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FORWARD-LOOKING INFORMATION

Statements in this report that are not descriptions of historical facts are forward-looking statements provided
under the safe harbor protection of the Private Securities Litigation Reform Act of 1995. These statements are
made to enable a better understanding of our business, but because these statements are subject to many risks,
uncertainties, future developments and changes over time, actual results may differ materially from those expressed or
implied by such statements. Examples of forward-looking statements are statements about anticipated financial or
operating results, financial projections, business prospects, future product performance, future research and
development results, anticipated regulatory filings and approvals, and other matters that are not historical facts. Such
statements often include words such as anticipates,  believes,  estimates, expects, intends, may,

plans,  could, should, seeks, will,  would or similar expressions.

These forward-looking statements are based on the information that was available to us, and the expectations and
assumptions that were deemed reasonable by us, at the time the statements were made. We do not undertake any
obligation to update any forward-looking statements in this report or in any of our other communications, except as
required by law, and all such forward-looking statements should be read as of the time the statements were made, and
with the recognition that these forward-looking statements may not be complete or accurate at a later date.

Many factors may cause or contribute to actual results or events being materially different from those expressed or
implied by forward-looking statements. Although it is not possible to predict or identify all such factors, they include
those set forth under Risk Factors beginning on page 21 of this report.

PART I
Item 1. Business.
General

Noven Pharmaceuticals, Inc. ( we or Noven ) develops and manufactures advanced transdermal patches utilizing our
proprietary drug delivery technologies. Our principal commercialized products are prescription transdermal patches
for use in menopausal hormone therapy ( HT ). These products consist of:

Vivelle-Dot (estradiol transdermal system), the most prescribed transdermal estrogen therapy product in the
United States and the smallest estrogen patch approved by the United States Food and Drug Administration
( FDA ). This product is marketed primarily under the brand name Estradatutside the United States.

Vivelle® (estradiol transdermal system), an estrogen patch utilizing a previous generation of our transdermal
delivery technology. This product is marketed under the brand name Femiest® in Japan and Menorest in most
countries outside the United States and Canada.
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CombiPatch® (estradiol/norethindrone acetate transdermal system), the first combination estrogen/progestin
transdermal patch approved by the FDA. This product is marketed under the brand name Estalis® outside the
United States.

Our business strategy is focused on diversifying our product offerings beyond HT through strategic collaborations
and new product development. The new products that we are exploring consist of third-party proprietary and
non-proprietary molecules, which are generally FDA-approved compounds as opposed to new chemical entities, as
well as generic versions of existing transdermal products where we believe our proprietary technology may be
beneficially applied.

We have a New Drug Application ( NDA ) pending with the FDA for a once-daily methylphenidate patch for the
treatment of Attention Deficit Hyperactivity Disorder ( ADHD ) with the proposed brand name Daytrana
(methylphenidate transdermal system). We believe that this product, if approved by the FDA, may address several
issues associated with existing ADHD therapies. We have licensed the exclusive global rights to market our
methylphenidate patch to Shire plc ( Shire ). In December 2005, we received an approvable letter from the FDA for
Daytrana. The approvable letter contains proposed revisions to labeling, as well as requests for data clarification,
post-marketing surveillance, and post-marketing studies. In February 2006, we provided the FDA with a resubmission
to the Daytrana NDA intended to address the issues presented in the approvable letter. In March 2006, the FDA
advised us that our resubmission was complete and that April 9, 2006 had been established as the user fee goal date
for the FDA to complete its review of the resubmission.

We are working with Procter & Gamble Pharmaceuticals, Inc. ( P&G Pharmaceuticals ) to develop prescription
transdermal patches for Hypoactive Sexual Desire Disorder ( HSDD ). The products under development explore
follow-on product opportunities for Intrinsa, P&G Pharmaceuticals in-licensed investigational transdermal
testosterone patch designed to help restore sexual desire in menopausal women diagnosed with HSDD. P&G
Pharmaceuticals withdrew its NDA for Intrinsa in December 2004 based on feedback from an FDA Advisory
Committee and has indicated that it is working to identify a clinical strategy intended to address the FDA s safety
concerns related to this product.

We have an active research and development program investigating a broad range of products and therapeutic
categories where we believe our technology may be beneficially applied. We are also investigating ways to improve
our existing technology and to acquire new technologies that we believe will expand the range of molecules we can
deliver through transdermal or other delivery systems. Pre-clinical research is ongoing as we select new candidates for
development. See Research and Development below for a more complete description of our product development
program.

We were incorporated in Delaware in 1987 as Noven Pharmaceuticals, Inc., and our principal executive offices are
located at 11960 S.W. 144t Street, Miami, Florida 33186; our telephone number is (305) 253-5099.

Novogyne Pharmaceuticals

Our menopausal hormone therapy products are marketed and sold in the United States through Novogyne
Pharmaceuticals ( Novogyne ), a joint venture that we formed with Novartis Pharmaceuticals Corporation ( Novartis ) in
1998 to market and sell women s prescription healthcare products. We own a 49% equity interest in the joint venture
company and Novartis owns
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the remaining 51% equity interest. The joint venture company is a Delaware limited liability company organized
under the name Vivelle Ventures LLC and doing business under the Novogyne name. In 2005, our equity in earnings
of Novogyne, a non-cash item, represented substantially all of our income before income taxes.

Novogyne presently markets our Vivelle-Dot, Vivelle®, and CombiPatch® products in the United States.

Novogyne s sales and marketing efforts have caused Vivelle-Doto become the most prescribed product in the
transdermal estrogen therapy ( ET ) category, with a greater than 45% share of monthly total prescriptions written in
the United States as of December 2005. Effective January 1, 2006, the Novogyne sales force, formerly a contract sales
force, became direct employees of Noven. As is the case with other costs incurred by Noven on behalf of Novogyne,
the terms of the joint venture provide that we will be reimbursed by Novogyne for costs associated with these sales
force employees.

Under the terms of the joint venture agreements, we manufacture and supply Novogyne with Vivelle-Dot, Vivelle®
and CombiPatch®, perform marketing, sales and promotional activities, and receive royalties from Novogyne based on
Novogyne s sales of the ET products. Novartis distributes Vivelle-DgtVivelle® and CombiPatch® and provides certain
other services to Novogyne, including contracting with the managed care sector, and all regulatory, accounting and
legal services.

Novogyne is managed by a committee (the Management Committee ) of five members, three appointed by Novartis
and two appointed by Noven. The President of Novogyne is Robert C. Strauss, who also serves as President, Chief
Executive Officer and Chairman of the Board of Noven. Pursuant to the joint venture agreements, certain significant
actions require a supermajority vote of the committee members, including approving or amending the annual
operating and capital budgets of Novogyne, incurring debt or guaranties in excess of $1.0 million, entering into new
supply or licensing arrangements, marketing new products and acquiring or disposing of material amounts of
Novogyne assets. Novogyne s Management Committee has the authority to distribute cash to Novartis and Noven
based upon a contractual formula. The joint venture agreements provide for an annual preferred return of $6.1 million
to Novartis and then an allocation of income between Novartis and Noven depending upon sales levels attained. Our
share of income increases as product sales increase, subject to a maximum of 49%.

Novartis has the right to dissolve the joint venture in the event of a change in control of Noven if the acquirer is
one of the ten largest pharmaceutical companies (as measured by annual dollar sales). Upon dissolution, Novartis
would reacquire the rights to market Vivelle-Dot and Vivelle® under the terms of the license agreement in effect prior
to the formation of the Novogyne joint venture, and Novogyne s other assets would be liquidated and distributed to the
parties in accordance with their capital account balances as determined pursuant to the joint venture operating
agreement.

The joint venture operating agreement includes a buy/sell provision that either Noven or Novartis may trigger by
notifying the other party of the price at which the triggering party would be willing to acquire the other party s entire
interest in the joint venture. Upon receipt of this notice, the non-triggering party has the option to either purchase the
triggering party s interest in Novogyne or to sell its own interest in Novogyne to the triggering party at the price
established by the triggering party. If Noven is the purchaser, then Noven must also pay an additional amount equal to
the net present value of Novartis preferred profit return. This amount is calculated by applying a specified discount
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rate and a period of 10 years to Novartis $6.1 million annual preferred return. Novartis is a larger company with
greater financial resources, and therefore may be in a better position to be the purchaser if the provision is triggered. In
addition, this buy/sell provision may have an anti-takeover effect on Noven since a potential acquirer of Noven will
face the possibility that Novartis could trigger this provision at any time and thereby require any acquirer to either
purchase Novartis entire interest in Novogyne or to sell its entire interest in Novogyne to Novartis.
Growth Strategy
Our strategy for growth and continued profitability is to broaden the commercialized applications for our
proprietary transdermal drug delivery technology to further our leadership position in the transdermal drug delivery
field. This strategy includes:
identifying and initiating development of new product opportunities that utilize our existing delivery
technology;

seeking to license developmental products at various stages of development to strategic industry partners for
completion of development and commercialization;

developing and/or acquiring new technologies that we believe will permit us to expand the number of
compounds that our products can deliver and the therapeutic areas our products can address;

identifying opportunities to market our own products through a specialty sales organization; and

seeking to enhance the opportunity presented by our collaboration with Novartis through Novogyne by
licensing certain of our developmental women s health products to Novogyne and by expanding Novogyne s
product range beyond transdermal HT products.

In pursuing our strategy, we intend to focus on developing products in a range of therapeutic areas, including
hormone therapy and central nervous system conditions, such as ADHD, HSDD and pain management. Target areas
for new product development may include proprietary prescription products, generic prescription products, or select
over-the-counter product opportunities that we believe may offer desirable financial return. We generally seek to
develop and commercialize products through agreements with strategic industry partners. We believe that the
introduction of our products in diverse therapeutic categories with multiple partners will reduce our reliance on any
particular product or partner.

We regularly review our corporate strategies to evaluate the suitability and effectiveness of such strategies in light
of evolving business, industry, market and other conditions. No assurance can be given that we will implement all or
part of our long-term strategy, that our strategies may not change from time to time or that any strategy we adopt will
be successful.
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Transdermal Drug Delivery

Transdermal patches utilize an adhesive patch containing medication that is administered through the skin and into
the bloodstream over an extended period of time. Patches avoid first pass liver metabolism and may offer significant
advantages over conventional oral and parenteral dosage forms, including non-invasive administration, controlled
delivery, improved patient compliance, flexible dose duration and avoidance of certain adverse side-effects.

Our most advanced patches utilize our patented DOT Matrix® patch technology. DOT Matrix® is a highly efficient
class of diffusion-based drug-in-adhesive patch technology that can often deliver more drug through a smaller patch
area than competitive patches, without using irritating skin permeation enhancers and without compromising
adhesion. We believe that reduced patch size can have a beneficial effect on patient preference and provide a
competitive advantage over patches that deliver similar compounds through a larger patch. DOT Matrix® technology
may also permit us to develop patient-friendly patches in cases where, due to the nature of the compound, competitors
products could not deliver a therapeutic dose without making the patch objectionably large.

Patches incorporating our DOT Matrix® technology, such as Vivelle-Dot, CombiPatch® and Daytrana, use a
patented blend of silicone adhesive, acrylic adhesive and drug. This blend causes microscopic pockets of concentrated
drug to be formed and uniformly dispersed throughout the patch s drug/adhesive layer. The resulting high
concentration gradient between each drug pocket and the skin works to enhance the diffusion of drug from the patch,
through the skin and into the bloodstream. This inherent delivery efficiency reduces the need for skin permeation
enhancers. Precise ratios of silicone adhesive, acrylic adhesive and drug regulate the rate of drug delivery and help
assure therapeutic blood levels over the intended course of therapy.

We believe that our technology enables us to develop patient-friendly transdermal systems that can reduce skin
irritation sometimes associated with patches, improve adhesion, minimize patch size and improve patch appearance.
Our patches are capable of being modified to deliver a wide variety of chemical entities.

Hormone Therapy Products
Overview
Our menopausal HT products consist of:
Vivelle-Dot/Estradot®  our advanced estrogen patch;

Vivelle®/Menorest/Femiest®  our original estrogen patch; and

CombiPatch®/Estalis®  our combination estrogen/progestin patch.

We currently derive a significant portion of our revenues from our HT products. Our total HT-related revenues
were $43.8 million, $39.8 million and $41.2 million for 2005, 2004 and 2003 respectively, which represented 83%,
87% and 96% of our revenues in these years, respectively.
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Our HT products are indicated for menopausal symptoms. Menopause begins when the ovaries cease to produce
estrogen, or when both ovaries are removed surgically prior to natural menopause. The most common acute physical
symptoms of natural or surgical menopause are hot flashes and night sweats, which can occur in a substantial
percentage of menopausal women. Another common symptom associated with menopause is vaginal dryness.
Moderate-to-severe menopausal symptoms can be treated by replacing the estrogen that the body can no longer
produce. Estrogen therapy can effectively relieve hot flashes and night sweats, and can prevent drying and shrinking
of the reproductive system. Our ET products are also indicated for the prevention of osteoporosis, a progressive
deterioration of the skeletal system through the loss of bone mass. There are, however, other approved therapies for
the prevention of osteoporosis, and our labeling advises that ET should be used for this condition only in women who
have a significant risk of osteoporosis and for whom non-estrogen therapies are inappropriate.

HT Studies

In July 2002, the National Institutes of Health ( NIH ) released data from its Women s Health Initiative ( WHI ) study
on the risks and benefits associated with use of oral combination HT by healthy women. The NIH announced that it
was discontinuing the arm of the study investigating the use of oral estrogen/progestin after an average follow-up
period of 5.2 years because the oral combination HT product used in the study was shown to cause an increase in the
risk of invasive breast cancer. The study also found an increased risk of stroke, heart attacks and blood clots and
concluded that overall health risks exceeded benefits from use of the orally delivered combined estrogen plus
progestin product among healthy postmenopausal women. Also in July 2002, the National Cancer Institute ( NCI )
published the results of an observational study in which it found that postmenopausal women who used ET for 10 or
more years had a higher risk of developing ovarian cancer than women who never used HT. Since 2002, several other
published studies have identified increased risks from the use of HT. As a result of the findings from the WHI and
other studies, the FDA has required that black box labeling be included on all HT products marketed in the United
States to warn, among other things, that these products have been associated with increased risks for heart disease,
heart attacks, strokes, and breast cancer and that they are not approved for heart disease prevention. Since the
July 2002 publication of the WHI and NCI study data, total United States prescriptions have declined for substantially
all HT products, including our products in the aggregate. For a discussion of the effects of these studies on our
prescription rates and certain risks that we may face as a result of these studies, see Management s Discussion and
Analysis of Financial Condition and Results of Operations Overview.

Researchers continue to analyze data from both arms of the WHI study and other studies. Other studies evaluating
HT are currently underway or in the planning stage. In particular, a private foundation has commenced a five-year
study aimed at determining whether ET use by women aged 40 to 55 reduces the risk of heart disease. The study also
seeks to determine if transdermal estrogen patches are more or less beneficial than an oral HT product. While our
products are not being used in the study, the market for our products could be adversely affected if this study finds
that a transdermal estrogen patch is less beneficial than other dosage forms, and we could be subject to increased
product liability risk if HT patch products are found to increase the risk of adverse health consequences. We are
currently named as a defendant in one product liability lawsuit involving our HT products and we may have liability
with respect to other actions in which we have not, to date, been made a party. See Item 3 Legal Proceedings.
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Advanced Transdermal Estrogen Patch

Utilizing our proprietary DOT Matrix® technology, our advanced transdermal estrogen patch (marketed as
Vivelle-Dot and Estradot®) is one-third the area of our original Vivelle® estrogen patch at any given dosage level, yet
provides the same delivery of drug over the same period. This system is more flexible and comfortable to wear than
the original product, with a lower potential for skin irritation. Vivelle-Dot is the most prescribed transdermal ET
product in the United States. This product is bioequivalent to Vivelle® and is currently available in the United States in
five dosage strengths. The lowest dosage strength is approved only for osteoporosis, and in light of the HT studies
described above and the label changes, many physicians may consider alternative treatments for the prevention of
osteoporosis which would adversely affect the market for that dosage strength.

Novogyne markets Vivelle-Dot in the United States and sanofi-aventis ( Aventis ) has marketing rights for
Vivelle-Dot in Japan. In Canada, Vivelle-Dot is marketed as Estradot® by an affiliate of Novartis Pharma AG
( Novartis Pharma ). Novartis Pharma holds the rights to market Vivelle-Datder the name Estradot® in all countries
other than the United States, Canada and Japan, and has marketing rights in the same territories to any product
improvements and future generations of estrogen patches developed by us.

Under the terms of our license to Novartis Pharma, Novartis Pharma is responsible for seeking approval to market
Estradot® in its territories. The product has been approved for marketing in over 30 foreign countries and the
regulatory authorities of other countries are reviewing Novartis Pharma s registration applications. Novartis Pharma
has launched the product in the United Kingdom, France, Germany, Spain (without the benefit of government
reimbursement) and in a number of smaller European countries. We cannot assure that Novartis Pharma will be
successful in launching Estradot® in these or other countries. The price of Estradot® and our other products sold in the
European Union may also be negatively affected by parallel trade practices whereby a licensed importer may take
advantage of price disparity between markets by purchasing our products in a market with a relatively lower price and
then importing them into a country with a relatively higher price. Novartis Pharma markets several other estrogen
patches in addition to our products and Novartis Pharma may derive higher gross margins on the sale of its other
products compared to ours. If pricing, government reimbursement and labeling issues are resolved, we expect that the
growth of Estradot® sales will depend, in part, on Novartis Pharma s willingness and ability to convert sales of its
existing patches to Estradot®. We cannot assure that Novartis Pharma will choose to actively convert sales of its
existing patches to Estradot®.

Pursuant to license and supply agreements with Novartis Pharma and Novogyne, we manufacture the product for
these parties and receive fees based on their sales of the product. The supply agreement for Estradot® product is a
long-term agreement. The supply agreement for Vivelle-Dot and Vivelle® expired in January 2003. Since the
expiration of the supply agreement, the parties have continued to operate in accordance with the supply agreement s
commercial terms. We cannot assure that we will enter into a new supply agreement on satisfactory terms or at all. A
decision to discontinue operating in accordance with the supply agreement s commercial terms could have a material
adverse effect on our business, results of operations and financial position. Novogyne s designation of a new supplier
and approval of a new supply agreement would require the affirmative vote of four of the five members of Novogyne s
Management Committee. Accordingly, both Novartis and Noven must agree on Novogyne s supplier. Due to our
dependence on Novogyne as well as Novartis greater financial and business resources, we may be unable to negotiate
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favorable business terms with Novartis or resolve any dispute that we may be involved in with them in a favorable
manner.
Original Transdermal Estrogen Patch

Our original transdermal estrogen patch (marketed as Vivelle®, Menorest, and Femiest®) is available by
prescription and utilizes our adhesive matrix technology. This product delivers estradiol, the primary estrogen
produced by the ovaries, through a patch that is applied twice weekly.

This product has been approved for marketing by the FDA, as well as by regulatory authorities in many foreign
countries, for the treatment of menopausal symptoms and the prevention of osteoporosis. Marketing rights to this
product are held by Novogyne in the United States, by Aventis in Japan, and by Novartis Pharma in all other
territories. Novartis Pharma is selling this product under the brand name Menorest in a number of foreign countries.
Novogyne and Novartis Pharma s Canadian affiliate market this product under the brand name Vivelfein the United
States and Canada, respectively, and Aventis markets this product under the brand name Femiest® in Japan. This
product is in the process of being discontinued in several jurisdictions (including certain dosage strengths in the
United States) where our advanced generation ET patch has gained acceptance, and manufacturing of Vivelle® is
expected to be discontinued by the end of 2006.

Pursuant to license and supply agreements with Novartis Pharma, Novogyne and Aventis, we manufacture
Vivelle®, Menorest and Femiest® for these parties and receive fees based on their sales of the products. The supply
agreements for Menorest and Femiest® are long-term agreements. Vivelle® is supplied under the same agreement as
Vivelle-Dot. As discussed above, we cannot assure that the United States supply agreement will be extended on
satisfactory terms or at all.

Transdermal Combination Estrogen/Progestin Patch

We developed the first combination transdermal HT system approved for marketing by the FDA, a combination
patch containing estradiol and norethindrone acetate, a progestin. Although benefits of ET include menopausal
symptom control and osteoporosis prevention, estrogen-only therapy has been associated with an increased risk of
endometrial cancer for women who have an intact uterus (non-hysterectomized). To address this situation, a
combination therapy of estrogen and progestin may be prescribed. Using both hormones together has been shown to
reduce the risk of endometrial cancer while continuing to produce the menopausal symptom control benefits of ET.

Novogyne acquired marketing rights to the product in 2001 from Aventis (which was then our exclusive worldwide
licensee for the product) and markets the product under the brand name CombiPatch® in two dosage strengths in the
United States. Novartis Pharma holds the right to market this product outside of the United States and Japan and is
marketing this product under the brand name Estalis” in a number of foreign countries. In 2001, we entered into a
development agreement with Novartis Pharma relating to future generations of combination estrogen/progestin patch
products. Due to current regulatory requirements in Europe, Novartis Pharma has elected not to complete development
of a next generation combination estrogen/progestin patch.

Estalis® is presently approved in one dosage strength in most European countries. Novartis Pharma has advised us
that they may seek marketing approval and commercialization of a lower dosage strength when and if that dosage
strength completes development. No assurance can be given
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of any growth in this market, that we will complete development of this product or that approval will be obtained, and
the timing of any launch cannot be predicted.

Pursuant to license and long-term supply agreements with Novartis Pharma and Novogyne, we manufacture the
combination product for these parties and receive fees based on their sales of the product. Sales to Novogyne are at an
agreed-upon price pursuant to a supply agreement.

Transmucosal Product

Our first transmucosal delivery system, DentiPatch®, utilizes a patented, proprietary technology consisting of a
thin, solid state multi-laminate construction with a drug-bearing bio-adhesive that delivers lidocaine through the
buccal mucosa over time. DentiPatch® was approved for marketing by the FDA in 1996 and was the first
FDA-approved oral transmucosal patch. We launched the product in the United States in 1997. The product is
indicated for the reduction of pain from oral injections and for the production of mild topical anesthesia prior to
superficial dental procedures. It is the first topical anesthetic clinically proven to reduce pain when large needles are
inserted to the bone. DentiPatch® is currently marketed in the United States through a network of independent
distributors. Sales of DentiPatch® are not material to our results of operations.

Development Collaborations
Shire

We have developed a once-daily transdermal methylphenidate patch for the treatment of ADHD. ADHD is
characterized by developmentally inappropriate levels of attention, concentration, activity, distractibility and
impulsivity symptoms. The disorder typically causes functional impairment that can limit success and create hardship
in school, and in social and familial relationships. As children age, the symptoms can lead to serious conduct
disorders, criminal behavior, substance abuse and accidental injuries.

Presently, all ADHD medications approved in the United States are delivered orally. Stimulant therapies, including
methylphenidate, which is designated as a Schedule II controlled substance by the United States Drug Enforcement
Administration ( DEA ), are the most prescribed drug type for the treatment of ADHD. We believe that our patch will
provide physicians with broad dosing flexibility, because dosing can be discontinued at any time during a day by
simply removing the patch, and may offer other advantages as compared to certain oral ADHD medications.

In June 2002, we filed with the FDA an NDA for Daytrana, our methylphenidate transdermal system. In the second
quarter of 2003, we licensed the exclusive global rights to market our methylphenidate patch to Shire for payments of
up to $150.0 million and ongoing manufacturing revenues. Consideration for the transaction is as follows: (i) $25.0
million was paid upon closing of the transaction in April 2003; (ii) $50.0 million is payable upon receipt of final
marketing approval for our methylphenidate patch by the FDA; and (iii) three installments of $25.0 million each are
payable upon Shire s achievement of $25.0 million, $50.0 million and $75.0 million in annual net sales of our
methylphenidate patch, respectively. Shire s annual net sales will be measured quarterly on a trailing 12-month basis,
with each milestone payment due 45 days after the end of the first quarter during which trailing 12-month sales exceed
the applicable threshold. Shire has agreed that it will not sell any other product containing methylphenidate as an
active ingredient until the earlier of (i) five years from the closing date or (ii) payment of all of the sales milestones.
On the closing date, we
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entered into a long-term supply agreement under which we expect to manufacture and supply our methylphenidate
patch to Shire. The agreement gives Shire the right to qualify a second manufacturing source and purchase a portion
of its requirements from the second source. If Shire were to exercise this right, our revenues and profits from sales of
Daytrana would be adversely affected.

In 2004 and 2005, Noven and Shire conducted additional clinical trials that were intended to address clinical issues
raised in the not approvable letter that we received from the FDA in April 2003 relating to our NDA for Daytrana. In
June 2005, we submitted an amendment to the NDA that included these new trial results, and in December 2005, we
received an approvable letter from the FDA for Daytrana. The approvable letter contains proposed revisions to
labeling, as well as requests for data clarification, post-marketing surveillance, and post-marketing studies. In
February 2006, we provided the FDA with a resubmission to the Daytrana NDA intended to address the issues
presented in the approvable letter. In March 2006, the FDA advised us that our resubmission was complete and that
April 9, 2006 had been established as the user fee goal date for the FDA to complete its review of the resubmission.

In June 2004, we entered into an agreement with Shire for the development of a transdermal amphetamine patch
for ADHD. The agreement provides for the payment to Noven of up to $5.0 million if certain development milestones
are achieved. The product is in pre-clinical development.

P&G Pharmaceuticals

In April 2003, we established a collaboration with P&G Pharmaceuticals for the development of new prescription
patches for HSDD. The products under development explore follow-on product opportunities for Intrinsa, P&G
Pharmaceuticals in-licensed investigational transdermal testosterone patch designed to help restore sexual desire in
menopausal women diagnosed with HSDD. P&G Pharmaceuticals withdrew its NDA for Intrinsa in December 2004
based on feedback from an FDA Advisory Committee and has indicated that it is working to identify a clinical
strategy intended to address the FDA s safety concerns related to this product.

Endo

In July 2003, we submitted an Abbreviated New Drug Application ( ANDA ) to the FDA seeking approval to
market a generic fentanyl patch. We entered into an agreement with Endo Pharmaceuticals Inc. ( Endo ) in the first
quarter of 2004 granting Endo the exclusive right to market our fentanyl patch in the United States. We received an
up-front payment of $8.0 million from Endo, of which $6.5 million was allocated to license revenue for the fentanyl
patch and the remaining $1.5 million was allocated based on fair value to fund feasibility studies that seek to
determine whether certain compounds identified by the parties could be delivered through our transdermal technology.
Our agreement provides that Endo would fund and manage clinical development of those compounds proceeding into
clinical trials.

In July 2005, the FDA issued a public advisory that it is investigating reports of death and other serious side effects
from overdoses involving both the branded and generic fentanyl patches. In September 2005, the FDA advised us that
it did not expect to approve our ANDA and was consequently ceasing its review of our ANDA, based on the FDA s
assessment of potential safety concerns related to the higher drug content in our generic product versus the branded
product. Due to the FDA s determination, Noven and Endo agreed in December 2005 to terminate the fentanyl portion
of the 2004 license agreement as well as the fentanyl supply agreement. Noven is currently

12

Table of Contents 13



Edgar Filing: NOVEN PHARMACEUTICALS INC - Form 10-K

Table of Contents

evaluating the feasibility of reformulating the fentanyl patch to address the FDA s concerns, and has granted Endo a
right of first negotiation with respect to any reformulated fentanyl patch that it may develop. Noven and Endo
continue to proceed with other areas of their development collaboration that are unrelated to fentanyl.

Research and Development

Our research and development strategy is to identify drugs that can be delivered transdermally and which we
believe have substantial market potential, as well as those that we believe can be improved by using our patented
technologies. We typically seek to develop products that use approved drugs that currently are being delivered to
patients through means other than transdermal delivery, but we may also explore new formulations or proprietary
products where we believe our technology may be beneficially applied. As part of our strategy, we seek to supplement
our research and development efforts by entering into research and development agreements, joint ventures and other
collaborative arrangements with other companies.

In addition to the pre-clinical studies being conducted in connection with our Endo and Shire collaborations, we
have entered into a number of other early stage feasibility and/or development agreements with other pharmaceutical
companies to determine the feasibility of transdermal delivery of various compounds, including our partners
proprietary compounds.

For the years ended December 31, 2005, 2004 and 2003, we spent $13.2 million, $9.5 million and $7.7 million,
respectively, for research and development activities, which does not include amounts we expended on additional
clinical studies for our methylphenidate patch since those amounts were offset against the deferred revenue we
previously received from Shire. Our research and development expense may vary significantly from quarter to quarter
depending on product development cycles, the timing of clinical studies and whether we or a third party are funding
development. We intend to focus on long-term growth prospects, and, therefore, may incur higher than expected
research and development expenses in a given period rather than delay clinical activities. These variations in research
and development spending may not be accurately anticipated and may have a material effect on our results of
operations.

The time necessary to complete clinical trials and the regulatory process to obtain marketing approval varies
significantly. We cannot assure that we will have the financial resources necessary to complete products under
development, that those projects to which we dedicate resources will be successfully completed, that we will be able
to obtain regulatory approval for any such product, or that any approved product may be produced in commercial
quantities, at reasonable costs, and be successfully marketed, either by us or by a licensing partner. Similarly, we
cannot assure that our competitors (which may include our development partners), many of whom have greater
resources than we do, will not develop and introduce products that will adversely affect our business and results of
operations.

Competition

The markets for our products are highly competitive. All drug delivery products that we are developing may face
competition from conventional forms of drug delivery (i.e., oral and parenteral), from alternate forms of drug delivery,
such as controlled release oral delivery, liposomes, implants, gels and creams and possibly from alternate non-drug
therapies. Some or all of the products being marketed or developed by us face, or will face, competition from other
transdermal products that
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deliver the same drugs to treat the same indications. In addition, medical science is constantly evolving. As
developments in medicine are made, products may become obsolete or fall out of favor with physicians.

Competition in drug delivery systems is generally based on a company s marketing strength, product performance
characteristics (i.e., reliability, safety, patient convenience) and product price. As a general matter, transdermal drug
delivery systems are more expensive to manufacture than oral formulations. Acceptance by physicians and other
health care providers, including managed care groups, is also critical to the success of a product. The first product on
the market in a particular therapeutic area typically is able to obtain and maintain a significant market share for a
period of time. In a highly competitive marketplace and with evolving technology and medical science, there can be
no assurance that additional product introductions or medical developments by others will not render our products or
technologies noncompetitive or obsolete. We also compete with other drug delivery companies in the establishment of
business arrangements with large pharmaceutical companies to assist in the development or marketing of products. It
is also possible that Vivelle-Dot or our other products could, prior to the expiration of the applicable patent periods,
face competition from a generic product if approved through the ANDA process or from a functionally-equivalent
product that avoids infringing our patents.

In the market for HT products, Novogyne competes against Wyeth Pharmaceuticals, Watson Pharmaceuticals, Inc.,
Mylan Pharmaceuticals, Inc., Berlex Laboratories, Esprit Pharma, Inc., Solvay Pharmaceuticals, Inc., Barr
Laboratories and others, including Novartis, Novartis Pharma and their affiliates. We expect increased competition in
the HT market as new products continue to be introduced in this field. Most of our competitors are substantially larger
and have greater resources and larger sales forces than we do, as well as greater experience in developing and
commercializing pharmaceutical products.

If approved by the FDA, Daytrana will face a highly competitive market, with a product mix that includes generic
oral methylphenidate, long-acting formulations, other stimulant medications, medications not containing Schedule II
controlled substances, and a variety of other drug types. Other products which may have improved safety and efficacy
profiles are also in development. Shire currently markets non-methylphenidate products for the treatment of ADHD
and in 2005 licensed an amphetamine pro drug for the treatment of ADHD for which an NDA was filed in
December 2005. We cannot assure that Shire will market Daytrana aggressively or effectively if it is approved, or that
Daytrana will compete effectively against extended release oral formulations of methylphenidate and/or other ADHD
medications, especially those not involving controlled substances. Some of the companies marketing competitive
ADHD products are substantially larger and have greater financial resources than Shire, including Johnson & Johnson,
Novartis and Eli Lilly & Company ( Lilly ). Stratt€ra non-stimulant, non-controlled substance therapy marketed by
Lilly, has gained significant market share since its launch in 2003. If Strattera® or other therapies in development
become recognized as therapeutically superior to stimulants, or are preferred by physicians, parents and/or patients,
the market for stimulants, including Daytrana, would be adversely affected.

Dependence on Licensees and Joint Venture

During 2005, 50% and 32% of our revenues were attributable to Novogyne and Novartis Pharma (and its
affiliates), respectively, and substantially all of our income before income taxes was attributable to our equity in
Novogyne s earnings, a non-cash item. Going forward, we expect to be
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dependent on sales to Novartis Pharma, Novogyne and possibly Shire and other collaboration partners, as well as fees,
milestone payments, profit sharing and royalties generated from their sales of our transdermal delivery systems, for a
significant portion of our expected revenues. No assurance can be given regarding the amount and timing of such
revenues. Failure of these parties to successfully market our products would cause the quantity of products purchased
from us and the amount of manufacturing revenue, fees, milestone payments and royalties ultimately paid to us to be
reduced and would therefore have a material adverse effect on our business and results of operations. We expect to be
able to influence the marketing of Vivelle-Dot, Vivelle® and CombiPatch® in the United States through our
participation in the management of Novogyne, but the Management Committee of Novogyne is comprised of a
majority of Novartis representatives, and we will not be able to control those matters. Our agreements with our
marketing partners impose certain obligations on them, but there can be no assurance that such agreements will
provide us with any meaningful level of protection or cause these companies to perform at a level that we deem
satisfactory. Further, these companies and their affiliates sell competing products, both in the United States and
abroad, and it is possible that they will promote their other competitive products to our detriment. Any reduction in the
level of support and promotion that these companies provide to our products, whether as a result of their focus on
other products or otherwise, could have a material adverse effect on our business, results of operations, financial
condition and prospects. Because of the legal complexities inherent in attempting to establish damages in litigation
arising under agreements such as our agreements with Novartis and Shire, those agreements may not, as a practical
matter, provide us with an adequate remedy for our partner s breach.

Manufacturing

Our headquarters and manufacturing facility is located on a 15-acre site in Miami-Dade County, Florida. On this
site, we conduct our manufacturing operations in a single facility comprised of two approximately 40,000 square foot
buildings located on approximately 7 acres that we lease from Aventis. This facility has been inspected by the FDA,
the Medicines and Healthcare Products Regulatory Agency of the United Kingdom, and by the Florida Department of
Health and found to be in compliance with applicable regulatory requirements. This facility has also been certified by
the DEA to manufacture products containing controlled substances. To bring new products to market as quickly as
possible, we will seek to have sufficient manufacturing capacity to produce the new product prior to obtaining FDA
approval and, in certain circumstances, to begin manufacturing the new product prior to obtaining FDA approval. We
have expanded our manufacturing area to facilitate the manufacture and storage of Daytrana. In addition, we have
supplemented our manufacturing facilities on our existing site with leased space located in close proximity to our
existing site for the storage, and, if necessary, the manufacture of new products. If FDA approval for Daytrana or
other products under development is ultimately not obtained or if such products are not successfully commercialized,
we may be unable to recover our upfront costs to expand our manufacturing capabilities. For other products under
development, unless our partner is responsible for pre-launch inventories, we may not recover our up-front costs for
raw material and other costs associated with manufacturing pre-launch supplies.

Some raw materials essential to our business are readily available from multiple sources. Certain raw materials and
components used in the manufacture of our products (including essential polymer adhesives and other critical
components) are, however, available from limited sources, and in some cases, a single source. The NDA for Daytrana
includes only one supplier of the active pharmaceutical compound. In addition, the DEA controls access to controlled
substances (including methylphenidate, fentanyl and amphetamine), and we must receive authorization from the DEA
to
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obtain these substances. Any curtailment in the availability of such raw materials could result in production or other
delays, and, in the case of products for which only one raw material supplier exists, could result in a material loss of
sales, with consequent adverse effects on our business and results of operations. In addition, because most raw
material sources for transdermal patches must generally be approved by regulatory authorities, changes in raw
material suppliers may result in production delays, higher raw material costs and loss of sales, customers and market
share. Some raw materials used in our products are supplied by companies that restrict certain medical uses of their
products. While our use is presently acceptable, there can be no assurance that such companies will not expand their
restrictions to include our applications.

For information with respect to recent production issues, see Management s Discussion and Analysis Certain Items
that Affect Historic or Future Comparability.

Marketing & Sales

Our business strategy generally is to seek to establish a collaboration for a new product with a third party who we
believe has the clinical and regulatory resources and expertise necessary to develop the product and the marketing and
sales resources necessary to broadly commercialize the product. We seek to retain manufacturing rights for ourselves,
in part to help safeguard our proprietary technology. Except for DentiPatch®, we have historically granted product
marketing rights to other pharmaceutical companies.

Our strategy, however, does not preclude the possibility that we may retain the rights to a particular new product
and develop, market and sell it ourselves. A decision to retain rights to any product would be based upon an analysis
of, among other things, our financial resources and capabilities at the time; the characteristics of the particular product
and market; complementary products in our pipeline or available to us; and the estimated costs associated with clinical
studies, sales, marketing and distribution. A decision to develop and commercialize products ourselves could result in
substantial research, development, sales, marketing and other expenses that could adversely affect our results of
operations over a period of years.

Under the Novogyne joint venture agreements, Novartis has responsibility for Novogyne s distribution function
(including managing the relationships and agreements with wholesale drug distributors and other trade customers) and
its managed care strategy and relationships, while Noven has responsibility for the day-to-day management of
Novogyne s marketing efforts and sales force. Effective January 1, 2006, the Novogyne sales force, formerly a contract
sales force, became direct employees of Noven. As is the case with other costs incurred by Noven on behalf of
Novogyne, the terms of the joint venture provide that we will be reimbursed by Novogyne for costs associated with
these sales force employees. In fulfilling the marketing and sales function, we believe that we have established
significant expertise in this area. We believe this expertise has helped lead Vivelle-Dot to become the most prescribed
transdermal estrogen therapy product in the United States. We also seek to use this expertise more broadly to help us
identify and evaluate the commercial potential of new product development projects that may help advance our
growth strategy.

Patents and Proprietary Rights

We seek to obtain patent protection on our delivery systems and manufacturing processes whenever possible. We

have obtained over 30 United States patents and over 275 foreign patents
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relating to our transdermal and transmucosal delivery systems and manufacturing processes, and have over 130
pending patent applications worldwide.

As aresult of changes in United States patent law under the General Agreement on Tariffs and Trade and the
accompanying agreement on Trade-Related Aspects of Intellectual Property Law, which took effect in their entirety
on January 1, 1996, the terms of some of our existing patents have been extended beyond the original term of 17 years
from the date of grant. Our patents filed after June 7, 1995 will have a term of 20 years computed from the effective
filing date.

We are unaware of any challenge to the validity of our patents or of any third party claim of patent infringement
with respect to any of our products, in either case that could have a material adverse effect on our business or
prospects.

Although there is a statutory presumption as to a patent s validity, the issuance of a patent is not conclusive as to
such validity, or as to the enforceable scope of the claims of the patent. We cannot assure that our patents or any future
patents will prevent other companies from developing similar or functionally equivalent products. We cannot assure
that we would be successful in any action to enforce our patent rights that we may elect to bring against an alleged
infringer. Likewise, we cannot assure that we would be successful in the defense of an infringement action.
Furthermore, we cannot assure that any of our future processes or products will be patentable, that any pending or
additional patents will be issued in any or all appropriate jurisdictions or that our processes or products will not
infringe upon the patents of third parties. In addition, since our patents typically cover our product formulation rather
than the compound being delivered, competitors may seek to create functionally equivalent products (i.e., patches
delivering the same compound over the same time period to treat the same indication) that avoid our patents. In those
cases, we may face competition from functionally equivalent products even before our patents expire.

We also attempt to protect our proprietary information under trade secret and confidentiality agreements.
Generally, our agreements with each employee, licensing partner, consultant, university, pharmaceutical company and
agent contain provisions designed to protect the confidentiality of our proprietary information. There can be no
assurance that these agreements will not be breached, that we will have adequate legal remedies as a result thereof, or
that our trade secrets will not otherwise become known or be independently developed by others.

Trademarks
The trademarks for the products and technologies referred to in this Form 10-K are registered as follows:
- DOT Matrix® and DentiPatch® are registered trademarks of Noven;

- Vivelle® is a registered trademark of Novartis Corporation;

- Estradot” (foreign) is a registered trademark of Novartis AG;

- CombiPatch® and Estalis® (U.S.) are registered trademarks of Vivelle Ventures LLC;
- Vivelle-Dot and Menorest are trademarks of Novartis AG;

- Femiest® is a registered trademark of Aventis in Japan;

- Daytrana is a trademark of Shire Pharmaceuticals Ireland Limited;

- Concerta® is a registered trademark of Alza Corporation;

- Strattera® is a registered trademark of Lilly;

- Intrinsa is a trademark of P&G Pharmaceuticals;

- Vioxx"is a registered trademark of Merck & Co., Inc.;
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- Duragesic” is a registered trademark of Johnson & Johnson; and

- Ortho Evra®is a registered trademark of Ortho-McNeil Pharmaceutical, Inc.
Government Regulation

Our operations are subject to extensive regulation by governmental authorities in the United States and other
countries with respect to the development, testing, approval, manufacture, labeling, marketing and sale of
pharmaceutical products and the possession and use of controlled substances. We devote significant time, effort and
expense to address the extensive government regulations applicable to our business.

The marketing of pharmaceutical products requires the approval of the FDA in the United States. The FDA has
established regulations, guidelines and safety standards that apply to the pre-clinical evaluation, clinical testing,
manufacturing and marketing of pharmaceutical products. The process of obtaining FDA approval for a new product
may take several years or more and is likely to involve the expenditure of substantial resources. The steps required
before a product can be produced and marketed for human use typically include: (i) pre-clinical studies; (ii)
submission to the FDA of an Investigational New Drug Application ( IND ), which must become effective before
human clinical trials may commence in the United States; (iii) adequate and well controlled human clinical trials that
demonstrate reasonable assurance of the safety and efficacy of the product; (iv) submission to the FDA of an NDA;
and (v) review and approval of the NDA by the FDA. Approval of a product by the FDA does not serve as a guaranty
of the product s safety or efficacy. In light of widely publicized events surrounding HT products and other products
such as COX-2 inhibitors (including Vioxx®) and certain antidepressants, both citizen s groups and interests in the
United States Congress have called for investigation and possible reform of the FDA s product approval and safety
monitoring process to help better ensure the safety and efficacy of products approved by the FDA. In response to these
concerns, during 2005, the FDA created an independent Drug Safety Oversight Board comprised of FDA
representatives, medical experts and other third parties to oversee the management of drug safety issues. We believe
these changes will make drug development more lengthy, risky and expensive.

An NDA generally is required for products with new active ingredients, new indications, new routes of
administration, new dosage forms or new strengths. An NDA requires that complete clinical studies of a product s
safety and efficacy be submitted to the FDA, the cost of which is substantial. These costs can be reduced, however, for
delivery systems that utilize already approved drugs. In these cases, the company seeking approval may refer to safety
and toxicity data reviewed by the FDA in its approval process for the innovator product. In addition, a supplemental
NDA may be filed to add an indication to an already approved product.

An abbreviated approval process may be available for products that have, among other requirements, the same
active ingredient(s), indication, route of administration, dosage form and dosage strength as an existing
FDA-approved product covered by an NDA, if clinical studies have demonstrated bio-equivalence of the new product
to the FDA-approved product covered by an NDA. For this abbreviated process, an ANDA is submitted to the FDA
instead of an NDA. Under FDA ANDA regulations, companies that seek to introduce an ANDA product must also
certify that the product does not infringe on any approved product s patent listed with the FDA or that such patent has
expired. If the applicant certifies that its product does not infringe on the approved product s patent or that such patent
is invalid, the patent holder may institute legal action to determine the relative rights of the parties and the application
of the patent. Under the Drug Price Competition and
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Patent Term Restoration Act of 1984 (the Hatch-Waxman Act ), the FDA may not finally approve the ANDA until the
earlier of thirty months from the date of the legal action or a final determination by a court that the applicable patent is
invalid or would not be infringed by the applicant s product. We are developing products for which we or a licensee
may file an ANDA. There can be no assurance we will not be sued for patent infringement, that we would prevail in
any litigation or that the costs of any such litigation would not be prohibitive.

The Hatch-Waxman Act further provides for a period of 180 days of generic marketing exclusivity for each ANDA
applicant that is first to file an ANDA containing a certification of invalidity, non-infringement or unenforceability
related to a patent listed with respect to a reference drug product, commonly referred to as a Paragraph IV
certification. During this exclusivity period, the FDA cannot grant final approval to any other Paragraph IV filer. If an
ANDA containing a Paragraph IV certification is successful, it generally results in