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PART I

ITEM 1. Business

Mylan Laboratories Inc. (the Company or Mylan) is engaged in developing,
licensing, manufacturing, marketing and distributing generic and brand
pharmaceutical products. The Company was incorporated in Pennsylvania in 1970.
References herein to a fiscal year shall mean the fiscal year ended March 31.

Overview of Our Business

We conduct business through our generic (Generic Segment) and brand (Brand
Segment) pharmaceutical operating segments. For fiscal 2002, the Generic Segment
represented approximately 88% of net revenues, and the Brand Segment represented
approximately 12% of net revenues. For fiscal 2001 and 2000, the Generic Segment
represented approximately 80% and 82% of net revenues, and the Brand Segment
represented approximately 20% and 18% of net revenues. The financial information
for our operating segments required by this Item is provided in Note 14 to
Consolidated Financial Statements under Part II, Item 8, of this Report.

Prescription pharmaceutical products in the United States (US) are
generally marketed as either brand or generic drugs. Brand products are marketed
under brand names through programs that are designed to generate physician and
consumer loyalty. Brand products generally are patent protected or benefit from
other non-patent, market exclusivities. This market exclusivity generally
provides brand products with the ability to maintain their profitability for
relatively long periods of time. Brand products generally have a significant
role in the market after the end of patent protection or other market
exclusivities due to physician and customer loyalties.

Generic pharmaceutical products are the chemical and therapeutic equivalent
of a reference brand drug, which is an approved drug product listed in the US
Food and Drug Administration (FDA) publication entitled Approved Drug Products
with Therapeutic Equivalence Evaluations, popularly known as the "Orange Book."
The Drug Price Competition and Patent Term Restoration Act of 1984 (Waxman-Hatch
Act) provides that generic drugs may enter the market after the approval of an
Abbreviated New Drug Application (ANDA) and the expiration, invalidation or
circumvention of any patents on the corresponding brand drug or the end of any
other market exclusivity periods related to the brand drug. Generic drugs are
bioequivalent to their brand name counterparts. Accordingly, generic products
provide a safe, effective and cost-efficient alternative to users of these brand



products. Growth in the generic pharmaceutical industry has been driven by the
increased acceptance of generic drugs as bioequivalent substitutes for brand
name products, as well as the number of brand drugs for which patent terms
and/or other market exclusivities have expired.

Generic Segment

We are recognized as a leader in the generic pharmaceutical industry. The
Generic Segment consists of two principal business units, Mylan Pharmaceuticals
Inc. (Mylan Pharm) and UDL Laboratories, Inc.(UDL), which are wholly-owned
subsidiaries. Mylan Pharm is our primary generic pharmaceutical development,
manufacturing, marketing and distribution division. Mylan Pharm's net revenues
are derived primarily from the sale of solid oral dosage products. UDL packages
and markets generic products, either obtained from Mylan Pharm or purchased from
third parties, in unit dose formats, for use primarily in hospitals and other
institutions. The Generic Segment is augmented by transdermal patch products
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developed and manufactured by Mylan Technologies Inc.(Mylan Tech), a
wholly-owned subsidiary.

We obtain new products primarily through internal product development.
However, we license or co-develop other products through arrangements with other
companies. Generic products are generally introduced to the marketplace at the
expiration of patent protection for the brand product. The FDA may extend the
period of brand product marketing exclusivity under certain circumstances,
primarily through pediatric exclusivity. New generic product approvals are
obtained from the FDA through the ANDA process. The ANDA process requires us to
demonstrate bioequivalence to a reference brand product. In addition, we must
develop formulations of the reference product that will result in demonstrating,
to the FDA's satisfaction, that our product is bioequivalent to the referenced
product. Even with the uncertainties related to formulation development, the
ANDA process often results in the FDA granting a number of ANDA approvals for a
given product at the time the brand product patent or other market exclusivity
expires. Consequently, we often face a number of competitors when we introduce a
new generic product into the market. Additionally, ANDA approvals often continue
to be granted for a given product subsequent to the initial launch of the
generic product. These circumstances generally result in significantly lower
prices, as well as reduced margins, for generic products compared to brand
products. New generic market entrants generally cause continued price and margin
erosion over the generic product life cycle. In part, our continued growth is
dependent upon our ability to successfully develop or acquire profitable new
generic pharmaceuticals.

The Waxman-Hatch Act provides for a period of 180 days of generic marketing
exclusivity for those ANDA applicants that are first to file an ANDA containing
a certification of invalidity, non-infringement or unenforceability with respect
to the listed patent(s). Such certifications are commonly referred to as
Paragraph IV certifications. The 180-day period of generic market exclusivity
generally results in higher market share, net revenues and gross margin. Generic
manufacturers may also enjoy longer periods of relatively high, stable margins
through the introduction of difficult-to-develop generic pharmaceuticals.

We have attained a position of leadership in the generic industry through
our ability to obtain ANDA approvals, our uncompromising quality control and our
devotion to customer service. We have bolstered our traditional solid oral dose
products with unit dose, transdermal and extended release products. We have
entered into strategic alliances with several pharmaceutical companies through
product development, distribution and licensing agreements that provide us with
additional opportunities to broaden our product line.

We manufacture and market approximately 111 generic pharmaceuticals in
capsule or tablet form in an aggregate of approximately 264 dosage strengths. We
also manufacture and distribute two generic transdermal patch pharmaceutical
products in six dosage strengths. In addition, we are marketing 73 generic
products in 130 dosage strengths under supply and distribution agreements with
other pharmaceutical companies. We have been successful in developing a number
of extended-release products with approximately nine extended-release products
in 19 dosage strengths in our portfolio. In fiscal 2002, Mylan held the first or
second market position in new and refilled prescriptions dispensed among all
pharmaceutical companies in the US with respect to 97 of the 126 generic
pharmaceutical products we marketed, excluding unit-dose products.

Sales of our antianxiety products, primarily buspirone in fiscal 2002,
represented approximately 19%, 4% and 14% of our net revenues in fiscal 2002,
2001 and 2000, respectively. Lorazepam and clorazepate represented a significant
portion of our net revenues in fiscal 2000. Approximately 19%, 26% and 9% of our
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net revenues in fiscal 2002, 2001 and 2000, respectively, were contributed by
calcium channel blockers, primarily nifedipine in fiscal 2002 and 2001.

We expect that the future growth of our Generic Segment will result from:
(1) increasing generic substitution rates for existing products, (2) emphasizing
the development or acquisition of new products that may attain FDA first-to-file
status, (3) targeting products that are difficult to formulate and (4) pursuing
products for which the active pharmaceutical ingredient is difficult to obtain.
In addition, we intend to continue to seek complementary or strategic
acquisitions.

Brand Segment

The Brand Segment consists of two principal business units, Bertek
Pharmaceuticals Inc. (Bertek) and Mylan Tech, which are wholly-owned
subsidiaries. The Brand Segment operations are conducted primarily through
Bertek. Bertek's principal therapeutic areas of concentration include neurology,
dermatology and cardiology. The Brand Segment includes pharmaceutical products
that have patent protection, have achieved brand recognition in the marketplace
or represent branded generic pharmaceutical products that are responsive to
promotional efforts.

In fiscal 2002, the Brand Segment curtailed its end-of-quarter promotional
programs. As our customers adjusted their buying patterns and inventory levels,
the Brand Segment experienced a decrease in net revenues and gross profits.
Customer orders have subsequently become more consistent and predictable.

We expect that the growth of the Brand Segment will be driven through
internal development of unique and innovative products, product or business
acquisitions, licensing arrangements and our ability to increase prescriptions
for our current products. In late fiscal 2002, the Brand Segment launched
Phenytek(R), an internally developed, once-daily form of extended phenytoin
sodium, used in the treatment of seizure disorders. Phenytek(R) is a unique
product in that it may enhance medication compliance.

Bertek anticipates FDA approval for isotretinoin in fiscal 2003. Obtained
through a licensing agreement, isotretinoin is the generic equivalent of
Accutane(R), which is used in the treatment of severe acne. The significant
marketing barriers surrounding this product will require extensive promotional
efforts and are expected to limit the number of competitors who will enter this
market.

Nebivolol, which we licensed in fiscal 2001, is a beta blocker for which we
intend to pursue a New Drug Application (NDA) for the indication of
hypertension. We believe that we will be able to demonstrate clinically the
unique beta 1-receptor blockade selectivity characteristics of this product,
which could result in providing certain competitive advantages. The nebivolol
compound has patent protection in the US through March 2004, which may be
extended under the terms of the Waxman-Hatch Act. An additional patent
application has been filed that, if approved by the FDA, could further extend
patent protection on this compound. We anticipate expending significant funds to
support the nebivolol clinical development program for hypertension through
fiscal 2004.

The Brand Segment sales force consists of approximately 175 sales
representatives who promote our products to primary care physicians,
dermatologists, neurologists and pharmacists. We expect our sales force to
increase as the Brand Segment introduces new products to its product line.
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Product Development

Our research and development strategy focuses on the following product
development areas:

o] development of controlled-release technologies and the application of
these technologies to reference products;

o] development of NDA and ANDA transdermal products;
o] development of drugs technically difficult to formulate or manufacture

because of unusual factors that affect their bioequivalence or because
of unusually stringent regulatory requirements;

o] development of drugs that target smaller, specialized or under-served
markets;
o] expansion of our existing solid oral dosage products with respect to

additional dosage strengths; and

o successful completion of nebivolol clinical trials and the filing of
the related NDA.

Our future results of operations will depend in part upon our ability to



develop and successfully commercialize new brand and generic pharmaceutical
products in a timely manner. These new products must be continually developed,
tested and manufactured. In addition, they must meet regulatory standards and
receive regulatory approvals (see "Government Regulation"). The development and
commercialization process is time-consuming and costly. If products that we
develop cannot be successfully or timely launched, our operating results could
be adversely affected.

FDA approval is required before any drug product, including a generic, can
be marketed. The process of obtaining FDA approval to manufacture and market
pharmaceutical products is rigorous, time-consuming, costly and largely
unpredictable. The rate, timing and cost of obtaining FDA approvals can
adversely affect our product introduction plans and results of operations (see
"Government Regulation").

All applications for FDA approval must contain information relating to
product formulation, raw material suppliers, stability, manufacturing processes,
packaging, labeling and quality control. There are generally two types of
applications used for obtaining FDA approval of new products:

New Drug Application (NDA). An NDA is filed when approval is sought to
market a drug with active ingredients that have not been previously approved by
the FDA. NDAs are filed for our newly developed brand products and, in certain
instances, for a new dosage form of previously approved drugs.

Abbreviated New Drug Application (ANDA). An ANDA is filed when approval is
sought to market a generic equivalent of a drug product previously approved
under an NDA.
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One requirement for FDA approval of ANDAs and NDAs is that our
manufacturing procedures and operations conform to FDA requirements and
guidelines, generally referred to as current Good Manufacturing Practices
(cGMP). The requirements for FDA approval encompass all aspects of the
production process, including validation and record keeping, and involve
changing and evolving standards. Compliance with cGMP regulations requires
substantial expenditures of time, money and effort in such areas as production
and quality control to ensure full technical compliance. The evolving and
complex nature of these regulatory requirements, the broad authority and
discretion of the FDA and the generally high level of regulatory oversight
result in a continuing possibility that we may be adversely affected by
regulatory actions despite our efforts to comply with regulatory requirements.

Research and development expenses were $58.8 million, $64.4 million and
$49.1 million in fiscal 2002, 2001 and 2000, respectively. Research and
development efforts are conducted primarily to enable us to manufacture and
market FDA-approved pharmaceuticals in accordance with FDA regulations.
Typically, research expenses related to the development of innovative compounds
and the filing of NDAs are significantly greater than those expenses associated
with ANDAs. As the Brand Segment continues to develop brand products, our
research expenses will likely increase.

Generic Product Development

FDA approval of an ANDA is required before marketing a generic equivalent
of a drug approved under an NDA or a previously unapproved dosage strength of a
drug approved under an ANDA. The ANDA approval process is generally less
time-consuming and complex than the NDA approval process. It does not require
new preclinical and clinical studies because it relies on the studies
establishing safety and efficacy conducted for the drug previously approved
through the NDA process. The ANDA process does, however, require one or more
bioequivalency studies to show that the ANDA drug is bioequivalent to the
previously approved drug. Bioequivalence compares the bioavailability of one
drug product with that of another formulation containing the same active
ingredient. When established, bioequivalency confirms that the rate of
absorption and levels of concentration in the bloodstream of a formulation of
the previously approved drug and the generic drug are equivalent.
Bioavailability indicates the rate and extent of absorption and levels of
concentration of a drug product in the bloodstream needed to produce the same
therapeutic effect.

Supplemental ANDAs are required for approval of various types of changes to
an approved application, and these supplements may be under review for six
months or more. In addition, certain types of changes may only be approved once
new bioequivalency studies are conducted or other requirements are satisfied.

During fiscal 2002, Mylan received 18 application approvals, including 11
final ANDA approvals: Famotidine Tablets, Buspirone Tablets, Paclitaxel
Injection, Oxaprozin Tablets, Spironolactone Tablets, Enalapril and
Hydrochlorothiazide Tablets, Diclofenac Sodium Extended-Release Tablets,
Lovastatin Tablets, Metformin Tablets, Fluoxetine Capsules, and Ketoprofen
Extended-Release Capsules; two supplemental ANDAs for Extended Phenytoin Sodium
Capsules USP, 200mg and 300mg and Buspirone Tablets, 5mg and 10mg; three
tentative ANDA approvals: Lisinopril Tablets, Lisinopril and Hydrochlorothiazide
Tablets and Mirtazapine Tablets; one approvable ANDA for Tramadol Tablets and
one amendment for additional strengths for Ciprofloxacin.
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We have a total of 20 ANDAs pending approval, which represent products with
2001 brand sales of approximately $18.0 billion. Eight of these have approvable
or tentative approvable status, representing $6.7 billion in 2001 brand sales.

Over the next few years, patent protection on a large number of brand drugs
are expected to expire. These patent expirations should provide additional
generic product opportunities. We intend to concentrate our generic product
development activities on brand products with significant US sales in
specialized or growing markets, in areas that offer significant opportunities
and other competitive advantages. In addition, we intend to continue to focus
our development efforts on technically difficult-to-formulate products or
products that require advanced manufacturing technology. When evaluating which
drug development projects to undertake, we also consider whether the product
would complement other products in our portfolio or would otherwise assist in
making our product line more complete. During fiscal 2003, we plan to invest in
a significant number of bioequivalency studies for development of generic
products or dosage forms.

Brand Product Development

The process required by the FDA before a previously unapproved
pharmaceutical product may be marketed in the US generally involves the
following:

o] laboratory and preclinical tests;

o] submission of an investigational new drug application (IND), which
must become effective before clinical trials may begin;

o] adequate and well-controlled human clinical trials to establish the
safety and efficacy of the proposed product for its intended use;

o] submission of an NDA containing the results of the clinical trials
establishing the safety and efficacy of the proposed product for its
intended use, as well as extensive data addressing such matters as
manufacturing and quality assurance; and

o] FDA approval of an NDA.

Preclinical tests include laboratory evaluation of the product, its
chemistry, formulation and stability, as well as toxicology studies to assess
the potential safety and efficacy of the product. The results of these studies
are submitted to the FDA as part of the IND. They must demonstrate that the
product delivers sufficient quantities of the drug to the bloodstream to produce
the desired therapeutic results before human clinical trials may begin. The IND
automatically becomes effective 30 days after receipt by the FDA unless the FDA,
during that 30-day period, raises concerns or questions about the conduct of the
proposed trials as outlined in the IND. In such cases, the IND sponsor and FDA
must resolve any outstanding concerns before clinical trials may begin. In
addition, an independent institutional review board must review and approve any
clinical study prior to initiation.
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Human clinical trials are typically conducted in three sequential phases,
which may overlap:

0 Phase I: The drug is initially introduced into a relatively small
number of healthy human subjects or patients and is tested for safety,
dosage tolerance, absorption, metabolism, distribution and excretion.

o] Phase II: Studies are performed with a limited patient population to
identify possible adverse effects and safety risks, to assess the
efficacy of the product for specific targeted diseases or conditions
and to determine dosage tolerance and optimal dosage.

o] Phase III: When Phase II evaluations demonstrate that a dosage range
of the product is effective and has an acceptable safety profile,
Phase III trials are undertaken to evaluate further dosage, clinical
efficacy and to test further for safety in an expanded patient
population at geographically dispersed clinical study sites.

The results of the product development, preclinical studies and clinical
studies are then submitted to the FDA as part of the NDA. The NDA drug
development and approval process could take from 3 to 10 or more years.

Our brand product development continues to emphasize areas where we have an
existing sales and marketing presence, namely dermatology, cardiology and
neurology. Products currently in development and/or pending approval include:
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