills bacteria. Our in-vitro testing indicates that our Aganocide compounds have a high therapeutic
index in that they can kill bacteria when delivered in concentrations far below the level that will harm human cells; however we will
need to conduct human clinical trials in order to confirm such safety and efficacy.
Although we have demonstrated the benefits of our antimicrobial compounds in in-vitro and in-vivo animal studies, we will need to conduct
Phase I, I and III human clinical trials to confirm such results in order to obtain FDA approval of our compounds. All drug development
programs are subject to substantial risk. Often, positive in-vitro or in-vivo animal studies have not been followed by positive results in human
clinical trials; and we may not be able to demonstrate that our products are safe and effective for indicated uses in humans. Failure can occur at
any stage of the trials, and we could encounter problems that cause us to abandon clinical trials or to repeat clinical studies or otherwise delay
development of our product candidates.
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We cannot assure you that our product candidates will be safe and effective in large-scale human clinical trials. Furthermore, our compounds are
intended to be direct acting and topical in delivery. We have no plans to develop them for use as oral drugs or as drugs requiring delivery by
injection into the bloodstream. In order for direct-acting topical drugs to be effective, they must be delivered to the site of infection in a
formulation that permits them to be effective. We have not yet demonstrated that formulations of our Aganocide compounds can be effective in
humans.

Our Strategy

The key elements of our strategy include:

Developing Product Candidates In-house. We intend to develop our product candidates for selected indications for the prevention
and treatment of nosocomial infections in-house, and use qualified clinical research organizations to assist us with the clinical trials.
We intend to use the results of early stage clinical trials to establish the priority for development of indications and to abandon an
indication where the results are inadequate.

Developing Products through to Proof-of-Concept for Multiple Indications. A major advantage of antimicrobial products is that
laboratory and animal models tend to be more predictive of efficacy in humans than is often the case with other classes of drugs. We
believe that this enables potential partners to evaluate our compounds much earlier than is normal for drugs in other therapeutic
categories.

Licensing Indications through Partnering Arrangements with Leading Companies. We intend to pursue partnering arrangements
with leading companies in cases where we expect the likely magnitude, duration and expense of the clinical trial program required to
obtain approval will be substantial and beyond our internal resources. Although we have been successful in reaching an agreement
with Alcon, we cannot assure you that we can obtain other similar agreements from third parties.

Broadening the Range of Aganocide Compounds. We intend to continue to synthesize further Aganocide compounds, and are
currently focusing our efforts on producing additional compounds for certain specific indications in collaboration with Alcon.
Corporate Information

We were incorporated in California in January 2000 as NovaCal Pharmaceuticals, Inc. but did not commence operations until July 1, 2002 when
we acquired all of the assets of NovaCal Pharmaceuticals, LLC. In February 2007, we changed our name to NovaBay Pharmaceuticals, Inc. Our
principal executive offices are located at 5980 Horton Street, Suite 550, Emeryville, California 94608, and our telephone number is

(510) 899-8800. NovaBay , Aganocide , AgaNase and NeutroPhase are our trademarks. All other trademarks and trade names appearing in this
prospectus are the property of their respective owners.

Presentation of Financial Information

We present our financial statements in United States dollars, which may be referenced in this prospectus as $, U.S.$, dollars or U.S. dollars .
Amounts are stated in U.S. dollars unless otherwise indicated. On October 23, 2007, the noon buying rate in New York for cable transfers
payable in Canadian dollars, as certified for customs purposes by the Federal Reserve Bank of New York, was U.S.$1.00 to Cdn.$0.9673.

Our financial statements included in this prospectus have been prepared in accordance with United States generally accepted accounting
principles, or U.S. GAAP, which differ in certain respects from Canadian generally accepted accounting principles, or Canadian GAAP.
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The Offering

Common stock offered by NovaBay 5,000,000 shares

Common stock to be outstanding after this 21,137,782 shares
offering

Use of proceeds We currently expect to use our net proceeds from this offering as follows: approximately $5
million for the Phase I and II clinical development of NVC-422 in pre-surgical nasal
preparation; approximately $5 million for the pre-clinical, Phase I and initial Phase II studies of
NVC-422 in the prevention of catheter associated urinary tract infections; approximately $2
million for pre-clinical studies to select among additional indications to be taken into
development; and the remainder of the net proceeds for research and development, working
capital and other general purposes. We may also use a portion of the net proceeds to acquire or
invest in complementary businesses, services or technologies, or to enter into strategic
marketing relationships with third parties. Although we currently anticipate that we will use the
net proceeds of this offering as described above, there may be circumstances where, for sound
business reasons, a reallocation of funds may be necessary. We may re-allocate the net
proceeds from time to time depending upon the ultimate amount of net proceeds raised and
upon changes in business conditions prevalent at the time. See Use of Proceeds.

Risk Factors See Risk Factors and other information included in this prospectus for a discussion of factors
you should carefully consider before deciding whether to purchase shares of our common
stock.

American Stock Exchange and Toronto Stock ~ Our common stock has been approved for listing on the American Stock Exchange (AMEX)

Exchange listings under the symbol NBY. The Toronto Stock Exchange (TSX) has conditionally approved the
listing of our shares under the symbol NBY, subject to our fulfillment of all of the requirements
of the TSX on or before November 26, 2007, including distribution of our shares to a minimum
number of public security holders.

The number of shares of our common stock to be outstanding following this offering is based on 16,137,782 shares of our common stock

outstanding at June 30, 2007, which assumes the conversion of all of our outstanding preferred stock into an aggregate of 9,613,598 shares of

common stock upon the completion of this offering, and does not include:

2,424,462 shares of common stock issuable upon exercise of options outstanding, as of June 30, 2007, at a weighted average exercise
price of $0.99 per share;

203,500 shares of common stock reserved for future grant, as of June 30, 2007, under our 2005 Stock Option Plan (under which no
additional grants will be made);

2,000,000 shares of common stock reserved for future grant or issuance under our 2007 Omnibus Incentive Plan, which became
effective upon the effective date of the registration statement for this offering; and

Table of Contents 9



Table of Contents

Edgar Filing: NovaBay Pharmaceuticals, Inc. - Form 424B4

10



Edgar Filing: NovaBay Pharmaceuticals, Inc. - Form 424B4

Table of Conten

shares of common stock underlying the warrants to be issued to the underwriters in connection with this offering at an exercise price
equal to the initial public offering price.
Unless otherwise indicated, all information in this prospectus reflects and assumes the following:

a 1-for-2 reverse stock split effected in August 2007;

the underwriters will not exercise their over-allotment option to purchase up to 750,000 additional shares of common stock;

no exercise of the warrants to be issued to the underwriters in connection with this offering;

no exercise of any outstanding options; and

sales will not be made to those investors for which the underwriters would receive a cash commission equal to 0.7% of the aggregate
cash proceeds of such sales.
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Summary Financial Data

The following table summarizes our financial data for the periods presented. You should read this data in conjunction with the information under

Selected Financial Data and Management s Discussion and Analysis of Financial Condition and Results of Operations and our financial
statements and related notes appearing elsewhere in this prospectus. The summary financial data for the years ended December 31, 2004, 2005,
and 2006 are derived from our audited financial statements. We have also included data from our unaudited financial statements for the six
months ended June 30, 2006 and 2007. Our financial statements have been prepared in accordance with U.S. GAAP, which differs in certain
respects from Canadian GAAP.

Year Ended Six Months Ended
December 31, June 30,
2004 2005 2006 2006 2007
(unaudited)
Statements of Operations Data: (in thousands, except share and per share data)
Revenue $ $ $ 1,533 $ $ 2,948
Operating Expenses:
Research and development(1) 1,481 1,952 4,087 1,319 3,529
General and administrative(1) 1,345 1,617 2,972 1,431 2,104
Total operating expenses 2,826 3,569 7,059 2,750 5,633
Other income, net 22 106 240 39 235
Net loss before income taxes (2,804) (3,463) (5,286) 2,711) (2,450)
Provision for income taxes
Net loss $  (2,804) $  (3,463) $ (5,286) $ 71D $ (2,450)
Net loss per share:
Basic and diluted $ (0.64) $ (0.71) $ 0.92) $ (0.53) $ (0.38)
Shares used in per share calculations:
Basic and diluted 4,377,709 4,852,103 5,714,608 5,162,806 6,457,979
Pro forma net loss per share (unaudited):
Basic and diluted $ (0.35) $ (0.15)
Shares used in pro forma per share
calculations (unaudited)(2):
Basic and diluted 14,967,463 16,071,576
(1) Includes stock-based compensation expense as follows:
Year Ended Six Months Ended
December 31, June 30,
2004 2005 2006 2006 2007
(unaudited)

(in thousands)
Stock-based compensation expense included

above:

Research and development $ 11 $ 55 $ 86 $ 38 $ 118
General and administrative 16 281 137 226
Total stock-based compensation expense $ 11 $ 71 $ 367 $ 175 $ 344
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(2) The pro forma weighted average common shares outstanding assumes the conversion of our convertible preferred stock into common stock
as though the conversion had occurred on the first day of the fiscal year, or at the date of the original issuance, if later.
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The following table presents a summary of our balance sheet as of June 30, 2007:

on an actual basis, and

on a pro forma as adjusted basis to reflect the conversion into common stock of all outstanding shares of our preferred stock and the
sale in this offering of 5,000,000 shares of our common stock at the initial public offering price of $4.00 per share, and after
deducting the estimated underwriting discounts and commissions and estimated offering expenses payable by us (to the extent such
expenses were not paid or accrued for as of June 30, 2007).

As of June 30, 2007
Pro Forma As
Actual Adjusted
(unaudited)
(in thousands)
Balance Sheet Data:

Cash, cash equivalents and short-term investments $ 8,053 $ 25,749
Working capital 4,197 22,212
Total assets 9,320 27,016
Capital lease obligation current and non-current 103 103
Equipment loan current and non-current 479 479
Deferred revenue current and non-current 8,328 8,328
Convertible preferred stock 192

Common stock and additional paid-in capital 14,396 32,603
Total stockholders equity (deficit) (923) 17,092

8
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RISK FACTORS

An investment in our common stock offered by this prospectus involves a substantial risk of loss. You should carefully consider these risk factors,
together with all of the other information included in this prospectus, before you decide to purchase shares of our common stock. If any of the
following risks actually occur, our business, financial condition or results of operations could be materially adversely affected, the value of our
common stock could decline and you may lose all or part of your investment. Additional risks and uncertainties not presently known to us or that
we currently deem immaterial may also impair our business and operations.

Risks Related to Our Business

We are an early stage company with a history of losses. We expect to incur net losses for the foreseeable future and we may never achieve or
maintain profitability.

We have incurred net losses since our inception. For the years ended December 31, 2004, 2005, and 2006 we had net losses of approximately
$2.8 million, $3.5 million and $5.3 million, respectively, and for the six months ended June 30, 2007 we had a net loss of approximately $2.5
million. Through June 30, 2007, we had an accumulated deficit of approximately $15.5 million. To date, we have been, and expect to remain for
the foreseeable future, mostly in a research and development stage. Since our inception, we have not generated revenue, except for modest
revenue in 2006 and 2007 relating to two research and development collaboration and license agreements. We have incurred substantial research
and development expenses, which were approximately $1.5 million, $2.0 million and $4.1 million for the years ended December 31, 2004, 2005
and 2006, respectively, and $3.5 million for the six months ended June 30, 2007. We expect to continue to make, for at least the next several
years, significant expenditures for the development of products that incorporate our Aganocide compounds, as well as continued research into
the biological activities of our Aganocide compounds, which expenditures are accounted for as research and development expenses. We do not
expect any of our current product candidates to be commercialized within the next several years, if at all, except as may be commercialized
pursuant to our agreement with an affiliate of Kinetic Concepts, Inc., pursuant to which we granted them the exclusive rights to develop,
manufacture and commercialize NVC-101, as well as other products containing hypochlorous acid as the principal active ingredient, worldwide
for use in wound care in humans, other than products or uses intended for the eye, ear or nose. We expect to continue to incur substantial losses
for the foreseeable future, and we may never become profitable. We anticipate that our expenses will increase substantially in the foreseeable
future as we:

conduct pre-clinical studies and clinical trials for our product candidates in different indications;

seek regulatory clearances and approvals for our product candidates;

develop, formulate, manufacture and commercialize our product candidates either independently or with partners;

pursue, acquire or in-license additional compounds, products or technologies, or expand the use of our technology;

maintain, defend and expand the scope of our intellectual property; and

hire additional qualified personnel.
We will need to generate significant revenues to achieve and maintain profitability. If we cannot successfully develop, obtain regulatory
approval for and commercialize our product candidates, either independently or with partners, we will not be able to generate such revenues or
achieve or maintain profitability in the future. Our failure to achieve and subsequently maintain profitability could have a material adverse
impact on the market price of our common stock.
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Our limited operating history may make it difficult for you to evaluate our business and to assess our future viability.

Our operations to date have been limited to organizing and staffing our company, developing our technology, researching and developing our
compounds, and conducting preclinical studies and early-stage clinical trials of our compounds. We have not demonstrated the ability to succeed
in achieving clinical endpoints, obtain regulatory approvals, formulate and manufacture products on a commercial scale or conduct sales and
marketing activities. Consequently, any predictions you make about our future success or viability are unlikely to be as accurate as they could be
if we had a longer operating history.

We have very limited data on the use of our products in humans and will need to perform costly and time consuming clinical trials in order
to bring our products to market.

Most of the data that we have on our products is from in-vitro (laboratory) studies or in-vivo animal studies. We will need to conduct Phase I, I
and III human clinical trials to confirm such results in order to obtain FDA approval of our compounds. Often, positive in-vitro or in-vivo animal
studies are not followed by positive results in human clinical trials, and we may not be able to demonstrate that our products are safe and
effective for indicated uses in humans. In addition, for each indication, we estimate that it will take between three and five years to conduct the
necessary clinical trials and will cost between $15 million and $30 million.

We currently do not have any marketable products, and if we are unable to develop and obtain regulatory approval for products that we
develop, we may never generate product revenues.

To date, our revenues have been derived solely from two research and development collaboration and license agreements. We have never
generated revenues from sales of products and we cannot guarantee that we will ever have marketable drugs or other products. Satisfaction of all
regulatory requirements applicable to our product candidates typically takes many years, is dependent upon the type, complexity, novelty and
classification of the product candidates, and requires the expenditure of substantial resources for research and development and testing. Before
proceeding with clinical trials, we will conduct pre-clinical studies, which may, or may not be, valid predictors of potential outcomes in humans.
If pre-clinical studies are favorable, we will then begin clinical trials. We must demonstrate that our product candidates satisfy rigorous
standards of safety and efficacy before we can submit for and gain approval from the U.S. Food and Drug Administration, or FDA, and other
regulatory authorities in the United States and in other countries. In addition, to compete effectively, our products will need to be easy to use,
cost-effective and economical to manufacture on a commercial scale. We may not achieve any of these objectives. We cannot be certain that the
clinical development of any of our current product candidates or any other product that we may develop in the future will be successful, that they
will receive the regulatory approvals required to commercialize them, or that any of our other in-licensing efforts or pre-clinical testing will yield
a product suitable for entry into clinical trials. Our commercial revenues from sales of products will be derived from sales of products that we do
not expect to be commercially available for at least the next several years, if at all.

We have limited experience in developing drugs and medical devices, and we may be unable to commercialize any of the products we
develop.

Development and commercialization of drugs and medical devices involves a lengthy and complex process. We have limited experience in
developing products and have never received regulatory approval for, nor commercialized, any of our product candidates. In addition, no one has
ever developed or commercialized a product based on our Aganocide compounds, and we cannot assure you that it is possible to develop, obtain
regulatory approval for or commercialize any products based on these compounds or that we will be successful in doing so.
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Before we can develop and commercialize any new products, we will need to expend significant resources to:

undertake and complete clinical trials to demonstrate the efficacy and safety of our product candidates;

maintain and expand our intellectual property rights;

obtain marketing and other approvals from the FDA and other regulatory agencies; and

select collaborative partners with suitable manufacturing and commercial capabilities.
The process of developing new products takes several years. Our product development efforts may fail for many reasons, including:

the failure of our product candidates to demonstrate safety and efficacy;

the high cost of clinical trials and our lack of financial and other resources; and

our inability to partner with firms with sufficient resources to assist us in conducting clinical trials.
Success in early clinical trials often is not replicated in later studies, and few research and development projects result in commercial products.
At any point, we may abandon development of a product candidate or we may be required to expend considerable resources repeating clinical
trials, which would eliminate or adversely impact the timing for revenues from those product candidates. If a clinical study fails to demonstrate
the safety and effectiveness of our product candidates, we may abandon the development of the product or product feature that was the subject of
the clinical trial, which could harm our business.

Even if we develop products for commercial use, these products may not be accepted by the medical and pharmaceutical marketplaces or be
capable of being offered at prices that will enable us to become profitable. We cannot assure you that our products will be approved by
regulatory authorities or ultimately prove to be useful for commercial markets, meet applicable regulatory standards, or be successfully
marketed.

We do not have our own manufacturing capacity, and we plan to rely on partnering arrangements or third-party manufacturers for the
manufacture of our potential products.

We do not currently operate manufacturing facilities for clinical or commercial production of our product candidates. We have no experience in
drug formulation or manufacturing, and we lack the resources and the capabilities to manufacture any of our product candidates on a clinical or
commercial scale. As a result, we expect to partner with third parties to manufacture our products or rely on contract manufacturers to supply,
store and distribute product supplies for our clinical trials. Any performance failure on the part of our commercial partners or future
manufacturers could delay clinical development or regulatory approval of our product candidates or commercialization of our products,
producing additional losses and reducing the potential for product revenues.

Our products, if developed and commercialized, will require precise, high quality manufacturing. The failure to achieve and maintain high
manufacturing standards, including the incidence of manufacturing errors, could result in patient injury or death, product recalls or withdrawals,
delays or failures in product testing or delivery, cost overruns or other problems that could seriously harm our business. Contract manufacturers
and partners often encounter difficulties involving production yields, quality control and quality assurance, as well as shortages of qualified
personnel. These manufacturers and partners are subject to ongoing periodic unannounced inspection by the FDA and corresponding state
agencies to ensure strict compliance with current Good Manufacturing Practice, or GMP, and other applicable government regulations and
corresponding foreign standards; however, we do not have control over third-party compliance with these regulations and standards. If any of
our manufacturers or partners fails to maintain compliance, the production of our products could be interrupted, resulting in delays, additional
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In addition, if the FDA or other regulatory agencies approve any of our product candidates for commercial sale, we will need to manufacture
them in larger quantities. Significant scale-up of manufacturing will require validation studies, which the FDA must review and approve. If we
are unable to successfully increase the manufacturing capacity for a product, the regulatory approval or commercial launch of any drugs may be
delayed or there may be a shortage in supply and our business may be harmed as a result.

If we do not maintain our current research collaboration with Alcon and KCI and enter into additional collaborations, a portion of our
Junding may decrease and inhibit our ability to develop new products.

We have entered into a collaborative arrangement with Alcon Manufacturing Ltd. ( Alcon ), and we rely on Alcon for joint intellectual property
creation and for substantially all of our near-term revenues. Under the agreement, we licensed to Alcon the exclusive rights (except for certain
retained marketing rights) to develop, manufacture and commercialize products incorporating the Aganocide compounds for application in
connection with the eye, ear and sinus and for use in contact lens solutions. We have also entered into a license agreement with an affiliate of
Kinetic Concepts, Inc. pursuant to which we granted to them the exclusive rights to develop, manufacture and commercialize our NVC-101
compound worldwide for use in wound care in humans (other than products or uses intended for the eye, ear or nose). Under the terms of the
Alcon agreement, we received a non-refundable technology access fee of $10.0 million and are entitled to certain semi-annual payments for
research and development conducted by us under the agreement for four years after the effective date of the agreement, unless Alcon elects to
extend this funding term. In addition, if certain milestones are achieved in connection with the development of a product, we are entitled to
receive varying milestone payments for the first achievement of each such milestone for a licensed product in each field of use. Under the terms
of the agreement with the Kinetic Concepts affiliate ( KCI ), we received a non-refundable technology access fee of $200,000 and will be entitled
to receive additional amounts of up to $1.25 million if certain milestones are met. If products developed under these agreements are
commercialized, we will also be entitled to receive royalty payments. We cannot assure you that our collaboration with Alcon or KCI or any
other collaborative arrangement will be successful, or that we will receive the full amount of research funding, milestone payments or royalties,
or that any commercially valuable intellectual property will be created, from these arrangements. If Alcon or KCI were to breach or terminate its
agreement with us or otherwise fail to conduct its collaborative activities successfully and in a timely manner, the research contemplated by our
collaboration with them could be delayed or terminated and our costs of performing studies may increase. We plan on entering into additional
collaborations and licensing arrangements. We may not be able to negotiate additional collaborations on acceptable terms, if at all, and these
collaborations may not be successful. Our current and future success depends in part on our ability to enter into successful collaboration
arrangements and maintain the collaboration arrangement we currently have. If we are unable to enter into, maintain or extend successful
collaborations, our business may be harmed.

We may acquire other businesses or form joint ventures or in-license compounds that could disrupt our business, harm our operating
results, dilute your ownership interest in us, or cause us to incur debt or significant expense.

As part of our business strategy, we may pursue acquisitions of complementary businesses and assets, and enter into technology or
pharmaceutical compound licensing arrangements. We also may pursue strategic alliances that leverage our core technology and industry
experience to enhance our ability to commercialize our product candidates and expand our product offerings or distribution. We have no
experience with respect to acquiring other companies and limited experience with respect to the formation of commercial partnering agreements,
strategic alliances, joint ventures or in-licensing of compounds. If we make any acquisitions, we may not be able to integrate these acquisitions
successfully into our existing business, and we could assume unknown or contingent liabilities. If we in-license any additional compounds, we
may fail to develop the product candidates, and spend significant resources before determining whether a compound we have in-licensed will
produce revenues. Any future acquisitions or in-licensing by us also could result in significant write-offs or the incurrence of debt and contingent
liabilities, any of which could harm our operating results. Integration of an acquired company also may require management resources that
otherwise would be available for ongoing
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development of our existing business. We may not identify or complete these transactions in a timely manner, on a cost-effective basis, or at all,
and we may not realize the anticipated benefits of any acquisition, technology license, strategic alliance or joint venture.

To finance any acquisitions, we may choose to issue shares of our common stock as consideration, which would dilute your interest in us. If the
price of our common stock is low or volatile, we may not be able to acquire other companies for stock. Alternatively, it may be necessary for us
to raise additional funds for acquisitions by incurring indebtedness. Additional funds may not be available on terms that are favorable to us, or at
all.

We may be unable to raise additional capital on acceptable terms in the future which may in turn limit our ability to develop and
commercialize products and technologies.

We expect our capital outlays and operating expenditures to substantially increase over at least the next several years as we expand our product
pipeline and increase research and development efforts and clinical and regulatory activities. Conducting clinical trials is very expensive, and we
expect that we will need to raise additional capital, through future private or public equity offerings, strategic alliances or debt financing, before
we achieve commercialization of any of our Aganocide compounds. In addition, we may require even more significant capital outlays and
operating expenditures if we do not partner with a third party to develop and commercialize our products.

Our future capital requirements will depend on many factors, including:

the scope, rate of progress and cost of our pre-clinical studies and clinical trials and other research and development activities;

future clinical trial results;

the terms and timing of any collaborative, licensing and other arrangements that we may establish;

the cost and timing of regulatory approvals;

the cost of establishing clinical and commercial supplies of our product candidates and any products that we may develop;

the effect of competing technological and market developments;

the cost of filing, prosecuting, defending and enforcing any patent claims and other intellectual property rights; and

the extent to which we acquire or invest in businesses, products and technologies, although we currently have no commitments or

agreements relating to any of these types of transactions.
We do not currently have any commitments for future external funding. Additional financing may not be available on favorable terms, or at all.
Even if we succeed in selling additional securities to raise funds, our existing shareholders ownership percentage would be diluted and new
investors may demand rights, preferences or privileges senior to those of existing shareholders. If we raise additional capital through strategic
alliance and licensing arrangements, we may have to trade our rights to our technology, intellectual property or products to others on terms that
may not be favorable to us. If we raise additional capital through debt financing, the financing may involve covenants that restrict our business
activities.

In addition, it is often the case that the cost of pharmaceutical development can be significantly greater than initially anticipated. This may be
due to any of a large number of possible reasons, some of which could have been anticipated, while others may be caused by unpredictable
circumstances. A significant increase in our costs would cause the amount of financing that would be required to enable us to achieve our goals
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If we determine that we need to raise additional funds and we are not successful in doing so, we may be unable to complete the clinical
development of some or all of our product candidates or to seek or obtain FDA approval of our product candidates. Such events could force us to
discontinue product development, enter into a relationship with a strategic partner earlier than currently intended, reduce sales and marketing
efforts or forego attractive business opportunities.

We depend on skilled and experienced personnel to operate our business effectively. If we are unable to recruit, hire and retain these
employees, our ability to manage and expand our business will be harmed, which would impair our future revenue and profitability.

Our success largely depends on the skills, experience and efforts of our officers, especially our chief executive officer, chief financial officer,
vice-president of research and development and vice president of medical affairs, and other key employees. The efforts of each of these persons
is critical to us as we continue to develop our technologies and as we attempt to transition into a company with commercial products. Any of our
officers and other key employees may terminate their employment at any time. The loss of any of our senior management team members could
weaken our management expertise and harm our ability to compete effectively, develop our technologies and implement our business strategies.

Our ability to retain our skilled labor force and our success in attracting and hiring new skilled employees will be a critical factor in determining
whether we will be successful in the future. Our research and development programs and collaborations depend on our ability to attract and
retain highly skilled scientists and technicians. We may not be able to attract or retain qualified scientists and technicians in the future due to the
intense competition for qualified personnel among life science businesses, particularly in the San Francisco Bay Area. We also face competition
from universities and public and private research institutions in recruiting and retaining highly qualified scientific personnel. We have also
encountered difficulties in recruiting qualified personnel from outside the San Francisco Bay Area, due to the high housing costs in the area.

If we fail to manage our growth effectively, we may be unable to execute our business plan.

Our future growth, if any, may cause a significant strain on our management, and our operational, financial and other resources. Our ability to
manage our growth effectively will require us to implement and improve our operational, financial and management information systems and to
expand, train, manage and motivate our employees. These demands may require the hiring of additional management personnel and the
development of additional expertise by management. Any increase in resources devoted to research and product development without a
corresponding increase in our operational, financial and management information systems could have a material adverse effect on our business,
financial condition, and results of operations.

It may be difficult to recruit and retain independent members for our Board of Directors.

The burdens being placed on the members of a board of directors by applicable laws and regulations are making it increasingly difficult to
recruit qualified candidates to be members of a board of directors of a public company. These same burdens may make it increasingly difficult to
retain members of our board of directors. If we are unable to maintain a board of directors in which our shareholders have confidence, this could
have an adverse impact on shareholder confidence and on the price of our stock.

If our facilities become inoperable, we will be unable to perform our research and development activities, fulfill the requirements under our
collaboration agreement and continue developing products and, as a result, our business will be harmed.

We do not have redundant laboratory facilities. We perform substantially all of our research, development and testing in our laboratory located
in Emeryville, California. Emeryville is situated on or near active earthquake fault lines. Our facility and the equipment we use to perform our
research, development and testing
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would be costly to replace and could require substantial lead time to repair or replace. The facility may be harmed or rendered inoperable by
natural or man-made disasters, including earthquakes, flooding and power outages, which may render it difficult or impossible for us to perform
our research, development and testing for some period of time. The inability to perform our research and development activities may result in the
loss of partners or harm our reputation, and we may be unable to regain those partnerships in the future. Our insurance coverage for damage to
our property and the disruption of our business may not be sufficient to cover all of our potential losses, including the loss of time as well as the
costs of lost opportunities, and may not continue to be available to us on acceptable terms, or at all.

Obtaining regulatory approval in the United States does not ensure we will obtain regulatory approval in other countries.

We will aim to obtain regulatory approval in the United States as well as in other countries. To obtain regulatory approval to market our
proposed products outside of the United States, we and any collaborator must comply with numerous and varying regulatory requirements in
other countries regarding safety and efficacy. Approval procedures vary among countries and can involve additional product testing and
additional administrative review periods. The time required to obtain approval in other countries might differ significantly from that required to
obtain FDA approval. The regulatory approval process in other countries include all of the risk associated with FDA approval as well as
additional, presently unanticipated risks. Regulatory approval in one country does not ensure regulatory approval in another, but a failure or
delay in obtaining regulatory approval in one country may negatively impact the regulatory process in others. Failure to obtain regulatory
approval in other countries or any delay or setback in obtaining such approval could have the same adverse effects associated with regulatory
approval in the United States, including the risk that our product candidates may not be approved for all indications requested and that such
approval may be subject to limitations on the indicated uses for which the product may be marketed. In addition, failure to comply with
applicable regulatory requirements in other countries can result in, among other things, warning letters, fines, injunctions, civil penalties, recall
or seizure of products, total or partial suspension of production, refusal of the government to renew marketing applications and criminal
prosecution.

If we are unable to design, conduct and complete clinical trials successfully, we will not be able to obtain regulatory approval for our
products.

In order to obtain FDA approval for some of our product candidates, we must submit to the FDA a New Drug Application, or NDA,
demonstrating that the product candidate is safe and effective for its intended use. This demonstration requires significant research and animal
tests, which are referred to as preclinical studies, as well as human tests, which are referred to as clinical trials.

Any clinical trials we conduct or that are conducted by our partners may not demonstrate the safety or efficacy of our product candidates.
Success in pre-clinical testing and early clinical trials does not ensure that later clinical trials will be successful. Results of later clinical trials
may not replicate the results of prior clinical trials and pre-clinical testing. Even if the results of one or more of our clinical trials are positive, we
may have to commit substantial time and additional resources to conducting further preclinical studies or clinical trials before we can submit
NDAs or obtain FDA approvals for our product candidates, and positive results of a clinical trial may not be replicated in subsequent trials.

Clinical trials are very expensive and difficult to design and implement. The clinical trial process is also time-consuming. Furthermore, if
participating patients in clinical studies suffer drug-related adverse reactions during the course of such trials, or if we or the FDA believe that
participating patients are being exposed to unacceptable health risks, we will have to suspend or terminate our clinical trials. Failure can occur at
any stage of the trials, and we could encounter problems that cause us to abandon clinical trials or to repeat clinical studies.
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In addition, the completion of clinical trials can be delayed by numerous factors, including:

delays in identifying and agreeing on acceptable terms with prospective clinical trial sites;

slower than expected rates of patient recruitment and enrollment;

increases in time required to complete monitoring of patients during or after participation in a trial; and

unexpected need for additional patient-related data.
Any of these delays, if significant, could impact the timing, approval and commercialization of our product candidates and could significantly
increase our overall costs of drug development.

Even if our clinical trials are completed as planned, their results may not support our expectations or intended marketing claims. The clinical
trials process may fail to demonstrate that our products are safe and effective for indicated uses. Such failure would cause us to abandon a
product candidate for some indications and could delay development of other product candidates.

Government agencies may establish usage guidelines that directly apply to our proposed products or change legislation or regulations to
which we are subject.

Government usage guidelines typically address matters such as usage and dose, among other factors. Application of these guidelines could limit
the use of products that we may develop. In addition there can be no assurance that government regulations applicable to our proposed products
or the interpretation thereof will not change and thereby prevent the marketing of some or all of our products for a period of time or
permanently. The FDA s policies may change and additional government regulations may be enacted that could prevent or delay regulatory
approval of our product candidates. We cannot predict the likelihood, nature or extent of adverse government regulation that may arise from
future legislation or administrative action, either in the United States or in other countries.

Our product candidates may be classified as a drug or a medical device, depending on the indication of use and prior precedent, and a
change in the classification may have an adverse impact on our revenues or our ability to obtain necessary regulatory approvals.

Several potential indications for our product candidates may be regulated under the medical device regulations of the FDA administered by the
Center for Devices and Radiological Health or by the Center for Drug Evaluation and Research and the same physical product may be regulated
by one such agency for one indication and the other agency for another indication. Our products may be classified by the FDA as a drug or a
medical device depending upon the indications for use or claims. For example, for NVC-422, if the indication is for bladder lavage, we believe it
would be classified as a medical device, whereas we believe it would be considered a drug when it is indicated for the prevention of urinary tract
infection. Similarly, the use of NVC-101 as a solution for cleansing and debriding wounds would be considered as a medical device. In addition,
the determination as to whether a particular indication is considered a drug or a device is based in part upon prior precedent. A reclassification
by the FDA of an indication from a device to a drug indication during our development for that indication could have a significant adverse
impact due to the more rigorous approval process required for drugs, as compared to medical devices. Such a change in classification can
significantly increase development costs and prolong the time for development and approval, thus delaying revenues. A reclassification of an
indication after approval from a drug to a device could result in a change in classification for reimbursement. In many cases, reimbursement for
devices is significantly lower than for drugs and there could be a significant negative impact on our revenues.

16

Table of Contents 25



Edgar Filing: NovaBay Pharmaceuticals, Inc. - Form 424B4

Table of Conten

Conducting clinical trials of our product candidates may expose us to expensive liability claims, and we may not be able to maintain liability
insurance on reasonable terms or at all.

The risk of clinical trial liability is inherent in the testing of pharmaceutical and medical device products. If we cannot successfully defend
ourselves against any clinical trial claims, we may incur substantial liabilities or be required to limit or terminate testing of one or more of our
product candidates. Our inability to obtain sufficient clinical trial insurance at an acceptable cost to protect us against potential clinical trial
claims could prevent or inhibit the commercialization of our product candidates. Our current clinical trial insurance covers individual and
aggregate claims up to $3 million. This insurance may not cover all claims and we may not be able to obtain additional insurance coverage at a
reasonable cost, if at all, in the future. In addition, if our agreements with any future corporate collaborators entitle us to indemnification against
product liability losses and clinical trial liability, such indemnification may not be available or adequate should any claim arise.

If product liability lawsuits are brought against us, they could result in costly litigation and significant liabilities.

The product candidates we are developing or attempting to develop will, in most cases, undergo extensive clinical testing and will require
regulated approval from the applicable regulatory authorities prior to sale. However, despite all reasonable efforts to ensure safety, it is possible
that we or our collaborators will sell products which are defective, to which patients react in an unexpected manner, or which are alleged to have
side effects. The manufacture and sale of such products may expose us to potential liability, and the industries in which our products are likely to
be sold have been subject to significant product liability litigation. Any claims, with or without merit, could result in costly litigation, reduced
sales, significant liabilities and diversion of our management s time and attention and could have a material adverse effect on our financial
condition, business and results of operations.

If a product liability claim is brought against us, we may be required to pay legal and other expenses to defend the claim and, if the claim is
successful, damage awards may not be covered, in whole or in part, by our insurance. We may not have sufficient capital resources to pay a
judgment, in which case our creditors could levy against our assets. We may also be obligated to indemnify our collaborators and make
payments to other parties with respect to product liability damages and claims. Defending any product liability claims, or indemnifying others
against those claims, could require us to expend significant financial and managerial resources.

If we receive regulatory approval for drug products that we develop, we and our collaborators will also be subject to ongoing FDA
obligations and continued regulatory review, such as continued safety reporting requirements, and we and our collaborators may also be
subject to additional FDA post-marketing obligations or new regulations, all of which may result in significant expense and which may limit
our ability to commercialize our potential drug products.

Any regulatory approvals that we receive for drug products that we develop may also be subject to limitations on the indicated uses for which
the drug may be marketed or contain requirements for potentially costly post-marketing follow-up studies. The FDA may require us to commit
to perform lengthy Phase IV post-approval studies (as further described below), for which we would have to expend additional resources, which
could have an adverse effect on our operating results and financial condition. In addition, if the FDA approves any of our drug product
candidates, the labeling, packaging, adverse event reporting, storage, advertising, promotion and record keeping for the drug will be subject to
extensive regulatory requirements. The subsequent discovery of previously unknown problems with the drugs, including adverse events of
unanticipated severity or frequency, may result in restrictions on the marketing of the drugs or the withdrawal of the drugs from the market. If
we are not able to maintain regulatory compliance, we may be subject to fines, suspension or withdrawal of regulatory approvals, product
recalls, seizure of products, operating restrictions and criminal prosecution. Any of these events could prevent us from marketing any products
we may develop and our business could suffer.
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Failure to obtain sufficient quantities of products and substances necessary for research and development, pre-clinical trials, human clinical
trials and product commercialization that are of acceptable quality at reasonable prices or at all could constrain our product development
and have a material adverse effect on our business.

We have relied and will continue to rely on contract manufacturers for the foreseeable future to produce quantities of products and substances
necessary for research and development, pre-clinical trials, human clinical trials and product commercialization. It will be important to us that
such products and substances can be manufactured at a cost and in quantities necessary to make them commercially viable. At this point in time,
we have not attempted to identify, and do not know whether there will be, any third party manufacturers which will be able to meet our needs
with respect to timing, quantity and quality for commercial production. In addition, if we are unable to contract for a sufficient supply or
required products and substances on acceptable terms, or if we should encounter delays or difficulties in our relationships with manufacturers,
our research and development, pre-clinical and clinical testing would be delayed, thereby delaying the submission of product candidates for
regulatory approval or the market introduction and subsequent sales of products. Any such delay may have a material adverse effect on our
business, financial condition and results of operations.

If we use biological and hazardous materials in a manner that causes injury, we could be liable for damages. Compliance with
environmental regulations can be expensive, and noncompliance with these regulations may result in adverse publicity and potentially
significant monetary damages and fines.

Our activities currently require the controlled use of potentially harmful biological materials and other hazardous materials and chemicals and
may in the future require the use of radioactive compounds. We cannot eliminate the risk of accidental contamination or injury to employees or
third parties from the use, storage, handling or disposal of these materials. In the event of contamination or injury, we could be held liable for
any resulting damages, and any liability could exceed our resources or any applicable insurance coverage we may have. Additionally, we are
subject, on an ongoing basis, to U.S. federal, state and local laws and regulations governing the use, storage, handling and disposal of these
materials and specified waste products. The cost of compliance with these laws and regulations might be significant and could negatively affect
our operating results. In addition, if more stringent laws and regulations are adopted in the future, the costs of compliance with these new laws
and regulations could be substantial or could impose significant changes in our testing and production process.

Because our clinical development activities rely heavily on sensitive and personal information, an area which is highly regulated by privacy
laws, we may not be able to generate, maintain or access essential patient samples or data to continue our research and development efforts
in the future on reasonable terms and conditions, which may adversely affect our business.

As a result of our clinical development, we will have access to very sensitive data regarding the patients enrolled in our clinical trials. This data
will contain information that is personal in nature. The maintenance of this data is subject to certain privacy-related laws, which impose upon us
administrative and financial burdens, and litigation risks. For instance, the rules promulgated by the Department of Health and Human Services
under the Health Insurance Portability and Accountability Act, or HIPAA, creates national standards to protect patients medical records and
other personal information in the United States. These rules require that healthcare providers and other covered entities obtain written
authorizations from patients prior to disclosing protected health care information of the patient to companies like NovaBay. If the patient fails to
execute an authorization or the authorization fails to contain all required provisions, then we will not be allowed access to the patient s
information and our research efforts can be substantially delayed. Furthermore, use of protected health information that is provided to us
pursuant to a valid patient authorization is subject to the limits set forth in the authorization (i.e., for use in research and in submissions to
regulatory authorities for product approvals). As such, we are required to implement policies, procedures and reasonable and appropriate
security measures to protect individually identifiable health information we receive from covered entities, and to ensure such information is used
only as authorized by the patient. Any violations of these rules by us could subject us to civil
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and criminal penalties and adverse publicity, and could harm our ability to initiate and complete clinical studies required to support regulatory
applications for our proposed products. In addition, HIPAA does not replace federal, state, or other laws that may grant individuals even greater
privacy protections. We can provide no assurance that future legislation will not prevent us from generating or maintaining personal data or that
patients will consent to the use of their personal information, either of whic