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of this Form 10-K.

PART T.

This Annual Report on Form 10-K contains forward-looking statements within the
meaning of Section 27A of the Securities Act of 1933, as amended, and Section
21E of the Securities Exchange Act of 1933, as amended. All forward-looking
statements are inherently uncertain as they are based on current expectations
and assumptions concerning future events or future performance of the Company.
Readers are cautioned not to place undue reliance on these forward-looking
statements, which are only predictions and speak only as of the date hereof.
Forward-looking statements are not descriptions of historical facts. The words
or phrases "will likely result", "look for", "may result", "will continue", "is
anticipated", "expect", "project", or similar expressions are intended to
identify forward-looking statements, and are subject to numerous known and
unknown risks and uncertainties. Actual results could differ materially from
those currently anticipated due to a number of factors, including those
identified in the "Cautionary Statements" filed as an Exhibit to this Annual
Report on Form 10-K, and in the Company's other filings with the Securities and
Exchange Commission. The Company undertakes no obligation to update or publicly
announce revisions to any forward-looking statements to reflect future events or
developments.

Antizol (R), Antizol-Vet (R), Busulfex(R), Cystadane(R), Elliotts B(R) Solution,
Sucraid(R), Xyrem(R), MedExpan(TM), "The" Orphan Drug Company (TM), Xyrem Success
Program(SM) Orphan Medical, Inc.(R) and Dedicated to Patients with Uncommon
Diseases (R) are trademarks of the Company.

ITEM 1. BUSINESS

OVERVIEW

Orphan Medical, Inc. (the "Company") acquires, develops and markets
pharmaceutical products of high medical value for patients within selected
therapeutic areas. A pharmaceutical product has high medical value if it offers
a major improvement in the safety or efficacy of patient treatment. The Company
currently concentrates its efforts on drugs with high medical value that may be
marketed within three therapeutic areas: Antidotes, Oncology Support, and Sleep
Disorders. Antizol, Busulfex and Xyrem are available commercially and are the
Company's lead products in its Antidotes, Oncology Support and Sleep disorders
areas, respectively. In addition, the Company manufactures and distributes
Cystadane and Sucraid that treat two rare congenital diseases. Antizol-Vet is
marketed through separate channels to the veterinary community. Although these
products do not fall into the selected therapeutic areas, the Company expects to
continue offering Cystadane, Antizol-Vet, and Sucraid because these products
have high medical value and require limited resources to market and distribute.

Our corporate offices are located at 13911 Ridgedale Drive, Suite 250,
Minnetonka, Minnesota 55305. Our telephone number is 952-513-6900 and our
website 1s www.orphan.com. The information on our website is not incorporated
into and is not intended to be a part of this report. We make available free of
charge on or through our website our annual report on Form 10-K, quarterly
reports on Form 10-Q, current reports on Form 8-K and amendments to those
reports filed or furnished pursuant to Section 13(a) or 15(d) of the Exchange
Act as soon as reasonably practible after we electronically file such material
with, or furnish it to, the United States Securities and Exchange Commission.
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Unless the context otherwise indicates, all references to the "Registrant", the
"Company", or "Orphan Medical" in this Form 10-K relate to Orphan Medical, Inc.

Each therapeutic area defined by the Company is characterized by a well-defined
patient population that is treated by a relatively small number of medical
specialists. The Company believes this approach makes a large sales force
unnecessary to market the Company's products because marketing efforts can be
focused on a limited number of medical specialists or patients. The high medical
value of the Company's products is expected to facilitate marketing efforts
directed toward users and prescribers. Through its sales force, supported by
marketing and sales methods including the use of computer systems and the
Internet, the Company intends to promote awareness of the key advantages of
Orphan Medical branded products within Antidotes, Oncology Support, and Sleep
Disorders. The Company's marketing and sales efforts will differentiate products
on the basis of quality, potentially improved medical outcomes, and cost
effectiveness. The Company uses established distributors of pharmaceutical
products for its currently marketed products in a manner similar to that of most
other pharmaceutical companies.

The Company believes its approach to pharmaceutical product development reduces
the time, costs and risks traditionally involved in bringing pharmaceutical
products to market. In general, the Company does not conduct basic research and
does not attempt to discover new drugs. The Company's strategy is to acquire
licenses to develop, or develop existing known therapeutic substances for new
indications for market products that preferably have existing clinical data that
indicate therapeutic value and safety. In addition, the Company considers
acquiring

products that have already received marketing approval from the U.S. Food and
Drug Administration (the "FDA"). The Company uses contract development,
manufacturing, and consulting companies to assist it in its product development
and commercialization activities.

The Company operates within a single industry segment: pharmaceutical product
development, marketing and sales. To date, the Company has obtained marketing
approval from the FDA on seven New Drug Applications ("NDA"). The Company's
products are commercially available in the United States and several foreign
countries. Revenues from the Company's approved products outside the United
States were approximately 22% of total 2002 revenues.

As an emerging and growing specialty pharmaceutical company, the Company did not
achieve profitability in 2002 and does not expect to do so at least through
2003. The Company has significant capital requirements to support product
development and marketing efforts until profitability is achieved.

STRATEGIC BACKGROUND

In the 1950s and early 1960s, drug development was relatively inexpensive and
regulatory approval was straightforward. Pharmaceutical companies marketed their
products through sales forces directly to physicians who generally had
independent responsibility for prescription and purchase decisions. In the
1970s, however, regulatory standards and competition increased, and the price of
research and development and manufacturing rose dramatically. In the 1980s and
1990s, prescription decisions by physicians were constrained by managed care
entities and drug companies revised their targeted rates-of-return or financial
"hurdle rates," as well as other selection criteria, to avoid developing drugs
whose incremental profit contributions were considered insufficient to provide
acceptable returns on investment. Many of the drugs that did not meet these
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criteria were drugs that treat diseases affecting smaller patient populations.
As a consequence, new drugs for such diseases were less likely to be developed
by larger companies. Some research institutions, universities and small
companies, however, have continued to develop and conduct clinical trials on
these types of drugs.

The Company's strategy is based on several factors relating to these and other
changes in the health care and pharmaceutical industries:

o Larger pharmaceutical companies generally have increased their financial
return rates, seek new products with annual revenues greater than $300
million and avoid developing new products that address diseases outside
their therapeutic areas of focus. As a result, the Company believes many
developmental products of high medical value are available for licensing.
If these products are intended to address smaller markets, they may be
eligible for orphan drug designation. Many of these products have already
been developed to the point where the time and cost required to bring the
product to market can be reasonably estimated.

o The knowledge and skills required to address many aspects of drug
development are available on a contract basis from outside companies or
individuals.

o To address rapidly changing market forces, alternative means of marketing

and distributing pharmaceuticals have been created. The advent of the
Internet has dramatically increased the availability of information,
including information related to health and health care products. Many
products, particularly those targeted to smaller, well-defined markets, do
not require a large, specialized sales force and can be marketed through
direct means such as exhibits at professional meetings, direct mailings,
telemarketing, continuing medical education programs, and the Internet. In
addition, these products can be effectively distributed through companies
that are proficient in distribution of pharmaceutical products to smaller
patient populations.

In response to these changes, the Company has adopted a business strategy that
is centered on products of high medical value within well-defined strategic
therapeutic market segments, uses the knowledge and skills available on a
contract basis where necessary, and uses alternative marketing and distribution
channels, as appropriate.

BUSINESS STRATEGY

The Company focuses on products of high medical value intended to address
inadequately treated or uncommon diseases within selected therapeutic areas. A
drug has high medical value if it offers a major improvement in the safety or
efficacy of current patient treatments. In addition to products with high
medical value, the Company seeks pharmaceuticals that have readily measured
clinical endpoints, existing positive clinical data, proprietary attributes,
eligibility for insurance reimbursement, and that offer attractive financial
returns. The Company generally does not conduct basic research to discover new
drugs, but instead seeks to acquire and further develop products that already

have some data that indicate the presence of therapeutic value and safety. The
Company's strategy of developing and marketing high medical value drugs with
these clinical characteristics is intended to achieve the following benefits.

¢} REGULATORY REQUIREMENTS AND REVIEW - Drugs of high medical value have a
greater likelihood of receiving expedited review by the FDA. If such drugs
also have smaller patient populations, the number of patients required for
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clinical trials is generally reduced.

o PRODUCT DEVELOPMENT TIME AND COST -The Company generally attempts to
concentrate resources and project management attention on a single medical
indication in order to limit the amount of clinical information required by
the FDA to clear a product for marketing. The time and cost of development
is directly related to the amount of clinical information required for
regulatory approval.

o LIMITED INFRASTRUCTURE - The Company believes that high quality
pharmaceutical products can be developed efficiently and economically using
well established independent contractors directed by its experienced staff.
Accordingly, the Company uses the available pool of contract development,
manufacturing, distribution and consulting companies to assist in product
development and marketing activities. This approach allows the Company to
avoid the costs, time and financial risks associated with developing an
extensive infrastructure to perform these functions internally.

o MARKETING STRATEGY -To assess the viability of a potential product, the
Company considers questions such as these:
o Are there unmet therapeutic needs as defined by the customer? (the
patient or the health care practitioner)
o Are there other product development or product acquisition

opportunities that complement the product or does the product fit in
the Company's areas of focus?

o Can the product's brand be established and command significant market
share?
o DIRECT SALES - The Company has built a small, specialized sales force to

promote Antizol and Busulfex. The sales force has extensive knowledge of
the Antidote and Oncology Support therapeutic areas, as well as extensive
marketing and business experience. The Company has also created a dedicated
specialty sales force to support Xyrem in the Sleep Disorders market. Each
of the Company's sales forces utilizes a consultative, customer-oriented
approach to selling.

o ALLIANCES - The high medical value of the Company's products has interested
other companies seeking to market the Company's products outside the U.S.
To date, the Company has agreements with nine companies relating to five of
the Company's products. The Company also believes that its relationships
with these and other partners may provide strategic benefits, possibly in
the area of product acquisition opportunities.

o ATTRACTION OF POTENTIAL NEW PRODUCTS - As the Company's strategy and focus
on pharmaceutical products of high medical value within a selected
therapeutic area becomes better known and understood by others in the
research and development community and as the Company further proves its
ability to market and sell into a therapeutic area, the Company expects
more product development or acquisition opportunities will be presented to
it in the future.

RISK MANAGEMENT

The Company's strategy has been designed, in part, to manage its overall
business risk. The Company has pursued multiple distinct therapeutic areas
rather than concentrating financial, development and marketing resources on a
single therapeutic area or a single platform technology. To reduce its product
development risk, the Company generally seeks to develop products that (1) are
known to the medical community and to the FDA, (2) have a straightforward
formulation that can be readily manufactured with established technologies, and
(3) do not require excessive specialized processes for development or
manufacture. In addition, the Company generally seeks to acquire products that
are already in Phase II or Phase III clinical trials, or in an earlier stage of
development with proof of concept established. When a product is licensed
without the equivalent of Phase II or III data, the Company may conduct one or
more "proof of concept" trials to better assess the likelihood of efficacy or
safety. Each such pilot trial is narrowly defined. The Company does not conduct
extensive basic research to discover new chemical entities. The Company may also
purchase rights to approved products. To reduce its marketing risk, the Company
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generally attempts to obtain some form of proprietary protection, such as patent
protection, orphan drug status, exclusive licensing agreements, or sole supplier
agreements.

PROPRIETARY RIGHTS

The Company believes it is important that its products receive patent protection
or orphan drug status or have other factors that limit potential competition.
When available and appropriate, the Company will seek orphan drug status to
enhance or provide proprietary protection to a product. A drug that has orphan
drug designation and which is the

first product to receive marketing approval for its product claim, indication or
application, receives orphan drug status and is entitled to a seven-year
exclusive marketing period in the United States for that product claim and a
10-year exclusive period in Europe for that product claim, indication or
application, subject to certain limitations. The Company has six products with
orphan drug status. Applications for Orphan Drug designation will be made where
appropriate and available for any additional indications or products that may be
licensed in the future.

To encourage the continued development of drugs for smaller patient populations,
the federal government enacted the Orphan Drug Act of 1983. This Act provides
incentives to companies to develop and market drugs for diseases or conditions
that are known to affect fewer than 200,000 people in the United States. A
company must request orphan drug designation before an NDA is approved, and
after the FDA grants orphan drug designation, the generic identity of the
therapeutic agent (drug) and its potential orphan use (market) are published by
the FDA. Orphan drug designation does not convey any advantage in, or shorten
the duration of, the regulatory approval process. The FDA may grant orphan drug
designation to more than one company of an identical drug for the same
designated indication, however under current law, orphan drug status is granted
to the first company receiving FDA marketing approval for a specific indication
of a drug with orphan drug designation. A company receiving orphan drug status
for a designated indication is entitled to a seven-year exclusive marketing
period in the United States for the drug with the approved indication, subject
to certain limitations. Orphan drug status in the United States, however does
not prevent subsequent approval of a different drug for the same designated
indication, nor subsequent approval of the same drug for a different designated
indication, nor provide any marketing exclusivity in foreign markets. Since
1983, the FDA has assigned orphan drug designation to more than 650 potential
products.

Orphan drug protection is available in Japan and the European Union under
requirements similar to those in the United States. An important distinction in
the European Union is the ten-year period of marketing exclusivity for products
designated as orphan drugs, compared to seven year of exclusivity in the United
States. The period of exclusivity in the European Union also begins upon
marketing approval.

The license agreement pursuant to which the Company has acquired rights to
develop and market Busulfex provides for an assignment of the licensor's
proprietary rights, including patent and technology rights. With respect to
additional products it may license in the future, if any, the Company expects
that such licenses will include, if such rights are available, an assignment of
the licensor's proprietary rights with respect to the licensed product. Foreign
patent applications have been filed and some allowed for Busulfex and Xyrem. The
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Company has licensed two patents related to a new potential development
opportunity. The Company 1is evaluating a development program for this product.
The Company evaluates the desirability of registering approved patents or other
forms of protection for its products in individual foreign markets based on the
expected costs and relative benefits of attaining such protection.

THE REGULATORY PROCESS

Pharmaceutical products intended for therapeutic use in humans are governed by
extensive FDA and other federal agencies regulations in the United States and by
comparable regulations in foreign countries. The process of seeking and
obtaining FDA approval for a previously unapproved new human pharmaceutical
product generally takes many years and involves the expenditure of substantial
resources and considerable risk.

Before a drug product can be investigated or marketed in the United States, the
following general steps are required includes (i) pre-clinical laboratory and
animal safety tests, (ii) the submission to the FDA of an IND application, (iii)
clinical and other studies to assess safety and parameters of use, (iv) adequate
and well-controlled clinical trials to establish the safety and effectiveness of
the drug product, (v) the submission to the FDA of an NDA, (vi) FDA approval of
the NDA prior to any commercial sale or shipment of the product, (vii) marketing
of the drug, and (viii)post-approval safety and risk monitoring.

Upon the successful completion of clinical testing, a marketing application
(i.e. NDA) is submitted to the FDA for approval. This application requires
detailed data on the results of pre-clinical testing, clinical testing and the
composition of the product; proposed labeling to be used with the drug;
information on manufacturing methods; and sometimes samples of the product.
Since the passage of the Prescription Drug User Fee Act ("PDUFA"), the FDA
typically takes from six to eighteen months to review an NDA after it has been
accepted for filing. Following its review of a marketing application, the FDA
invariably raises questions or requests additional information. The NDA approval
process can, accordingly, be very lengthy. Further, there is no assurance that
the FDA will ultimately approve an NDA. The FDA can also determine that a drug
is "approvable" contingent on satisfactory review of additional information
requested by the FDA. We cannot assure you that such requests by the FDA for
additional information can be fulfilled in a timely manner, if at all. If the
FDA approves the NDA, the new product may be

marketed for the applications or treatments that have been approved by the FDA.
The claims with which a product can be marketed are also subject to review and
approval by the Division of Drug Marketing, Advertising and Communications
("DDMAC"), the FDA's marketing surveillance department within the Center for
Drugs. The FDA often clears a product for marketing with a modification, or
restriction to the proposed label claims or requires that post-marketing
surveillance, or Phase IV testing, to be conducted. The method and system of a
drug's distribution can also be controlled by the FDA if approved under Subpart
H.

OPERATING FUNCTIONS

The Company has structured each of its operating functions to support its
strategy. Following is a general explanation of the typical steps in the
Company's processes of product acquisition, development and marketing.

PRODUCT ACQUISITION
The Company actively searches for product licensing opportunities. The continual
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acquisition of products for development and/or commercialization is a key
element of the Company's growth strategy. The Company attracts product
acquisition proposals through a network of customer and industry contacts,
licensing brokers and a growing awareness of its activities by governmental,
academic and industry sources. Since its inception, the Company has evaluated
many product opportunities. To date, seventeen products have been acquired and,
of these, seven products are currently under development or being marketed.

The Company seeks to acquire pharmaceutical products within selected therapeutic
areas that, in the Company's opinion, generally:

o Are of high medical value as defined by the customer (physician or patient)
within a therapeutic area;

o Treat diseases that affect distinct patient populations;

Are prescribed by physician specialists;

o Can be marketed with a relatively small, specialized sales team to health
care specialists, health care institutions, and patients;

o Are likely to be eligible for reimbursement by third-party payors;

o Have or are candidates for patent protection, orphan drug designation or have
other characteristics that enhance the Company's competitive position;

o Treat diseases that have clinical endpoints (i.e., signs or symptoms) that
are readily measured;

o Are conventional pharmaceutical products that are relatively straightforward
in formulation and development, and do not involve the application of new
technologies;

o Are in Phase II or Phase III clinical trials and have a relatively high
likelihood of obtaining the approval of the FDA within three to five years of
acquisition;

o Offer attractive potential financial returns with relatively inexpensive
development costs;

o Compliment other products in an existing therapeutic area or can be grouped
with other products to build a new therapeutic area.

o

In selecting additional products for potential inclusion in its portfolio, the
Company generally focuses on acquiring rights to medicines that serve niche or
defined patient populations. Major drug companies are less likely to address
these niche markets because they do not believe these markets will produce
acceptable revenues and returns. This reluctance limits the number of potential
sources of competition. In addition, a product designed for smaller patient
populations is often eligible for orphan drug designation. By obtaining orphan
drug designation, the Company is granted exclusive marketing rights or status in
the United States for seven years, subject to certain limitations, after an NDA
for a product is approved, if the Company is the first to receive approval for
the designated drug and indication.

The Company seeks to acquire potential products that already have, or will not
require, a substantial quantity of clinical data to demonstrate their relative
efficacy and safety. The Company also searches for product candidates that
represent new delivery methods or dosage forms of previously approved or known
compounds because the Company believes these types of products are more likely
to be quickly approved by the FDA and accepted by the medical community. In
addition, the Company attempts to develop medicines where clear clinical
endpoints can demonstrate their effectiveness. Generally, the Company seeks to
acquire products that can be developed to the point of FDA approval within three
to five years of their acquisition. Typically, the Company also focuses its
development efforts on one indication and, when possible, one dosage form to
minimize development costs. Potential additional indications or dosage forms
will only be evaluated after the primary NDA is submitted or approved.
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An additional element of the Company's product development strategy is to
acquire products that have or can have a degree of proprietary protection.
Generally, this goal is accomplished by selecting products that are covered by
patents, are eligible for orphan drug designation, or are the subject of an
exclusive license from a sole supplier or a manufacturer with specialized or
proprietary processes. The likely availability of adequate levels of
reimbursement from third-party payors is also an important factor in product
acquisition decisions.

The Company's management reviews new product opportunities and makes
recommendations to the Board of Directors of the Company regarding the license
or acquisition of any proposed additional products. The product review process
involves discussions with customers (physicians and patients) within a given
therapeutic area to identify unmet needs, and with the initial product developer
and experts in the disease treated by the drug; review of research publications
and other databases to gauge competitive activities; market research aimed at
identifying potential acceptance by the end user; technical evaluations to
determine manufacturability and cost; expected FDA regulatory requirements to
obtain acceptable marketing or promotional claims; and a legal review of any
relevant proprietary rights. If this review indicates that the proposed product
meets the Company's selection criteria, efforts to negotiate a license are
initiated. Generally, the Company seeks to obtain licenses that require a
minimal signing fees and commercially acceptable royalty levels.

The Company is continually seeking and evaluating additional proposed products
within selected therapeutic areas. Should the Company be unsuccessful in
acquiring additional proposed products for development and commercialization
within a selected therapeutic area, the Company may reassess the viability of a
therapeutic area or redefine the area to expand the number of potential products
that might satisfy the Company's acquisition criteria for a viable therapeutic
area to ensure adequate future growth of the Company.

PRODUCT DEVELOPMENT
Pharmaceutical product development is one of the Company's principal activities.
The Company has incurred $48.1 million in research and development expense
through December 31, 2002. In addition, the Company estimates that it will need
to incur at least an additional $6.0 million in research and development expense
relating to the seven products it currently markets, including obtaining any
potential additional Xyrem indications.

A major element of the Company's product development strategy is to use
third-parties or contract research organizations (CROs) to assist in the conduct
of safety and efficacy testing and clinical studies, to assist the Company in
guiding products through the FDA review and approval process, and to manufacture
and distribute any FDA approved products. The Company believes that maintaining
a minimal infrastructure will enable it to develop products efficiently and cost
effectively. To facilitate this strategy, the Company uses a team approach to
develop its proposed products. A development team is organized and managed by
senior staff. The development team is cross—-functional and includes in-house
experts, as well as appropriate outside consultants, to manage all development
activities as well as market planning with respect to a proposed product. A
development team designs a development plan, which will support the proposed
indication and marketing claims, and creates and manages a financial budget for
the proposed product and contracts with outside development agents and
consultants to arrange for the necessary clinical and toxicology studies,
manufacturing arrangements and FDA filings. Upon approval of the NDA by the FDA,
the Company's marketing and sales staff manages marketing and sales of the
proposed product.

The Company believes the use of third parties to develop and manufacture its
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products has several advantages. This approach generally allows a greater pool
of resources to be concentrated on a product than if these functions were
performed by internal personnel who were required to support all of the
Company's products. Although this approach will allow the Company to avoid the
expense associated with developing a large internal infrastructure to support
its product development efforts, it will result in the Company being dependent
on the ability of outside parties to perform critical functions for the Company.
Over time, the Company expects to build internal capabilities to replace certain
functions now contracted to outside parties.

This contract approach to product development requires project management by
professionals with substantial industry experience. The Company believes it has
in-house experts in areas of critical importance to all of its proposed products
who can be consulted by the development teams. These areas include regulatory
affairs, marketing and sales, quality assurance, manufacturing, clinical trials
management, finance, information systems and general management.

The product development process is designed to identify problems associated with
a proposed product's safety and effectiveness. The Company attempts to reduce
the risk that a proposed product will not be accepted in the

marketplace by conducting market research and defining commercial strategy with
a product's development. A drug development portfolio cannot be completely
insulated from potential clinical and marketing failures. It is likely that some
proposed products selected for development by the Company will not produce the
clinical or revenue results expected. To date, the Company has discontinued
development activities with respect to eleven proposed products because either
the products were deemed unapprovable or the estimated financial returns of
these proposed products were unacceptable.

MANUFACTURING
The Company does not have and does not intend to establish any internal product
testing, drug or chemical synthesis of bulk drug substance, and manufacturing
capability for drug product. Manufacturers of the Company's products are subject
to applicable Good Manufacturing Processes ("GMP") as required by FDA
regulations, or other rules and regulations prescribed by foreign regulatory
authorities. The Company 1is negotiating or has entered into bulk drug supply and
drug product manufacturing agreements with third parties for all of its FDA
approved products and is dependent on such third parties for continued
compliance with GMP and applicable foreign standards. The Company believes that
qualified manufacturers will continue to be available in the future, at a
reasonable cost to the Company, although there can be no assurance that this
will be the case.

Due to FDA mandated dating requirements and the limited market size for the
Company's approved products, the Company may be subject to complex manufacturing
logistics, minimum order quantities that could result in excess inventory as
determined under the Company's accounting policy, unsalable inventory as a
result of product expiring prior to use, and competition with others for
manufacturing services when needed or expected. The Company has a
production-planning program to assess and manage the manufacturing logistics
amongst the vendors supplying the required finished product components of bulk
drug substance, drug product and packaging.

The Company is substantially dependent on its contract drug product
manufacturers. These manufacturers have been approved by the FDA for the
production of the Company's approved products. Following is a listing of the

10
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Company's contract drug product manufacturers:

Contract Drug Product Manufacturer Marketed and Proposed Products

An affiliate of Boehringer Ingelheim Antizol, Antizol-Vet, Elliotts B
Solution, and Busulfex

NutraMax, Inc. Sucraid
Proclinical, Inc., Ropack, Inc. Cystadane
DSM/Catalytica Pharmaceuticals, Inc. Xyrem

In addition to the contract drug product manufacturers, the Company is
substantially dependent on Ash Stevens, Inc. ("Ash Stevens") and Lonza, Inc.
("Lonza"). Ash Stevens is the Company's sole supplier of bulk drug substance for
the manufacture of Antizol, Antizol-Vet, and Busulfex; while Lonza is the
Company's sole supplier of bulk drug substance for the manufacture of Xyrem.

MARKETING - UNITED STATES
The Company has designed its product selection strategy to maximize the success
of its marketing efforts. By having products that current and potential
customers have identified as having "high medical value", the Company believes
it should be able to more easily attract the attention of targeted segments of
the medical community. The Company also believes that its focus on well-defined
physician and patient populations will allow the use of a relatively small,
focused sales force instead of a large, generalized sales force. Because of the
distinct nature of most of its potential markets, the Company expects to be able
to concentrate its marketing efforts on a limited number of medical specialists,
or on patients themselves.

As part of its marketing efforts, the Company identifies and defines appropriate
therapeutic areas, identifies customer needs within each therapeutic area,
identifies specific product acquisition candidates within each therapeutic area,
works with the development team to insure clinical data are collected that
supports the desired indication and marketing claims, and if FDA approval is
obtained, designs and implements marketing plans for each of its approved
products. Market research is conducted to analyze the potential of products
prior to their acquisition. Once a product is acquired and is being developed,
further market research is completed and, based on this analysis; the product's
marketing plan is developed. Upon submission of the NDA to the FDA, the product
management responsibilities transition from the development team to the
Company's marketing and sales staff. The development

group continues to provide support where needed to enhance marketing and sales
efforts. This group is responsible for all aspects of a product's marketing and
sales, including product forecasting, positioning, price, promotion and physical
distribution to successfully launch and commercialize the product. Senior sales
and marketing employees lead a cross functional team of internal and external
personnel to implement a product's marketing and commercialization plan. In
addition, marketing and sales staff also supports the Company's international
sales efforts through support of and interfacing with international partners.

MARKETING - FOREIGN

In general, the Company expects to out-license foreign marketing, sales and
distribution rights after an NDA is submitted or approved in the United States.
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The Company contracts with foreign companies (usually pharmaceutical companies)

to market and distribute its products. The Company considers Europe and Japan to
be its most attractive foreign markets. The Company has entered into marketing,

sales and distribution agreements for Antizol, Cystadane and Sucraid in Europe,

Cystadane and Sucraid in Australia and New Zealand, Busulfex, Cystadane, Elliots
B Solution and Sucraid in Israel, Antizol and Cystadane in Canada, and Elliotts

B Solution in Central America.

In October 1999, the Company signed a definitive agreement with Pierre Fabre
Medicament, granting the French company exclusive rights to market and
distribute Busulfex in 21 European countries, as well as Argentina and South
Africa. Upon approval, Pierre Fabre, a private company with 2002 sales in excess
of $1.3 billion and approximately 9,000 employees, will market Busulfex to
transplant centers through its 75 oncology marketing and sales personnel. The
Company has an agreement with IDIS World Medicine to distribute Busulfex on a
"named patient basis" to requesting physicians outside of the United States,
Canada and Israel, and other approved products in territories where the
Company's other products are not approved and where the Company does not have a
distribution partner. The Company began shipments to IDIS in January 2000.

In December 2000, the Company signed a definitive agreement with Kirin Brewing
Co., LTD to market and distribute Busulfex in Asia including Japan, the Peoples
Republic of China, South Korea and Taiwan. Kirin is a diversified company with
more than $14 billion worldwide revenues in the food and beverage industry.
Kirin expanded into the pharmaceutical business in 1982 and has a strong
presence in the fields of nephrology, cancer and cell production, immunology and
allergy.

The Company's historical practice is to negotiate contracts with foreign
distributors that generally provide for minimum order and sales performance.
Minimum fees negotiated with foreign parties to date are not material and are
not refundable, nor subject to future performance criteria. The foreign
contracting party is responsible for obtaining marketing approval for the
Company's product to which the agreement relates and the Company is responsible
for providing selected U.S regulatory information to the foreign party on
request. The Company cannot unilaterally terminate these agreements without
established evidence of default, but these agreements do expire over a defined
period of time and the Company may seek other foreign parties to provide
comparable services upon expiration if not satisfied with the performance of its
partners. The principal benefit a foreign party receives from entering into
these agreements with the Company and paying the minimum fees, if any, is a
contracted price for acquisition of product from the Company because the Company
is the sole supplier of its approved products on a worldwide basis.

The Company 1is in the process of obtaining a partner for the distribution of
Xyrem in the European Union, where it received orphan drug designation in
February 2003, and Asia. The commercial agreement with a third party for Xyrem
that provides marketing rights outside of the United States may differ from
previously executed contracts in that the Company hopes to secure an upfront
payment as well as milestone payments for regulatory and/or commercial milestone
achievements.

DISTRIBUTION
In the foreseeable future, the Company does not intend to develop internal
physical distribution capabilities because the Company believes its relatively
low-volume products can be more economically and efficiently distributed through
third party distribution organizations. Cystadane is principally distributed
directly to patients through a third party mail order pharmacy, Chronimed, Inc.
Elliotts B Solution, Antizol and Busulfex are primarily used in a hospital
setting and are distributed by an affiliate of Cardinal Health. This
distribution system allows the sale of these products directly into hospitals
or, if customers prefer, through their primary wholesaler. Antizol-Vet is a
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product used in veterinary clinics and is distributed by an affiliate of
Cardinal Health to individual veterinary clinics and a network of veterinary
wholesalers.

The Company has a contract with a central pharmacy to distribute Xyrem in the
United States. Xyrem is classified as a Schedule III controlled substance and
approved under Subpart H of the FDA's review and approval process, and
distribution will be strictly controlled. The specialty pharmacy will be the
only source through which Xyrem can be obtained. Distribution will be governed
by the FDA's Subpart H regulations and will fully comply with the
risk-management controls jointly developed by Orphan Medical, the Drug
Enforcement Agency and law enforcement agencies. Every shipment of Xyrem will be
subject to stringent safeguards to ensure it reaches only individuals for whom
it has been legitimately prescribed.

COMPETITION

Potential competitors in the United States are numerous and include
pharmaceutical, chemical and biotechnology companies. The Company will
experience competition in several specific areas, including, but not limited to,
those described below.

o PRODUCT ACQUISITION -The Company will compete with other entities in
acquiring product rights from other companies, universities, other research
institutions, as well as from other potential licensors.

o PRODUCT DEVELOPMENT RESOURCES - The Company will compete for certain
resources, such as the services of clinical investigators, contract
manufacturers, advisors and other consultants. The Company will generally
have little or no control over the allocation of such resources.

o ORPHAN DRUG DESIGNATION - The Company 1is aware of two other companies that
have filed for and received orphan drug designation on products similar to
two of its products. Sparta Pharmaceutical (acquired by SuperGen in 1999) and
Teva (formerly Biocraft) have been granted orphan drug designations for their
intravenous busulfan and sodium oxybate, respectively. Intravenous busulfan
and sodium oxybate are their equivalents of the Company's Busulfex and Xyrem
products, respectively. The Company does not believe SuperGen is developing
an intravenous busulfan. In 1999, the Company entered into an agreement with
Teva that, in effect, transfers Teva's development data to the Company. While
the Company is not aware of others holding or seeking orphan drug
designations for products that would compete with the Company's products for
NDA approval, there can be no assurance that the Company's products will not
have such competition from another formulation or drug of materially
different composition from being approved, with or without orphan drug
status, for the same indication.

o MARKETING AND SALES - Each of the Company's current products will face
competition from other products or from other therapeutic alternatives. The
Company's products may compete against products whose marketers have
substantially greater resources, including large specialized sales forces,
than the Company.

o MANUFACTURING - The Company may also compete for limited manufacturing
capacity or availability.

GOVERNMENT REGULATION

GENERAL
Political, economic and regulatory influences are subjecting the health care
industry in the United States to fundamental change. Several potential
approaches are under consideration, including mandated basic health care
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benefits, controls on health care spending through limitations on the growth of
private health insurance premiums and Medicare and Medicaid spending, price
discounts from drug manufacturers, the creation of large purchasing groups and
other significant changes to the health care delivery system. In addition, some
states have adopted or are considering price controls and various health care
reform proposals. The Company anticipates that Congress and state legislatures
will continue to review and assess alternative health care delivery systems and
payment methods and that public debate of these issues will likely continue in
the future. Because of uncertainties regarding the ultimate features of reform
initiatives and their enactment and implementation, the Company cannot predict
which, if any, of such reform proposals will be adopted, when they may be
adopted or what impact they may have on the Company or its prospects.

REIMBURSEMENT
Employers, through payments to their employee benefit plans, bear a significant
share of the health care costs of their employees. These plans are typically
administered by insurance companies, health maintenance organizations, preferred
provider organizations and other third-party payors. Health care services and
products, including pharmaceutical products, are also paid for by government
agencies, such as Medicaid. Employers and the payors involved in providing or
administering health care benefits are increasingly turning to "managed care"
systems to control health care costs. Under these systems, the administrative
requirements and standards of care are established by the health care purchasers
and providers and the benefit level depends on the negotiated price. Managed
care systems usually limit treatment options to approved therapeutic regimens
and "formularies," or lists of approved drugs and medical products.
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Inclusion or listing on the formularies of managed care groups is important to
the commercial success of most prescription medicines. A pharmaceutical must be
included on a third-party payor's formulary or must be deemed "medically
necessary" to be eligible for reimbursement by that payor. In deciding whether a
drug is to be included on a formulary, payors will generally consider its
therapeutic value and cost in comparison to other available treatments. The
Company believes that the proprietary nature and medical usefulness of its
products should assist it in its efforts to have its products approved for
reimbursement. No assurance can be given, however, that the Company's products
will be approved for reimbursement by third-party payors at acceptable levels,
or at all.

PRODUCT APPROVALS
The Company's products require FDA approval in the United States and comparable
approvals in foreign markets before they can be marketed. The development of
investigational products and the marketing and supply of approved products
require continuing compliance with FDA regulations on the part of the Company as
well as its manufacturers and distributors.

SCHEDULED PRODUCTS
Products that are designated "controlled" substances also require compliance
with regulations administered by the U.S. Drug Enforcement Agency ("DEA"), and
similar regulations administered by state regulatory agencies. On February 28,
2000 the President signed PL 106-172, a public law that makes gamma
hydroxybutyrate (GHB) a Schedule I substance. Schedule I is the designation by
which illegal and non-approved drugs are controlled. The bill further delineates
GHB products being studied under Food and Drug Administration (FDA) approved
protocols or approved for commercial sale by the FDA as Schedule III substances.

FEach state has the ability to schedule products more strictly or equivalent to
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the Federally designated schedule. Most states have adopted, either
administratively or legislatively, the bifurcated I/III schedule as described
above. The Company continues its efforts to ensure consistency of scheduling
across all states.

MANUFACTURING REGULATION
All facilities and manufacturing processes used to manufacture products for
clinical use or sale in the United States must be operated in conformity with
Good Manufacturing Practices (GMP). These represent the FDA requirements
governing the production of pharmaceutical products. FDA approval is required
before a contract manufacturer can implement most changes in manufacturing
procedures for any of the Company's approved products. The Company has
established a quality assurance program to monitor third-party manufacturers of
its products to promote compliance by such manufacturers with domestic and
foreign regulations (based on country of use). In addition, FDA approval is
required to change contract manufacturers of approved products. Obtaining the
FDA's approval for a change in manufacturing procedures or change in
manufacturers could cause production delays and loss of revenue.

FOREIGN REGULATION
Products marketed outside of the United States are subject to regulatory
approval requirements si