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Unless the context otherwise requires, all references to �we,� �us,� �our,� and the �Company� include NovaDel Pharma Inc. (NovaDel).

SAFE HARBOR STATEMENTS UNDER THE PRIVATE SECURITIES LITIGATION REFORM ACT OF 1995

This Annual Report on Form 10-K includes �forward-looking statements�, including statements regarding NovaDel Pharma Inc.�s (the �Company,�
�we,� �us� or �NovaDel�) expectations, beliefs, intentions or strategies for the future and the Company�s internal controls and procedures and
outstanding financial reporting obligations and other accounting issues. The Company intends that all forward-looking statements be subject to
the safe-harbor provisions of the Private Securities Litigation Reform Act of 1995. These forward-looking statements are only predictions and
reflect the Company�s views as of the date they are made with respect to future events and financial performance. In particular, the �Management�s
Discussion and Analysis of Financial Condition and Results of Operations� section in Part II, Item 7 of this Annual Report includes
forward-looking statements that reflect the Company�s current views with respect to future events and financial performance. The Company uses
words such as �expect,� �anticipate,� �believe,� �intend� and similar expressions to identify forward-looking statements. You can also identify
forward-looking statements by the fact that they do not relate strictly to historical or current facts. A number of important risks and uncertainties
could, individually or in the aggregate, cause actual results to differ materially from those expressed or implied in any forward-looking
statements.

Examples of the risks and uncertainties include, but are not limited to: the inherent risks and uncertainties in developing products of the type the
Company is developing (independently and through collaborative arrangements); the inherent risks and uncertainties in completing the pilot
pharmacokinetic feasibility studies being conducted by the Company; possible changes in the Company�s financial condition; the progress of the
Company�s research and development; clinical trials require adequate supplies of drug substance and drug product, which may be difficult or
uneconomical to procure or manufacture; timely obtaining sufficient patient enrollment in the Company�s clinical trials; the impact of
development of competing therapies and/or technologies by other companies; the Company�s ability to obtain additional required financing to
fund its research programs; the Company�s ability to enter into agreements with collaborators and the failure of collaborators to perform under
their agreements with the Company; the progress of the Food and Drug Administration, or FDA, approvals in connection with the conduct of the
Company�s clinical trials and the marketing of the Company�s products; the additional costs and delays which may result from requirements
imposed by the FDA in connection with obtaining the required approvals; acceptance for filing by the FDA does not mean that the New Drug
Application, or NDA, has been or will be approved, nor does it represent an evaluation of the adequacy of the data submitted; the risks related to
the Company�s internal controls and procedures; and the risks identified under the section entitled �Risk Factors� included as Item 1A in Part I of
this Annual Report on Form 10-K and other reports, including this report and other filings filed with the Securities and Exchange Commission
from time to time.

PART I

ITEM 1. BUSINESS.

GENERAL

NovaDel Pharma Inc., a Delaware corporation, is a specialty pharmaceutical company engaged in the development of novel drug delivery
systems for prescription and over-the-counter, or OTC, drugs. Our oral spray therapeutics are administered by a novel application drug delivery
system for presently marketed prescription, OTC, and veterinary drugs. This patented and patent-pending delivery system is an oral spray
potentially enabling drug absorption through the oral mucosa, potentially increasing the benefits of clinically proven compounds, including more
rapid absorption into the bloodstream than presently available oral delivery systems. Our proprietary delivery system potentially enhances and
accelerates the onset of the therapeutic benefits within minutes of administration. Our development efforts for our proprietary novel drug
delivery system are concentrated on making such system available for drugs that are already available and proven in the marketplace. We
believe that our proprietary drug delivery system could offer the following significant advantages: (i) more rapid delivery of drugs to the
bloodstream allowing for quicker onset of therapeutic effects compared to conventional oral dosage forms; (ii) increased bioavailability of a
drug by avoiding metabolism by the liver (iii) improved drug safety profile by reducing the required dosage, including possible reduction of
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side-effects; (iv) improved dosage reliability; (v) allowing medication to be taken without water; (vi) avoiding the need to swallow as is the case
with many medications; and (vii) improved patient convenience and compliance. Currently, we have eight patents which have been issued in the
U.S. and 52 patents which have been issued outside of the U.S. Additionally, we have over 80 patents pending around the world.
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Since inception, substantially all of our revenues have been derived from consulting activities, primarily in connection with product development
for various pharmaceutical companies. More recently, we have begun to derive revenues from license fees and milestone payments stemming
from our partnership agreements. Our future growth and profitability will be principally dependent upon our ability to successfully develop our
products and to market and distribute the final products either internally or with the assistance of strategic partners.

At our inception in 1982, then known as Pharmaconsult, we consulted to the pharmaceutical industry, focusing on product development
activities of various European pharmaceutical companies. Since 1992, we have used our consulting revenues to fund our own product
development activities. Our focus on developing our own products evolved naturally out of our consulting experience for other pharmaceutical
companies. Substantially all of our revenues previously were derived from our consulting activities. Consulting activities are no longer a
material part of our business. In 1991, we changed our name to Flemington Pharmaceutical Corporation. Effective October 1, 2002, we again
changed our name to NovaDel Pharma Inc. Our principal business address is 25 Minneakoning Road, Flemington, New Jersey, 08822, and our
telephone number is (908) 782-3431. We maintain a website at www.novadel.com.

On June 28, 2006, our Board of Directors approved a change of our fiscal year end from July 31 to December 31. Accordingly, the new fiscal
year will begin on January 1, and end on December 31. We have filed this Annual Report on Form 10-K for the period ending July 31, 2006 and
we intend to file a transition report on Form 10-K for the period ending December 31, 2006.

Highlights for our fiscal year ended July 31, 2006, and additionally through the date of filing of this Annual Report on Form 10-K, include the
following product development and business achievements:

� Completed two pre-Investigational New Drug Application, or IND, meetings with the Food and Drug Administration, or the FDA,
including meetings for our sumatriptan (Imitrex®) and zolpidem (Ambien®) product candidates. In addition, we participated in a pre-IND
meeting with our partner Hana Biosciences, Inc. or Hana Biosciences, for the ondansetron (Zofran®) (Zensana�) product candidate.

� Announced that Dr. Henry Kwan would no longer serve as Head of Pharmaceutical Sciences on October 20, 2005.

� Filed an IND for ondansetron (Zensana�) through our partner, Hana Biosciences.

� Announced through our partner, Hana Biosciences, positive study results of a pivotal clinical trial for Zensana� ondansetron oral spray, a
study which demonstrated Zensana� 8mg dose is bioequivalent to the current commercially available 8mg tablet (Zofran®). Hana
Biosciences filed an NDA for Zensana� which was accepted for review by the FDA.

� Addition of Jan Egberts, M.D. who assumed the positions of President and Chief Executive Officer on December 23, 2005 and Chairman
of the Board of Directors on January 17, 2006.

� Issued two patents by the U.S. Patent and Trademark Office and one additional patent in Canada that further strengthens our intellectual
property position in the oral delivery of pharmaceuticals. The issued patents cover the use of multiple classes of drugs in oral sprays,
including those for the treatment of pain, central nervous system disorders, and for anesthesia under our oral spray delivery system.

� Completed a private placement in April 2006 of our common stock, raising gross proceeds of approximately $11.8 million.

� On April 24, 2006, Ms. Jean Frydman ceased to serve as Vice President, General Counsel and Corporate Secretary.

� Received notice from the FDA indicating acceptance of our New Drug Application, or NDA, submission for our nitroglycerin lingual spray
(NitroMist�) as a complete response and an indicated target date of November 3, 2006 for action on the submission.
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� Added two new central nervous system product candidates to our development pipeline, including tizanidine oral spray potentially
for spasticity and ropinirole oral spray potentially for Parkinson�s disease.
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� Appointment of Mr. Steven B. Ratoff as Chairman of the Board effective September 15, 2006 with Dr. Egberts remaining a member of the
Board of Directors.

� Announcement of positive study results of a pharmacokinetic study of our improved oral spray formulation of sumatriptan, a study which
demonstrated that sumatriptan oral spray achieves a statistically significant faster rate of absorption than Imitrex® tablets.

PRODUCT DEVELOPMENT

Drug development in the U.S. and most countries throughout the world is a process that includes several steps defined by the FDA or
comparable regulatory authorities in foreign countries. The FDA approval processes relating to new drugs differ, depending on the nature of the
particular drug for which approval is sought. With respect to any drug product with active ingredients not previously approved by the FDA, a
prospective drug manufacturer is required to submit an NDA, which includes complete reports of pre-clinical, clinical and laboratory studies to
prove such product�s safety and efficacy. Prior to submission of the NDA, it is necessary to submit an IND, to obtain permission to begin clinical
testing of the new drug. Given that our current product candidates are based on a new technology for formulation and delivery of active
pharmaceutical ingredients that have been previously approved and that have been shown to be safe and effective in previous clinical trials, we
believe that we will be eligible to submit what is know as a 505(b)(2) NDA. We estimate that the development of new formulations of our
pharmaceutical product candidates, including formulation, testing and obtaining FDA approval, will take two to three years for the 505(b)(2)
NDA process and will require significantly lower investments in direct research and development expenditures than is the case for the discovery
and development of new chemical entities. However, our estimates may prove to be inaccurate; or pre-marketing approval relating to our
proposed products may not be obtained on a timely basis, if at all, and research and development expenditures may significantly exceed
management�s expectations.

It is not anticipated that we will generate any revenues from royalties or sales of our product candidates until regulatory approvals are obtained
and marketing activities begin. Any one or more of our product candidates may not prove to be commercially viable, or if viable, may not reach
the marketplace on a basis consistent with our desired timetables, if at all. The failure or the delay of any one or more of our proposed products
to achieve commercial viability would have a material adverse effect on us.

The successful development of our product candidates is highly uncertain. Estimates of the nature, timing and estimated expenses of the efforts
necessary to complete the development of, and the period in which material net cash inflows are expected to commence from, any of our product
candidates are subject to numerous risks and uncertainties, including:

� the scope, rate of progress and expense of our clinical trials and other research and development activities;

� results of future clinical trials;

� the expense of clinical trials for additional indications;

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

� the expense and timing of regulatory approvals;

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

Edgar Filing: NOVADEL PHARMA INC - Form 10-K

10



� the effect of competing technologies and market developments; and

� the expense of filing, prosecuting, defending and enforcing any patent claims and other intellectual property rights.
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We expect to continue to spend significant amounts on the development of our product candidates and we expect our costs to increase as we
continue to develop and ultimately commercialize our product candidates. Over the next fiscal year, we expect to devote the majority of our
research and development resources to the following product candidates:

� NitroMist� (nitroglycerin lingual aerosol). This product candidate is for acute relief of an attack or acute prophylaxis of angina
pectoris due to coronary artery disease. We have partnered with Par Pharmaceutical, Inc., or Par, who has exclusive rights to
market, sell and distribute NitroMist� in the U.S. and Canada. On June 1, 2005, we received an approvable letter from the FDA
regarding our NDA for NitroMist�. The FDA is not requiring any additional clinical studies for approval, but has requested that
we complete certain manufacturing process validation commitments. On April 30, 2006, we submitted the additional
documentation to the FDA for the manufacturing process validation commitments. On May 26, 2006, we announced that the
FDA had accepted our submission regarding our NDA as a complete response and, further, that the FDA indicated a target date
of November 3, 2006 for action on the submission. We will receive a milestone payment from Par should final approval from the
FDA be obtained. In addition, we will receive royalty payments based upon a percentage of net sales.

� Zolpidem oral spray. Zolpidem is the active ingredient in Ambien®, the leading hypnotic marketed by Sanofi-Aventis. A pilot
pharmacokinetic, or PK, study in zolpidem oral spray with 10 healthy subjects suggested that the formulation of zolpidem oral
spray had a comparable PK profile to the Ambien® tablet but with a more rapid time to detectable drug levels. The study
demonstrated a mean time to therapeutic concentration level that was 23 minutes shorter with the 10mg oral spray compared with
the 10mg Ambien® tablet (15.5 min. and 38.5 min., respectively). This time was also approximately 16 minutes shorter for the
5mg dose of the oral spray. Zolpidem oral spray has the potential to provide patients with the meaningful benefit of faster onset
of sleep as compared to existing sleep remedies should future studies validate the already completed Pilot PK study. We are
currently targeting a NDA submission for our zolpidem product candidate in the first half of calendar 2007. If this timeline is
met, we may obtain final approval from the FDA in calendar 2008.

� Sumatriptan oral spray. Sumatriptan is the active ingredient in Imitrex® which is the largest selling migraine remedy marketed
by GlaxoSmithKline, or GSK. A pilot PK study of our sumatriptan oral spray with 9 healthy subjects, completed in the second
half of calendar 2004, suggested that the formulation achieved serum concentrations of sumatriptan in the therapeutic range. In
September 2006 we announced positive results from a pharmacokinetic study of our improved oral spray formulation of
sumatriptan which demonstrated that sumatriptan oral spray achieves a statistically significant increase in absorption rate as
compared with Imitrex® tablets. The rate of drug absorption is believed to be the most important predictor of the degree and
speed of migraine relief. Sumatriptan oral spray was evaluated in a four-arm, crossover pharmacokinetic study comparing 50mg
Imitrex® tablets to 20mg and 30mg of the oral spray in 10 healthy male volunteers under fasting conditions. Additionally, the
pharmacokinetics of 20mg oral spray after a meal were evaluated. At least 90% of subjects receiving sumatriptan oral spray had
detectable drug levels at three minutes post-dosing, while at the same timepoint, only 10% of subjects receiving 50mg Imitrex®
tablets had detectable drug levels. These differences are statistically significant.  At 3 to 6 minutes post dosing, all oral spray
groups had statistically significantly higher mean concentration levels compared to 50mg Imitrex® tablets.   Using published
data for the currently marketed Imitrex® nasal spray as a proxy for therapeutic blood levels, we observed that by 6 minutes
post-dosing, 100% of the 20mg oral spray users achieved these critical plasma concentration levels while none of the subjects
from the Imitrex® tablet group did so by this timepoint. This result was also statistically significant.  Furthermore, the study
indicates up to a 50% increase in relative bioavailability of oral spray in comparison to the Imitrex® tablet.  Sumatriptan oral
spray was well tolerated.
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Comparison to Imitrex® Nasal Spray Published Data

Time to the first peak plasma concentration of sumatriptan -- which represents drug absorbed directly across the oral mucosa -- was
approximately 70% faster with the 20mg oral spray than what has been reported in the literature for the same dose of the Imitrex® nasal spray (6
min. vs. 20 min.).  The mean concentration level achieved during this critical first phase of absorption is approximately 30% greater for the oral
spray than what was observed in published studies of the nasal spray (10.9 ng/mL vs. 8.5 ng/mL).  Relative bioavailability after administration
of 20mg oral spray appears to be greater than published estimates for the same dose of the Imitrex® nasal spray.  Imitrex® nasal spray was not
included in this clinical study. 

Sumatriptan oral spray may provide clinical benefits to migraine sufferers including, possibly, faster relief than Imitrex® tablets as well as
greater tolerability than triptan nasal sprays. Further, if proven to be safe and effective, sumatriptan oral spray may be attractive to patients who
have trouble taking oral medications due to nausea and vomiting caused by the migraine attack. We are currently targeting a NDA submission
for our sumatriptan product candidate in the second half of calendar 2007. If this timeline is met, we may obtain final approval from the FDA in
calendar 2008; however, we will not be able to launch this product candidate until after the expiration of the relevant Imitrex® patents and
extensions thereof in February 2009.

� Tizanidine oral spray. Tizanidine is indicated for the treatment of spasticity, a symptom of several neurological disorders,
including multiple sclerosis, spinal cord injury, stroke and cerebral palsy, which leads to involuntary tensing, stiffening and
contracting of muscles. Tizanidine treats spasticity by blocking nerve impulses through pre-synaptic inhibition of motor neurons.
This method of action results in decreased spasticity without a corresponding reduction in muscle strength. Because patients
experiencing spasticity may have difficulty swallowing the tablet formulation of the drug, our tizanidine oral spray may provide
patients suffering from spasticity with a very convenient solution to this serious treatment problem. We are currently targeting a
NDA submission for our tizanidine product candidate in calendar 2008. If this timeline is met, we may obtain final approval from
the FDA in calendar 2009.

� Ropinirole oral spray. Ropinirole is indicated for the treatment of the signs and symptoms of idiopathic Parkinson's disease.
Ropinirole oral spray is ideal for the geriatric population who may be suffering from dysphagia (difficulty swallowing); 85% of
sufferers of Parkinson's are 65 years of age or older and 45% of elderly people have some difficulty in swallowing. Our
formulation of ropinirole oral spray may represent a more convenient way for the patient or healthcare provider to deliver
ropinirole to patients suffering stiffness and/or tremors. We are currently targeting a NDA submission for our ropinirole product
candidate in calendar 2008. If this timeline is met, we may obtain final approval from the FDA in calendar 2009.

We will also support our partners, as necessary, with the following product candidates and opportunities although we do not expect to devote a
significant amount of corporate resources to such activities:

� Zensana� (ondansetron oral spray). Ondansetron is the active ingredient in Zofran®, the leading anti-emetic marketed by GSK.
Our partner for Zensana�, Hana Biosciences, is overseeing all clinical development and regulatory approval activities for this
product in the U.S. and Canada. We believe that Zensana� is the only multidose oral spray product candidate currently in
development which utilizes a spray technology to deliver full doses of ondansetron to patients experiencing chemo and
radiotherapy-induced nausea and vomiting. Ondansetron, a selective blocking agent of the hormone serotonin, is an
FDA-approved drug that is commonly used in tablet form to prevent chemotherapy and radiation-induced and post-operative
nausea and vomiting. Many patients receiving chemo and radiation therapy have difficulty swallowing and are potentially unable
to tolerate other forms of ondansetron and other therapies intended to prevent nausea and vomiting, known as anti-emetics. The
convenience of drug delivery via a spray may offer a desirable alternative to tablets and other forms of ondansetron. In January
2006, Hana Biosciences announced positive study results of a pivotal clinical trial for Zensana�. Hana Biosciences submitted its
NDA on June 30, 2006 and such NDA was accepted for review by the FDA in August 2006. Hana Biosciences is currently
targeting final approval from the FDA and commercial launch in calendar 2007. We will receive a milestone payment from Hana
Biosciences upon final approval from the FDA. In addition, we will receive royalty payments based upon a percentage of net
sales.  We retain the rights to our ondansetron oral spray outside of the U.S. and Canada.
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� Propofol oral spray. Propofol is the active ingredient in Diprivan®, a leading intravenous anesthetic marketed by AstraZeneca.
We continue to support our partner, Manhattan Pharmaceuticals, Inc., or Manhattan Pharmaceuticals, who will oversee all
clinical development and regulatory approval for this product. Our partner has not provided guidance regarding the clinical and
regulatory development plan for this product candidate.

� Our veterinary initiatives are being carried out largely by our partner, Velcera Pharmaceuticals, Inc., or Velcera. Our partner has
not provided guidance regarding the clinical and regulatory development plan for the potential veterinary product candidates.

BUSINESS DEVELOPMENT

To date, we have entered into license agreements with (i) Hana Biosciences., for the marketing rights in the U.S. and Canada for our ondansetron
oral spray, (ii) Par, for the marketing rights in the U.S. and Canada for our nitroglycerin lingual aerosol, (iii) Manhattan Pharmaceuticals, in
connection with propofol, and (iv) Velcera, in connection with veterinary applications for currently marketed veterinary drugs. Lindsay A.
Rosenwald, M.D., a significant stockholder, directly and indirectly, of us, is the Chairman and sole shareholder of Paramount BioCapital, Inc.,
Paramount. In the regular course of its business and the business of its affiliates, and outside of its arrangement with us, Paramount and/or its
affiliates identify, evaluate and pursue investment opportunities in biomedical and pharmaceutical products, technologies and companies. In
addition, as of October 2, 2006, Dr. Rosenwald may be deemed to beneficially own approximately 16.8% of our outstanding common stock
(assuming exercise of certain warrants beneficially owned by Dr. Rosenwald). As such, Dr. Rosenwald and Paramount may be deemed to be our
affiliates. Dr. Rosenwald and Paramount may also be deemed to be affiliates of Manhattan Pharmaceuticals, Velcera and Hana Biosciences. See
Item 13, �Certain Relationships and Related Transactions�. We intend to pursue additional strategic alliances, as well as to consider fully
developing and commercializing product candidates internally. We have added two new central nervous system product candidates to our
development pipeline, tizanidine oral spray for spasticity and ropinirole oral spray for Parkinson�s disease. We intend to file NDA�s on these
products during 2008, with commercialization targeted for 2009. We intend to enter into additional license agreements and strategic alliances,
including:

� Marketing partners outside of North America for Zensana�, for which we retain marketing rights outside of North America.

� Marketing partners for our zolpidem oral spray and sumatriptan oral spray, to commercialize these products assuming that we are
successful in attaining approval for these products from the FDA.

� Additional marketing partners and strategic alliances as may be appropriate for future products in our development pipeline.

AGREEMENT WITH HANA BIOSCIENCES, INC.

In October 2004, we entered into a 20-year license and development agreement with Hana Biosciences. Hana Biosciences will develop and
market our oral spray version of ondansetron, the most widely prescribed anti-emetic for preventing chemotherapy-induced nausea and
vomiting. Under the agreement, Hana Biosciences has exclusive rights to market, sell and distribute our ondansetron oral spray in the U.S. and
Canada. We are entitled to receive milestone payments at several junctures of development, including completion of a pharmacokinetic study,
filing of an IND, FDA acceptance of the NDA and NDA approval. In August 2005, our license and development agreement with Hana
Biosciences was amended to transfer the responsibility to Hana Biosciences of selecting and managing a contract manufacturer who will provide
clinical and commercial quantities of the ondansetron oral spray product. Double-digit royalties on net sales of the product may be due to us if
and when the product launches. In October 2004, in exchange for $1 million, Hana Biosciences purchased 400,000 newly issued shares of our
common stock, at a price of $2.50 per share, and has issued to us, for no additional consideration, 73,121 shares of its common stock, valued at
$500,000 based upon the average price of Hana Biosciences� common stock during the 10 business days prior to the effective date of the
agreement ($6.84 per share).
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LICENSE AND SUPPLY AGREEMENT WITH PAR PHARMACEUTICAL, INC.

In July 2004, we entered into a 10-year license and supply agreement with Par, a wholly owned subsidiary of Par Pharmaceutical Companies,
Inc., whereby Par has the exclusive rights to market, sell and distribute our nitroglycerin lingual spray in the U.S. and Canada. The terms of the
agreement call for an upfront license fee which was paid to us in July 2004, a milestone payment made to us upon the FDA�s acceptance of an
NDA for our nitroglycerin lingual spray for review in September 2004, another potential milestone payment if and when the NDA is approved
for marketing in the U.S., and double-digit percentage royalties on net sales of the product in the U.S. and Canada. We are responsible for
obtaining regulatory approval for the product and for supplying the product to Par.

AGREEMENT WITH MANHATTAN PHARMACEUTICALS, INC.

In April 2003, we entered into a 10-year license and development agreement with Manhattan Pharmaceuticals for the worldwide, exclusive
rights to our oral spray technology to deliver propofol for pre-procedural sedation. Manhattan Pharmaceuticals is a development stage company
and has no revenues to date. The terms of the agreement require Manhattan Pharmaceuticals to achieve certain milestones and to make certain
up-front license fee payments to us, the first $500,000 of which we received from June 2003 through November 2003.

AGREEMENT WITH VELCERA PHARMACEUTICALS, INC. (FORMERLY VETCO)

On September 14, 2004, we announced the granting of an exclusive worldwide 20-year license for our proprietary oral spray technology to
Velcera, formerly known as Vetco Pharmaceuticals, for development of innovative veterinary medicines. We received an equity stake of
529,500 shares of common stock in Velcera, representing approximately 15% of its outstanding common stock as of October 23, 2003, along
with an upfront cash technology fee of $1,500,000 in September 2004. The agreement, which amends an earlier agreement, provides that
Velcera shall make certain milestone payments to us upon the achievement of key events associated with product development. Velcera will be
obligated to make additional similar payments to us for each product developed by it, and double-digit royalty payments on product sales will be
due to us. Products will be formulated by Velcera, at Velcera�s expense, and Velcera will fund all development and regulatory expenses. We will
manufacture and supply Velcera with the resulting pharmaceutical products.

BUSINESS STRATEGY

Strategy

Our goal is to become a leading specialty pharmaceutical company that develops and commercializes improved formulations of existing drugs
using our patented oral spray technology. We believe that our technology has application to a broad number of therapeutic areas and product
categories. Our strategy is to concentrate our product development activities primarily on pharmaceutical products which meet the following
characteristics:

� Significant prescription sales already exist;

� Our proprietary novel drug delivery technology enhances the performance of the active ingredient of the target compound, potentially
addressing unmet patient needs;
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� Increasing focus on products in targeted therapeutic areas (e.g., neurology) where the benefits of our technology may apply to multiple
target compounds, and where we can achieve distribution with a small specialized sales and marketing group; and

� Applicability of an efficient regulatory pathway to approval using the 505(b)(2) pathway.

In today�s environment of escalating drug development costs and time to market, we believe that the ability to bring products with some degree
of differentiation and competitive advantage to the marketplace in a timely and cost-effective manner is a viable strategy.

Products

We currently have six product candidates in our pipeline. Two of these product candidates, NitroMist� and Zensana�, are currently licensed to
marketing partners who will commercialize these product candidates, with us receiving milestone and royalty income from revenue upon
product approval. For our zolpidem oral spray and sumatriptan oral spray, currently in development, we will most likely seek marketing partners
to commercialize these product candidates, as their broad distribution will require significant resources. No current marketing partners exist for
these product candidates. We expect to secure marketing partners for these product candidates after we have generated sufficient clinical data to
demonstrate the effectiveness of these product candidates, and would anticipate that such marketing partners would provide us with milestone
payments and royalties based on revenues.
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Our two remaining product candidates, tizanidine and ropinirole, are targeted for a specific therapeutic area: neurology. Among other
alternatives, we will consider developing and commercializing these product candidates ourselves, as we believe that the neurology market has
the potential to be served with a small, specialized marketing and sales group. If we determine that commercializing these product candidates
ourselves is appropriate, we would begin building such sales and marketing infrastructure in conjunction with our clinical development process,
such that we will be in a position to begin marketing these products as soon as possible after attaining approval from the FDA.

In addition to our existing product candidates, we intend to continue to identify and pursue additional product candidates for development.

PATENTED AND PATENT PENDING DELIVERY SYSTEMS

We have certain patents and pending patent applications for our oral spray delivery system. FDA approval is not a prerequisite for patent
approval. The expected year of marketability of a given product candidate will vary depending upon the specific drug product with which the
delivery system will be utilized. Each individual use of the delivery system will require registration with and/or approval by the FDA or other
relevant health authority prior to marketability, and the amount of regulatory oversight required by the FDA or other regulatory agencies will
also depend on the specific type of drug product for which the delivery system is implemented. Our aerosol and pump spray formulations release
drugs in the form of a fine mist into the buccal portion of the mouth for rapid absorption into the bloodstream via the mucosal membranes. We
believe that this delivery system may offer certain advantages, including more rapid delivery of drugs to the bloodstream, improving the safety
profile of certain drugs by lowering the required dosage to be administered, improving dose reliability, allowing medication to be taken without
water, avoiding the need to swallow as is the case with many medications and improved patient convenience and compliance. Drug absorption
through the mucosal membranes of the mouth is rapid and minimizes the first-pass metabolism effect (i.e., total or partial inactivation of a drug
as it passes through the gastrointestinal tract and liver).

MARKETING AND DISTRIBUTION

To date, we have chosen to license products developed with our technology to other drug companies. We intend to pursue additional strategic
alliances, as well as to consider fully developing and commercializing product candidates internally.

We anticipate that promotion of our product candidates, whether conducted by us or by a strategic partner, will be characterized by an emphasis
on their distinguishing characteristics, such as dosage form and packaging, as well as possible therapeutic advantages of such product
candidates. We intend to position our product candidates as alternatives or as line extensions to brand-name products. We believe that to the
extent our formulated products are patent-protected, such formulations may offer brand-name manufacturers the opportunity to expand their
product lines. Alternatively, products which are not patented may be offered to brand-name manufacturers as improved substitute products after
patent protection on existing products expire.

Inasmuch as we do not have the financial or other resources to undertake extensive marketing activities, we generally intend to seek to enter into
marketing arrangements, including possible joint ventures or license or distribution arrangements, with third parties. We believe that such
third-party arrangements will permit us to maximize the promotion and distribution of pharmaceutical products while minimizing our direct
marketing and distribution costs. If we are unable to enter into additional agreements, we may not be able to successfully market our product
candidates.
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We have not yet determined strategies relating to marketing of our other proposed formulated products; these will be formulated in advance of
anticipated completion of development activities relating to the particular formulated product. As a company, we have no experience in
marketing or distribution of our product candidates, and our ability to fund such marketing activities will require us to raise additional funds
and/or consummate a strategic alliance or combination with a well-funded business partner.

11
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MANUFACTURING

We intend to both internalize and contract out the manufacturing of our product candidates. Our current facility does not yet have a pilot
manufacturing operation that meets current Good Manufacturing Practices, or cGMP, and would require additional investment in order to attain
that capability. We will have to contract out manufacturing and/or invest additional funds in the current facility in order to provide internal
manufacturing capability. The manufacture of our pharmaceutical product candidates is subject to cGMP prescribed by the FDA and
pre-approval inspections by the FDA and foreign authorities prior to the commercial manufacture of any such products. See Item 1,
Business-�Raw Materials and Suppliers� and �Government Regulation.�

On November 18, 2004, we entered into a manufacturing and supply agreement with INyX USA, Ltd, or INyX, whereby INyX will manufacture
and supply our nitroglycerin lingual spray. For a five-year period that began November 18, 2004, INyX will be the exclusive provider of the
nitroglycerin lingual spray to us worldwide, excluding Poland, Byelorussia, the former Russian Republics of Ukraine, Latvia, Lithuania, Estonia
and the United Arab Emirates. Pursuant to the terms and conditions of the agreement, it will be INyX�s responsibility to manufacture, package
and supply the nitroglycerin lingual spray in such territories. Thereafter, INyX will have a non-exclusive right to manufacture such spray for an
additional five years.

RAW MATERIALS AND SUPPLIERS

We believe that the active ingredients used in the manufacture of our product candidates are presently available from numerous suppliers located
in the U.S., Europe and Japan and can be delivered to our manufacturing facility by such suppliers. We intend to enter into arrangements with
such third-party suppliers for supplies of active and inactive pharmaceutical ingredients and packaging materials used in the manufacture of our
product candidates. Accordingly, we may be subject to various import duties applicable to both finished products and raw materials and may be
affected by various other import and export restrictions as well as other developments impacting upon international trade. These international
trade factors will, under certain circumstances, have an impact on the manufacturing costs (which will, in turn, have an impact on the cost of our
product candidates). To the extent that transactions relating to the purchase of raw materials involve currencies other than U.S. dollars, our
operating results will be affected by fluctuations in foreign currency exchange rates.

Generally, certain raw materials, including inactive ingredients, are available from a limited number of suppliers and certain packaging materials
intended for use in connection with our product candidates may be available only from sole source suppliers. Although we believe that we will
not encounter difficulties in obtaining the inactive ingredients or packaging materials necessary for the manufacture of our products, we may not
be able to enter into satisfactory agreements or arrangements for the purchase of commercial quantities of such materials. A failure to enter into
agreements or otherwise arrange for adequate or timely supplies of principal raw materials and the possible inability to secure alternative sources
of raw material supplies could have a material adverse effect on our ability to manufacture formulated products.

Development and regulatory approval of our product candidates are dependent upon our ability to procure active ingredients and certain
packaging materials from FDA-approved sources. Since the FDA approval process requires manufacturers to specify their proposed suppliers of
active ingredients and certain packaging materials in their applications, FDA approval of a supplemental application to use a new supplier would
be required if active ingredients or such packaging materials were no longer available from the specified supplier, which could result in
manufacturing delays. Accordingly, we intend to locate alternative FDA approved suppliers.

GOVERNMENT REGULATION
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The development, testing, manufacture and commercialization of pharmaceutical products are generally subject to extensive regulation by
various federal and state governmental entities. The FDA, which is the principal U.S. regulatory authority, has the power to seize adulterated or
misbranded products and unapproved new drugs, to request their recall from the market, to enjoin further manufacture or sale, to publicize
certain facts concerning a product and to initiate criminal proceedings. As a result of federal statutes and FDA regulations, pursuant to which
new pharmaceuticals are required to undergo extensive and rigorous testing, obtaining pre-market regulatory approval requires extensive time
and expenditures.

Under the Federal Food, Drug and Cosmetic Act, or FFDCA, a new drug may not be commercialized or otherwise distributed in the U.S.
without the prior approval of the FDA or pursuant to an applicable exemption from the FFDCA.

12
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The FDA approval process relating to a new drug differs, depending on the nature of the particular drug for which approval is sought. With
respect to any drug product with active ingredients not previously approved by the FDA, a prospective drug manufacturer is required to submit
an NDA, including complete reports of pre-clinical, clinical and laboratory studies to prove such product�s safety, quality and efficacy. Prior to
submission of the NDA, it is necessary to submit an IND to obtain permission to begin clinical testing of the new drug. Given that our current
product candidates are based on a new technology for formulation and delivery of active pharmaceutical ingredients that have been previously
approved and that have been shown to be safe and effective in previous clinical trials, we believe that we will be eligible to submit what is
known as a 505(b)(2) NDA.

While the Abbreviated New Drug Application, or ANDA, process requires a manufacturer to establish bioequivalence to the previously
approved drug, it permits the manufacturer to rely on the safety and efficacy studies contained in the NDA for the previously approved drug.

The NDA approval process generally requires between 10 to 24 months from NDA submission to pre-marketing approval, although in the case
of an NDA submitted pursuant to Section 505(b)(2) of the FFDCA this time frame may be significantly shorter. We believe that most products
developed in oral spray delivery systems (dosage forms) usually will require submission of an NDA under Section 505(b)(2). This is because the
safety and efficacy of the drug compound used in the oral spray formulation generally can be established in previous trials in NDA submissions
and publications.

We estimate that the development of new formulations of pharmaceutical products, including formulation, testing and obtaining FDA approval,
will take four to seven years for the NDA process, although NDA�s submitted under Section 505(b)(2) of the FFDCA are generally less complex
than an ordinary NDA and may be acted upon by the FDA in a shorter period of time.

Our product candidates are subjected to laboratory testing and stability studies and tested for therapeutic comparison to the originators� products
by qualified laboratories and clinics. To the extent that two drug products with the same active ingredients are substantially identical in terms of
their rate and extent of absorption in the human body (bioavailability), they are considered bioequivalent. If the accumulated data demonstrates
bioequivalency and the product forms are identical, submission is then made to the FDA (through the filing of an ANDA), for its review and
approval to manufacture and market. If the accumulated data demonstrates that there are differences in the two drugs� rate and extent of
absorption into the human body, or if it is intended to make additional or different claims regarding therapeutic effect for the newly developed
product, or if it is a different form or route of administration, submission is made to the FDA via an NDA for its review and approval under
Section 505(b)(1) or Section 505(b)(2) of the FFDCA. An NDA submitted under Section 505(b)(2) of the FFDCA, is generally less complex
than an ordinary Section 505(b)(1) NDA. We expect that the majority of our product candidates in development will require the filing of Section
505(b)(2) NDA�s because, although such products are known chemical entities, we or our licensees may be making new claims as to therapeutic
effects or lessene
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